
Dominant Flex
Chirurgická odsávačka

CS

 NÁVOD K POUŽITÍ
VAROVÁNÍ A BEZPEČNOSTNÍ POKYNY 

 VAROVÁNÍ 
Varuje před možnou nebezpečnou situací, jež by mohla mít za 
následek závažné poranění nebo smrt, pokud by jí nebylo zabráněno.

 UPOZORNĚNÍ  
Upozorňuje na možnou nebezpečnou situaci, jež by mohla mít za 
následek lehké či středně těžké poranění, pokud by jí nebylo zabráněno.

 BEZPEČNOSTNÍ TIP  
Uvádí užitečné informace o bezpečném používání prostředku.

Odsávačka Dominant Flex je schválena k použití výhradně způsobem 
popsaným v tomto návodu. Společnost Medela ručí za bezpečné fungování 
systému pouze za předpokladu, že odsávačka Dominant Flex bude 
používána v kombinaci s originálním příslušenstvím Medela (sběrným 
systémem, hadicemi, filtry atd. – viz kapitola „Přehled příslušenství“).

DŮLEŽITÉ UPOZORNĚNÍ
•  Před zprovozněním prostředku se nejprve seznamte s varováními  

a bezpečnostními pokyny a řiďte se jimi. Před jeho obsluhou se rovněž 
seznamte s příslušnými informacemi a pokyny pro odstraňování problémů 
(viz kapitoly „Instalace“ a „Odstraňování problémů“). 
Tento návod k použití musí být uchováván u prostředku pro případné 
nahlédnutí.

•  Pamatujte, že tento návod k použití obsahuje všeobecné pokyny týkající  
se používání výrobku. Lékařské záležitosti náleží do působnosti lékaře.  
Za posouzení slučitelnosti stavu pacienta s prováděnými chirurgickými 
zákroky a léčebnými postupy zodpovídá lékař. Ten je vždy povinen  
na základě svých znalostí a zkušeností vyhodnotit a zvolit nejvhodnější 
léčebný postup. Společnost Medela přijímá odpovědnost pouze za účinky 
na základní bezpečnost, spolehlivost a účinnost odsávačky Dominant Flex 
za předpokladu, že je používána v souladu s tímto návodem k použití.

•  Za posouzení slučitelnosti stavu pacienta s prováděnými chirurgickými 
zákroky a léčebnými postupy zodpovídá lékař. Ten je vždy povinen na 
základě svých znalostí a zkušeností vyhodnotit a zvolit nejvhodnější 
léčebný postup.

•  Dojde-li k závažné nežádoucí příhodě v souvislosti s prostředkem,  
je nutno ji oznámit společnosti Medela AG a příslušnému orgánu.

VAROVÁNÍ

 Varování: Za účelem snížení rizika možné křížové kontaminace nebo 
expozice biologickým nebezpečím

•  Po každém použití je nutno v souladu s pokyny pro obnovu vyčistit, 
vydezinfikovat, sterilizovat nebo zlikvidovat všechny části, které přišly  
do styku s odsávaným sekretem.

•  Součástí prostředku je propojovací hadice, jež nesmí v žádném případě 
přijít do styku s odsávanou oblastí. Vždy musí být používán sterilní 
odsávací katétr (jinak hrozí nebezpečí infekce).

 Varování: Za účelem snížení rizika možného poranění v důsledku 
nesprávného použití

•  Prostředek smí být používán pouze osobami se zdravotnickou kvalifikací, 
které byly náležitým způsobem zaškoleny v provádění postupů odsávání  
a používání odsávaček.

•  Před použitím odsávačky Dominant Flex nejprve zvažte její indikované 
použití, rizikové faktory a kontraindikace. Nepřečtení či nedodržování 
pokynů obsažených v tomto návodu před použitím prostředku může mít  
za následek závažné nebo smrtelné poranění pacienta.

•  Prostředek není vhodný pro aplikace vyžadující nízký podtlak, jako např. 
pro thoraxové sání bez použití specializovaného příslušenství. 

•  Prostředek není schválen pro použití ve venkovních prostorách ani během 
transportu pacienta.

 Varování: Za účelem snížení rizika možného poranění během 
sestavování nebo provozu

•  Nejsou povoleny žádné úpravy zařízení.
•  Nepřipojujte prostředek k pasivní drenážní hadici.
•  Příslušenství uvedené v kapitole „Přehled příslušenství“ bylo ověřeno pro 

použití v kombinaci s odsávačkou Dominant Flex. Pro zajištění správného 
a bezpečného provozu odsávačky Dominant Flex používejte pouze toto 
příslušenství. Další informace naleznete v technických listech jednotlivého 
příslušenství.

 Varování: Za účelem snížení rizika možného poranění v důsledku 
rušení jinými zařízeními

  Odsávačku Dominant Flex nepoužívejte v blízkosti jiných zařízení, ani  
ji na jiná zařízení nepokládejte. Je-li takovéto použití nezbytné, je nutné 
odsávačku Dominant Flex sledovat, aby byl zajištěn její normální chod  
s ohledem na konfiguraci, v níž má být použita.

•  Použití jiného příslušenství nebo kabelů než dodaných výrobcem tohoto 
prostředku může mít za následek zvýšené elektromagnetické emise nebo 
sníženou elektromagnetickou odolnost prostředku a může zapříčinit jeho 
nesprávnou funkci.

•  Přenosná vysokofrekvenční komunikační zařízení (včetně periferních 
zařízení, jako jsou anténní kabely a externí antény) nesmí být používána 
blíže než 30 cm k žádné části odsávačky Dominant Flex, včetně kabelů 
(napájecí kabel, nožní spínač, pojízdný stojan) uvedených výrobcem.  
V opačném případě může dojít ke zhoršení účinnosti tohoto zařízení.

 Varování: Za účelem snížení nebezpečí možného úrazu elektrickým 
proudem nebo vystavení působení tepla, požáru, výbuchu 

•  Aby se zabránilo nebezpečí úrazu elektrickým proudem, musí být zařízení 
připojeno k uzemněné elektrické zásuvce.

•  Prostředek nesmí být použit k odsávání výbušných, lehce zápalných ani 
korozivních tekutin.

•  Před obnovou prostředku vytáhněte zástrčku ze síťové zásuvky.
•  Před výměnou pojistky odpojte zástrčku od zdroje síťového napájení.
•  Odsávačka Dominant Flex je napájena z elektrické sítě. Před připojením 

odsávačky k napájení nejprve ověřte, zda se napětí v síti shoduje se 
jmenovitým napětím uvedeným na typovém štítku.

UPOZORNĚNÍ

 Upozornění: Za účelem snížení rizika možné křížové kontaminace nebo 
expozice biologickým nebezpečím

•  Před otevřením prohlédněte sterilní obal prostředku, zda není poškozen.
•  Prostředky s poškozeným obalem se nesmí používat.
•  Opakovaně použitelné prostředky se dodávají nesterilní a před prvním 

použitím i po každém použití musí být provedena jejich obnova v souladu  
s kapitolou „Obecné pokyny pro obnovu“.

•  Při obnově prostředků vždy používejte osobní ochranné prostředky (OOP): 
jednorázové rukavice a další OOP dle místních doporučených postupů  
a předpisů.

•  Ošetření v místě použití vodou z vodovodu (≤ 40 °C, ≤ 104 °F). Porušení 
uvedených pokynů může mít za následek přilnutí zbytků, čímž může být 
znemožněna dezinfekce.

 Upozornění: Za účelem snížení rizika možného poranění v důsledku 
nesprávného použití

•  Nesprávným použitím lze pacientovi přivodit bolest a poranění.
•  Pacient by měl být pravidelně monitorován dle pokynů lékaře a postupů 

zdravotnického zařízení. Objektivní indikace či známky možné infekce 
anebo komplikací (např. horečka, bolest, zarudnutí, zvýšená horkost,  
otok nebo hnisavý výtok) je nutné neprodleně řešit. Nedodržení těchto 
pokynů může mít za následek výrazné ohrožení pacienta. Pravidelně 
kontrolujte provozní stav odsávačky Dominant Flex.

•  Je-li odsávačka Dominant Flex používána k drenáži ran, je třeba nastavit 
podtlak podle pokynů specialisty, aby nedošlo k dalšímu poškození v ráně.

 Upozornění: Za účelem snížení rizika možného poranění během 
sestavování nebo provozu

•  U stacionární verze musí být dodržena minimální vzdálenost 5 cm od skříně, 
aby nedošlo k přehřátí prostředku.

 Upozornění: Za účelem snížení rizika možného poranění v důsledku 
rušení jinými zařízeními

•  Bezdrátová komunikační zařízení, jako jsou domácí síťová bezdrátová 
zařízení, mobilní telefony, bezdrátové telefony a jejich základny nebo 
vysílačky, mohou ovlivnit provoz odsávačky Dominant Flex, a měla  
by proto být umístěna ve vzdálenosti nejméně 30 cm od zařízení  
(odsávačka, napájecí kabel, nožní spínač, pojízdný stojan).

 Upozornění: Za účelem snížení nebezpečí možného úrazu elektrickým 
proudem nebo vystavení působení tepla, požáru, výbuchu

•  Aby nedošlo k přehřátí prostředku, nesmí být během jeho provozu zakrytý 
výstup na spodní straně.

 BEZPEČNOSTNÍ TIP 
•  Pokud jde o bezpečnostní zkoušky, odsávačka musí po dobu své životnosti 

procházet pravidelnou servisní údržbou a opravami v souladu se servisní 
příručkou.

•  Ochrana odsávačky Dominant Flex před účinky výboje kardiodefibrilátoru 
závisí na použití odpovídajících kabelů.

•  Jediný bezpečný způsob, jak odsávačku odpojit od zdroje síťového napájení, 
je odpojení zástrčky ze síťové zásuvky.

•  Připojované prostředky jiných výrobců (např. kanyly, katétry) musí umožňovat 
bezpečné připojení, aniž by došlo ke snížení účinnosti odsávačky. 

•   Před použitím ověřte správnou funkci odsávačky, viz kapitola věnovaná 
přípravě k použití.

•   Vyvarujte se kontaktu elektrické zástrčky nebo zásuvky napájecího kabelu  
s kapalinami.

BEZPEČNOSTNÍ POKYNY 

•   Při použití odsávačky Dominant Flex s jinými prostředky nahlédněte  
do jejich návodu k použití, kde naleznete konkrétní indikace pro použití  
i případné kontraindikace. 

•  Při obsluze vždy používejte ochranné rukavice.
•  Dominant Flex je zdravotnický prostředek vyžadující zvláštní bezpečnostní 

opatření s ohledem na elektromagnetickou kompatibilitu. Instalace a 
zprovoznění musí být provedeny v souladu s informacemi o elektromagnetické 
kompatibilitě uvedenými v kapitole „Technická dokumentace“.

•  Odsávačka Dominant Flex je nebezpečná pro magnetickou rezonanci 
(MR). Neumisťujte ji do prostředí s magnetickou rezonancí.

•  Dojde-li k přesátí, je nutno ihned informovat interní technický servis a provést 
úkony popsané v servisní příručce.

•  V každém z následujících případů nesmí být prostředek používán a musí být 
opraven servisním oddělením společnosti Medela:

 –  napájecí kabel nebo zástrčka jsou poškozené
 –  prostředek nefunguje správně
 –  prostředek je poškozený
 –  prostředek vykazuje zřejmou bezpečnostní závadu
•  Napájecí kabel chraňte před kontaktem s horkým povrchem.
•  Elektrická zástrčka nesmí přijít do styku s vlhkostí.
•  Elektrickou zástrčku nikdy neodpojujte ze síťové zásuvky taháním  

za napájecí kabel!
•  Zapnutý prostředek nikdy nenechávejte bez dozoru.
•  Během použití musí odsávačka stát ve vzpřímené poloze.
•  Prostředek nikdy nepoužívejte v prostorách s vysokou teplotou, při velké 

únavě obsluhy anebo v prostředí, v němž hrozí nebezpečí výbuchu.
•  Nikdy neponořujte prostředek do vody ani jiné kapaliny.
•  Při použití jednorázových sterilních výrobků mějte na paměti, že nejsou 

určeny k obnově. Obnova může vést ke ztrátě mechanických, chemických 
anebo biologických vlastností. Obnova může zapříčinit křížovou kontaminaci.

•  Pro pomoc s používáním výrobku se obraťte na vašeho místního zástupce 
zákaznických služeb společnosti Medela.

•  Odsávací zařízení Medela používejte pouze k odsávání tělesných tekutin. 
Nepoužívejte odsávací zařízení Medela k podávání tělesných tekutin.

Tento návod si uschovejte pro pozdější použití.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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NASTAVENÍ PRO VAKUUMEXTRAKCI 

Poznámka
•  Odsávačku Dominant Flex je nutné umístit tak, aby bylo možné ji snadno 

odpojit od elektrické sítě.

b) připojte hadici peloty 
Medela k pacientské 
přípojce na odsávací 
láhvi opakovaně 
použitelného sběrného 
systému.

4.1  Zapněte odsávačku, nastavte na max. podtlak, hadici 
peloty Medela zasvorkujte a nožní regulátor vakua 
stlačte nadoraz (dopředu a dolů bříškem chodidla).

4.2  Porovnejte maximální podtlak podle specifikace,  
viz tabulka výše.

5.1  Je-li vše v pořádku, uvolněte podtlak vrácením 
nožního regulátoru vakua do polohy „nulového tlaku 
nebo okolního tlaku“ (patou zatlačte dozadu a dolů).

5.2 Odsávačka je nyní připravena k použití.

1.    Nastavte odsávačku  
a příslušenství podle 
postupu uvedeného  
v kapitole „Příprava  
před použitím“.

2.1  Připojte nožní regulátor 
vakua: stříbrný adaptér 
je nutné plně zasunout 
do bezpečnostní sady 
odsávačky.

2.2  Hadici nasaďte na  
horní konec kovového 
adaptéru.

3.1  a) Připojte hadici peloty 
Medela k pacientské 
přípojce na víčku vaku 
jednorázového sběrného 
systému NEBO

ODSTRAŇOVÁNÍ PROBLÉMŮ 

Nedostatečný podtlak
Zkontrolujte následující:
•  zda je správně nastaven regulátor vakua.
•  zda nejsou vadné nebo prasklé hadice. V případě potřeby je vyměňte.
•  zda jsou pevně připojeny všechny připojované prvky.
•  zda je deaktivovaná/otevřená ochrana proti přesátí. Je-li ochrana proti 

přesátí aktivována, deaktivujte ji postupem uvedeným v kapitole „Instalace“ 
a „Sestavení bezpečnostní sady“.

•  zda na odsávací láhvi a víčku nejsou žádné praskliny, křehká místa  
či barevné změny. V případě potřeby je vyměňte.

•  zda na jednorázovém systému nejsou žádné praskliny, křehká místa  
či barevné změny. V případě potřeby je vyměňte.

•  zda není zanesený filtr. Chcete-li vyzkoušet, zda filtr není ucpaný,  
přečtěte si návod dodaný s filtry.

Nelze-li problém vyřešit, kontaktujte interní technické oddělení.

Kontrolka nesvítí
Odsávačka Dominant Flex není připojena k síťovému napájení,  
nebo je zapotřebí vyměnit pojistku.

Svítí žlutá kontrolka
Menší závada: Svítí žlutá kontrolka, ale odsávačku je možné zapnout  
a vypnout:
•  při nejbližší příležitosti kontaktujte interní technické oddělení nebo 

autorizovaný servis.

Větší závada: Svítí žlutá kontrolka a odsávačku nelze  
zapnout ani vypnout:
•  obraťte se na technické oddělení nebo na autorizovaný servis a požádejte 

o opravu/údržbu.

Motor neběží
Zkontrolujte následující:
•  zda je odsávačka Dominant Flex zapnutá. Kontrolka pohotovostního 

režimu musí svítit.
•  zda je síťová zástrčka kabelu správně zapojena do síťové zásuvky  

a na opačné straně do napájecí zásuvky odsávačky.
•  zda pojistka na zadní části odsávačky Dominant Flex není vadná. Při výměně 

vadné pojistky postupujte podle kapitoly „Výměna vadné pojistky“.

Nelze-li problém vyřešit, kontaktujte interní technické oddělení.

VÝMĚNA VADNÉ POJISTKY 

VAROVÁNÍ
•  Před výměnou pojistky odpojte zástrčku od zdroje síťového napájení. 

Při výměně pojistek (T 1.6AH, 250 V AC, 5 × 20 mm) odsávačky Dominant Flex 
postupujte podle pokynů v servisní příručce [         200.6365].

Verze a hlavní součásti odsávačky

Stacionární verze

Madlo se 
dvěma držáky 
na láhve

Přenosná verze

Pojízdná verze

Vakuometr

Regulátor vakua
Vypínač

Bezpečnostní sada
Tlačítka pro změnu 
rychlosti průtoku

Standardní lišta
Pojízdný stojan  
(volitelné příslušenství)

Nožní spínač  
(pojízdný stojan)

Všechna kolečka brzděná

Ovládací 
prvky a  
indikátory

Zadní část  
prostředku Držák kabelu  

(s volitelným pojízdným 
stojanem)

Zásuvka pro volitelný 
nožní spínač

Pojistky

Napájecí zásuvka

Ekvipotenciální vodič

rychlost průtoku 60 l/min
rychlost průtoku 50 l/min
rychlost průtoku 40 l/min

Vypínač

zelená kontrolka: odsávačka je zapnutá
žlutá kontrolka: vyskytla se závada odsávačky Viz kapitola „Odstraňování  
problémů“
bílá kontrolka: odsávačka je v chodu

aktivováno:

deaktivována: 
(připravena k použití)

Mechanická  
ochrana proti  
přesátí

Otvor pro hadici
Víčko s pojistnými  
sponami

Bezpečnostní sada

Láhev, 
0,25 l

POPIS 

Úvod
Odsávačka Dominant Flex je vysoce kvalitní odsávačka, která zajišťuje 
maximální sací výkon pro široký rozsah aplikací. Díky možnosti volby tří úrovní 
průtoku se odsávačka Dominant Flex flexibilně přizpůsobí požadavkům 
lékaře. Ideálním způsobem v sobě kombinuje snadnou obsluhu i obnovu,  
ale i bezpečnostní prvky pro zaručení optimálního provozu. Díky širokému 
výběru příslušenství značky Medela lze prostředek snadno konfigurovat  
pro celou řadu lékařských aplikací. 

Určené použití/určený účel
Odsávačka Dominant Flex je určena k použití pro vytvoření trvalého podtlaku 
v rozsahu 0 až –95 kPa.

Indikace pro použití
Odsávačka Dominant Flex je indikována pro všechny aplikace vyžadující 
podtlak, jako je všeobecná chirurgie, liposukce, endoskopie, epikardiální 
ablace, nazofaryngeální odsávání, neurochirurgie, OPCAB, císařský  
řez/porod vakuumextrakcí a drenáž ran v nemocnicích, na klinikách  
a v lékařských ordinacích.

Kontraindikace
Pro odsávačku Dominant Flex nejsou známy žádné kontraindikace.

Určený uživatel
Odsávačku Dominant Flex smí obsluhovat pouze zdravotničtí pracovníci 
obeznámení s postupy odsávání a pracovníci provádějící obnovu  
zdravotnických prostředků. Tyto osoby nesmí být nedoslýchavé ani  
hluché a musí mít dostatečné zrakové schopnosti.

Určená populace pacientů
Odsávačka Dominant Flex je určena k použití pouze u pacientů vykazujících 
stavy popsané v indikacích pro použití.

Nežádoucí vedlejší účinky
Nejsou známy žádné nežádoucí vedlejší účinky spojené s odsávačkou 
Dominant Flex.

PŘEHLED 

Definice podtlaku
Výše podtlaku se u aspiračních zdravotnických prostředků vyjadřuje obvykle 
jako rozdíl mezi absolutním a atmosférickým tlakem (v absolutních hodnotách), 
nebo zápornou hodnotou v kilopascalech (kPa). V této dokumentaci např. 
údaj -10 kPa vždy označuje tlakové rozpětí vyjádřené v kPa, které je nižší  
než atmosférický tlak okolí (dle pojmů a definic stanovených v normě  
EN ISO 10079:1999).

INSTALACE 

1 Kontrola při dodání
Zkontrolujte úplnost dodávky i celkový stav odsávačky Dominant Flex.

Dominant Flex 
– přenosná verze

 071.0002
 101046576* 

* Pouze pro 
global accounts

Dominant Flex 
– stacionární 
verze

 071.0003

Napájecí kabel, 
imbusový klíč

  Viz servisní 
příručka

Opakovaně 
použitelná láhev 
0,25 l

 077.0125

Hadice silikonová, 
Ø 7 ×12 mm,  
2 konektory

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device
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OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.
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Návod k použití

Víčko pro 
bezpečnostní 
láhev s ochranou 
proti přesátí

 077.0450

1 Připojení odsávačky Dominant Flex k síťovému napájení

1.    Před použitím nejprve odsávačku zkontrolujte  
dle pokynů v kapitole „Příprava před použitím“.

2.1  Napájecí kabel zapojte do napájecí zásuvky na 
zadní straně odsávačky. Kabel zajistěte v zásuvce 
pomocí příchytky.

2.2  Zástrčku napájecího kabelu zapojte do elektrické 
zásuvky.

3.1  Proběhne interní autotest. Když se rozsvítí zelená 
kontrolka, je prostředek připraven k použití.

POKYNY K OBSLUZE 

VAROVÁNÍ
•  Odsávačka Dominant Flex je napájena z elektrické sítě. Před připojením 

odsávačky k napájení nejprve ověřte, zda se napětí v síti shoduje se 
jmenovitým napětím uvedeným na typovém štítku.

Poznámka
•  Odsávačku Dominant Flex je nutné umístit tak, aby bylo možné ji snadno 

odpojit od elektrické sítě.
• Při obsluze vždy používejte ochranné rukavice.

2 Ověření maximálního podtlaku

1.1  Zapněte odsávačku Dominant Flex. Odsávačka 
zobrazí rychlost průtoku 50 l/min.

2.1  Regulátor vakua otočte doprava na maximální 
úroveň podtlaku.

Nadmořská výška:
Specifikace vakua:

Max. podtlak:

1.1  Rychlost průtoku lze měnit podle preferencí obsluhy. 
Po zapnutí (nožním spínačem nebo vypínačem na 
odsávačce) se odsávačka spustí s rychlostí průtoku 
50 l/min.

1.2  Dotykem změníte rychlost na:  
60 l/min 
50 l/min 
40 l/min

UPOZORNĚNÍ
•  Je-li odsávačka Dominant Flex používána k drenáži ran, je třeba nastavit 

podtlak podle pokynů specialisty, aby nedošlo k dalšímu poškození v ráně.

3 Změna rychlosti průtoku

4 Změna úrovně podtlaku
2.1  Zasvorkujte pacientskou hadici.
2.2  Otočením regulátoru vakua nastavte správný podtlak 

pro konkrétní aplikaci. Pro zvýšení podtlaku otočte 
regulátorem ve směru chodu hodinových ručiček.

2.3  Nastavení ověřte na vakuometru.

nebo
nebo

5 Odstavení z provozu po použití
1.1 Vypněte odsávačku stisknutím vypínače.

2.1  Odpojte zástrčku od zdroje síťového napájení.
3.    Odsávačku Dominant Flex vyčistěte a vydezinfikujte. 

Viz kapitola „Obecné pokyny pro obnovu“.

 + 3000 m – 64 kPa
  – 480 mmHg
 + 2000 m – 74 kPa
  – 555 mmHg
 + 1000 m – 84 kPa  
  – 630 mmHg
 + 500 m – 89 kPa 
  – 668 mmHg
 0 m – 95 kPa 
  – 713 mmHg (Tolerance: +/-15 %)

3.1 Palcem utěsněte konec pacientské hadice.
3.2  Porovnejte maximální podtlak podle specifikace 

(níže). Pokud není dosaženo podtlaku, podívejte  
se do kapitoly „Odstraňování problémů“ a oddílu 
„Nedostatečný podtlak“.

VAROVÁNÍ
•  Po každém použití je nutno v souladu s pokyny pro obnovu vyčistit, 

vydezinfikovat, sterilizovat nebo zlikvidovat všechny části, které přišly  
do styku s odsávaným sekretem.

4  Upevnění přídavného držáku  na eurolištu  
(při použití volitelného pojízdného stojanu)

1.1 Stiskněte a přidržte modrý kolík.
1.2  Držák nasaďte na eurolištu a uvolněte modrý kolík.

5 Sestavení bezpečnostní sady

1.1  Nasaďte na víčko mechanickou ochranu proti 
přesátí. Jemně přitlačte směrem dolů, aby se 
ochrana otevřela/deaktivovala.

1.2 Víčko nasaďte na láhev.
1.3 Zajistěte víčko dvěma pojistnými sponami.

2.1 Připojte k odsávačce bezpečnostní sadu.

3.1  Při obnově odstraňte z odsávačky bezpečnostní 
sadu a demontujte ji opačným postupem uvedeným  
v bodech 1.3, 1.2 a 1.1.

1.1

1.2

PŘÍPRAVA PŘED POUŽITÍM 

VAROVÁNÍ
•  Prostředek smí být používán pouze osobami se zdravotnickou kvalifikací, 

které byly náležitým způsobem zaškoleny v provádění postupů odsávání  
a používání odsávaček.

Poznámka
•  Při obsluze vždy používejte ochranné rukavice.

UPOZORNĚNÍ
•  Během použití musí odsávačka Dominant Flex stát ve vzpřímené poloze.
•  U stacionární verze musí být dodržena min. vzdálenost 5 cm od skříně,  

aby nedošlo k přehřátí prostředku. Prostor zadní části musí být otevřený.
•  Před použitím sterilního příslušenství je nezbytné zkontrolovat neporušenost 

obalů.

1 Kontrola před použitím
•  Před použitím systému Dominant Flex nejprve zkontrolujte, zda není 

poškozen napájecí kabel nebo zástrčka, zda odsávačka nevykazuje 
známky poškození anebo bezpečnostní závadu a zda funguje správně.

•  Zkontrolujte úplnost dodávky odsávačky Dominant Flex a její celkový stav.
•  Před použitím zkontrolujte veškeré příslušenství: 

1. odsávací láhve, víčka a vaky, zda se na nich nevyskytují praskliny, křehká 
místa či skvrny. V případě potřeby je vyměňte. 
2. Ujistěte se, že na hadicích nejsou žádné praskliny či křehká místa a že 
konektory jsou pevně nasazeny. V případě potřeby je vyměňte. 
3. Před samotným použitím proveďte dodatečnou zkoušku bezpečnosti 
vypuštěním systému (včetně lahví) na úroveň maximálního podtlaku.

4 Sestavení sběrného systému
Pokyny k sestavení a veškeré informace týkající se použití příslušenství a 
sběrného systému naleznete v návodech k použití jednorázového sběrného 
systému Medela, opakovaně použitelného sběrného systému Medela  
a jednorázového filtru Medela dodávaných s příslušnými výrobky.

1.1

1.2

2.1

3.1

1.3

2 Odstranění přepravních zajišťovacích prvků

1.1 Odstraňte červenou pásku. 
1.2 Uvolněte 3 šrouby a uschovejte je pro pozdější použití.

3 Sestavení pojízdné verze (je-li k dispozici)

1.1  Stojan nasaďte na spodní díl s kolečky a ujistěte se, 
že spolu oba díly lícují jako na obrázku.

1.2  Oba díly spojte 4 šrouby.

2.1  Na pojízdný stojan nasaďte odsávačku. Ujistěte se, 
že přední část odsávačky i eurolišta směřují dopředu.

2.2  Odsávačku upevněte 4 šrouby.
2.3  Připevněte držák kabelu k odsávačce dvěma šrouby.

2 Sestavení základní konfigurace

1.1  Ujistěte se, že bezpečnostní sada je řádně upevněna 
k odsávačce Dominant Flex. Viz kapitoly „Instalace“ 
a „Sestavení bezpečnostní sady“.

2.1  Na bezpečnostní sadu nasaďte podle potřeby filtr tak, 
aby šipka ukazovala ve směru toku.

3.    Připojte veškeré další příslušenství dle potřeby.  
Viz kapitola „Přehled příslušenství“.

3 Připojení volitelného nožního spínače

1.1  Připojte k odsávačce volitelný nožní spínač zapojením 
jeho konektoru do zásuvky.

1.2 Vyzkoušejte, zda nožní spínač funguje správně.

UPOZORNĚNÍ
•  Opakovaně použitelné prostředky se dodávají nesterilní a před prvním 

použitím i po každém použití musí být provedena jejich obnova v souladu  
s kapitolou „Obecné pokyny pro obnovu“.



Označuje shodu s 
požadavky EU na 
zdravotnické prostředky.

Označuje shodu s dalšími 
bezpečnostními požadavky 
na zdravotnické elektrické 
přístroje platné v USA  
a Kanadě.

Označuje zákonné 
specifikace systému.

Přečtěte si a dodržujte 
návod k použití.

Obecný výstražný symbol 
bezpečnosti upozorňující  
na informace týkající  
se bezpečnosti.

Označuje bezpečnostní tip.

Označuje uzemnění. Označuje třídu systému 
týkající se elektrické 
bezpečnosti.

Označuje ochranné 
uzemnění (zem).

Označuje ochranu  
proti škodlivým účinkům 
způsobeným vniknutím 
cizích pevných těles a vody.

Označuje příložnou  
část typu CF.

MR nebezpečný –  
uchovávejte mimo dosah 
zařízení pro magnetickou 
rezonanci (MRI).

Označuje, že v blízkosti 
zařízení označených tímto 
symbolem může docházet  
k rušení.

Označuje připojení 
ekvipotenciálního vodiče. 

Označuje zásuvku pro 
připojení nožního spínače.

Označuje výrobce. Označuje datum výroby. Označuje, že prostředek  
by neměl být používán  
po uvedeném datu.

Označuje zdravotnický 
prostředek, který je určen 
pouze pro jedno použití.

Označuje číslo  
dílu prostředku.

Označuje sériové  
číslo prostředku.

Označuje číslo  
šarže výrobce.

Určuje rozsah teplot (např. 
pro provoz, přepravu nebo 
skladování).

Určuje rozsah relativní 
vlhkosti (např. pro provoz, 
přepravu nebo skladování).

Označuje rozsah 
atmosférického tlaku,  
jemuž může být 
zdravotnický prostředek 
bezpečně vystaven.

Označuje, že prostředek  
by neměl být použit, pokud 
je poškozen jeho obal.

Nelikvidujte elektrická nebo 
elektronická zařízení spolu  
s netříděným komunálním 
odpadem (prostředek 
zlikvidujte v souladu  
s místními předpisy).

Uchovávejte mimo dosah 
slunečního světla.

Obsahuje křehké zboží. 
Vyžaduje opatrnou 
manipulaci.

Uchovávejte mimo dosah 
deště. Uchovávejte v suchu.

Označuje maximální 
úroveň podtlaku systému.

Označuje rychlosti  
průtoku systémem.

Označuje elektrické 
specifikace systému.

Označuje hmotnost 
systému.

Označuje rozměry  
(v × š × h) systému.

Označuje počet kusů.

MD
Označuje, že se jedná o 
zdravotnický prostředek.

XXX

YY

Označuje recyklaci 
obalového materiálu 
definovaného kódem „XX“  
a zkratkou „YYY“.

Označuje, že obal může 
být recyklován.

Označuje, že obal byl  
měl být orientován touto 
stranou nahoru.

Označuje pojistku. Označuje číslo modelu.

X

Označuje množství (X) 
jednotlivých prostředků  
v balení.

Označuje, že je nutné 
nahlédnout do návodu  
k použití.

Označuje, že prostředek  
je sterilizován za použití 
etylenoxidu.

Označuje systém 
jedné sterilní bariéry.

Označuje systém jedné 
sterilní bariéry s vnějším 
ochranným obalem.

UDI
Označuje nosič obsahující 
informace o jedinečném 
identifikátoru zařízení.

Označuje radiofrekvenční 
identifikační štítek.

Označuje oprávněného 
zástupce.

Označuje subjekt, který 
distribuuje zdravotnický 
prostředek v dané lokalitě.

AC

ZNAČKY A SYMBOLY

ZÁRUKA A SERVIS 

Záruka
Společnost Medela AG zaručuje, že prostředek bude prostý vad materiálu  
a provedení po dobu 5 let od data dodání. Vadný materiál bude během této 
doby bezplatně vyměněn za předpokladu, že jeho vada nebyla způsobena 
nesprávným nebo chybným použitím. Toto ustanovení se nevztahuje na 
součásti podléhající běžnému opotřebení. V zájmu splnění záručních 
podmínek, jakož i zajištění optimálního fungování výrobků společnosti 
Medela doporučujeme používat s našimi přístroji výhradně příslušenství 
značky Medela.
Společnost Medela AG nenese za žádných okolností odpovědnost  
za nároky přesahující rozsah uvedené záruky, včetně odpovědnosti za 
následné škody zapříčiněné nesprávnou obsluhou, nevhodným použitím, 
neoprávněnými opravami nebo neoprávněnou montáží či demontáží.  
Právo na výměnu vadných součástí společnost Medela neuzná, pokud  
byl na odsávačce proveden jakýkoli zásah neoprávněnou osobou.  
Tato záruka je podmíněna předáním prostředku do servisního střediska 
společnosti Medela.

Servisní/běžná kontrola
Údržbu a servis odsávačky, jejích modulů nebo příslušenství smí provádět 
pouze oprávnění a řádně vyškolení pracovníci údržby. Společnost Medela 
doporučuje provádět běžné kontroly 1× ročně podle servisní příručky 
Medela [        200.6365], která je k dispozici na vyžádání v anglickém jazyce.

LIKVIDACE 

•  Se všemi výrobky zacházejte a zlikvidujte je v souladu s uznávanou 
lékařskou praxí a platnými místními doporučenými postupy a předpisy.

•  Opakovaně použitelné prostředky před likvidací obnovte. Příslušenství 
kontaminované tělesnými tekutinami sterilizujte v autoklávu.

Odsávačka a elektrické součásti
•  Na odpovídající místa sběru zařízení určeného k likvidaci se informujte 

v místě prodeje nebo se obraťte na místní úřad.
•  Odsávačka Dominant Flex by měla být zlikvidována v souladu se směrnicí 

Evropského parlamentu a Rady 2012/19/EU o odpadních elektrických 
a elektronických zařízeních (OEEZ).

•  Elektrická nebo elektronická zařízení nelikvidujte společně s netříděným 
komunálním odpadem, vytřiďte je a odevzdejte k likvidaci odděleně.

•  V Evropské unii/Švýcarsku/Velké Británii musí výrobce nebo jeho prodejce 
odebírat zpět zařízení určená k likvidaci. Jiné země mohou mít zavedeny 
podobné systémy sběru a recyklace. Respektujte příslušné národní zákony 
i předpisy ve vaší zemi upravující likvidaci elektrických a elektronických 
zařízení.

•  Tříděný sběr a recyklace vašeho zařízení určeného k likvidaci pomůže 
zachovat přírodní zdroje a zajistí, že bude recyklováno způsobem 
chránícím lidské zdraví a životní prostředí.

TECHNICKÁ DOKUMENTACE 

EMC
Elektromagnetická kompatibilita odsávačky Dominant Flex byla testována  
v souladu s požadavky dle článků 7 a 8.9 norem IEC 60601-1-2:2014/
AMD1:2020, 4. vydání. Odsávačka Dominant Flex je zdravotnický prostředek, 
který vyžaduje zvláštní bezpečnostní opatření a musí být instalován a uveden 
do provozu dle informací o elektromagnetické kompatibilitě. Odsávačka 
Dominant Flex nemá základní funkce definované v normě IEC 60601-1.

VAROVÁNÍ
 Odsávačku Dominant Flex nepoužívejte v blízkosti jiných zařízení,  
ani ji na jiná zařízení nepokládejte. Je-li takovéto použití nezbytné,  
je nutné odsávačku Dominant Flex sledovat, aby byl zajištěn její normální 
chod s ohledem na konfiguraci, v níž má být použita.

•  Použití jiného příslušenství nebo kabelů než dodaných výrobcem tohoto 
prostředku může mít za následek zvýšené elektromagnetické emise nebo 
sníženou elektromagnetickou odolnost prostředku a může zapříčinit jeho 
nesprávnou funkci.

UPOZORNĚNÍ
•  Bezdrátová komunikační zařízení, jako jsou domácí síťová bezdrátová 

zařízení, mobilní telefony, bezdrátové telefony a jejich základny nebo 
vysílačky nebo RFID, mohou ovlivnit provoz odsávačky Dominant Flex, 
a měla by proto být umístěna ve vzdálenosti nejméně 30 cm od zařízení 
(odsávačka, napájecí kabel, nožní spínač, pojízdný stojan).

Elektromagnetické emise
Odsávačka Dominant Flex je schválena pouze pro následující  
elektromagnetické prostředí: odborné zdravotnické zařízení  
a prostředí domácí péče.

Emisní testy Shoda Elektromagnetické prostředí – pokyny

VF emise
CISPR 11

Skupina 1 Odsávačka Dominant Flex používá VF  
energii pouze pro svou vnitřní funkci.  
Její VF emise jsou proto velice nízké a je 
nepravděpodobné, že způsobí jakékoli 
rušení v blízkém elektronickém zařízení.

VF emise
CISPR 11

Třída B Odsávačka Dominant Flex je vhodná pro 
použití ve všech budovách, včetně obytných, 
a v budovách, které jsou přímo připojeny  
k veřejné rozvodné síti nízkého napětí 
napájející obytné budovy.Emise harmonických 

složek
IEC 61000-3-2

Třída A

Kolísání napětí/ 
emise flikru
IEC 61000-3-3

Vyhovuje

Elektromagnetická odolnost
Odsávačka Dominant Flex je schválena pouze pro následující  
elektromagnetické prostředí: odborné zdravotnické zařízení  
a prostředí domácí péče.

Zkoušky odolnosti

Elektrostatický
výboj (ESD)
IEC 61000-4-2

Zkušební úroveň 
podle IEC 60601-1-2

±8 kV kontakt
±15 kV vzduch

Úroveň shody

±8 kV kontakt
±15 kV vzduch

Elektromagnetické 
prostředí – pokyny

Podlahy by měly být 
dřevěné, betonové 
nebo z keramických 
dlaždic. Pokud je 
podlahová krytina ze 
syntetickéhomateriálu, 
měla by relativní 
vlhkost činit nejméně 
30 %.

Rychlé elektrické 
přechodné jevy/
skupiny impulzů
IEC 61000-4-4

±2 kV 
pro napájecí vedení
±1 kV 
pro vstupní/výstupní 
vedení

±2 kV 
pro napájecí vedení
±1 kV
pro vstupní/výstupní 
vedení

Kvalita síťového 
napájení musí 
odpovídat typickému 
komerčnímu nebo 
nemocničnímu 
prostředí.

Rázový impulz
IEC 61000-4-5

±1 kV 
diferenciální režim
±2 kV 
vodič-země

±1 kV 
diferenciální režim
±2 kV
vodič-země

Kvalita síťového 
napájení musí 
odpovídat typickému 
komerčnímu nebo 
nemocničnímu 
prostředí.

Poklesy napětí, 
krátkodobé 
výpadky a změny 
napětí na síťovém 
napájecím vedení
IEC 61000-4-11

0% UT
po dobu 0,5 cyklu 
při 0°, 45°, 90°, 135°, 
180°, 225°, 270°  
a 315°

0% UT
po dobu 1 cyklu

70% UT
po dobu 25 cyklů při 
50 Hz, jedna fáze: 
při 0°
a po dobu 30 cyklů 
při 60 Hz, jedna 
fáze: při 0°

0% UT
po dobu 250 cyklů 
při 50 Hz
a po dobu 300 cyklů 
při 60 Hz

0% UT
po dobu 0,5 cyklu 
při 0°, 45°, 90°, 135°, 
180°, 225°, 270°  
a 315°

0% UT
po dobu 1 cyklu

70% UT
po dobu 25 cyklů při 
50 Hz, jedna fáze: 
při 0°
a po dobu 30 cyklů 
při 60 Hz, jedna 
fáze: při 0°

0% UT
po dobu 250 cyklů 
při 50 Hz
a po dobu 300 cyklů 
při 60 Hz

Kvalita síťového 
napájení musí 
odpovídat typickému 
komerčnímu nebo 
nemocničnímu 
prostředí. Pokud 
uživatel odsávačky 
Dominant Flex 
vyžaduje 
nepřerušovaný 
provoz i při výpadku 
síťového napájení,  
je doporučeno,  
aby byla napájena  
z nepřerušitelného 
zdroje napájení  
nebo baterie.

Magnetické pole 
síťového kmitočtu 
(50/60 Hz)
IEC 61000-4-8

30 A/m 30 A/m Magnetická pole  
síťového kmitočtu  
by měla odpovídat 
úrovním běžným  
pro typické komerční 
nebo nemocniční 
prostředí.

Blízká magnetická 
pole
IEC 61000-4-39

8 A/m
30 kHz – KV

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – KV

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Intenzita 
magnetických polí by 
měla odpovídat 
úrovním běžným pro 
typické komerční 
nebo nemocniční 
prostředí.

POZNÁMKA  UT je střídavé síťové napětí před aplikací zkušební úrovně.
KV: kontinuální vlna  
PM: pulzní modulace

Elektromagnetická odolnost
Odsávačka Dominant Flex je schválena pouze pro následující  
elektromagnetické prostředí: odborné zdravotnické zařízení  
a prostředí domácí péče.

Zkoušky 
odolnosti

Vedená VF 
energie
IEC 61000-4-6

Vyzařovaná VF 
energie
IEC 61000-4-3

Zkušební 
úroveň podle 
IEC 60601-1-2

3 Vrms
0,15–80 MHz

6 Vrms v 
pásmech 
ISM a radio- 
amatérských 
pásmech v 
rozmezí 0,15  
a 80 MHz

10 V/m
80 MHz až 2,7 
GHz

Úroveň shody

3 Vrms

6 Vrms

10 V/m

Elektromagnetické prostředí 
– pokyny

Přenosná a mobilní vysoko-
frekvenční komunikační zařízení  
by neměla být používána  
blíže k žádné části odsávačky 
Dominant Flex, včetně kabelů,  
než je doporučená separační 
vzdálenost vypočítaná podle 
rovnice pro frekvenci vysílače.

Doporučená separační 
vzdálenost

d = 1,2 √ P 

d = 0,35 √ P 
80 až 800 MHz

d = 0,7 √ P 
800 MHz až 2,7 GHz

kde P je maximální jmenovitý 
výkon vysílače ve wattech (W) 
podle výrobce vysílače a d je 
doporučená separační vzdálenost 
v metrech (m).
Intenzita pole vyzařovaného 
pevnými VF vysílači zjištěná 
elektromagnetickým průzkumem 
lokality a by měla být nižší,  
než je uvedená úroveň shody  
pro každý frekvenční rozsah.b

V blízkosti zařízení označeného 
následujícím symbolem může  
dojít k rušení:

POZNÁMKA 1 Při frekvenci 80 a 800 MHz platí vyšší rozsah frekvence.
POZNÁMKA 2  Tyto informace nemusí platit pro všechny situace. Šíření elektro-

magnetických vln je ovlivňováno pohlcováním a odrazem od 
konstrukcí, předmětů a osob.

POZNÁMKA 3  Blízká pole bezdrátových VF komunikačních zařízení byla testována 
podle tabulky 9 normy IEC 60601-1-2:2014/AMD1:2020

a  Intenzitu pole pevných VF vysílačů, jako jsou základny radiotelefonů (mobilních/
bezdrátových) a mobilních radiostanic, amatérské vysílače, rozhlasové vysílače  
AM i FM a televizní vysílače, nelze teoreticky přesně stanovit. Za účelem vyhodnocení 
elektromagnetického prostředí vzhledem k pevným VF vysílačům je vhodné zvážit 
měření místního elektromagnetického pole. Pokud změřená intenzita pole na místě 
použití odsávačky Dominant Flex překračuje výše uvedenou předepsanou úroveň 
shody VF, je nutné kontrolovat její normální chod. Zpozorujete-li neobvyklý chod, 
pravděpodobně bude nutné přijmout další opatření, jako je změna orientace či 
přemístění odsávačky Dominant Flex.

b  Ve frekvenčním rozsahu 150 kHz až 80 MHz by měla být intenzita polí nižší než 10 V/m.

Tabulka frekvencí
Tabulka frekvencí pro přenosné a mobilní vysílače, u nichž je doporučená 
separační vzdálenost 30 cm (12 palců):

Pásmo (MHz) 

380–390
430–470
704–787
800–960
1 700–1 990

2 400–2 570
5 100–5 800

Servis

TETRA 400
GMRS 460, FRS 460
Pásmo LTE 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, pásmo LTE 5
GSM 1800; CDMA 1900; GSM 1900; DECT; pásmo LTE 1, 3, 4, 25; 
UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, pásmo LTE 7
WLAN 802.11 a/n

ADRESY

Vaky

       077.0083/84
       077.0194 (pouze pro globální zákazníky)
       101035340 (pouze pro globální zákazníky)

077.0086/87

Opakovaně použitelná víčka

077.0450 077.0440    077.0420/30 077.1021 077.1013 

Láhve PC  
(max. 4 × 2,5 l)

Opakovaně použitelné  
láhve PSU (max. 4 × 5 l)

Zajišťovací 
svorka

077.0082  
(1,5  l)

077.0085  
(2,5  l)

077.0125: 0,25 l 
077.0155: 0,5  l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silikon, 7 × 12 mm* Silikon, 5 × 10 mm Silikon, 6,5 × 11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2 500 cm

  077.0970: 2 500 cm 077.0961: 180 cm 

* lze použít s pelotami 
(obnova viz návod 
k použití pelot)

PŘEHLED PŘÍSLUŠENSTVÍ

VAROVÁNÍ
•  Odsávačka Dominant Flex byla ověřena v kombinaci s příslušenstvím 

uvedeným na této straně. Pro zajištění správného a bezpečného provozu 
odsávačky Dominant Flex používejte pouze toto příslušenství. Další 
informace naleznete v technických listech jednotlivého příslušenství.

 BEZPEČNOSTNÍ TIP
•  Připojované prostředky jiných výrobců (např. kanyly, katétry) musí 

umožňovat bezpečné připojení, aniž by došlo ke snížení účinnosti 
odsávačky. Před použitím zajistěte správnou funkci a úroveň podtlaku.

017.0015

077.0711

071.0034

071.0003, stacionární verze

071.0002, přenosná verze  
(není vyobrazena)

TECHNICKÉ ÚDAJE
vysoký podtlak
–95 kPa/–713 mmHg
Tolerance: ±15 %

Měřeno v nadmořské výšce 0 m při atmosférickém 
tlaku: 1 013,25 hPa. 
Poznámka: Úroveň podtlaku se liší v závislosti na 
lokalitě (atmosférickém tlaku, vlhkosti a teplotě).

vysoký průtok
40, 50 nebo 60 l/min.
Tolerance: + 10 l/min

Měřeno v nadmořské výšce 0 m při atmosférickém 
tlaku: 1 013,25 hPa. 
Poznámka: Průtok se liší v závislosti na lokalitě 
(atmosférickém tlaku, vlhkosti a teplotě).

9,3 kg
20,5 lb
Stacionární verze

100–240 V, 50 / 60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

V × Š × H (stacionární verze)
210 × 305 × 375  mm
8,2 × 12,0 × 14,8 palce

AC

Podmínky pro přepravu/skladování

Provozní podmínky

x x x –  V souladu s normou ISO 17664-2 byl tento návod výrobcem 
zdravotnického prostředku validován jako způsobilý zdravotnický 
prostředek k opakovanému použití. Je povinností obnovitele zabezpečit, 
aby obnova prováděná v příslušném zařízení za použití vybavení, 
materiálů a pracovníků dosáhla požadovaného výsledku. Vyžaduje 
to ověření anebo validaci a také rutinní monitorování procesu.

–  Specifikace kvality vody viz norma AAMI TIR34. 
x x –  Mycí dezinfektor musí být kvalifikován podle řady norem ISO 15883; 

čištění a dezinfekce byly validovány v mycím dezinfektoru certifikovaném 
podle normy ISO 15883 akreditovanou laboratoří.

–  Všechny demontované díly musí být bezpečně upevněny v nosičích/
upevňovacích bodech.

–  Mycí dezinfektor nepřeplňujte. Demontované díly uspořádejte tak, 
aby žádná místa nezůstala neumytá a aby vnitřní i vnější povrchy 
přišly do kontaktu s čisticími prostředky.

x x x –  Pokud prostředek (případně jeho součást) vykazuje viditelné známky 
opotřebení nebo poškození, zlikvidujte jej nebo proveďte jeho servis.

x –  Odsávačka byla validována pro 1 250 cyklů obnovy, což odpovídá 
předpokládané životnosti 5 let (5 použití týdně).

–  To je ve shodě se zárukou na materiál prostředku.
x x x –  Příslušenství bylo validováno pro 375 cyklů obnovy, což odpovídá 

předpokládané životnosti 1,5 roku (5 použití týdně).
x x x –  Vždy používejte osobní ochranné prostředky (OOP): jednorázové 

rukavice a další OOP dle místních doporučených postupů a předpisů.
–  Ošetření v místě použití vodou z vodovodu (≤ 40 °C, ≤ 104 °F). Porušení 

uvedených pokynů může mít za následek přilnutí zbytků, čímž může být 
znemožněna dezinfekce.

x x x –  Je-li prostředek použit u pacienta trpícího onemocněním, 
jehož patogeny nelze odstranit níže popsaným postupem, 
musí být prostředek zlikvidován.

–  V návodu k použití výrobce dezinfekčního a čisticího prostředku naleznete
informace tykající se mj. doby expozice a bezpečnostních opatření.

–  Ošetření v místě použití proveďte bezprostředně po použití prostředku 
(dříve než na něm zaschnou nečistoty).

x –  Odpojte napájecí kabel od zdroje síťového napájení.
–  Vyvarujte se kontaktu elektrické zástrčky nebo zásuvky napájecího 

kabelu s kapalinami.
–  Nikdy neponořujte prostředek do vody nebo jiné kapaliny ani jej 

jimi neoplachujte. Čisticí a dezinfekční prostředky nestříkejte přímo 
na prostředek.

x x –  Vnější povrchy prostředku otřete měkkou, netřepivou utěrkou navlhčenou 
vodou z vodovodu, abyste odstranili veškeré hrubé nečistoty. Dbejte na 
to, abyste otřeli obtížně vyčistitelná (vydezinfikovatelná) místa, jako jsou 
štěrbiny, slepé otvory a složité tvary.

x –  V případě, že dojde ke kontaminaci lumen hadice s konektory nebo 
místa spoje mezi konektorem a hadicí (nelze-li konektor odstranit) 
anebo kanálů přepínacího ventilu, prostředek zlikvidujte dle platných 
postupů pro kontaminovaný materiál.

x x –  Před pokračováním demontujte prostředek na jednotlivé díly 
(viz pokyny k instalaci).

– Z hadice odstraňte konektor či konektory, jsou-li znečištěné.
– Z konektoru odstraňte O-kroužky, jsou-li znečištěné.
–  Opatrně uvolněte šroub Torx na držáku a stisknutím tlačítka stlačte 

pružinu. Po odstranění šroubu pomalu tlačítko uvolněte. Poté vyjměte 
tlačítko a pružinu. Následně vyjměte dolní čelist zavřením svorky 
a vytažením.

x –  Podle potřeby anebo při odstraňování hrubých nečistot vložte 
demontované součásti na 10 minut do vody z vodovodu a otřete viditelné 
znečištění měkkou, netřepivou utěrkou namočenou ve vodě z vodovodu.

x x –  Jestliže na prostředku zaschly zbytky nečistot, je nutné je znovu navlhčit, 
aby enzymy byly účinné.

x –  Všechny vnější povrchy prostředky otřete ubrousky CaviWipes™ 
nebo Incidin OxyWipe S™.

–  Otřete obtížně vyčistitelná místa (např. styčné plochy součástí, 
které nelze demontovat).

–  Jakmile je čisticí a dezinfekční ubrousek znečištěný, použijte nový.
–  Čistění provádějte tak dlouho, dokud nebudou odstraněny všechny 

viditelné nečistoty.
x –  Vezměte nový ubrousek CaviWipe™ nebo Incidin OxyWipe S™ 

a otřete všechny vnější povrchy prostředku.
–  Zvláštní pozornost věnujte obtížně vyčistitelným místům prostředku.
–  Po 3 minutách použijte nový ubrousek CaviWipe™ nebo Incidin 

OxyWipe S™ a znovu otřete všechny vnější povrchy prostředku.
–  Dbejte na to, aby všechny povrchy prostředku zůstaly viditelně vlhké 

při pokojové teplotě po dobu uvedenou v návodu k použití výrobce 
ubrousků. Pokud je použitý ubrousek už příliš suchý na to, aby povrch 
navlhčil, použijte nový.

–  Pro usnadnění obnažení obtížně vyčistitelných míst lze nový ubrousek 
CaviWipes nebo Incidin Oxy Wipe S omotat kolem špachtle nebo 
podobného nářadí. 

–  Po předepsané době působení odstraňte veškeré zbytky měkkou, 
netřepivou utěrkou navlhčenou čištěnou vodou.

x x –  Připojte hadice k aktivnímu proplachovacímu systému nosiče, 
aby bylo zajištěno propláchnutí vnitřních i vnějších povrchů.

–  Víčka nasaďte na rovnou trysku tak, že ji prostrčíte otvorem 
(na straně pacienta).

–  Všechny ostatní součásti vložte do nosiče.
–  Podle potřeby na nosič umístěte přídavný nosič určený pro menší díly. 
–  Nepoužívejte žádné vysoušecí prostředky (oplachovací prostředky), 

jelikož by mohly ulpět na povrchu, čímž by mohly prostředek poškodit 
a narušit jeho biokompatibilitu.

Mycí program mycího dezinfektoru by měl splňovat následující:
–  předmytí vodou z vodovodu po dobu 1 minuty
–  mytí při teplotě 55 °C za použití 0,5% roztoku prostředku neodisher® 

MediClean forte a vody z vodovodu po dobu 5 minut
–  oplachování čištěnou studenou vodou po dobu 1 minuty

x x –  Tepelná dezinfekce čištěnou vodou (bez přídavného prostředku) při 
teplotě 90 °C po dobu 1 minuty (A0 = 600), přičemž hodnoty A0 lze 
přizpůsobit místním doporučeným postupům nebo předpisům.

x x –  Demontované součásti sušte v mycím dezinfektoru při teplotě 110 °C 
po dobu nejméně 45 minut. 

x x x –  Není-li sušení v mycím dezinfektoru možné anebo zůstává zbytková 
vlhkost, otřete vnější povrchy dosucha měkkou, netřepivou utěrkou, 
případně je pečlivě osušte stlačeným vzduchem určeným pro lékařské 
použití.

–  Zvláštní pozornost věnujte vysušení obtížně přístupných míst.
x x x –  Vizuálně zkontrolujte prostředek nebo demontované součásti, zda na 

nich nezůstaly zbytky nečistot nebo dezinfekčního roztoku. V případě 
potřeby čištění a dezinfekci opakujte.

–  Vizuálně zkontrolujte prostředek nebo demontované součásti, zda 
nejsou poškozené. V případě poškození jedné nebo více součástí je 
vyměňte za nové.

x x –  Pokyny k opětovné montáži naleznete v tomto návodu k použití 
v kapitole věnované instalaci.

x  –  Proveďte kompletní servis nebo běžnou kontrolu podle pokynů 
v tomto návodu k použití.

x x x –  Prostředek vždy skladujte v suchém, čistém a bezprašném prostředí.

x –  Před odesláním prostředku do servisu proveďte jeho obnovu. Jestliže 
obnovu není možné provést anebo ji lze provést jen částečně, na obalu 
musí být uvedeno upozornění na potenciální biologické nebezpečí. 
V takovém případě platí místní doporučené postupy a předpisy. 

x x x –  Přijměte vhodná opatření, aby byla zajištěna neporušenost 
prostředku nebo jeho součástí a aby byl chráněn před opětovnou 
kontaminací až do dalšího použití v souladu s místními doporučenými 
postupy a předpisy.

Láhve PSU, opakovaně použitelná víčka, svorky, ochrana proti přesátí, O-kroužky  
(v případě polití), nástěnné držáky a láhve PC (v případě úniku), konektory 
(demontované z hadic), držáky, zajišťovací svorka

Silikonová hadice (pouze do 200 cm), přepínací ventil (v případě úniku)

Kryt odsávačky, kabely, nožní spínač, nožní regulátor vakua, nástěnné  
držáky, pojízdný stojan, láhve PC

Konektory

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Pacientská hadice (od sběrného systému k příložné části pacienta)
Jednorázová sterilní hadice

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (pouze pro globální zákazníky)

Jednorázová hadice, nesterilní

077.0952: 180 cm
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VAROVÁNÍ
•  Přenosná vysokofrekvenční komunikační zařízení (včetně periferních zařízení, 

jako jsou anténní kabely a externí antény) nesmí být používána blíže než 30 cm 
k žádné části odsávačky Dominant Flex, včetně kabelů (napájecí kabel, 
nožní spínač, pojízdný stojan) uvedených výrobcem. V opačném případě 
může dojít ke zhoršení účinnosti tohoto zařízení.

Sady pro opakované použití

077.0701: 1 l (s držákem na eurolištu)
0770715: 1 l (bez držáku na eurolištu)
077.0702: 2 l (s držákem na eurolištu) 
077.0716: 2 l (bez držáku na eurolištu) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 × 3 l 
077.0706: 2 × 5 l
077.0707: 2 × 2 l

Vakuová hadice (od odsávačky ke sběrnému systému)
Silikon, 7 × 12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2 500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtry** Nožní ovladače

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  k použití u jednoho pacienta, 
viz příslušný návod k použití

077.0723 077.0731

Držáky

077.0521 077.0751/52 077.0651

Peloty
Opakovaně použitelné (obnova viz návod k použití pelot)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Jednorázové/sterilní

077.0792 077.0791

Příslušenství pro vysokoobjemové aplikace

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Nádoby na vzorky

077.0562/64 077.0194 077.0094
(pouze pro globální 
zákazníky)

Nástěnné držáky

077.0523 077.0192
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OBECNÉ POKYNY PRO OBNOVU
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Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch



Dominant Flex
수술용 석션 장치

KO

 사용 지침

경고 및 안전 지침 

 경고  
잠재적인 위험 상황을 의미하며, 피치 못할 경우, 사망 또는 심각한  
부상을 초래할 수 있습니다.

 주의 
잠재적인 위험 상황을 의미하며, 피치 못할 경우, 경도 또는 중등도의 
부상을 초래할 수 있습니다.

 안전 관련 팁 
안전한 장치 사용에 대한 유용한 정보를 의미합니다.

Dominant Flex는 본 사용 지침에 기술된 바에 따라서만 사용할 수  
있도록 승인받았습니다. Medela에서는 Dominant Flex가 기존의 Medela 
부속품(컬렉션 시스템, 튜빙, 필터 등 -“부속품 개요” 섹션 참조)과  
함께 사용되었을 경우에만 안전한 시스템 기능을 보장할 수 있습니다.

중요 참고 사항
•  장치를 작동시키기 전에 이 경고 및 안전 지침을 읽고 준수해  
주십시오. 또한 작동시키기 전에 관련 정보 신호 및 문제 해결  
지침을 숙지하십시오(“설치”및“문제 해결”섹션 참조).
본 사용 설명서는 참조할 수 있도록 기기와 함께 보관해야 합니다.

•  본 사용 지침이 제품 사용에 대한 일반적인 지침이라는 점을  
유의해주십시오. 의학적 문제는 반드시 의사에 의해 다루어져야  
합니다. 적절한 수술 절차와 기술을 준수하는 것은 의사의 책임입니다. 
모든 의사는 자신만의 지식과 경험에 근거하여 치료의 적합성을 평가해야  
합니다. Medela에서는 사용 지침에 따라 본 장치를 사용한 경우의 기본 
안전, 신뢰도, 성능에 미치는 영향에 대해서만 책임이 있습니다.

•  적절한 수술 절차와 기술을 준수하는 것은 의사의 책임입니다. 모든  
의사는 자신만의 지식과 경험에 근거하여 치료의 적합성을 평가해야  
합니다.

•  장치와 관련하여 발생한 모든 심각한 사고는 Medela AG 및 관련 관할 
당국에 보고해야 합니다.

경고

 경고: 잠재적인 교차 오염 또는 생물학적 위험에 대한 노출 위험을 
줄이려면

•  매번 사용 후 석션 분비물과 접촉이 있었던 부품을 재처리 지침에 따라 
세정, 소독, 멸균, 폐기하십시오.

•  본 장치와 함께 제공되는 연결 튜빙은 절대 석션 부분에 직접 접촉해서는  
안 됩니다. 반드시 멸균된 석션 카테터를 사용해야 합니다(감염 위험).

경고: 잘못된 사용으로 인한 잠재적인 부상 위험을 줄이려면
•  석션 시술 및 석션기기 사용에 대해 충분히 교육을 받은 숙련된 의료인만 
사용할 수 있습니다.

•  Dominant Flex를 사용하기 전에 사용 지침을 참고하고 위험 요소와 금기 
사항을 고려하십시오. 본 설명서의 모든 지침을 읽고 따르지 않는 경우, 
환자의 심각한 부상 또는 치명적인 부상이 초래될 수 있습니다.

•  특수 액세서리 없이 흉부 배액을 하는 경우처럼 저압 설정이 필요한  
경우에는 적합하지 않습니다. 

•  실외 사용 또는 휴대용이 아닙니다.

 경고: 설치 또는 작동 중에 잠재적인 부상 위험을 줄이려면
•  본 장치의 개조는 허용되지 않습니다.
•  본 장치를 수동식 배액 튜빙에 연결하지 마십시오.
•  Dominant Flex는“부속품 개요”에 나열된 액세서리와 함께 사용할  
수 있음이 검증되었습니다. Dominant Flex의 올바르고 안전한 작동을  
위해서는 이 부속품들만 사용하십시오. 추가 정보는 각 부속품별  
지침서에 나와 있습니다.

 경고: 다른 장치와의 간섭으로 인한 잠재적인 부상 위험을 줄이려면
•  Dominant Flex를 다른 장비 근처에서 사용하거나 그 위에 올려놓아서는 
안 됩니다. 다른 장비 근처에서 사용하거나 그 위에 올려놓아야 하는  
경우 Dominant Flex가 그 상태에서 정상 작동하는지 관찰해야 합니다.

•  본 장치의 제조사가 제공한 것이 아닌 다른 액세서리나 케이블을 이용할 
경우 본 석션 장치의 전자기 방출이 증가하거나 전자기 내성이 떨어져 
올바른 작동이 이루어지지 않을 수 있습니다.

  휴대용 RF 통신 장비(안테나 케이블 및 외부 안테나와 같은 주변기기  
포함)는 제조사에서 지정한 케이블(*전원 코드, 풋스위치, 트롤리)을  
포함한 Dominant Flex 장치의 모든 부품으로부터 30cm 이상 거리를  
유지해야 합니다. 그렇지 않으면 본 장비의 성능이 저하될 수 있습니다.

 경고: 잠재적인 감전 또는 열, 화재, 폭발에 대한 노출 위험을 줄이려면 
•  감전의 위험을 피하려면 본 장치를 보호 접지가 달려있는 고정 주전원 
콘센트에만 연결해야 합니다.

•  본 장치를 폭발성, 가연성, 부식성이 강한 용액을 석션하는 데 사용해서는 
안 됩니다.

•  장치를 재처리하기 전에 고정 주전원 콘센트에서 플러그를 뽑으십시오.
•  퓨즈를 교체하기 전에 주전원 플러그를 전원에서 분리하십시오.
•  Dominant Flex는 주전원 공급으로 작동하는 석션 장비입니다. 석션 장비를 
전원에 연결하기 전에 현지 전원 공급장치가 사양 플레이트의 전력 등급을 
준수하는지 확인하십시오.

주의

 주의: 잠재적인 교차 오염 또는 생물학적 위험에 대한 노출 위험을  
줄이려면

•  개봉하기 전에 장치의 멸균 포장이 손상되었는지 육안으로 검사하십시오.
•  포장이 손상된 장치는 사용해서는 안 됩니다.
•  재사용 가능한 장치는 비멸균 상태로 제공되며 처음 사용하기 전과 매번 
사용 후“일반 재처리 지침”섹션에 따라 재처리해야 합니다.

•  장치를 재처리할 때는 항상 개인보호장구(PPE)를 착용하십시오. 현지 지침 
및 규정에 따라 일회용 장갑 및 기타 PPE를 착용하십시오.

•  사용 현장에서의 수돗물(≤40°C, ≤104°F)을 사용한 처리. 이를 위반하면 
잔여물이 고착되어 소독 효과가 떨어질 수 있습니다.

주의: 잘못된 사용으로 인한 잠재적인 부상 위험을 줄이려면
•  부정확한 사용은 환자에게 통증과 부상을 일으킬 수 있습니다.
•  의사의 지침 및 시설 지침에 따라 환자를 정기적으로 모니터해야 합니다. 
감염 또는 합병증의 가능성을 나타내는 객관적 징후 또는 증상은 즉시  
확인해야 합니다(예: 열, 통증, 홍반, 화끈거림 증가, 부종, 고름 분비물). 
환자를 모니터링하지 않으면 환자에게 상당한 위험이 초래될 수 있습니다. 
Dominant Flex의 작동 상태를 자주 모니터하십시오.

•  Dominant Flex가 상처 배액에 사용되는 경우 상처 손상이 발생하지 않도록 
전문가의 지침에 따라 음압을 설정해야 합니다.

주의: 설치 또는 작동 중에 잠재적인 부상 위험을 줄이려면
•  거치형은 장치의 과열을 방지할 수 있도록 외함과 최소 5cm의 간격을  
두어야 합니다.

 주의: 다른 장치와의 간섭으로 인한 잠재적인 부상 위험을 줄이려면
•  가정용 무선 네트워크 장치, 휴대폰, 무선 전화 및 기지국, 워키토키  
등의 무선 통신 장비는 Dominant Flex 장치에 영향을 미칠 수 있으며,  
장치(석션 장치, 주전원 케이블, 풋스위치, 트롤리)로부터 30cm 이상  
떨어뜨려 놓아야 합니다.

 주의: 잠재적인 감전 또는 열, 화재, 폭발에 대한 노출 위험을 줄이려면
•  장치의 과열을 방지하려면, 석션 장치가 작동 중일 때 석션장치 하단의 
배기구가 막혀있지 않아야 합니다.

 안전 관련 팁
•  석션 장치는 안전 검사를 위해 서비스 설명서에 따른 사용 수명 동안  
서비스 및 수리해야 합니다.

•  Dominant Flex를 심장제세동기의 방전 영향으로부터 보호하는 것은  
적절한 케이블 사용에 달려있습니다.

•  전원 분리는 고정 소켓에서 전원 플러그를 분리하는 방법을 사용해야만 
확실히 할 수 있습니다.

•  타사 인터페이스 장치(예: 캐뉼라, 카테터)는 장치의 성능에 영향을  
주지 않고 부착할 수 있어야 합니다. 

•   사용하기 전에 석션 장치의 적절한 성능을 확인하십시오. 사용 준비  
섹션을 참조하십시오

•   주전원 플러그 또는 기기 입구 포트 끝에 액체가 닿지 않도록 하십시오.

안전 지침 

•   특정 사용 지침에 대한 금기 사항은 Dominant Flex와 함께 사용할 기기의 
국제공인시험기관(IFU)을 참조하십시오. 

•  모든 작업을 할 때는 장갑을 착용하십시오.
•  Dominant Flex는 EMC와 관련하여 특수 안전 조치가 필요한 의료  
장치입니다. 장치는“기술 문서”섹션의 EMC 정보에 따라 설치하고  
작동시켜야 합니다.

•  Dominant Flex는 자기 공명(MR)에 불안전합니다. 장치를 MR 환경으로  
가져가지 마십시오.

•  오버플로우가 발생한 경우 즉시 기술 서비스팀에 알리고 서비스 설명서 
지침에 따른 작업을 수행하십시오.

•  다음의 각 상황에서는 장치를 사용해서는 안 되며 Medela 고객 서비스 
부서의 수리를 받아야 합니다.

 –  전원 코드 또는 플러그가 손상된 경우
 –  장치가 완전한 기능을 수행하지 못하는 경우
 –  장치가 손상된 경우
 –  장치에 분명한 안전 결함이 보이는 경우.
•  전원 코드를 뜨거운 표면으로부터 먼 곳에 두십시오.
•  주전원 플러그는 물에 닿으면 안 됩니다.
•  주전원 플러그를 소켓에서 분리할 때 절대로 전원코드를 잡아당겨  
뽑지 마십시오!

•  주변에 관리할 수 있는 사람이 없을 경우 절대 장치의 전원을 켜두지  
마십시오.

•  장치는 똑바로 세운 상태에서 사용해야 합니다.
•  만약 방 내부 온도가 높거나, 사용자가 매우 피곤한 상태거나 폭발  
위험성이 있는 환경에 있다면 절대 장치를 사용하지 마십시오.

•  장치를 물 또는 기타 액체에 절대로 넣지 마십시오.
•  일회용이나 멸균 제품을 사용할 때에는 이러한 제품이 재처리 용도로  
제작되지 않았다는 점에 유의하십시오. 재처리는 기계적, 화학적 및/또는  
생물학적 특징의 손실을 일으킬 수 있습니다. 재사용은 교차 오염을 일으킬  
수 있습니다.

•  제품 작동과 관련한 지원은 현지 Medela 고객 서비스 담당자에게  
문의하십시오.

•  Medela 석션장비는 체액 제거에만 사용하십시오. Medela 석션장비를  
체액 투여에 사용하지 마십시오.

본 사용 지침은 향후 참고할 수 있도록 보관해야 합니다.
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2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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진공 보조 분만 설치 

참고
•  Dominant Flex는 전원 공급 장치의 분리를 쉽게 관리할 수 있는 방법으로 
설치해야 합니다.

b) 석션 보틀의 튜빙을 
재사용 컬렉션 시스템의 
석션 보틀에 연결되어 
있는 환자 커넥터에  
부착합니다.

4.1  장치를 켜고 최대 진공으로 조절 다음, Medela 
VAD 컵에서 튜빙을 끼고 베큠 레귤레이터를  
완전히 누릅니다(발을 사용하여 앞쪽을 누름).

4.2  상기 표를 참고하여 사양에 따른 최대 진공을  
비교하십시오.

5.1  사양을 확인한 후에는 풋 베큠 레귤레이터를  
“0 진공 또는 주변 압력”상태로 돌려 진공을  
해제하십시오(발 뒷꿈치를 사용하여 아래로 내림).

5.2 그러면 장치를 사용할 준비가 끝납니다.

1.    “사용 전 준비” 장에 
따라 장치와 부속품을 
설치합니다.

2.1  풋 베큠 레귤레이터  
연결: 은색 어댑터는  
석션 장치 세이프티  
세트에 완전히  
장착되어야 합니다.

2.2  튜빙을 금속 어댑터  
상단에 부착합니다.

3.1  a) Medela VAD 컵의  
튜빙을 일회용 석션  
라이너의 뚜껑에  
있는 환자 연결부에  
부착하거나

문제 해결 

진공이 약한 경우
다음을 확인하십시오.
•  베큠 레귤레이터가 올바르게 설정되어 있는지
•  튜빙에 결함이나 파손된 부분이 없는지 만약 필요하다면 교체하십시오.
•  모든 연결 플러그가 단단히 연결되어 있는지
•  오버플로우 방지 시스템이 비활성화/오픈 상태인지 오버플로우 방지  
시스템이 활성화되면“설치”및“세이프티 세트 설치”섹션에 설명된  
대로 비활성화 하십시오.

•  석션 보틀 및 뚜껑에 균열, 파손 부위, 변색 부위가 없는지.  
만약 필요하다면 교체하십시오.

•  일회용 시스템에 균열, 파손 부위, 변색 부위가 없는지.  
만약 필요하다면 교체하십시오.

•  필터가 막혀 있지 않은지 필터가 막혔는지 테스트하려면 필터와 함께  
제공된 지침서를 참조하십시오.

문제가 해결되지 않으면 내부 기술 부서에 문의하십시오.

LED 등이 켜지지 않는 경우
Dominant Flex가 주전원에 연결되어 있지 않거나 퓨즈 교체가 필요합니다.

노란색 LED 표시등이 켜지는 경우
경미한 경우: 노란색 LED 표시등이 켜졌는데도 장치 스위치를 켜고 끌  
수 있는 경우:
•  다음에 동일한 상황이 발생할 경우 내부 기술 부서 또는 공인 서비스  
센터에 문의하십시오.

중대한 경우: 노란색 LED 표시등이 켜지고 장치 스위치를 켜고 끌 수  
없는 경우:
•  내부 기술 부서 또는 공인 서비스 센터에 수리/유지보수를 문의하십시오.

모터가 작동하지 않는 경우
다음을 확인하십시오.
•  Dominant Flex 스위치가 켜져 있는지 대기 LED가 켜져 있어야 합니다.
•  주전원 플러그가 고정 주전원 소켓 및 전원 인렛에 올바르게 연결되어 
있는지

•  Dominant Flex 뒷면의 퓨즈에 결함이 없는지 결함이 있는 퓨즈를  
교체하려면“결함이 있는 퓨즈 교체”섹션을 따르십시오.

문제가 해결되지 않으면 내부 기술 부서에 문의하십시오.

결함 퓨즈 교체 

경고
•  퓨즈를 교체하기 전에 주전원 플러그를 전원에서 분리하십시오. 

Dominant Flex 장치의 퓨즈(T 1.6AH, 250VAC, 5x20mm) 교체 방법에  
대한 서비스 설명서[         200.6365]의 지침을 따르십시오.

본 석션 장치의 버전 및 주요 요소

거치용 버전

석션 보틀용 
홀더 2개가 
있는 핸들

휴대용 버전

이동식 버전

진공 게이지

진공 조절기
전원 버튼

세이프티 세트

유량 변경 버튼

스탠다드 레일

이동식 트롤리 
(옵션 부속품)

전원 풋스위치(트롤리)

브레이크를 포함한 
모든 바퀴

작동 요소 
및 표시기

장치 뒷면 케이블 홀더 
(트롤리 옵션과 
함께 사용)

전원 풋스위치 
(옵션)용 포트

퓨즈

전원 인렛

등전위 전도체

60 l/분 유속
50 l/분 유속
40 l/분 유속

전원 버튼

녹색 등: 펌프에 전원이 공급됩니다
노란색 등: 펌프에 오류가 생겼습니다.“문제 해결”섹션을 참조하십시오
흰색 등: 펌프가 작동 중입니다

활성화:

비활성화: 
(사용 준비  

완료)

오버플로  
방지 시스템

튜빙 포트

클램프가 달
린 뚜껑

세이프티 세트

석션보틀, 
0.25L

설명 

소개
Dominant Flex는 고품질 석션 장치로, 여러 가지 석션 요구사항에 대해 최대  
석션 성능을 제공합니다. Dominant Flex는 세 가지의 플로우 옵션을 선택할 
수 있어 의사의 선호에 따른 유연성이 제공됩니다. 이 장치는 최적의 작업을 
위해 안전 기능과 함께 간편한 취급과 재처리 기능을 이상적으로 결합하고 
있습니다. 종합적인 Medela 부속품을 선택하여 장치를 다양한 의료용  
애플리케이션에 적용시킬 수 있습니다. 

사용 용도/목적
Dominant Flex 석션 장치의 목적은 0~- 95kPa 범위에서 일정한 진공을  
생성하는 것 입니다.

사용 지침
Dominant Flex 석션 장치는 병원, 클리닉, 의사 진료 환경에서 일반 수술,  
지방 흡입, 내시경, 심외막 절제술, 비인두 석션, 신경 수술, OPCAB, 진공 
보조 제왕절개/분만, 상처 배액 등 진공이 필요한 모든 경우에 사용할 수 
있습니다.

금지 사항
Dominant Flex 석션 장치에 대해 알려진 금지 사항은 없습니다.

대상 사용자
Dominant Flex는 석션 절차에 익숙한 의료 전문가와 재처리 전담 직원만  
사용해야 합니다. 이러한 직원은 청력에 장애가 있거나 청각 장애인이어서는 
안 되며 충분한 시력을 갖추어야 합니다.

대상 환자 집단
Dominant Flex는 사용 지침에서 기술한 바와 같은 상태의 환자에게만  
사용됩니다.

바람직하지 않은 부작용
Dominant Flex 석션 장치와 관련하여 알려진 부작용은 없습니다.

개요 

진공의 정의
진공은 보통 의료용 석션 장치의 어플리케이션에서 절대 압력과 대기 압력 
간의 차이(절대 수치) 또는 킬로파스칼(kPa)의 마이너스 값으로 주어집니다. 
본 문서에서 예를 들어 -10kPa는(EN ISO 10079:1999에 따라) 항상 대기  
주변 압력 미만의 kPa 압력 범위를 의미합니다.

설치 

1 최초 배송 품목 검사
Dominant Flex 배송 포장의 완전성 및 전반적인 상태를 점검하십시오.

휴대용  
Dominant Flex

 071.0002
 101046576* 

* 글로벌 계정에
만 해당

거치형  
Dominant Flex

 071.0003

전원 코드,  
앨런 키

  서비스 설명
서 참조

재사용 가능한 
석션보틀 0.25L

 077.0125

실리콘 튜빙  
ø 7x12mm, 커플링 
피스 2개 포함

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.

 + 3000 m 

– 64 kPa

 
 

– 480 mmHg

 + 2000 m 

– 74 kPa

 
 

– 555 mmHg

 + 1000 m 

– 84 kPa  

 
 

– 630 mmHg

 
+ 500 m 

– 89 kPa 

 
 

– 668 mmHg

 
0 m 

– 95 kPa 

 
 

– 713 mmHg
(Tolerance: +/– 15 %)
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사용 지침

세이프티 보틀용 
뚜껑, 오버플로 
방지 장치

 077.0450

1 Dominant Flex 전원 연결

1.    사용 전에“사용 전 준비”섹션의 지침에 따라  
장치를 점검합니다.

2.1  전원 코드를 석션장비 뒷면에 있는 기기 입구에  
연결합니다. 인렛 포트에 연결된 코드를 보호하기 
위해 마운팅 브라켓을 사용하십시오.

2.2  전원 코드의 주전원 플러그를 고정된 주전원  
콘센트에 연결합니다.

3.1  내부 자체 검사가 수행됩니다. 녹색 LED 등이  
켜지면 장치를 사용할 수 있습니다.

작동 지침 

경고
•  Dominant Flex는 주전원 공급으로 작동하는 석션 장비입니다. 석션 장비를 
전원에 연결하기 전에 현지 전원 공급장치가 사양 플레이트의 전력 등급을 
준수하는지 확인하십시오.

참고
•  Dominant Flex는 주전원 공급 장치의 분리를 쉽게 관리할 수 있는 방법으로 
설치해야 합니다.

• 모든 작업을 할 때는 장갑을 착용하십시오.

2 최대 진공 상태 확인

1.1  Dominant Flex의 스위치를 켭니다. 장치가 50L/분의 
유속을 나타냅니다.

2.1  베큠 레귤레이터를 오른쪽으로 돌려 최대 진공으로 
설정합니다.

해발 고도:

진공 사양:

최대 진공:

1.1  사용자의 선호에 따라 유속을 변경합니다. 장치의 
스위치(풋스위치 또는 장치의 버튼)를 켜면 50L/분 
모드에서 작동하기 시작합니다.

1.2  버튼을 눌러 다음과 같이 변경합니다.  
60L/min 
50L/min 
40L/min

주의
•  Dominant Flex가 상처 배액에 사용되는 경우 상처 손상이 발생하지 않도록 
전문가의 지침에 따라 음압을 설정해야 합니다.

3 유속 변경

4 진공 레벨 변경

2.1  환자 튜빙을 클램프합니다.
2.2  베큠 레귤레이터를 돌려 특정 적용에 따른 올바른 

진공 레벨을 선택합니다. 진공을 높이려면 조절기
를 시계 방향으로 돌립니다.

2.3  베큠 레귤레이터의 설정을 점검합니다.

또는

또는

5 사용 후 전원 끄기

1.1 석션 장치의 전원 버튼을 눌러 전원을 끕니다.

2.1  메인 플러그를 전원에서 분리합니다.
3.    Dominant Flex를 세정하고 소독합니다. 

“일반 재처리 지침” 섹션을 참조하십시오.

 + 3000m - 64kPa
  – 480mmHg
 + 2000m - 74kPa
  – 555mmHg
 + 1000m - 84kPa  
  - 630 mmHg
 + 500m - 89kPa 
  - 668mmHg
 0m – 95kPa 
  – 713mmHg (허용 오차 +/- 15 %)

3.1 엄지 손가락으로 환자 튜빙의 끝을 막으십시오.
3.2  사양(아래)에 따른 최대 진공을 비교하십시오.  

진공 상태에 도달하지 않으면“문제 해결”및 
“진공 불충분”섹션을 참조하십시오.

경고
•  매번 사용 후 석션 분비물과 접촉이 있었던 부품을 재처리 지침에 따라 
세정, 소독, 멸균, 폐기하십시오.

4 옵션 클램프 홀더 조립(옵션 트롤리 사용 시)

1.1 파란색 릴리즈 버튼을 길게 누릅니다.
1.2  클램프 홀더를 스탠다드 레일에 배치시킨 후 파란색 

릴리즈 버튼을 놓으면 부착됩니다.

5 세이프티 세트 설치

1.1  오버플로 방지 시스템을 뚜껑에 장착하십시오.  
아래쪽으로 조심스럽게 당겨 열거나  
비활성화합니다.

1.2 뚜껑을 보틀에 장착합니다.
1.3 두 개의 뚜껑 클램프를 닫습니다.

2.1 세이프티 세트를 장치에 장착합니다.

3.1  재처리를 위해, 장치에서 세이프티 세트를 제거하고 
단계 1.3, 1.2, 1.1을 역순으로 따라 분해합니다

1.1

1.2

사용 준비 

경고
•  석션 시술 및 석션기기 사용에 대해 충분히 교육을 받은 숙련된 의료인만 
사용할 수 있습니다.

참고
•  모든 작업을 할 때는 장갑을 착용하십시오.

주의
•  Dominant Flex는 똑바로 세워 둔 상태로 사용해야 합니다.
•  거치형은 장치의 과열을 방지할 수 있도록 외함과 최소 5cm의 간격을  
두어야 합니다. 외함의 뒷면은 개방되어야 합니다.

•  사용 전에 멸균 부속품을 반드시 점검하여 포장의 무결성을 확인해야  
합니다.

1 사용 전 확인 사항
•  사용 전에 Dominant Flex 시스템을 점검하여 전원 코드 또는 플러그의  
손상, 분명한 장치 손상, 안전 결함, 장치의 적절한 기능을 확인합니다.

•  Dominant Flex 배송 포장의 완전성 및 전반적인 상태를 점검합니다.
•  사용 전 모든 부속품 점검: 

1. 석션 보틀, 뚜껑, 라이너의 균열, 파손, 결함 여부.  
필요 시 교체합니다. 
2. 튜빙의 균열, 파손 부위, 커넥터의 고정 상태를 점검합니다.  
필요 시 교체합니다. 
3. 추가 안전 테스트를 위해 시스템(보틀 포함)을 실제 사용하기  
전에 진공 레벨을 최대로 올려서 확인하십시오.

4 컬렉션 시스템 조립
관련 물품과 함께 제공된 Medela 일회용 컬렉션 시스템, Medela 재사용 
가능 컬렉션 시스템 및 Medela 일회용 필터의 사용설명서를 참조하여 조립  
지침과 부속품 및 컬렉션 시스템 사용과 관련된 모든 정보를 찾아보십시오.

1.1

1.2

2.1

3.1

1.3

2 운반 잠금 장치 해제

1.1 빨간색 종이를 제거합니다. 
1.2  3개의 나사를 분리하고 향후 사용을 위해 보관해 

둡니다.

3 이동식 버전 설치(가능 시)

1.1  그림과 같이 튜빙이 잘 맞는지 확인하면서 트롤리의 
윗부분을 장비 바닥 부분에 배치시킵니다.

1.2  4개의 나사로 부품을 연결합니다.

2.1  장치를 트롤리에 배치시킵니다. 장치의 앞부분과 
스탠다드 레일은 정면을 향해야 합니다.

2.2  4개의 나사로 장치를 연결합니다.
2.3  2개의 나사로 케이블 홀더를 장치에 부착합니다.

2 기본 구성품의 조립

1.1  세이프티 세트가 Dominant Flex에 부착되어 있는지 
확인하십시오.“설치”및“세이프티 세트 설치” 
섹션을 참조하십시오.

2.1  필요한 경우 세이프티 세트에 필터를 화살표가  
유속 방향을 가리키도록 하여 장착합니다.

3.    본인의 필요에 맞게 모든 필수 부속품을  
장착합니다.“부속품 개요”를 참조하십시오.

3 풋스위치(옵션) 조립

1.1  풋스위치(옵션)를 플러그에 꽂아 장치와  
연결합니다.

1.2 풋스위치의 올바른 작동 상태를 검사합니다.

주의
•  재사용 가능한 장치는 비멸균 상태로 제공되며 처음 사용하기 전과 매번 
사용 후“일반 재처리 지침”섹션에 따라 재처리해야 합니다.



의료기기에 관한  
EU 요건을 준수함을  
나타냅니다.

의료용 전기 장비에 대한  
미국 및 캐나다의 추가  
안전 요구 사항 준수를  
나타냅니다.

시스템의 법률 사양을  
나타냅니다.

사용 지침을 읽고  
따르십시오.

일반 안전 경고 기호는  
안전과 관련된 정보를  
나타냅니다.

안전 관련 팁을  
나타냅니다.

접지를 나타냅니다. 전기 안전과 관련된  
시스템의 등급을  
나타냅니다.

보호 접지를  
나타냅니다.

고형 이물질 및 물의 침투로 
인한 유해한 영향으로부터 
보호됨을 나타냅니다.

CF 유형 적용 부품임을  
나타냅니다.

MRI에 안전하지 않음 자기 
공명 영상(MRI) 장비에서 
멀리하십시오.

이 기호가 표시된 장비 
근처에서 간섭이 발생할 
수도 있다는 것을 
나타냅니다.

등전위 전도체 연결을  
나타냅니다. 

풋 스위치용 연결  
포트를 나타냅니다.

제조업체를 나타냅니다. 제조일자를 나타냅니다. 제시된 날짜 이후에 장치를 
사용하면 안 된다는 것을 
나타냅니다.

일회용으로만 사용할  
수 있는 의료기기를  
나타냅니다.

장치의 부품 번호를  
나타냅니다.

장치의 일련번호를  
나타냅니다.

제조업체의 배치 코드를  
나타냅니다.

온도 범위를 정의합니다 
(예: 작동, 운송, 보관 시).

상대 습도 범위를  
정의합니다(예: 작동,  
운송, 보관 시).

의료기기가 노출되어도  
안전한 대기압 범위를  
나타냅니다.

포장이 손상된 경우  
장치를 사용하지 말  
것을 나타냅니다.

전기 또는 전자 장치를 분류
되지 않은 가정용 폐기물과 
함께 폐기하지 마십시오 
(현지 규정에 따라 장치 
폐기).

직사광선을 피해  
보관하십시오.

깨지기 쉬운 물품이  
포함되어 있습니다.  
취급 시 주의하십시오.

빗물에 노출되지 않도록  
하십시오. 건조한 곳에  
보관하십시오.

시스템의 최대 석션  
레벨을 나타냅니다.

시스템의 유속 수준을  
나타냅니다.

시스템의 전기 사양을  
나타냅니다.

시스템의 무게를  
나타냅니다.

시스템의 크기 
(가로 x세로 x높이)를  
나타냅니다.

품목의 개수를 나타냅니다.

MD
해당 품목이 의료 기기임을 
나타냅니다.

XXX

YY

코드“XX”및 약어“YYY”로  
정의된 포장재 재활용을  
나타냅니다.

포장재가 재활용될 수  
있음을 나타냅니다.

이 면이 위임을 가리킵니다. 퓨즈를 나타냅니다.

#
모델 번호를 표시합니다.

X

패키지에 포함된 장치의  
개별 수량(X)을 나타냅니다.

사용 설명서를 참고해야  
함을 나타냅니다.

장치가 에틸렌옥사이드를 
사용하여 멸균됨을  
나타냅니다.

단일 멸균 장벽 시스템을 
나타냅니다.

외부에 보호 포장이 있는 
단일 멸균 장벽 시스템을 
나타냅니다.

UDI
고유 장치 식별 정보가  
포함된 캐리어를  
나타냅니다.

이 기호는 무선 주파수 
식별 태그를 나타냅니다.

공인 대리인을 나타냅니다. 의료 장치를 해당  
지역에 배포하는 주체를  
나타냅니다.

AC

표지 및 기호

보증 및 서비스 

보증
Medela AG에서는 장치가 공급된 날로부터 5년 동안 재료 및 제조상의  
하자가 없음을 보증합니다. 이 기간 동안에는 불량품(제품의 남용 또는  
오용으로 인한 경우 제외)이 무상 교체됩니다. 이는 사용 중 마모와 파손된 
부품에 대해서는 해당되지 않습니다. 당사는 Medela제품에 대한 보증  
사항을 준수하고 최적의 서비스를 보장하기 위해 당사의 장치에 Medela 
액세서리만을 사용할 것을 권장합니다.
Medela AG에서는 어떠한 경우에도 잘못된 작동, 부적절한 사용, 승인되지 
않은 수리 또는 부적절한 조립 또는 분해로 인한 결과적 손해에 대한 책임을 
포함하여 설명된 보증  
범위를 초과하는 클레임에 대해 책임을 지지 않습니다.  
Medela에서는 권한이 없는 사람에 의해 장치에 작업이 수행된 경우,  
결함이 있는 부품을 교체할 수 있는 권리를 인정하지 않습니다. 이 보증은 
Medela 서비스 센터로 반환하는 장치에 해당됩니다.

서비스/정기 점검
석션 장치, 모듈, 부속품에 대한 유지보수 및 서비스 작업은 교육을 받은  
공인된 유지보수 직원만 수행해야 합니다. Medela에서는 요청 시 영어로 
제공되는 Medela 서비스 매뉴얼[        200.6365]에 따라 정기 점검을 1년에 
1회 수행할 것을 권장합니다.

폐기 

•  인정된 의료 관행과 해당 현지 지침 및 규정에 따라 모든 제품을 취급하고 
폐기하십시오.

•  재사용 가능한 장치는 폐기하기 전에 재처리하십시오. 체액으로 오염된
부속품은 가압증기멸균 하십시오.

펌프 및 전기 부품
•  폐기 장비에 대한 적절한 수거 지점은 판매업체에 문의하거나 현지 당국에
문의하십시오.

•  Dominant Flex는 유럽 지침 2012/19/EU WEEE에 따라 폐기해야 합니다.
•  전기 또는 전자 장비는 분류되지 않은 가정용 폐기물과 함께 폐기하지 
말고 별도로 수거하십시오.

•  유럽연합/스위스/영국에서는 제조업체 또는 공급업체에서 폐기된 장비를 
회수해야 합니다. 기타 국가에서도 유사한 수거 및 재활용 시스템을 갖추고 
있을 수 있습니다. 전기 및 전자 장비 폐기에 대한 현지 관련 법률과 규칙을 
따르십시오.

•  폐기 시점에 폐기물 장비를 별도로 수거하고 재활용하면 천연 자원을 
보존하고 인체 건강과 환경을 보호하는 방식으로 재활용할 수 있습니다.

기술 문서 

EMC
Dominant Flex는 7항 및 8.9항에 따라 IEC 60601-1-2:2014/AMD1:2020 
Edition 4.1의 요건에 따라 EMC 테스트를 거쳤습니다. Dominant Flex는  
특수한 안전 주의사항이 요구되는 의료기기이며 반드시 EMC 정보에  
따라 설치 및 운영해야 합니다. Dominant Flex는 IEC 60601-1에 정의된  
필수 성능을 갖추고 있지 않습니다.

경고
•  Dominant Flex를 다른 장비 근처에서 사용하거나 그 위에 올려놓아서는
안 됩니다. 다른 장비 근처에서 사용하거나 그 위에 올려놓아야 하는  
경우 Dominant Flex가 그 상태에서 정상 작동하는지 관찰해야 합니다.

•  본 장치의 제조사가 제공한 것이 아닌 다른 부속품이나 케이블을 사용할 
경우 본 석션 장치의 전자기 방출이 증가하거나 전자기 내성이 떨어져 
올바른 작동이 이루어지지 않을 수 있습니다.

주의
•  가정용 무선 네트워크 장치, 휴대폰, 무선 전화 및 기지국, 워키토키, 

RFID 등의 무선 통신 장비는 Dominant Flex 장치에 영향을 미칠 수 있으며, 
장치(석션 장치, 전원 코드, 풋스위치, 트롤리)로부터 최소 30cm 이상 
떨어뜨려 놓아야 합니다.

전자파 방출
Dominant Flex는 전문 의료 시설 환경 및 가정 의료 환경에서만 사용하도록 
허가되었습니다.

방출 테스트 준수 전자기 환경 – 지침

RF 방출
CISPR 11

그룹 1 Dominant Flex는 내부 기능을 위해서만 RF 
에너지를 사용합니다. 따라서 본 제품의 RF 
방출량은 매우 적으며 가까이 있는 전자  
장비에 간섭을 일으킬 가능성이 낮습니다.

RF 방출
CISPR 11

Class B Dominant Flex는 가정용 시설 및 가정용  
건물에 전기를 공급하는 저전압 공공  
전력공급망에 직접 연결된 시설을 포함한 
모든 시설에서 사용하기에 적합합니다.

고조파 방출
IEC 61000-3-2

Class A

전압 변동/플리커 방출
IEC 61000-3-3

준수

전자기 내성
Dominant Flex는 전문 의료 시설 환경 및 가정 의료 환경에서만 사용하도록 
허가되었습니다.

내성 테스트

정전기
방전(ESD)
IEC 61000-4-2

IEC 60601-1-2  
테스트 레벨

± 8kV 접촉
± 15kV 대기

준수 레벨

± 8kV 접촉
± 15kV 대기

전자기 환경 – 지침

바닥은 목재,  
콘크리트 또는 세라믹 
타일로 된 것이어야 
합니다. 바닥이 합성 
물질로 덮여있는  
경우 상대 습도는 
30% 이상이어야  
합니다.

전기적 빠른  
과도/버스트
IEC 61000-4-4

± 2 kV 
전원 공급선
± 1 kV 
입력/출력 선

± 2 kV 
전원 공급선
± 1 kV
입력/출력 선

주전원 품질은  
일반적인 상업용  
환경이나 병원  
환경에 해당되어야 
합니다.

서지
IEC 61000-4-5

± 1 kV 
차동 모드
± 2 kV 
대지 전압

± 1 kV 
차동 모드
± 2 kV
대지 전압

주전원 품질은  
일반적인 상업용  
환경이나 병원 환경에 
해당되어야 합니다.

전원 공급 입력선
의 전압 강하, 순간 
정전 및 전압 변동
IEC 61000-4-11

0% UT
0°, 45°, 90°, 
135°, 180°, 225°, 
270°, 315°에서 
0.5 사이클

0% UT
1 사이클에서

70% UT
50Hz 단상에서  
25 사이클: 0°
60Hz 단상에서  
30 사이클: 0°

0% UT
50Hz에서 250  
사이클
60Hz에서 300  
사이클

0% UT
0°, 45°, 90°, 
135°, 180°, 225°, 
270°, 315°에서 
0.5 사이클

0% UT
1 사이클에서

70% UT
50Hz 단상에서  
25 사이클: 0°
60Hz 단상에서  
30 사이클: 0°

0% UT
50Hz에서 250  
사이클
60Hz에서 300  
사이클

주전원 품질은  
일반적인 상업용  
환경이나 병원 환경에 
해당되어야 합니다. 
Dominant Flex  
사용자가 주전원  
차단 시 작업을  
계속해야 할 경우, 
Dominant Flex에  
무중단 전원공급장치 
나 배터리로 전력을 
공급할 것을 
권장합니다.

상용 주파수
(50/60Hz) 자기장
IEC 61000-4-8

30 A/m 30 A/m 상용 주파수 자기장은  
일반적인 상업용  
환경이나 병원 환경 
수준에 해당해야  
합니다.

근접 자기장
IEC 61000-4-39

8A/m
30kHz - CW

65A/m
134.2kHz -  
PM 2.1kHz

7.5A/m
13.56MHz -  
PM 50kHz

8A/m
30kHz - CW

65A/m
134.2kHz - PM 
2.1kHz

7.5A/m
13.56MHz -  
PM 50kHz

자기장 강도는  
일반적인 환경이나 
상업용 또는 병원  
환경의 자기장  
강도와 같아야  
합니다.

참고  UT는 테스트 수준을 적용하기 전 교류 주전원 전압입니다.
CW: 연속파  
PM: 펄스 변조

전자기 내성
Dominant Flex는 전문 의료 시설 환경 및 가정 의료 환경에서만  
사용하도록 허가되었습니다.

내성 테스트

전도성 RF
IEC 61000-4-6

방사성 RF
IEC 61000-4-3

IEC 60601-1-2 
테스트 레벨

3Vrms
0.15~80MHz

0.15~80MHz 사
이의 ISM 및 아
마추어 무선 대
역에서 6 Vrms

10V/m
80MHz~2.7GHz

준수 레벨

3Vrms

6Vrms

10V/m

전자기 환경 - 지침

휴대용 및 이동식 RF 통신 장비를  
케이블을 포함한 Dominant Flex 
부품으로 부터 트랜스미터  
주파수에 적용되는 식을 통해  
계산한 권장 분리 거리 이내로 
가까이 두어서는 안됩니다.

권장 분리 거리

d = 1.2 √ P 

d = 0.35 √ P 
80MHz~800MHz

d = 0.7 √ P 
800MHz~2.7GHz

여기서, P는 트랜스미터 제조사에  
따른 와트(W) 단위의 최대 정격 
출력이며 d는 미터(m) 단위의  
권장 분리 거리입니다.
전자기 현장 조사를 통해 파악한 
고정 RF 트랜스미터의 전계 강도 
a는 각 주파수 범위의 준수 수준 
미만이어야 합니다.b

다음 기호가 표시된 장비  
근처에서는 간섭이 발생할  
수 있습니다:

참고 1 80MHz와 800MHz에서는 더 높은 주파수 범위가 적용됩니다.
참고 2  이 지침은 모든 상황에서 적용되는 것은 아닙니다. 전자기 전파는 구조물,  

물체, 사람의 흡수와 반사로 인한 영향을 받습니다.
참고 3  RF 무선 통신 장비의 근접장은 IEC 60601-1-2:2014/AMD1:2020의 표 9에  

따라 테스트되었습니다

a   무선(셀룰러/코드리스) 전화 및 지상파 이동통신, 아마추어 무선, AM 및 FM 라디오  
방송, TV 방송용 기지국과 같은 고정 RF 트랜스미터의 전계 강도는 이론적으로  
정확하게 예측할 수 없습니다. 고정 RF 트랜스미터의 전자기 환경을 평가하려면  
전자기 현장 조사를 고려해야 합니다. Dominant Flex를 사용하는 장소에서 측정된 
전계 강도가 위의 RF 준수 수준을 초과할 경우, Dominant Flex가 정상 작동 되는지 
확인해야 합니다. 이상 작동이 확인되면 Dominant Flex의 방향이나 위치를 변경하는 
등 추가 조치가 필요합니다.

b   150kHz~80MHz 주파수 범위에서 전계 강도는 10V/m 미만이어야 합니다.

주파수 표
권장 이격 거리가 30cm(12인치)인 휴대용 및 이동식 송신기의 주파수 표:

대역(MHz) 

380~390
430~470
704~787
800~960
1 700–1 990
2 400–2 570
5 100–5 800

서비스

TETRA 400
GMRS 460, FRS 460
LTE 대역 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE 대역 5
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE 대역 1, 3, 4, 25; UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, LTE 대역 7
WLAN 802.11 a/n

주소

석션백

       077.0083/84
       077.0194(글로벌 고객 전용)
       101035340(글로벌 고객 전용)

077.0086/87

재사용 가능 뚜껑

077.0450 077.0440    077.0420/30 077.1021 077.1013 

PC 보틀 
(최대 4x 2.5L)

PSU 재사용 가능 보틀  
(최대 4 x 5L)

잠금 걸쇠

077.0082  
(1.5L)

077.0085  
(2.5L)

077.0125: 0.25L 
077.0155: 0.5L 
077.0110: 1L 
077.0120: 2L
077.0130: 3L
077.0150: 5L

077.0102

1.5L 2.5L

실리콘, 7x12mm* 실리콘, 5x10mm 실리콘, 6.5x11.7mm

 077.0053: 32cm 
 077.0054: 50cm
 077.0055: 120cm
 077.0056: 150cm
 077.0051: 200cm
 077.0052: 2,500cm

    077.0970: 2,500cm 077.0961: 180cm 

*  VAD 컵과 함께 사용할 
수 있습니다(재처리는 
VAD 컵 사용 지침 참조)

부속품 개요 

경고
•  Dominant Flex는 이 페이지에 나열된 부속품과 함께 검증되었습니다. 

Dominant Flex의 올바르고 안전한 작동을 위해서는 이 부속품들만 
사용하십시오. 추가 정보는 각 부속품별 지침서에 나와 있습니다.

 안전 관련 팁
•  타사 인터페이스 장치(예: 캐뉼라, 카테터)는 장치의 성능에 영향을 주지 
않고 부착할 수 있어야 합니다. 사용하기 전에 석션 레벨이 올바르게 
작동하고 유지되는지 확인하십시오.

017.0015

077.0711

071.0034

071.0003, 거치형

071.0002, 휴대용 버전  
(이 그림에는 표시되지 않음)

기술 사양

고진공
–95kPa/–713mmHg
허용 오차: ± 15%

해수면(0m)에서 측정, 대기압: 1,013.25hPa 
참고: 석션 레벨은 위치(대기압, 습도, 온도)에  
따라 달라집니다.

고유량
40, 50, 60L/분
허용 오차: + 10L/분.

해수면(0m)에서 측정, 대기압: 1,013.25hPa 
참고: 유량은 위치(대기압, 습도, 온도)에 따라  
달라집니다.

9.3 kg
20.5 lbs
거치형

100~240V, 50/60Hz
120W

ISO 13485
CE(93/42/EEC), IIa

H x W x D(거치형)
210 x 305 x 375mm
8.2 x 12.0 x 14.8인치

AC

운송/보관 조건

작동 조건

x x x -  ISO 17664-2에 따라 이 지침은 의료 기기 재사용을 위해 준비할 수 
있도록 의료기기 제조업체의 검증을 받았습니다. 처리 시설의 장비, 
자재, 인력을 사용하여 실제로 수행된 처리가 원하는 결과를 얻을 수
있도록 하는 것은 처리자의 책임입니다. 이를 위해서는 프로세스에 
대한 확인 및/또는 검증과 정기적인 모니터링이 필요합니다.

-  수질 사양은 AAMI TIR34를 참조하십시오.

x x -  세척 소독기는 ISO 15883 시리즈에 따라 검증되어야 합니다. 세척 및 
소독은 공인 실험실의 ISO 15883 인증 세척 소독기에서 검증되었습니다.

-  분해된 모든 부품은 캐리어 또는 고정 부분에 안전하게 고정시켜야 
합니다.

-  세척 소독기에 과부하를 가하지 마십시오. 분해된 부품은 세척하지 
않은 부분이 없고 세척액이 내부 및 외부 표면에 닿지 않은 곳이 없도록 
배치시키십시오.

x x x -  육안으로 마모 또는 손상의 징후가 보이는 경우 장치(또는 구성품)를 
폐기하거나 서비스하십시오.

x -  석션 장치는 1,250회의 재처리 주기에 대해 검증되었으며 이는 5년의 
예상 사용 수명(주당 5회 사용)에 해당합니다.

-  이는 장치의 재료 보증과 일치합니다.

x x x -  부속품은 375회의 재처리 주기에 대해 검증되었으며 이는 1.5년의 
예상 사용 수명(주당 5회 사용)에 해당합니다.

x x x -  항상 개인보호장비(PPE)를 착용하십시오: 현지 지침 및 규정에 따른 
일회용 장갑 및 기타 PPE.

-  수돗물(≤40°C, ≤104°F)로 사용 현장 처리. 이를 위반하면 잔여물이 
고착되어 소독 효과가 떨어질 수 있습니다.

x x x -  아래 설명된 절차로 병원균을 제거할 수 없는 질병을 앓고 있는 환자에게 
본 장치를 사용한 경우, 장치를 폐기해야 합니다.

-  노출 시간 및 안전 조치를 포함하되 이에 국한되지 않는 세척제 및 소독제
제조업체의 사용 지침을 참조하십시오.

-  기기 사용 직후(오염물이 기기에 말라붙기 전에) 사용 현장 처리를 
수행하십시오.

x -  전원 코드를 전원에서 분리합니다.
-  주전원 플러그 또는 기기 입구 포트 끝에 액체가 닿지 않도록 하십시오.
-  장치를 물이나 기타 액체에 담그거나 헹구지 마십시오. 세척제와 소독
제를 장치에 직접 분사하지 마십시오.

x x -  부드럽고 보풀이 없는 천을 수돗물에 적셔 장치의 외부 표면을 닦아 
전체 오염물을 제거합니다. 틈새, 막힌 끝부분 및 복잡한 기하학적 
구조 등 세척하기 어려운(소독하기 어려운) 영역을 주의해서 닦아내야
합니다.

x -  커넥터가 있는 튜브의 내부 공간, 커넥터 조각과 호스 사이의 결합 
부위(커넥터를 제거할 수 없는 경우), 전환 밸브의 통로가 오염된 
경우, 오염 물질에 대한 해당 절차에 따라 장치를 폐기하십시오.

x x -  계속하기 전에 개별 부품으로 분해하십시오(설치 지침 참조).
- 오염된 경우 튜빙의 호스에서 커넥터 피스를 제거합니다.
- 오염된 경우 커넥터 피스에서 O링을 제거합니다.
-  홀더의 톡스 나사를 조심스럽게 열고 버튼을 눌러 스프링을 압축합니다. 
나사를 제거한 후 푸시 버튼에서 손을 천천히 뗍니다. 그런 다음 푸시 
버튼과 스프링을 제거합니다. 그런 다음 클램프를 닫고 당겨 하단 클로를 
제거합니다.

x -  필요한 경우, 그리고 굵은 오염물을 제거하려면 분해한 구성품을 
수돗물에 10분간 담그고 보풀이 없는 부드러운 천을 수돗물에 적셔
눈에 보이는 얼룩을 닦아냅니다.

x x -  잔여 오염물이 장치에 말라붙은 경우, 효소가 효과를 발휘하기 전에
오염물을 다시 수화해야 합니다.

x -  CaviWipes™ 또는 Incidin OxyWipe S™로 장치의 모든 외부 표면을
닦습니다.

-  세척하기 어려운 부분(예: 분해할 수 없는 구성품 끼리 만나는 부분)을
닦아냅니다.

-  와이퍼가 오염된 경우 새 청소용 및 소독용 와이퍼를 사용합니다.
-  눈에 보이는 오염물이 모두 제거될 때까지 세척합니다.

x -  새 CaviWipes™ 또는 Incidin OxyWipe S™ 와이퍼 를 사용하여 장치의 
모든 외부 표면을 닦습니다.

-  장치의 세척하기 어려운 부분에 특히 주의하십시오.
-  3분 후 새 CaviWipes™ 또는 Incidin OxyWipe S™ 와이퍼를 사용하여 
장비의 모든 외부 표면을 닦습니다.

-  장치의 모든 표면이 와이퍼 제조업체의 사용지침에 명시된 시간 동안 
실온에서 눈에 보이는 정도로 젖어 있는지 확인하십시오. 사용한 와이퍼가 
너무 건조해 표면이 젖게 되지 않으면 새 와이퍼를 사용합니다.

–  세척이 어려운 부위의 노출을 돕기 위해 신제품 CaviWipes 또는 Incidin 
Oxy Wipe S 와이퍼를 스패출라 또는 유사 기구에 싸서 둡니다. 

-  지정된 노출 시간이 지나면 정제수에 적신 부드럽고 보풀이 없는 천으로
잔여물을 제거합니다.

x x -  튜브를 로드 캐리어의 액티브 헹굼 시스템에 연결하여 내부 및 외부
헹굼을 확인합니다.

-  입구(환자 쪽)를 통해 직선 노즐에 뚜껑을 놓습니다.
-  다른 모든 장치를 로드 캐리어 안에 놓습니다.
-  사용 가능한 경우 소형 부품 캐리어를 로드 캐리어에 배치합니다. 
-  건조 보조제(헹굼제)를 사용하지 마십시오. 표면에 남아 있으면 장치
및 생체적합성에 해로울 수 있습니다.

세척 소독기의 세척 프로그램은 다음을 준수해야 합니다.
-  수돗물로 1분간 사전 세척
-  수돗물에 neodisher® MediClean forte 0.5% 용액을 넣어 55°C에서

5분간 세척
-  차가운 정제수로 1분간 헹굼

x x -  1분간 90°C에서 정제수(추가제 없음)로 열 소독하거나(A0=600) 
현지 지침 및 규정에 따라 A0 값을 조정하십시오.

x x -  분해한 구성품을 최소 45분 동안 110°C에서 세척 소독기로 건조시킵니다.

x x x -  세척 소독기에서 건조시킬 수 없거나 잔여 수분이 남아 있는 경우, 
보풀이 없는 부드러운 마른 천으로 외부 표면을 닦아 건조시키거나 
의료 등급의 압축 공기로 조심스럽게 건조시킵니다.

-  접근하기 어려운 부분이 말랐는지 특히 주의하십시오.

x x x -  장치 또는 분해된 구성품에 남아 있는 오염물 또는 소독액이 있는지 
육안으로 검사합니다. 필요한 경우 세척 및 소독을 반복합니다.

-  장치 또는 분해된 구성품에 손상이 있는지 육안으로 검사합니다.
하나 이상의 부품이 손상된 경우 새 부품으로 교체하십시오.

x x -  재조립에 대한 지침은 본 IFU의 설치 섹션을 참조하십시오.

x  -  본 IFU에 명시된 대로 전체 서비스 또는 정기 점검을 수행하십시오.

x x x -  장치를 항상 건조하고 깨끗하며 먼지가 없는 환경에 보관하십시오.

x -  서비스를 받기 위해 장치를 보내기 전에 장치를 재처리하십시오. 
재처리가 불가능하거나 부분적으로만 수행할 수 있는 경우, 포장에
잠재적인 생물학적 위험이 있음을 표시해야 합니다. 현지 절차 및 
지침이 적용됩니다. 

x x x -  장치 또는 구성품의 무결성을 보장하고 현지 지침 및 규정에 따라 
사용할 때까지 재오염을 방지하기 위해 적절한 조치를 취하십시오.

PSU 통, 재사용 가능 뚜껑, 클램프, 오버플로우 보호, O링(유출 시),  
벽 홀더 및 PC 통(유출 시), 커넥터(튜빙에서 분해), 홀더, 잠금 걸쇠

실리콘 튜빙(최대 200cm), 전환 밸브(유출 시)

펌프 하우징, 케이블, 발 조작식 스위치, 발 조작식 진공 조절기, 벽면 홀더, 트롤리, PC 통

커넥터

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

환자용 튜빙(컬렉션 시스템에서 환부까지)
일회용 멸균 튜빙

077.0170: 150cm 077.0184: 150cm 077.0951: 180cm

 077.0193: 300cm(글로벌 고객 전용)

일회용 튜빙, 비멸균

077.0952: 180cm
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•  휴대용 RF 통신 장비(안테나 케이블 및 외부 안테나와 같은 주변기기 
포함)는 제조사에서 지정한 케이블(*전원 코드, 풋 스위치, 트롤리)을 
포함한 Dominant Flex 장치의 모든 부품으로부터 30cm 이상 거리를 
유지해야 합니다. 그렇지 않으면 본 장비의 성능이 저하될 수 있습니다.

재사용 가능 세트

077.0701: 1L(클램프 홀더 포함)
0770715: 1L(클램프 홀더 미포함)
077.0702: 2L(클램프 홀더 포함) 
077.0716: 2L(클램프 홀더 미포함) 
077.0703: 3L
077.0705: 5L

077.0704: 2 x 3L 
077.0706: 2 x 5L
077.0707: 2 x 2L

진공 튜빙(석션 장치에서 컬렉션 시스템으로)

실리콘, 7x12mm

077.0054: 50cm
077.0901: 100cm
077.0902: 200cm
077.0905: 500cm
077.0900: 2,500cm

077.0931: 25cm 
077.0185: 60cm

077.0921: 30cm
077.0922: 60cm
077.0189: 300cm

077.0154: 25cm
077.0911: 33cm
077.0912: 60cm
077.0913: 100cm

필터** 풋 스위치

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  단일 환자용, 각 IFU 참조

077.0723 077.0731

홀더

077.0521 077.0751/52 077.0651

진공 보조 분만 컵(VAD)
재사용 가능(재처리는 VAD 컵 사용 지침 참조)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

일회용/멸균 처리

077.0792 077.0791

대용량 설치용 부속품

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

표본컵

077.0562/64 077.0194 077.0094
(글로벌 고객
만 해당)

월 홀더

077.0523 077.0192
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일반 재처리 지침
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Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

International Sales
Medela AG
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Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch



Dominant Flex
Chirurgická odsávačka

SK

 NÁVOD NA POUŽITIE
VÝSTRAHY A BEZPEČNOSTNÉ POKYNY 

 VÝSTRAHY 
Označujú potenciálne nebezpečnú situáciu, ktorá, môže mať za 
následok smrť alebo vážnu ujmu na zdraví, pokiaľ sa jej nezabráni.

 UPOZORNENIA  
Označujú potenciálne nebezpečnú situáciu, ktorá môže mať za následok 
nezávažnú alebo stredne závažnú ujmu na zdraví, pokiaľ sa jej nezabráni.

 BEZPEČNOSTNÝ TIP  
Uvádza užitočné informácie o bezpečnom používaní pomôcky.

Pomôcka Dominant Flex je schválená výhradne na použitie opísané v tomto 
návode na použitie. Spoločnosť Medela môže zaručiť bezpečnú funkčnosť 
systému len vtedy, keď sa pomôcka Dominant Flex používa v kombinácii 
s originálnym príslušenstvom spoločnosti Medela (zberný systém, hadičky, 
filtre atď. – pozrite si kapitolu „Prehľad príslušenstva“).

DÔLEŽITÁ POZNÁMKA
•  Pred prevádzkou si prečítajte a dodržiavajte tieto výstrahy a bezpečnostné 

pokyny. Pred prevádzkou sa tiež oboznámte so súvisiacimi informačnými 
signálmi a pokynmi na riešenie problémov (pozrite si kapitolu „Inštalácia“ 
a „Riešenie problémov“). 
Tento návod na použitie sa musí uchovávať spolu s pomôckou pre 
prípad potreby.

•  Upozorňujeme, že tento návod na použitie je všeobecným návodom 
na použitie produktu. Zdravotné záležitosti musí riešiť lekár. Lekár je 
zodpovedný za dodržiavanie správnych chirurgických postupov a techník. 
Každý lekár musí zhodnotiť vhodnosť liečby na základe vlastných 
vedomostí a skúseností. Spoločnosť Medela je zodpovedná len za účinok 
na základnú bezpečnosť, spoľahlivosť a výkon pomôcky Dominant Flex, 
ak sa používa v súlade s návodom na použitie.

•  Lekár je zodpovedný za dodržiavanie správnych chirurgických postupov 
a techník. Každý lekár musí zhodnotiť vhodnosť liečby na základe 
vlastných vedomostí a skúseností.

•  Akékoľvek závažné incidenty, ku ktorým došlo v súvislosti s touto 
pomôckou, je potrebné nahlásiť spoločnosti Medela AG a príslušnému 
kompetentnému orgánu.

VÝSTRAHY

 Výstraha: Zníženie rizika možnej krížovej kontaminácie alebo 
vystavenia biologickým nebezpečenstvám

•  Po každom použití sa časti, ktoré boli v kontakte s odsávanými sekrétmi, 
musia vyčistiť, vydezinfikovať, sterilizovať alebo zlikvidovať podľa pokynov 
na opätovné použitie.

•  Spojovacia hadička dodávaná so zariadením nesmie nikdy prísť do 
priameho kontaktu s odsávanou plochou. Vždy je potrebné použiť sterilný 
odsávací katéter (riziko infekcie).

 Výstraha: Zníženie rizika potenciálnej ujmy na zdraví v dôsledku 
nesprávneho použitia

•  Na použitie len medicínsky vyškolenými osobami, ktoré boli primerane 
vyškolené v postupoch odsávania a v používaní odsávačiek.

•  Pred použitím pomôcky Dominant Flex si prečítajte indikácie na použitie 
a zvážte rizikové faktory a kontraindikácie. Ak si pred použitím neprečítate 
a nedodržíte všetky pokyny v tejto príručke, môže dôjsť k vážnej alebo 
smrteľnej ujme na zdraví pacienta.

•  Nevhodné pri nastavení s nízkym vákuom, ako je potrebné napríklad 
pri drenáži hrudníka bez špeciálneho príslušenstva. 

•  Neschválené pre vonkajšie použitie alebo prepravu.

 Výstraha: Zníženie rizika potenciálnej ujmy na zdraví počas 
nastavovania alebo prevádzky

•  Nie sú povolené žiadne úpravy tohto zariadenia.
•  Nepripájajte toto zariadenie k pasívnej drenážnej hadici.
•  Pomôcka Dominant Flex bola overená v kombinácii s príslušenstvom 

uvedeným v „Prehľade príslušenstva“. Na správnu a bezpečnú prevádzku 
používajte odsávačku Dominant Flex iba s týmto príslušenstvom. Ďalšie 
informácie sú uvedené v návode na použitie jednotlivého príslušenstva.

 Výstraha: Zníženie rizika potenciálnej ujmy na zdraví 
v dôsledku rušenia inými zariadeniami

•  Pomôcka Dominant Flex by sa nemala používať v blízkosti iného 
zariadenia ani umiestniť na iné zariadenie. Ak je potrebné použitie 
v blízkosti iných zariadení alebo na iných zariadeniach, pomôcka 
Dominant Flex sa musí sledovať, aby sa overila jej normálna prevádzka 
v konfigurácii, v ktorej sa bude používať.

•  Použitie iného príslušenstva alebo káblov než tých, ktoré dodáva výrobca 
tejto pomôcky, môže viesť k zvýšenému elektromagnetickému žiareniu 
alebo zníženiu elektromagnetickej odolnosti tejto odsávačky a viesť 
k jej nesprávnej prevádzke.

•  Prenosné VF komunikačné zariadenie (vrátane periférnych zariadení, 
ako sú anténne káble a externé antény) by sa nemalo používať bližšie 
ako 30 cm od akejkoľvek časti odsávačky Dominant Flex vrátane káblov 
(napájací kábel, nožný spínač, vozík) špecifikovaných výrobcom. 
V opačnom prípade môže dôjsť k zníženiu výkonu tejto pomôcky.

 Výstraha: Zníženie rizika zasiahnutia elektrickým prúdom alebo 
vystavenia teplu, požiaru, výbuchu 

•  Aby sa predišlo riziku zasiahnutia elektrickým prúdom, táto pomôcka musí 
byť pripojená iba k pevnej sieťovej zásuvke s ochranným uzemnením.

•  Pomôcka sa nesmie používať na odsávanie výbušných, ľahko horľavých 
alebo korozívnych kvapalín.

•  Pred opätovným použitím pomôcky vytiahnite zástrčku z pevnej 
sieťovej zásuvky.

•  Pred výmenou poistky odpojte sieťovú zástrčku od zdroja 
elektrickej energie.

•  Dominant Flex je odsávačka napájaná zo siete. Pred pripojením 
odsávačky k napájaniu skontrolujte, či miestny zdroj napájania 
zodpovedá menovitému výkonu uvedenému na štítku so špecifikáciami.

UPOZORNENIA

 Upozornenie: Zníženie rizika možnej krížovej kontaminácie alebo 
vystavenia biologickým nebezpečenstvám

•  Pred otvorením vizuálne skontrolujte, či balenie pomôcky nie je poškodené.
•  Pomôcky s poškodeným obalovým systémom sa nesmú používať.
•  Opätovne použiteľné pomôcky sa dodávajú nesterilné a pred prvým 

použitím a po každom použití sa musia dezinfikovať podľa kapitoly 
„Všeobecné pokyny na opätovné použitie”.

•  Pri opätovnom použití pomôcky vždy používajte osobné ochranné 
prostriedky (OOP): jednorazové rukavice a iné OOP podľa miestnych 
smerníc a predpisov.

•  Ošetrenie na mieste použitia vodou z vodovodu (≤ 40 °C, ≤ 104 °F). 
Porušenie tohto ustanovenia môže viesť k zachytávaniu zvyškov a tým 
k potlačeniu dezinfekcie.

 Upozornenie: Zníženie rizika potenciálnej ujmy na zdraví v dôsledku 
nesprávneho použitia

•  Nesprávne použitie môže spôsobiť bolesť a ujmu na zdraví pacienta.
•  Pacient by mal byť pravidelne sledovaný podľa pokynov lekárov a smerníc 

zariadenia. Objektívne indikácie alebo príznaky možnej infekcie alebo 
komplikácie musia byť splnené okamžite (napríklad horúčka, bolesť, 
začervenanie, zvýšená teplota, opuch alebo hnisavý výtok).  
Nedodržanie tohto ustanovenia môže viesť k značnému 
nebezpečenstvu pre pacienta.  
Pravidelne monitorujte prevádzkový stav pomôcky Dominant Flex.

•  Keď sa pomôcka Dominant Flex používa na drenáž rany, podtlak by 
mal byť nastavený podľa pokynov odborného lekára, aby nespôsoboval 
poškodenie rany.

 Upozornenie: Zníženie rizika potenciálnej ujmy na zdraví počas 
nastavovania alebo prevádzky

•  Policová verzia vyžaduje minimálnu vzdialenosť 5 cm od krytu,  
aby sa zabránilo prehriatiu pomôcky.

 Upozornenie: Zníženie rizika potenciálnej ujmy na zdraví v dôsledku 
rušenia inými zariadeniami

•  Na činnosť odsávačky Dominant Flex môžu mať vplyv bezdrôtové 
komunikačné zariadenia, napríklad bezdrôtové zariadenia domácej siete, 
mobilné telefóny, bezdrôtové telefóny a ich základné stanice a vysielačky, 
a mali by sa nachádzať vo vzdialenosti najmenej 30 cm od zariadenia 
(odsávačka, sieťový kábel, nožný spínač, vozík).

 Upozornenie: Zníženie rizika zasiahnutia elektrickým prúdom alebo 
vystavenia teplu, požiaru, výbuchu

•  Aby sa predišlo prehriatiu odsávačky, vývod v jej spodnej časti musí 
byť voľný, keď je odsávačka v prevádzke.

 BEZPEČNOSTNÝ TIP 
•  Vzhľadom na bezpečnostné testy si odsávačka vyžaduje servis a opravu 

počas celej životnosti v súlade so servisnou príručkou.
•  Ochrana pomôcky Dominant Flex pred účinkami elektrických výbojov  

srdcového defibrilátora závisí od použitia vhodných káblov.
•  Odpojenie od elektrickej energie je zabezpečené iba odpojením  

sieťovej zástrčky od pevnej sieťovej zásuvky.
•  Externé prepojovacie zariadenia (napr. kanyly, katétre) sa musia dať 

pripojiť bez toho, aby mali vplyv na výkon odsávačky. 
•   Pred použitím sa uistite, že odsávačka funguje správne, pozrite si časť 

o príprave na použitie.
•   Zabráňte kontaktu kolíkov sieťovej zástrčky alebo vstupného portu 

zariadenia s tekutinami.

BEZPEČNOSTNÉ POKYNY 

•   Akékoľvek kontraindikácie v konkrétnych indikáciách na použitie nájdete 
v návode na použitie zariadení, ktoré je možné používať s pomôckou 
Dominant Flex. 

•  Pri všetkých zákrokoch používajte rukavice.
•  Dominant Flex je zdravotnícka pomôcka, ktorá si vyžaduje špeciálne 

bezpečnostné opatrenia s ohľadom na elektromagnetickú kompatibilitu 
(EMK). Pomôcku musíte inštalovať a uviesť do prevádzky v súlade 
s informáciami o EMK v kapitole „Technická dokumentácia“.

•  Pomôcka Dominant Flex nie je bezpečná pri magnetickej rezonancii (MR). 
Nepoužívajte odsávačku v prostredí MR.

•  V prípade presatia ihneď informujte personál interného technického servisu 
a vykonajte úkony uvedené v servisnej príručke.

•  V každom z nasledujúcich prípadov sa pomôcka nesmie používať a jej 
opravu musí zaistiť zákaznícky servis spoločnosti Medela:

 –  ak je poškodený napájací kábel alebo zástrčka,
 –  ak pomôcka nefunguje správne,
 –  ak je pomôcka poškodená,
 –  ak pomôcka vykazuje jasné bezpečnostné chyby.
•  Udržiavajte napájací kábel mimo horúcich povrchov.
•  Sieťová zástrčka nesmie prísť do kontaktu s vlhkosťou.
•  Nikdy nevyťahujte sieťovú zástrčku z pevnej sieťovej zásuvky ťahaním  

za napájací kábel!
•  Nikdy nenechávajte zapnutú pomôcku bez dozoru.
•  Počas používania musí byť odsávačka vo vzpriamenej polohe.
•  Nikdy nepoužívajte pomôcku pri vysokých izbových teplotách, ak ste veľmi 

unavení alebo v prostredí, kde hrozí nebezpečenstvo výbuchu.
•  Nikdy neponárajte pomôcku do vody alebo iných tekutín.
•  Pri použití sterilných produktov na jednorazové použitie dbajte na to, 

že nie sú určené na opätovné použitie. Opätovné použitie by mohlo 
zapríčiniť stratu mechanických, chemických a/alebo biologických vlastností. 
Opätovné použitie by mohlo zapríčiniť kontamináciu.

•  Kontaktujte miestneho zástupcu zákazníckeho servisu spoločnosti Medela, 
ktorý vám pomôže s prevádzkou produktu.

•  Odsávacie zariadenie spoločnosti Medela používajte iba na 
odstraňovanie telesných tekutín. Odsávacie zariadenie spoločnosti 
Medela nepoužívajte na podávanie telesných tekutín.

Tento návod na použitie je potrebné uschovať na neskoršie použitie.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:

(Tolerance: +/– 15 %)
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NASTAVENIE PÔRODU S ASISTENCIOU VÁKUA 

Poznámka
•  Odsávačka Dominant Flex musí byť umiestnená tak, aby ju bolo možné 

jednoducho odpojiť od elektrického napájania.

b) Pripojte prepojovaciu 
hadičku z vákuového 
pôrodného zvonu 
Medela k pacientskej 
spojke odsávacej nádoby 
opätovne použiteľného 
zberného systému.

4.1  Zapnite odsávačku, nastavte na max. vákuum, 
upnite hadičku zo zvonu VAD Medela a úplne 
stlačte regulátor odsávania (dopredu a dole, 
pomocou bruška pod palcom chodidla).

4.2  Porovnajte maximálnu hodnotu vákua podľa 
špecifikácie, pozrite si tabuľku vyššie.

5.1  Ak je to v poriadku, uvoľnite vákuum vrátením 
nožného regulátora odsávania do pokojového stavu 
„nulové vákuum alebo okolitý tlak“ (dozadu a dole 
pomocou päty chodidla).

5.2 Odsávačka je teraz pripravená na použitie.

1.    Nastavte odsávačku a 
príslušenstvo podľa kapitoly 
„Príprava pred použitím“.

2.1  Pripojte nožný regulátor 
odsávania: strieborný 
adaptér musí byť 
úplne umiestnený 
v bezpečnostnej 
súprave odsávačky.

2.2  Pripojte hadičku k hornej 
časti kovového adaptéra.

3.1  a) Pripojte prepojovaciu 
hadičku z vákuového 
pôrodného zvonu Medela 
k pacientskej spojke 
veka jednorazového 
vaku ALEBO

RIEŠENIE PROBLÉMOV 

Nedostatočné vákuum
Skontrolujte, či:
•  je regulátor odsávania nastavený správne.
•  nie je hadička chybná alebo zlomená. V prípade potreby ich vymeňte.
•  všetky zásuvné spoje sú utiahnuté.
•  ochrana proti presatiu je vypnutá/otvorená. Ak je zapnutá ochrana proti 

presatiu, vypnite ju, ako je uvedené v kapitole „Inštalácia“ a „Nastavenie 
bezpečnostnej súpravy“.

•  na odsávacej nádobe a veku sa nenachádzajú žiadne praskliny, krehké 
miesta, zmeny sfarbenia.  
V prípade potreby ich vymeňte.

•  na jednorazovom systéme sa nenachádzajú žiadne praskliny, krehké 
miesta, zmeny sfarbenia.  
V prípade potreby ich vymeňte.

•  filter nie je upchatý. Ak chcete otestovať, či je filter upchatý, pozrite si 
návod na použitie dodaný spolu s filtrami.

Ak sa problém nedá vyriešiť, obráťte sa na interné technické oddelenie.

Nesvieti žiadna kontrolka
Odsávačka Dominant Flex nie je pripojená k elektrickej sieti alebo 
je potrebné vymeniť poistku.

Svieti žltá kontrolka
Nezávažný prípad: Svieti žltá kontrolka, ale odsávačka sa dá zapnúť 
a vypnúť:
•  pri najbližšej príležitosti sa obráťte na interné technické oddelenie 

alebo autorizované servisné stredisko.

Závažný prípad: Svieti žltá kontrolka, ale odsávačka sa nedá zapnúť 
ani vypnúť:
•  obráťte na interné technické oddelenie alebo autorizované servisné 

stredisko s otázkami týkajúcimi sa opravy/údržby.

Motor nebeží
Skontrolujte, či:
•  je odsávačka Dominant Flex zapnutá. Kontrolka pohotovostného režimu 

musí svietiť.
•  Sieťová zástrčka je správne zasunutá do pevnej sieťovej zásuvky a do  

zásuvky spotrebiča.
•  Poistka na zadnej strane odsávačky Dominant Flex nie je poškodená. 

Pri výmene chybnej poistky postupujte podľa kapitoly „Výmena 
chybnej poistky“.

Ak sa problém nedá vyriešiť, obráťte sa na interné technické oddelenie.

VÝMENA CHYBNEJ POISTKY 

VÝSTRAHA
•  Pred výmenou poistky odpojte sieťovú zástrčku od zdroja elektrickej energie. 

Postupujte podľa pokynov v servisnej príručke [          200.6365], 
ako vymeniť poistky (T 1.6AH, 250 VAC, 5 x 20 mm) odsávačky 
Dominant Flex.

Verzie a hlavné prvky odsávačky

Policová verzia

Rúčka s dvoma 
držiakmi 
nádob

Prenosná verzia

Mobilná verzia

Vákuomer

Regulátor 
odsávania Tlačidlo na zapnutie 

a vypnutie

Bezpečnostná súprava

Tlačidlá na zmenu prietoku

Štandardná koľajničkaMobilný vozík  
(voliteľné príslušenstvo)

Nožný vypínač 
(vozík)

Všetky kolieska s brzdou

Ovládacie  
prvky a 
indikátory

Zadná časť pomôcky Držiak kábla  
(s voliteľným  
vozíkom)

Prípojka pre 
voliteľný  
nožný spínač

Poistky

Zásuvka spotrebiča

Vodič na vyrovnanie potenciálov

prietok 60 l/min
prietok 50 l/min
prietok 40 l/min

Tlačidlo na zapnutie 
a vypnutie

zelená kontrolka: Odsávačka je zapojená do siete
žltá kontrolka: Odsávačka má poruchu. Pozrite si kapitolu „Riešenie problémov“
biela kontrolka: Odsávačka je v prevádzke

zapnutá:

vypnutá: 
(pripravená na 

použitie)

Mechanická  
ochrana  
proti presatiu

Prípojka na hadičky
Veko so svorkami

Bezpečnostná 
súprava

Nádoba, 
0,25 l

POPIS 

Úvod
Dominant Flex je vysokokvalitná odsávačka, ktorá poskytuje maximálny sací 
výkon pre mnohé potreby odsávania. Možnosť troch voliteľných rýchlostí 
prietoku odsávačka Dominant Flex poskytuje flexibilitu v závislosti od 
preferencií chirurga. Ideálne kombinuje jednoduchú manipuláciu a opätovné 
použitie s bezpečnostnými funkciami na zabezpečenie optimálnej prevádzky. 
Môžete si vybrať z komplexného sortimentu príslušenstva od spoločnosti 
Medela na konfiguráciu odsávačky pre mnohé medicínske aplikácie. 

Určené použitie/účel
Účelom použitia odsávačky Dominant Flex je vytvorenie konštantného 
vákua v rozsahu 0 až –95 kPa.

Indikácie na použitie
Odsávačka Dominant Flex je určená pre všetky aplikácie vyžadujúce 
vákuum, ako je všeobecná chirurgia, liposukcia, endoskopia, epikardiálna 
ablácia, nazofaryngeálne odsávanie, neurochirurgia, OPCAB, cisársky rez/
pôrod pomocou vákuového extraktora a drenáž rany v nemocniciach, 
na klinikách a v ambulanciách lekárov.

Kontraindikácie
Nie sú známe žiadne kontraindikácie pre odsávačku Dominant Flex.

Určený používateľ
Odsávačku Dominant Flex by mali obsluhovať iba zdravotnícki pracovníci 
oboznámení s postupmi odsávania a personál určený na opätovné použitie.  
Tieto osoby nesmú byť nedoslýchavé ani nepočujúce a musia mať primerané 
zrakové schopnosti.

Určená populácia pacientov
Odsávačka Dominant Flex je určená na použitie len u pacientov, 
ktorí vykazujú stavy opísané v indikáciách na použitie.

Nežiaduce vedľajšie účinky
Nie sú známe žiadne nežiaduce vedľajšie účinky spojené s odsávačkou 
Dominant Flex.

PREHĽAD 

Definícia vákua
Pri použití medicínskych aspiračných zariadení sa vákuum bežne udáva ako 
rozdiel (v absolútnych číslach) medzi absolútnym tlakom a atmosférickým 
tlakom alebo ako záporné hodnoty uvedené v kilopascaloch (kPa). V tomto 
dokumente sa napríklad údaj –10 kPa vždy vzťahuje na rozsah tlaku v kPa 
pod atmosférickým tlakom okolitého prostredia (podľa podmienok a definícií 
normy EN ISO 10079:1999).

INŠTALÁCIA 

1 Skontrolujte pôvodnú dodávku
Skontrolujte úplnosť a celkový stav dodania pomôcky Dominant Flex.

Prenosná verzia 
odsávačky 
Dominant Flex

 071.0002
  101046576* 
*  len pre 

globálne účty

Policová verzia 
odsávačky 
Dominant Flex

 071.0003

1 Pripojte odsávačku Dominant Flex k elektrickej sieti

1.    Pred použitím skontrolujte odsávačku podľa 
pokynov v kapitole „Príprava pred použitím“.

2.1  Pripojte napájací kábel do zásuvky na zadnej strane 
odsávačky. Pomocou montážnej konzoly zaistite 
kábel vo vstupnom porte.

2.2  Zapojte sieťovú zástrčku napájacieho kábla do 
pevnej sieťovej zásuvky.

3.1  Vykonáva sa interný autotest. Keď sa rozsvieti zelená 
kontrolka, pomôcka je pripravená na použitie.

NÁVOD NA OBSLUHU 

VÝSTRAHA
•  Dominant Flex je odsávačka napájaná zo siete. Pred pripojením odsávačky 

k napájaniu skontrolujte, či miestny zdroj napájania zodpovedá 
menovitému výkonu uvedenému na štítku so špecifikáciami.

Poznámka
•  Odsávačka Dominant Flex musí byť umiestnená tak, aby ju bolo možné 

jednoducho odpojiť od elektrického napájania.
• Pri všetkých zákrokoch používajte rukavice.

2 Overte maximálnu hodnotu vákua

1.1  Zapnite odsávačku Dominant Flex. Na odsávačke 
sa bude zobrazovať prietok 50 l/min.

2.1  Otočte regulátor odsávania doprava a nastavte 
maximálnu hodnotu vákua.

Nadmorská výška:
Špecifikácie vákua:

Max. Vákuum:

1.1  Zmeňte prietok podľa preferencií operátora. 
Po zapnutí (buď nožným spínačom, alebo tlačidlom 
na odsávačke) sa odsávačka rozbehne v režime 
rýchlosti 50 l/min.

1.2  Dotykom zmeníte na:  
60 l/min 
50 l/min 
40 l/min

UPOZORNENIE
•  Keď sa odsávačka Dominant Flex používa na drenáž rany, podtlak by 

mal byť nastavený podľa pokynov odborníka, aby nedošlo k žiadnemu 
poškodeniu rany.

3 Zmena prietoku

4 Zmena úrovne vákua
2.1  Upevnite hadičku pacienta.
2.2  Otáčaním regulátora odsávania vyberte správnu hodnotu 

vákua podľa konkrétneho použitia. Ak chcete zvýšiť 
vákuum, otočte regulátor v smere hodinových ručičiek.

2.3  Skontrolujte nastavenie vákuomera.

alebo

alebo

5 Vyradenie z prevádzky po použití
1.1  Dotykom na tlačidlo zapnutia/vypnutia vypnite 

odsávačku.

2.1  Odpojte sieťovú zástrčku od zdroja 
elektrickej energie.

3.    Vyčistite a dezinfikujte odsávačku Dominant Flex. 
Pozrite si kapitolu „Všeobecné pokyny na 
opätovné použitie“.

 + 3 000 m – 64 kPa
  – 480 mmHg
 + 2 000 m – 74 kPa
  – 555 mmHg
 + 1000 m – 84 kPa  
  – 630 mmHg
 + 500 m – 89 kPa 
  – 668 mmHg
 0 m – 95 kPa 
  – 713 mmHg (Prípustná odchýlka: +/– 15 %)

3.1 Palcom utesnite koniec hadičky pacienta.
3.2  Porovnajte maximálnu hodnotu vákua podľa 

špecifikácie (nižšie). Pri nedosiahnutí hodnoty vákua 
si pozrite kapitolu „Riešenie problémov“ 
a „Nedostatočné vákuum“.

VÝSTRAHA
•  Po každom použití sa časti, ktoré boli v kontakte s odsávanými sekrétmi, 

musia vyčistiť, vydezinfikovať, sterilizovať alebo zlikvidovať podľa pokynov 
na opätovné použitie.

4 Montáž zberných systémov
Pokyny na montáž a všetky informácie súvisiace s používaním príslušenstva 
a zberného systému nájdete v návode na použitie jednorazového zberného 
systému Medela, opätovne použiteľného zberného systému Medela 
a jednorazového filtra Medela, ktoré sa dodávajú s príslušnými výrobkami.

3 Montáž voliteľného nožného spínača

1.1  Pripojte voliteľný nožný spínač k odsávačke  
zasunutím do zásuvky.

1.2 Otestujte správnu funkciu nožného spínača.

Napájací kábel, 
imbusový kľúč

  Pozrite si 
servisnú 
príručku

Znovu použiteľná 
nádoba 0,25 l

 077.0125

Silikónová hadička 
ø 7x12 mm 
s 2 spojkami

  077.0922
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Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.

 + 3000 m 

– 64 kPa

 
 

– 480 mmHg

 + 2000 m 

– 74 kPa

 
 

– 555 mmHg

 + 1000 m 

– 84 kPa  

 
 

– 630 mmHg

 
+ 500 m 

– 89 kPa 

 
 

– 668 mmHg

 
0 m 

– 95 kPa 

 
 

– 713 mmHg
(Tolerance: +/– 15 %)
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Návod na 
použitie

Na veku bezpeč-
nostnej nádoby, 
pomôcky na ochra-
nu proti presatiu

 077.0450

4 Montáž voliteľného svorkového držiaka (pri použití voliteľného vozíka)

1.1 Stlačte a podržte modrý uvoľňovací gombík.
1.2  Pripevnite svorkový držiak k štandardnej koľajnici 

uvoľnením modrého gombíka.

5 Nastavte bezpečnostnú súpravu

1.1  Pripevnite mechanickú ochranu proti presatiu na veko.  
Jemne potiahnite nadol a uistite sa, že je otvorená/
vypnutá.

1.2 Pripevnite veko k nádobe.
1.3 Zatiahnite dve svorky veka.

2.1 Pripevnite bezpečnostnú súpravu k odsávačke.

3.1  Pri opätovnom použití odstráňte bezpečnostnú 
súpravu z odsávačky a rozoberte ju podľa krokov 
1.3, 1.2 a 1.1 v opačnom poradí.

1.1

1.2

PRÍPRAVA NA POUŽITIE 

VÝSTRAHY
•  Na použitie len medicínsky vyškoleným personálom primerane vyškoleným 

v postupoch odsávania a v používaní odsávačiek.

Poznámka
•  Pri všetkých zákrokoch používajte rukavice.

UPOZORNENIA
•  Odsávačka Dominant Flex musí byť počas používania vo vzpriamenej polohe.
•  Pri policovej verzii sa vyžaduje minimálna vzdialenosť 5 cm od krytu, aby sa 

zabránilo prehriatiu pomôcky. Zadná strana krytu musí byť otvorená.
•  Pred použitím je potrebné skontrolovať sterilné príslušenstvo, aby sa zaistila 

neporušenosť obalu.

1 Pred použitím skontrolujte
•  Pred použitím skontrolujte odsávačku Dominant Flex, či nie je poškodený 

napájací kábel alebo zástrčka, či nie je zjavné poškodenie odsávačky 
alebo bezpečnostné chyby a správne fungovanie odsávačky.

•  Skontrolujte úplnosť a všeobecný stav dodaného balenia odsávačky 
Dominant Flex.

•  Pred použitím skontrolujte všetko príslušenstvo: 
1. odsávacie nádoby, veká a vaky na prítomnosť prasklín, krehkých 
a chybných miest.  
V prípade potreby ich vymeňte. 
2. Hadičky na prítomnosť prasklín a krehkých miest a či sú konektory 
pevne pripevnené. 
V prípade potreby ich vymeňte. 
3. V rámci ďalšieho bezpečnostného testu vyprázdnite systém 
(vrátane nádob) na maximálnu hodnotu vákua pred skutočným použitím.

1.1

1.2

2.1

3.1

1.3

2 Odstráňte prepravnú poistku

1.1 Odstráňte červenú značku. 
1.2  Odstráňte 3 skrutky a uschovajte ich na 

neskoršie použitie.

3 Nastavte mobilnú verziu (ak je k dispozícii)

1.1  Umiestnite hornú časť vozíka na spodnú časť a uistite 
sa, že hadička je umiestnená podľa obrázka.

1.2  Spojte diely pomocou 4 skrutiek.

2.1  Umiestnite odsávačku na vozík. Uistite sa, že predná časť 
odsávačky a štandardná koľajnička smerujú dopredu.

2.2  Pripojte odsávačku pomocou 4 skrutiek.
2.3  Pripevnite držiak kábla pomocou dvoch skrutiek 

k odsávačke.

2 Montáž základnej konfigurácie

1.1  Uistite sa, že bezpečnostná súprava je pripojená  
k odsávačke Dominant Flex. Pozrite si kapitolu 
„Inštalácia“ a „Nastavenie bezpečnostnej súpravy“.

2.1  V prípade potreby pripojte k bezpečnostnej súprave 
filter šípkou v smere prietoku.

3.    Pripojte všetko potrebné príslušenstvo podľa vašich 
potrieb. Pozrite si „Prehľad príslušenstva“.

UPOZORNENIE
•  Opätovne použiteľné pomôcky sa dodávajú nesterilné a pred prvým 

použitím a po každom použití sa musia dezinfikovať podľa kapitoly 
„Všeobecné pokyny na opätovné použitie“.
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Označuje súlad s 
požiadavkami EÚ týkajúcimi 
sa zdravotníckych 
pomôcok.

Označuje súlad s doplnkovými 
bezpečnostnými 
požiadavkami na 
zdravotnícke elektrické 
zariadenia v USA a Kanade.

Označuje zákonné 
špecifikácie systému.

Prečítajte si a dodržujte 
pokyny v návode 
na použitie.

Všeobecný bezpečnostný 
výstražný symbol upozorňuje 
na bezpečnostné informácie.

Označuje bezpečnostný tip.

Označuje uzemnenie. Označuje triedu systému 
súvisiacu s elektrickou 
bezpečnosťou.

Označuje ochranné 
uzemnenie

Označuje ochranu pred 
škodlivými účinkami 
v dôsledku vniknutia 
pevných cudzích 
predmetov a vody.

Označuje použitý diel 
typu CF.

Nebezpečné v prostredí 
MR, uchovávajte mimo 
dosahu zariadení na 
zobrazovanie magnetickou 
rezonanciou (MR).

Označuje, že v blízkosti 
zariadení označených 
týmto symbolom môže 
dôjsť k rušeniu.

Označuje zapojenie vodiča 
na vyrovnanie potenciálu. 

Označuje pripojovací port 
pre nožný spínač.

Označuje výrobcu. Označuje dátum výroby. Označuje, že pomôcka by 
sa nemala používať po 
uvedenom dátume.

Označuje zdravotnícku 
pomôcku, ktorá je určená 
len na jedno použitie.

Označuje číslo dielu 
pomôcky.

Označuje sériové číslo 
pomôcky.

Označuje kód šarže 
výrobcu.

Definuje teplotný rozsah 
(napr. pri prevádzke, 
preprave alebo skladovaní).

Definuje rozsah relatívnej 
vlhkosti (napr. pri prevádzke, 
preprave alebo skladovaní).

Označuje rozsah 
atmosférického tlaku, 
ktorému môže byť 
zdravotnícka pomôcka 
bezpečne vystavená.

Označuje, že ak je obal
poškodený, pomôcku 
nesmiete nepoužívať.

Elektrické alebo elektronické 
zariadenia nelikvidujte 
spoločne s netriedeným 
komunálnym odpadom 
(zariadenie zlikvidujte v súlade 
s miestnymi predpismi).

Chráňte pred slnečným 
svetlom.

Obsahuje krehké časti. 
Manipulujte opatrne.

Chráňte pred dažďom.  
Uchovávajte v suchu.

Označuje maximálnu 
úroveň vákua systému.

Označuje úrovne prietoku 
systému.

Označuje elektrické 
špecifikácie systému.

Označuje hmotnosť  
systému.

Označuje rozmery  
(v x š x h) systému.

Označuje počet položiek.

MD
Označuje, že položka je 
zdravotnícka pomôcka.

XXX

YY

Označuje recykláciu obalového 
materiálu označeného kódom 
„XX“ a skratkou „YYY“.

Označuje, že obal je 
vhodný na recykláciu.

Označuje tohto stranou hore. Označuje poistku.

#
Označuje číslo modelu.

X

Označuje množstvo (x) 
jednotlivých pomôcok v balení.

Označuje riadiť sa 
návodom na použitie.

Označuje, že pomôcka je 
sterilizovaná etylénoxidom.

Označuje jeden sterilný 
bariérový systém.

Označuje jeden sterilný 
bariérový systém s vonkajším 
ochranným obalom.

UDI
Označuje nosič, ktorý 
obsahuje jedinečné informácie 
o identifikátore pomôcky.

Tento symbol označuje  
rádiofrekvenčný 
identifikačný štítok.

Označuje oprávneného 
zástupcu.

Označuje subjekt, ktorý 
distribuuje zdravotnícku 
pomôcku do miestnych 
zariadení.

AC

ZNAKY A SYMBOLY

ZÁRUKA A SERVIS 

Záruka
Spoločnosť Medela AG poskytuje záruku za bezchybnosť pomôcky z hľadiska 
materiálu a vyhotovenia počas 5 rokov od dátumu dodania. Počas tohto 
obdobia bude chybný materiál bezplatne vymenený, ak príčinou poruchy nie 
je zneužitie ani nesprávne použitie. Záruka sa nevzťahuje na diely podliehajúce 
opotrebovaniu pri používaní. V záujme zabezpečenia súladu s touto zárukou 
a optimálneho servisu výrobkov od spoločnosti Medela odporúčame používať 
s našimi odsávačkami výlučne príslušenstvo od spoločnosti Medela.
Spoločnosť Medela AG v žiadnom prípade nezodpovedá za reklamácie, 
ktoré presahujú rozsah popísanej  
záruky, vrátane zodpovednosti za následné škody spôsobené nesprávnou 
obsluhou, nevhodným použitím, neoprávnenými opravami alebo nevhodnou 
montážou, či demontážou. 
Spoločnosť Medela neuzná právo na výmenu chybných komponentov, ak na 
pomôcke vykonávala akúkoľvek prácu neoprávnená osoba. 
Táto záruka sa vzťahuje na pomôcku vrátenú do servisného centra 
spoločnosti Medela.

Servis/pravidelná kontrola
Údržbu a servis na odsávačke, jej moduloch alebo príslušenstve smú 
vykonávať len autorizovaní pracovníci údržby, ktorí boli na to vyškolení. 
Spoločnosť Medela odporúča vykonávať pravidelnú kontrolu 1x ročne podľa 
servisnej príručky spoločnosti Medela [         200.6365], ktorá je na 
požiadanie k dispozícii v slovenčine.

LIKVIDÁCIA 

•  So všetkými produktami zaobchádzajte a likvidujte ich v súlade s prijatou 
lekárskou praxou a platnými miestnymi usmerneniami a predpismi.

•  Opätovne použiteľné pomôcky pred likvidáciou opätovne vyčistite. 
Autoklávujte príslušenstvo, ktoré je kontaminované telesnými tekutinami.

Odsávačka a elektrické diely
•  Informujte sa v mieste predaja alebo požiadajte miestny úrad o informácie 

o príslušných zberných miestach odpadu z elektrických a elektronických 
zariadení.

•  Odsávačku Dominant Flex by ste mali zlikvidovať v súlade s európskou 
smernicou 2012/19/EÚ (OEEZ).

•  Elektrické ani elektronické zariadenia nelikvidujte spoločne s netriedeným
komunálnym odpadom, namiesto toho ich odovzdajte do 
separovaného odpadu.

•  V Európskej únii/Švajčiarsku/Spojenom kráľovstve musí výrobca alebo jeho 
obchodný zástupca prevziať späť vyradené zariadenia. Ostatné krajiny 
môžu mať podobný systém zberu a recyklácie. Dodržiavajte celoštátne 
zákony a predpisy v príslušnej krajine týkajúce sa likvidácie elektrických 
a elektronických zariadení.

•  Separovaný zber a recyklácia vášho vyradeného zariadenia v čase 
likvidácie pomôže zachovať prírodné zdroje a zaistí, že bude recyklované 
spôsobom, ktorý chráni ľudské zdravie a životné prostredie.

TECHNICKÁ DOKUMENTÁCIA 

Elektromagnetická kompatibilita (EMK)
Odsávačka Dominant Flex je testovaná na elektromagnetickú kompatibilitu 
v súlade s požiadavkami normy IEC 60601-1-2:2014/AMD1:2020 Vydanie 
4.1 podľa článku 7 a 8.9.  
Dominant Flex je zdravotnícka pomôcka, ktoré si vyžaduje špeciálne 
bezpečnostné opatrenia a ktorú musíte inštalovať a uviesť do prevádzky v súlade 
s informáciami o elektromagnetickej kompatibilite. Odsávačka Dominant Flex 
nemá nevyhnutné prevádzkové vlastnosti, ako je uvedené v norme IEC 60601-1.

VÝSTRAHY
•  Odsávačka Dominant Flex by sa nemala používať v blízkosti iného 

zariadenia alebo na inom zariadení. Ak je potrebné použitie v blízkosti 
iných zariadení alebo na iných zariadeniach, pomôcka Dominant Flex sa 
musí sledovať, aby sa overila jej normálna prevádzka v konfigurácii, 
v ktorej sa bude používať.

•  Použitie iného príslušenstva alebo káblov než tých, ktoré dodáva výrobca 
tejto pomôcky, môže viesť k zvýšenému elektromagnetickému žiareniu 
alebo zníženiu elektromagnetickej odolnosti tejto odsávačky a viesť k jej 
nesprávnej prevádzke.

UPOZORNENIE
•  Na činnosť odsávačky Dominant Flex môžu mať vplyv bezdrôtové 

komunikačné zariadenia, napríklad bezdrôtové zariadenia domácej siete, 
mobilné telefóny, bezdrôtové telefóny a ich základné stanice, vysielačky, 
riešenia RFID, ktoré by sa mali nachádzať vo vzdialenosti najmenej 30 cm 
od zariadenia (odsávačka, napájací kábel, nožný spínač, vozík).

Elektromagnetické emisie
Odsávačka Dominant Flex je schválená len pre nasledujúce elektro-
magnetické prostredia: prostredie profesionálneho zdravotníckeho 
zariadenia a prostredie domácej zdravotnej starostlivosti.

Skúšky emisií Súlad 
s normami

Elektromagnetické prostredie –  
usmernenie

VF emisie
CISPR 11

Skupina 1 Odsávačka Dominant Flex využíva VF 
energiu len na internú funkciu. Jej VF emisie 
sú preto na veľmi nízkej úrovni a je malá 
pravdepodobnosť, že by mohli spôsobovať 
rušenie blízkych elektronických zariadení.

VF emisie
CISPR 11

Trieda B Odsávačka Dominant Flex je vhodná na 
použitie vo všetkých zariadeniach vrátane 
domácností a zariadení priamo pripojených 
na verejnú nízkonapäťovú elektrickú sieť, 
z ktorej sú napájané budovy určené na 
bývanie.

Harmonické emisie
IEC 61000-3-2

Trieda A

Emisie pri kolísavom 
napätí/blikaní
IEC 61000-3-3

Je v súlade 
s normami

Elektromagnetická odolnosť
Odsávačka Dominant Flex je schválená len pre nasledujúce elektro-
magnetické prostredia: prostredie profesionálneho zdravotníckeho 
zariadenia a prostredie domácej zdravotnej starostlivosti.

Skúšky odolnosti

Elektrostatický
výboj (ESD)
IEC 61000-4-2

IEC 60601-1-2 
úroveň skúšky

± 8 kV kontakt
± 15 kV vzduch

Úroveň súladu
s normami

± 8 kV kontakt
± 15 kV vzduch

Elektromagnetické 
prostredie  
– usmernenie

Podlahy majú byť 
drevené, betónové 
alebo z keramických 
dlaždíc. Ak sú podlahy 
pokryté syntetickým 
materiálom, relatívna 
vlhkosť má byť 
minimálne 30 %.

Elektrický rýchly 
prechod / 
vysokofrekvenčný 
impulz
IEC 61000-4-4

± 2 kV 
pre napájacie 
vedenia
± 1 kV 
pre vstupné/
výstupné vedenia

± 2 kV 
pre napájacie 
vedenia
± 1 kV 
pre vstupné/
výstupné vedenia

Kvalita elektrickej 
energie zo siete by 
mala zodpovedať 
typickému 
komerčnému alebo 
nemocničnému 
prostrediu.

Prepätie
IEC 61000-4-5

± 1 kV 
diferenciálny režim
± 2 kV 
vedenie-zem

± 1 kV 
diferenciálny režim
± 2 kV 
vedenie-zem

Kvalita elektrickej 
energie zo siete by 
mala zodpovedať 
typickému 
komerčnému alebo 
nemocničnému 
prostrediu.

Krátkodobé 
poklesy napätia, 
krátke prerušenia 
a zmeny napätia 
vo vstupných 
napájacích 
rozvodoch
IEC 61000-4-11

0 % UT
pri 0,5 cykle pri 
teplote 0°, 45°, 90°, 
135°, 180°, 225°, 
270° a 315°

0 % UT
pri 1 cykle

70 % UT
pri 25 cykloch pri  
50 Hz jednofázovej 
frekvencii: pri 
teplote 0°
a pri 30 cykloch pri 
60 Hz jednofázovej 
frekvencii: pri 
teplote 0°

0 % UT
pri 250 cykloch  
pri 50 Hz
a pri 300 cykloch pri 
60 Hz

0 % UT
pri 0,5 cykle pri 
teplote 0°, 45°, 90°, 
135°, 180°, 225°, 
270° a 315°

0 % UT
pri 1 cykle

70 % UT
pri 25 cykloch pri  
50 Hz jednofázovej 
frekvencii: pri 
teplote 0°
a pri 30 cykloch pri 
60 Hz jednofázovej 
frekvencii: pri 
teplote 0°

0 % UT
pri 250 cykloch  
pri 50 Hz
a pri 300 cykloch pri 
60 Hz

Kvalita elektrickej 
energie zo siete by 
mala zodpovedať 
typickému 
komerčnému alebo 
nemocničnému 
prostrediu. Ak 
používateľ odsávačky 
Dominant Flex 
vyžaduje nepretržitú 
prevádzku aj počas 
prerušení sieťového 
napájania, odporúča 
sa napájanie 
odsávačky Dominant 
Flex zo záložného  
zdroja alebo batérie.

Magnetické pole
sieťovej frekvencie 
(50/60 Hz)
IEC 61000-4-8

30 A/m 30 A/m Magnetické polia 
sieťovej frekvencie by 
mali zodpovedať 
úrovni bežného 
komerčného alebo 
nemocničného 
prostredia.

Blízke magnetické 
polia
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Intenzita 
magnetického poľa 
by mala zodpovedať 
úrovni bežného 
komerčného alebo 
nemocničného 
prostredia.

POZNÁMKA  UT je sieťové napájanie so striedavým napätím pred aplikáciou úrovne skúšky. 
CW: stála vlna  
PM: pulzová modulácia

Elektromagnetická odolnosť
Odsávačka Dominant Flex je schválená len pre nasledujúce elektro-
magnetické prostredia: prostredie profesionálneho zdravotníckeho 
zariadenia a prostredie domácej zdravotnej starostlivosti.

Skúšky 
odolnosti

Skúšky rušivých 
signálov na 
vedení 
(conducted RF)
IEC 61000-4-6

Skúšky rušivého 
vyžarovania 
(radiated RF)
IEC 61000-4-3

IEC 60601-1-2 
úroveň skúšky

3 Vrms
0,15 – 80 MHz

6 Vrms v ISM a 
amatérskych 
rádiových 
pásmach od 
0,15 do 80 MHz

10 V/m
80 MHz až  
2,7 GHz

Úroveň 
súladu
s normami

3 Vrms

6 Vrms

10 V/m

Elektromagnetické prostredie – 
usmernenie

Prenosné a mobilné VF 
komunikačné zariadenia by sa 
nemali používať vo vzdialenosti od 
akýchkoľvek častí odsávačky 
Dominant Flex vrátane káblov, 
ktorá je menšia ako odporúčaná 
vzdialenosť, vypočítaná na 
základe rovnice týkajúcej sa 
frekvencie vysielača.

Odporúčaná vzdialenosť

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz až 800 MHz

d = 0,7 √ P 
800 MHz až 2,7 GHz

kde P je maximálny výstupný 
výkon vysielača vo wattoch (W) 
stanovený výrobcom vysielača 
a d je odporúčaná vzdialenosť 
odstupu v metroch (m).
Intenzita polí pevných VF 
vysielačov stanovená pri 
elektromagnetickom prieskume 
na miestea má byť nižšia, ako je 
úroveň súladu v každom 
frekvenčnom pásme,b

v blízkosti zariadení označených 
nasledujúcim symbolom sa môže 
vyskytnúť rušenie:

POZNÁMKA 1 Pri 80 MHz a 800 MHz sa používa vyššie frekvenčné pásmo.
POZNÁMKA 2  Tieto usmernenia sa nemusia vzťahovať na všetky situácie. 

Elektromagnetické šírenie je ovplyvnené absorpciou a odrazom od 
stavieb, objektov a ľudí.

POZNÁMKA 3  Blízke polia z VF bezdrôtového komunikačného zariadenia boli 
testované podľa tabuľky č. 9 normy IEC 60601-1-2:2014/AMD1:2020

a  Intenzitu polí pevných VF vysielačov, ako sú základné stanice pre rádiotelefóny 
(mobilné/bezdrôtové) a pozemné mobilné rádiostanice, amatérske rádiá, rádiové 
vysielanie v pásme AM a FM a televízne vysielanie, nemožno teoreticky presne 
predpovedať. Pri hodnotení elektromagnetického prostredia vzhľadom na pevné VF 
vysielače sa má zvážiť elektromagnetický prieskum na mieste. Ak nameraná intenzita 
poľa na mieste, kde sa používajú odsávačky Dominant Flex, presahuje príslušnú úroveň 
súladu s hodnotami VF uvedenými vyššie, je potrebné sledovať, či odsávačka Dominant 
Flex pracuje normálne. Ak spozorujete abnormálnu prevádzku, môžu byť potrebné 
ďalšie opatrenia, ako je presmerovanie alebo premiestnenie odsávačky Dominant Flex.

b  Vo frekvenčnom rozsahu 150 kHz až 80 MHz by intenzita poľa mala byť nižšia ako 
10 V/m.

Tabuľka frekvencií
Tabuľka frekvencií prenosných a mobilných vysielačov, pre ktoré je 
odporúčaná vzdialenosť odstupu 30 cm (12 palcov):

Pásmo (MHz) 

380 – 390
430 – 470
704 – 787
800 – 960
1 700 – 1 990

2 400 – 2 570
5 100 – 5 800

Servis

TETRA 400
GMRS 460, FRS 460
LTE pásmo 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE pásmo 5
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE pásmo 1, 3, 4, 25; 
UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, LTE pásmo 7
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

ADRESY

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Tel.  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Vaky

        077.0083/84
        077.0194 (len pre globálny účet)
        101035340 (len pre globálny účet)

077.0086/87

Opätovne použiteľné veká

077.0450 077.0440  077.0420/30 077.1021 077.1013 

PC nádoby (max. 4 x 2,5 l) Opätovne použiteľné PSU 
nádoby (max. 4 x 5 l)

Uzamykacia 
spona

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silikón, 7x12 mm* Silikón, 5x10 mm Silikón, 6,5x11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2 500 cm

 077.0970: 2 500 cm 077.0961: 180 cm 

*  možno použiť so zvonmi VAD 
(pre opätovné použitie si pozrite návod 
na použitie zvonov VAD)

PREHĽAD PRÍSLUŠENSTVA

VÝSTRAHA
•  Odsávačka Dominant Flex bola overená v kombinácii s príslušenstvom 

uvedeným na tejto stránke. Na správnu a bezpečnú prevádzku používajte 
odsávačku Dominant Flex iba s týmto príslušenstvom. Ďalšie informácie sú 
uvedené v návode na použitie jednotlivého príslušenstva.

 BEZPEČNOSTNÝ TIP
•  Externé prepojovacie zariadenia (napr. kanyly, katétre) sa musia dať 

pripojiť bez ovplyvnenia výkonu odsávačky. Pred použitím zaistite správne 
fungovanie a udržiavanie úrovne vákua.

017.0015

077.0711

071.0034

071.0003, policová verzia

071.0002, prenosná verzia  
(nezobrazená na tomto 
obrázku)

TECHNICKÉ ÚDAJE
vysoká hodnota vákua
–95 kPa/–713 mmHg

Prípustná odchýlka: 
± 15 %

Merané na úrovni mora (0 m), atmosférický tlak: 
1 013,25 hPa 
Upozorňujeme: úroveň vákua sa líši v závislosti  
od miesta (atmosférický tlak, vlhkosť a teplota).

vysoký prietok
40, 50 or 60 l/min.
Prípustná odchýlka: 
+ 10 l/min.

Merané na úrovni mora (0 m), atmosférický tlak: 
1 013,25 hPa 
Upozorňujeme: prietok sa líši v závislosti od miesta 
(atmosférický tlak, vlhkosť a teplota).

9,3 kg
20,5 lb
Policová verzia

100 – 240 V, 50 / 60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

V x Š x H (policová verzia)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 palcov

AC

Podmienky prepravy/skladovania

Prevádzkové podmienky

x x x –  Podľa normy ISO 17664-2 boli tieto pokyny potvrdené výrobcom 
zdravotníckej pomôcky ako vhodné na prípravu zdravotníckej pomôcky na 
opätovné použitie. Zostáva zodpovednosťou spracovateľa zabezpečiť, aby 
sa pri spracovaní, skutočne vykonávanom pomocou zariadení, materiálov 
a personálu v spracovateľskom zariadení, dosiahol požadovaný výsledok. 
To si vyžaduje overenie a/alebo validáciu a rutinné monitorovanie procesu.

–  Pre špecifikáciu kvality vody si pozrite normu AAMI TIR34. 
x x –  Zariadenie na dezinfekciu musí spĺňať požiadavky normy ISO 15883; 

čistenie a dezinfekcia bola validovaná v zariadení na dezinfekciu 
s certifikáciou ISO 15883 v akreditovanom laboratóriu.

–  Všetky demontované diely musia byť bezpečne upevnené v nosičoch/na 
upevňovacích bodoch.

–  Neprepĺňajte zariadenie na dezinfekciu. Demontované diely usporiadajte 
tak, aby nezostali žiadne miesta neumyté a aby sa čistiace tekutiny dostali 
na vnútorné a vonkajšie povrchy.

x x x –  Pomôcku (alebo jej komponent) zlikvidujte alebo opravte, ak vykazuje 
viditeľné známky opotrebovania alebo poškodenia.

x x x –  Vždy používajte osobné ochranné prostriedky (OOP): jednorazové rukavice 
a iné OOP podľa miestnych usmernení a predpisov.

–  Ošetrenie na mieste použitia vodou z vodovodu (≤40 °C, ≤104 °F). 
Porušenie tohto ustanovenia môže viesť k zachytávaniu zvyškov a tým 
k potlačeniu dezinfekcie.

x x x –  Ak sa pomôcka používa u pacienta, ktorý trpí chorobou a ktorého 
patogény nie je možné eliminovať postupom uvedeným nižšie, pomôcku 
musíte zlikvidovať.

–  Prečítajte si návod na použitie od výrobcu čistiaceho a dezinfekčného prostriedku, 
ktorý sa týka, okrem iného, doby expozície a bezpečnostných opatrení.

–  Ošetrenie na mieste použitia vykonajte priamo po použití pomôcky 
(predtým, ako môžu na pomôcke zaschnúť nečistoty).

x –  Odpojte napájací kábel zo zdroja elektrickej energie.
–  Zabráňte kontaktu kvapalín s kolíkmi sieťovej zástrčky alebo vstupného 

portu pomôcky.
–  Pomôcku nikdy neponárajte ani neoplachujte vodou alebo inými tekutinami. 

Čistiaci a dezinfekčný prostriedok nestriekajte priamo na pomôcku.
x x –  Utrite vonkajšie povrchy pomôcky mäkkou utierkou nepúšťajúcou vlákna 

navlhčenou vodou z vodovodu, aby ste odstránili všetky hrubé nečistoty. 
Dbajte na to, aby ste utreli časti, ktoré sa ťažko čistia (a dezinfikujú), ako sú 
štrbiny, slepý priestor a zložitá geometria.

x –  V prípade kontaminácie lúmenu na hadičke so spojkami alebo spojovacej 
oblasti medzi kusom konektora a hadicou (ak sa konektor nedá odstrániť), 
alebo v kanáloch prepínacieho ventilu, pomôcku zlikvidujte podľa platných 
postupov pre kontaminovaný materiál.

x x –  Pred pokračovaním pomôcku rozložte na jednotlivé časti (pozrite si návod 
na inštaláciu).

– Ak sú spojovacie kusy z hadice alebo hadičky znečistené, odstráňte ich.
– Odstráňte O-krúžky z konektora, ak sú znečistené.
–  Opatrne otvorte Torx skrutku na držiaku, stlačte pružinu stlačením tlačidla. 

Po odstránení skrutky pomaly uvoľnite tlačidlo. Následne odstráňte tlačidlo a pružinu. 
Nakoniec odstráňte spodnú čeľusť zatvorením svorky a následným potiahnutím.

x –  Ak je to potrebné a na odstránenie hrubých nečistôt, vložte rozložené 
komponenty na 10 minút do vody z vodovodu a viditeľné znečistenie zotrite 
mäkkou handričkou nepúšťajúcou vlákna, namočenou vo vode z vodovodu.

x x –  V prípade zaschnutia zvyškových nečistôt na pomôcke, nečistoty musíte 
rehydratovať na zabezpečenie účinnosti enzýmov.

x –  Utrite všetky vonkajšie povrchy pomôcky pomocou utierok CaviWipes™ 
alebo Incidin OxyWipe S™.

–  Utrite časti, ktoré sa ťažko čistia (napr. tam, kde sa stretávajú komponenty, 
ktoré sa nedajú rozobrať).

–  Keď je utierka kontaminovaná, použite novú čistiacu a dezinfekčnú utierku.
–  Čistite, kým sa neodstránia všetky viditeľné nečistoty.

x –  Vezmite si novú utierku CaviWipes™ alebo Incidin OxyWipe S™ a utrite 
všetky vonkajšie povrchy pomôcky.

–  Venujte zvláštnu pozornosť miestam pomôcky, ktoré sa ťažko čistia.
–  Po 3 minútach si vezmite novú utierku CaviWipes™ alebo Incidin OxyWipe 

S™ a utrite všetky vonkajšie povrchy pomôcky.
–  Uistite sa, že všetky povrchy pomôcky zostanú viditeľne navlhčené pri izbovej

teplote počas doby uvedenej v návode na použitie od výrobcu utierky. Ak je 
použitá utierka príliš suchá na navlhčenie povrchu, použite novú utierku.

–  Na uľahčenie odkrytia častí, ktoré sa ťažko čistia, môžete okolo špachtle 
alebo podobného náradia omotať novú utierku CaviWipes alebo Incidin 
Oxy Wipe S. 

–  Na uľahčenie odkrytia častí, ktoré sa ťažko čistia, môžete okolo špachtle 
alebo podobného náradia omotať novú utierku CaviWipes alebo Incidin 
Oxy Wipe S. 

–  Po predpísanom odkrytí odstráňte všetky zvyšky mäkkou handričkou 
nepúšťajúcou vlákna, navlhčenou čistenou vodou.

x x –  Pripojte hadičky k aktívnemu oplachovaciemu systému nosiča na 
zabezpečenie opláchnutia vnútorných a vonkajších častí.

–  Umiestnite veko na rovnú trysku cez vstup (strana pacienta).
–  Všetky ostatné pomôcky umiestnite do nosiča.
–  V prípade potreby umiestnite nosič malých dielov na nosič. 
–  Nepoužívajte žiadne pomocné prostriedky na sušenie (oplachovacie 

prostriedky), pretože by mohli zostať na povrchu a poškodiť pomôcku 
a jej biologickú kompatibilitu.

Čistiaci program zariadenia na dezinfekciu by mal dodržiavať tento postup:
–  1 minúta predčistenie vodou z vodovodu
–  5 minút čistenie pri teplote 55 °C 0,5 % roztokom neodisher® MediClean 

forte vo vode z vodovodu
–  1 minúta opláchnutie čistenou studenou vodou

x x –  Termálna dezinfekcia čistenou vodou (bez prídavného prostriedku) pri 
90 °C 1 minútu (A0=600) alebo prispôsobením hodnôt A0 podľa miestnych 
smerníc a nariadení.

x x –  Demontované komponenty nechajte vysušiť v zariadení na dezinfekciu pri 
teplote 110 °C najmenej 45 minút. 

x x x –  Ak sušenie v zariadení na dezinfekciu nie je možné alebo v prípade zvyškovej 
vlhkosti, utrite vonkajšie povrchy do sucha suchou mäkkou utierkou nepúšťajúcou
vlákna alebo opatrne osušte stlačeným vzduchom na lekárske účely.

–  Venujte zvláštnu pozornosť tomu, aby boli ťažko dostupné miesta suché.
x x x –  Vizuálne skontrolujte pomôcku alebo demontované komponenty, či neobsahujú

zvyšky nečistôt alebo dezinfekčného roztoku. V prípade potreby čistenie a 
dezinfekciu zopakujte.

–  Vizuálne skontrolujte pomôcku alebo demontované komponenty, či nie sú 
poškodené. 
V prípade poškodenia jedného alebo viacerých dielov ich vymeňte za nové.

x x –  Pokyny na opätovnú montáž nájdete v časti o inštalácii v tomto návode na použitie.
x  –  Vykonajte úplný servis alebo rutinnú kontrolu, ako je uvedené v tomto 

návode na použitie.
x x x –  Pomôcku vždy skladujte v suchom, čistom a bezprašnom prostredí.

x –  Pred odoslaním do servisu zariadenie opätovne vyčistite. Ak to nie je 
možné alebo sa to dá urobiť len po častiach, na obale uveďte potenciálne 
biologické nebezpečenstvo. Platia miestne postupy a usmernenia. 

x x x –  Prijmite vhodné opatrenia na zabezpečenie neporušenosti zariadenia alebo 
komponentov a na ochranu pred opätovnou kontamináciou až do 
použitia v súlade s miestnymi usmerneniami a predpismi.

PSU nádoby, opätovne použiteľné veká, svorky, ochrana proti presatiu, 
O-krúžky (v prípade presatia), nástenné držiaky a PC nádoby (v prípade presatia), 
spojky (demontované z hadičiek), držiaky, uzamykacia spona

Silikónová hadička (iba do 200 cm), prepínací ventil (v prípade presatia)

Kryt odsávačky, káble, nožný spínač, nožný regulátor odsávania, 
nástenné držiaky, vozík, PC nádoby

Spojky

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Pacientska hadička (od zberného systému po časť aplikovanú na pacientovi)
Jednorazová sterilná hadička

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

 077.0193: 300 cm (len pre globálne účty)

Jednorazová nesterilná hadička

077.0952: 180 cm
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•  Prenosné VF komunikačné zariadenie (vrátane periférnych zariadení, ako sú 

anténne káble a externé antény) by sa nemalo používať bližšie ako 30 cm od
akejkoľvek časti odsávačky Dominant Flex vrátane káblov (napájací kábel, 
nožný spínač, vozík) špecifikovaných výrobcom. V opačnom prípade môže 
dôjsť k zníženiu výkonu tejto pomôcky.

Opätovne použiteľné súpravy

077.0701: 1 l (so svorkovým držiakom)
077.0715: 1 l (bez svorkového držiaka)
077.0702: 2 l (so svorkovým držiakom) 
077.0716: 2 l (bez svorkového držiaka) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Vákuová hadička (od odsávačky po zberný systém)
Silikón, 7 x 12 mm

077.0054: 50cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2 500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtre** Nožné ovládače

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  použitie u jedného 
pacienta, pozrite si 
príslušný návod na použitie

077.0723 077.0731

Držiaky

077.0521 077.0751/52 077.0651

Zvony na pôrod s asistenciou vákua 
Opätovne použiteľné (pre opätovné použitie si pozrite návod na použitie zvonov VAD)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Jednorazové/sterilné

077.0792 077.0791

Príslušenstvo pre nastavenie vysokého objemu

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Vzorková nádoba

077.0562/64 077.0194 077.0094
(len pre 
globálne účty)

Nástenné držiaky

077.0523 077.0192
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VŠEOBECNÉ POKYNY NA OPÄTOVNÉ POUŽITIE



Dominant Flex
Kirurška sesalna črpalka

SL

 NAVODILA ZA UPORABO
OPOZORILA IN VARNOSTNA NAVODILA

 OPOZORILA 
Označuje potencialno nevarno situacijo, ki lahko povzroči smrt ali 
hude poškodbe, če se ji ne izognete.

 SVARILA  
Označuje potencialno nevarno situacijo, ki lahko povzroči manjšo ali 
zmerno poškodbo, če se ji ne izognete.

 NASVET GLEDE VARNOSTI  
Označuje koristne informacije glede varne uporabe pripomočka.

Pripomoček Dominant Flex je odobren izključno za tako uporabo, kot je 
opisano v teh navodilih za uporabo. Družba Medela lahko jamči za varno 
delovanje sistema le, če se pripomoček Dominant Flex uporablja 
v kombinaciji z originalno dodatno opremo družbe Medela (sistem za 
zbiranje, cevke, filtri itd. – glejte poglavje “Pregled dodatne opreme”).

POMEMBNA OPOMBA
•  Pred upravljanjem preberite ta opozorila in varnostna navodila in jih 

upoštevajte. Poleg tega se pred upravljanjem seznanite s povezanimi 
obvestilnimi signali in navodili za odpravljanje težav (glejte poglavji 
“Namestitev” in “Odpravljanje težav”). 
Ta navodila za uporabo je treba hraniti skupaj s pripomočkom za referenco.

•  Upoštevajte, da so ta navodila za uporabo splošno vodilo za uporabo 
izdelka. Zdravstvene zadeve mora obravnavati zdravnik. Za zagotavljanje 
skladnosti z ustreznimi kirurškimi posegi in tehnikami odgovarja zdravnik. 
Vsak zdravnik mora oceniti ustreznost zdravljenja na podlagi znanja in 
izkušenj. Družba Medela odgovarja za učinek v zvezi z osnovno varnostjo 
ter za zanesljivost in učinkovitost pripomočka Dominant Flex samo, če se 
uporablja v skladu z navodili za uporabo.

•  Za zagotavljanje skladnosti z ustreznimi kirurškimi posegi in tehnikami 
odgovarja zdravnik. Vsak zdravnik mora oceniti ustreznost zdravljenja na 
podlagi znanja in izkušenj.

•  Vsak resen zaplet, do katerega je prišlo v povezavi s pripomočkom, je 
treba sporočiti družbi Medela AG in ustreznemu pristojnemu organu.

OPOZORILA

 Opozorilo: Za zmanjšanje tveganja morebitne navzkrižne 
kontaminacije ali izpostavljenosti biološkim nevarnostim

•  Po vsaki uporabi je treba dele, ki so bili v stiku z aspiriranimi izločki, očistiti, 
razkužiti, sterilizirati ali zavreči v skladu z navodili za obdelavo za 
ponovno uporabo.

•  Priključna cevka, dobavljena s pripomočkom, nikoli ne sme priti 
v neposreden stik s sesalnim območjem. Vedno je treba uporabiti 
sterilen sesalni kateter (tveganje okužbe).

Opozorilo: Za zmanjšanje tveganja poškodbe zaradi nepravilne uporabe
•  Za uporabo le s strani zdravstvenega osebja, ustrezno usposobljenega za 

sesalne posege in za uporabo aspiratorjev.
•  Pred uporabo pripomočka Dominant Flex preverite indikacije za uporabo 

ter upoštevajte dejavnike tveganja in kontraindikacije. Če pred uporabo 
ne preberete in upoštevate vseh navodil v tem priročniku, lahko pride do 
resne poškodbe  
bolnika ali smrtnega izida.

•  Ni primerno za nastavitev z majhnim vakuumom, ki je na primer potreben 
za torakalno drenažo brez specialne dodatne opreme. 

•  Ni odobreno za uporabo na prostem ali transportne aplikacije.

 Opozorilo: Za zmanjšanje tveganja morebitne poškodbe med 
nastavitvijo ali upravljanjem

•  Spreminjanje te opreme ni dovoljeno.
•  Tega pripomočka ne priključite na cevko za pasivno drenažo.
•  Pripomoček Dominant Flex je bil odobren v kombinaciji z dodatno 

opremo, navedeno v poglavju “Pregled dodatne opreme”. Za pravilno in 
varno upravljanje pripomoček Dominant Flex uporabljajte samo 
z naslednjo dodatno opremo. Dodatne informacije so na voljo na listu 
z navodili za posamezno dodatno opremo.

 Opozorilo: Za zmanjšanje tveganja morebitne poškodbe zaradi 
motenj drugih pripomočkov

•  Pripomočka Dominant Flex ne smete uporabljati poleg druge opreme ali 
ga imeti nameščenega na drugi opremi. Če je uporaba pripomočka 
Dominant Flex v bližini drugih naprav ali na njih neizogibna, je treba 
spremljati njegovo delovanje in preveriti, ali bo v dotični konfiguraciji 
deloval normalno.

•  Uporaba dodatne opreme ali kablov, ki jih ne dobavi proizvajalec tega 
pripomočka, lahko povzroči povečane elektromagnetne emisije ali 
zmanjšano elektromagnetno odpornost te sesalne črpalke in vodi do 
nepravilnega delovanja.

•  Prenosna oprema za RF-komunikacijo (vključno s pomožno opremo, kot so 
antenski kabli in zunanje antene) se ne sme uporabljati bližje kot na 
razdalji 30 cm od katerega koli dela črpalke Dominant Flex, kar vključuje 
kable (napajalni kabel, nožno stikalo, voziček), ki jih določi proizvajalec. 
Sicer lahko pride do zmanjšane učinkovitosti te opreme.

 Opozorilo: Za zmanjšanje tveganja morebitnega električnega udara 
ali izpostavljenosti vročini, požaru, eksploziji 

•  Da bi se izognili tveganju električnega udara, je to opremo dovoljeno 
priključiti le na fiksno omrežno vtičnico z zaščitno ozemljitvijo.

•  Pripomočka ni dovoljeno uporabiti za sesanje eksplozivnih, hitro vnetljivih  
ali korozivnih tekočin.

•  Pred obdelavo pripomočka za ponovno uporabo izvlecite vtič iz fiksne 
omrežne vtičnice.

•  Pred menjavo varovalke odklopite napajalni vtič z vira električnega 
napajanja.

•  Dominant Flex je sesalna črpalka z omrežnim napajanjem. Preden sesalno 
črpalko priključite na napajanje, se prepričajte, da je vaš lokalni vir 
napajanja skladen z nazivnimi napajalnimi podatki na tipski ploščici.

SVARILA

 Pozor: Za zmanjšanje tveganja morebitne navzkrižne kontaminacije ali 
izpostavljenosti biološkim nevarnostim

•  Preden odprete sterilno embalažo pripomočka, jo vizualno preglejte,  
da ni poškodovana.

•  Pripomočkov s poškodovanim embalažnim sistemom ne smete uporabljati.
•  Pripomočki za večkratno uporabo so dobavljeni nesterilni in jih je treba 

obdelati pred prvo uporabo in po vsaki uporabi v skladu s poglavjem 
“Splošne smernice glede obdelave za ponovno uporabo”.

•  Pri obdelavi pripomočkov za ponovno uporabo vedno uporabljajte 
osebno varovalno opremo (OVO): rokavice za enkratno uporabo in drugo 
OVO skladno z lokalnimi smernicami in predpisi.

•  Čiščenje na mestu uporabe z vodo iz pipe (≤ 40 °C, ≤ 104 °F). Kršitev tega 
pravila lahko povzroči pritrditev ostankov in s tem ovira razkuževanje.

Pozor: Za zmanjšanje tveganja poškodbe zaradi nepravilne uporabe
•  Nepravilna uporaba lahko povzroči bolečino in poškodbo bolnika.
•  Bolnika je treba redno spremljati v skladu z zdravnikovimi navodili in 

smernicami ustanove. Na objektivne indikacije ali znake morebitne okužbe ali 
zapleta se je treba odzvati nemudoma (npr. povišana telesna temperatura, 
bolečina, rdečina, povečana toplota, otekanje ali gnojni izcedek).  
Nespremljanje lahko privede do znatne nevarnosti za bolnika.  
Pogosto spremljajte pripomoček Dominant Flex glede stanja delovanja.

•  Ko se pripomoček Dominant Flex uporablja za drenažo rane, je treba 
negativni tlak nastaviti v skladu z navodili specialista, da ne pride do 
kakršne koli poškodbe rane.

 Pozor: Za zmanjšanje tveganja morebitne poškodbe med nastavitvijo 
ali upravljanjem

•  Pri različici za stojalo se zahteva minimalna razdalja 5 cm od ohišja,  
da se prepreči pregrevanje pripomočka.

 Pozor: Za zmanjšanje tveganja morebitne poškodbe zaradi motenj 
drugih pripomočkov

•  Brezžična komunikacijska oprema, kot so brezžične naprave v domačih 
omrežjih, mobilni telefoni, brezžični telefoni in njihove bazne postaje, 
naprave voki-toki, lahko vpliva na črpalko Dominant Flex in mora biti na 
razdalji vsaj 30 cm od te opreme (sesalne črpalke, napajalnega kabla, 
nožnega stikala, vozička).

 Pozor: Za zmanjšanje tveganja morebitnega električnega udara ali 
izpostavljenosti vročini, požaru, eksploziji

•  Da bi preprečili pregrevanje pripomočka, mora biti izpuh na dnu sesalne 
črpalke neoviran, ko sesalna črpalka deluje.

 NASVET GLEDE VARNOSTI 
•  Za varnostne teste je treba sesalno črpalko servisirati in izvajati popravila 

skozi njeno celotno življenjsko dobo v skladu s servisnim priročnikom.
•  Zaščita pripomočka Dominant Flex pred učinki razelektritve srčnega 

defibrilatorja je odvisna od uporabe ustreznih kablov.
•  Ločitev od električnega napajanja se zagotovi le s prekinitvijo povezave 

med napajalnim vtičem in fiksno omrežno vtičnico.
•  Za vmesniške pripomočke tretjih oseb (npr. kanile, katetri) mora biti 

omogočena priključitev brez vpliva na zmogljivost črpalke. 
•   Pred uporabo se prepričajte o ustrezni zmogljivosti sesalne črpalke; glejte 

razdelek o pripravi na uporabo.
•   Preprečite stik tekočin s konci napajalnega vtiča ali z vhodnim 

priključkom aparata.

VARNOSTNA NAVODILA 

•   Glejte navodila za uporabo zadevnih pripomočkov glede uporabe skupaj 
s pripomočkom Dominant Flex za kakršne koli kontraindikacije pri 
specifičnih indikacijah za uporabo. 

•  Za vse operacije nosite rokavice.
•  Dominant Flex je medicinski pripomoček, ki zahteva posebne varnostne 

ukrepe v zvezi z EMC. Namestitev in začetek uporabe morata potekati 
v skladu z informacijami o elektromagnetni združljivosti (EMC) v poglavju 
“Tehnična dokumentacija”.

•  Pripomoček Dominant Flex ni varen za uporabo v magnetnoresonančnem 
(MR) okolju. Črpalke ne postavite v MR-okolje.

•  V primeru izlivanja o tem nemudoma obvestite interno tehnično službo in 
izvedite opravila v servisnem priročniku.

•  V vsakem od naslednjih primerov pripomočka ni dovoljeno uporabiti in ga 
mora popraviti služba za pomoč strankam družbe Medela:

 –  če je poškodovan napajalni kabel ali vtič
 –  če pripomoček ne deluje brezhibno
 –  če je pripomoček poškodovan
 –  če pripomoček kaže jasno vidne varnostne pomanjkljivosti.
•  Napajalnega kabla ne izpostavljajte vročim površinam.
•  Napajalni vtič ne sme priti v stik z vlago.
•  Nikoli ne povlecite napajalnega vtiča iz fiksne omrežne vtičnice tako, da bi 

povlekli napajalni kabel!
•  Nikoli ne pustite pripomočka nenadzorovanega, ko je vklopljen.
•  Črpalka mora med uporabo stati pokonci.
•  Pripomočka nikoli ne uporabljajte v prostoru z visokimi temperaturami, 

če ste zelo utrujeni, ali v okolju, kjer obstaja tveganje eksplozije.
•  Pripomočka nikoli ne postavite v vodo ali druge tekočine.
•  Pri uporabi sterilnih izdelkov za enkratno uporabo upoštevajte, da niso 

predvideni za obdelavo za ponovno uporabo. Obdelava za ponovno 
uporabo lahko povzroči izgubo mehanskih, kemičnih in/ali bioloških 
značilnosti. Ponovna uporaba lahko povzroči navzkrižno kontaminacijo.

•  Za pomoč glede uporabe izdelka se obrnite na lokalnega predstavnika 
službe za pomoč strankam družbe Medela.

•  Sesalno opremo Medela uporabljajte samo za odstranjevanje telesnih 
tekočin. Sesalne opreme Medela ne uporabljajte za dajanje telesnih tekočin.

Ta navodila za uporabo je treba hraniti za prihodnjo rabo.
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2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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NASTAVITEV ZA VAKUUMSKI POROD

Opomba
•  Pripomoček Dominant Flex je treba nastaviti tako, da se zlahka uredi 

ločitev od električnega napajanja.

b) Cevko od kapice 
Medela VAD pritrdite na 
priključek za bolnika na 
sesalni posodi sistema 
za zbiranje za večkratno 
uporabo.

4.1  Vklopite črpalko, izberite maksimalni vakuum, spnite 
cevko od kapice Medela VAD in do konca pritisnite 
regulator vakuuma (naprej in navzdol, s stopalom).

4.2  Primerjajte maksimalni vakuum glede na 
specifikacije; glejte zgornjo preglednico.

5.1  Če je to v redu, sprostite vakuum tako, da vrnete 
nožni regulator vakuuma v stanje mirovanja (“ničelni 
vakuum ali tlak okolja”) (nazaj in navzdol, s peto).

5.2 Črpalka je zdaj pripravljena za uporabo.

1.    Črpalko in dodatno 
opremo nastavite 
v skladu s poglavjem 
“Priprava pred uporabo”.

2.1  Priključite nožni regulator 
vakuuma: srebrni adapter 
se mora popolnoma 
prilegati v varnostni 
komplet sesalne črpalke.

2.2  Pritrdite cevko na vrh 
kovinskega adapterja.

3.1  a) Cevko od kapice Medela 
VAD pritrdite na priključek 
za bolnika na pokrovu 
vložka sistema za zbiranje 
za enkratno uporabo ALI

ODPRAVLJANJE TEŽAV 

Nezadosten vakuum
Prepričajte se:
•  da je regulator vakuuma pravilno nastavljen;
•  da cevka ni okvarjena ali zlomljena. Po potrebi jo zamenjajte;
•  da so vse priključne povezave čvrste;
•  da je zaščita pred izlivanjem deaktivirana/odprta. Če je zaščita pred 

izlivanjem aktivirana, jo deaktivirajte, kot je prikazano v poglavjih 
“Namestitev” in “Nastavitev za varnostni komplet”;

•  da sesalna posoda in pokrov nimata razpok, krhkih predelov, razbarvanih 
delov. Po potrebi ju zamenjajte;

•  da sistem za enkratno uporabo nima razpok, krhkih predelov, razbarvanih 
delov. Po potrebi ga zamenjajte;

•  da filter ni zamašen. Za preverjanje, ali je filter zamašen, glejte list 
z navodili, ki je priložen filtrom.

Če težave ni mogoče odpraviti, se obrnite na interni tehnični oddelek.

Nobena LED-lučka ne sveti
Pripomoček Dominant Flex ni priključen na električno napajanje oziroma 
potrebna je zamenjava varovalke.

Sveti rumeni LED-indikator
Manjša težava: rumeni LED-indikator sveti, a črpalko je mogoče vklopiti 
in izklopiti:
•  ob prvi priložnosti se obrnite na interni tehnični oddelek ali na 

pooblaščeni servisni center.

Večja težava: rumeni LED-indikator sveti, črpalke pa ni mogoče vklopiti 
in izklopiti:
•  za popravilo/vzdrževanje se obrnite na interni tehnični oddelek ali na 

pooblaščeni servisni center.

Motor ne deluje
Prepričajte se:
•  da je pripomoček Dominant Flex vklopljen. LED-lučka za stanje 

pripravljenosti mora svetiti;
•  da je napajalni vtič pravilno vstavljen v fiksno omrežno vtičnico in v vhod 

za aparat;
•  da varovalka na hrbtni strani pripomočka Dominant Flex ni okvarjena. Za 

zamenjavo okvarjene varovalke glejte poglavje “Zamenjava okvarjene varovalke”.

Če težave ni mogoče odpraviti, se obrnite na interni tehnični oddelek.

ZAMENJAVA OKVARJENE VAROVALKE 

OPOZORILO
•  Pred menjavo varovalke odklopite napajalni vtič z vira električnega 

napajanja. 

Upoštevajte navodila v servisnem priročniku [  200.6365] glede tega, kako 
zamenjati varovalke (T 1.6AH, 250 VAC, 5x20 mm) črpalke Dominant Flex.

Različice in glavni elementi sesalne črpalke

Različica za stojalo

Ročaj z dvema 
držaloma za 
posodi

Prenosna različica

Mobilna različica

Merilnik vakuuma

Regulator vakuuma
Gumb za vklop/izklop

Varnostni komplet

Gumbi za spremembo pretoka

Standardno vodiloMobilni voziček  
(izbirna dodatna oprema)

Nožno stikalo za 
vklop/izklop (voziček)

Vsa kolesca z zavorami

Upravljalni 
elementi in 
indikatorji

Hrbtna stran 
pripomočka

Držalo za kabel 
(z izbirnim 
vozičkom)

Vhod za izbirno 
nožno stikalo za 
vklop/izklop

Varovalke

Vhod za aparat

Vodnik za zaščitno izenačitev potencialov

Hitrost pretoka 60 l/min
Hitrost pretoka 50 l/min
Hitrost pretoka 40 l/min

Gumb za vklop/izklop

Zelena lučka: črpalka je vklopljena.
Rumena lučka: črpalka ima napako. Glejte poglavje “Odpravljanje težav”.
Bela lučka: črpalka deluje.

aktivirano:

deaktivirano: 
(pripravljeno 
za uporabo)

Mehanska 
zaščita pred 
izlivanjem

Odprtina za cevko
Pokrov s sponkami

Varnostni komplet

Posoda 0,25 l

OPIS

Uvod
Dominant Flex je visokokakovostna sesalna črpalka, ki zagotavlja maksimalno 
sesalno zmogljivost za številne potrebe sesanja. Pripomoček Dominant Flex 
omogoča tri izbirne hitrosti pretoka in s tem zagotavlja fleksibilnost glede na 
kirurgove preference. Optimalno kombinira enostavno uporabo in obdelavo 
za ponovno uporabo z varnostnimi funkcijami za zagotavljanje optimalnega 
delovanja. Za konfiguracijo črpalke s številnimi medicinskimi aparati lahko 
izbirate med bogato paleto dodatne opreme družbe Medela. 

Predvidena uporaba/namen
Predvidena uporaba sesalne črpalke Dominant Flex je ustvarjanje 
konstantnega vakuuma v razponu od 0 do –95 kPa.

Indikacije za uporabo
Sesalna črpalka Dominant Flex je indicirana za vse aplikacije, ki zahtevajo 
vakuum, kot so splošna kirurgija, liposukcija, endoskopija, epikardialna 
ablacija, nazofaringealna aspiracija, nevrokirurgija, OPCAB, vakuumski 
porod (carski rez) in drenaža rane v bolnišnici, kliniki in zdravniški ordinaciji.

Kontraindikacije
Za sesalno črpalko Dominant Flex ni znanih kontraindikacij.

Predvideni uporabniki
Pripomoček Dominant Flex smejo uporabljati samo zdravstveni delavci, ki so 
seznanjeni s postopki sesanja, in osebje, predvideno za obdelavo za 
ponovno uporabo. Te osebe ne smejo biti naglušne ali gluhe in morajo imeti 
ustrezen vid.

Predvidena populacija bolnikov
Pripomoček Dominant Flex je predviden za uporabo samo pri bolnikih 
s stanji, ki so opisana v indikacijah za uporabo.

Neželeni stranski učinki
Ni znanih neželenih stranskih učinkov v povezavi s sesalno črpalko 
Dominant Flex.

PREGLED 

Opredelitev vakuuma
Pri uporabi medicinskih aspiracijskih pripomočkov se vakuum običajno 
obravnava kot razlika (v absolutnih vrednostih) med absolutnim tlakom in 
atmosferskim tlakom ali kot negativne vrednosti v kilopaskalih (kPa). V tem 
dokumentu se na primer podatek –10 kPa vedno nanaša na območje tlaka 
v kPa pod atmosferskim tlakom okolja (v skladu z določili in opredelitvami po 
standardu EN ISO 10079:1999).

NAMESTITEV 

1 Preverjanje prvotne dobave
Preverite dobavni paket pripomočka Dominant Flex glede celovitosti in 
splošnega stanja.

Prenosna različica 
pripomočka 
Dominant Flex

 071.0002
  101046576* 
*samo za 
globalna 
naročila

Različica 
pripomočka 
Dominant Flex za 
stojalo

 071.0003

1 Priključitev pripomočka Dominant Flex na električno napajanje

1.    Pred uporabo preverite črpalko ob upoštevanju 
navodil v poglavju “Priprava pred uporabo”.

2.1  Priključite napajalni kabel v vhod za aparat na 
hrbtni strani sesalne črpalke. Uporabite namestitveni 
nosilec za pritrditev kabla v vhodna vrata.

2.2  Priključite napajalni vtič napajalnega kabla v fiksno 
omrežno vtičnico.

3.1  Izvede se interni samopreskus. Ko zasveti zelena 
LED-lučka, je pripomoček pripravljen za uporabo.

NAVODILA ZA UPRAVLJANJE 

OPOZORILO
•  Dominant Flex je sesalna črpalka z omrežnim napajanjem. Preden sesalno 

črpalko priključite na napajanje, se prepričajte, da je vaš lokalni vir 
napajanja skladen z nazivnimi napajalnimi podatki na tipski ploščici.

Opomba
•  Pripomoček Dominant Flex je treba nastaviti tako, da se zlahka uredi 

ločitev od omrežnega napajanja.
• Za vse operacije nosite rokavice.

2 Preverjanje maksimalnega vakuuma

1.1  Vklopite pripomoček Dominant Flex. Na črpalki bo 
prikazana hitrost pretoka 50 l/min.

2.1  Obrnite regulator vakuuma v desno, da nastavite 
maksimalni vakuum.

Nadmorska višina:
Specifikacije za vakuum:

Maksimalni vakuum:

1.1  Spremenite hitrost pretoka glede na preference 
upravljavca. Po vklopu črpalke (bodisi z nožnim 
stikalom bodisi z gumbom na črpalki) ta začne 
delovati s pretokom 50 l/min.

1.2  Dotaknite se, da spremenite na:  
60 l/min 
50 l/min 
40 l/min

POZOR
•  Ko se pripomoček Dominant Flex uporablja za drenažo rane, je treba 

negativni tlak nastaviti v skladu z navodili specialista, da ne pride do 
kakršne koli poškodbe rane.

3 Spreminjanje hitrosti pretoka

4 Spreminjanje ravni vakuuma
2.1  Spnite bolnikovo cevko.
2.2  Obrnite regulator vakuuma tako, da izberete ustrezen 

vakuum glede na konkretno uporabo. Za povečanje 
vakuuma regulator obrnite v smeri urinega kazalca.

2.3  Preverite nastavitev merilnika vakuuma.

ali
ali

5 Zaključni koraki po uporabi
1.1  Dotaknite se gumba za vklop/izklop, da izklopite 

sesalno črpalko.

2.1  Odklopite napajalni vtič iz vira električnega napajanja.
3.    Pripomoček Dominant Flex očistite in razkužite. 

Glejte poglavje “Splošne smernice za obdelavo za 
ponovno uporabo”.

 +3000 m –64 kPa
  –480 mmHg
 +2000 m –74 kPa
  –555 mmHg
 +1000 m –84 kPa  
  –630 mmHg
 +500 m –89 kPa 
  –668 mmHg
 0 m –95 kPa 
  –713 mmHg (toleranca: +/–15 %)

3.1 Zatesnite konec bolnikove cevke s palcem.
3.2  Primerjajte maksimalni vakuum glede na 

specifikacije (spodaj). Če ustrezen vakuum ni 
dosežen, glejte poglavji “Odpravljanje težav” in 
“Nezadosten vakuum”.

OPOZORILO
•  Po vsaki uporabi je treba dele, ki so bili v stiku z aspiriranimi izločki, 

očistiti, razkužiti, sterilizirati ali zavreči v skladu z navodili za obdelavo 
za ponovno uporabo.

4 Namestitev sistemov za zbiranje
Glejte liste z navodili za sistem za zbiranje Medela za enkratno uporabo, 
sistem za zbiranje Medela za večkratno uporabo in filter Medela za en-
kratno uporabo, ki so na voljo za povezane izdelke, da najdete navodila za 
namestitev ter vse informacije v zvezi z uporabo dodatne opreme in sistema 
za zbiranje.

3 Namestitev izbirnega nožnega stikala

1.1  Izbirno nožno stikalo s črpalko povežite tako,  
da priključite vtič.

1.2 Preskusite pravilno delovanje nožnega stikala.

Napajalni kabel, 
imbus ključ

  Glejte servisni 
priročnik

Posoda za 
večkratno uporabo 
velikosti 0,25 l

 077.0125

Silikonska cevka 
ø 7 x 12 mm z 
2 spojnima 
elementoma

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.
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– 555 mmHg

 + 1000 m 
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izlivanjem
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4 Sestavljanje izbirnega spenjalnega držala (pri uporabi izbirnega vozička)

1.1 Pritisnite in držite modri gumb za sprostitev.
1.2  Pritrdite spenjalno držalo na standardno vodilo 

tako, da sprostite modri gumb.

5 Nastavitev za varnostni komplet

1.1  Pritrdite mehansko zaščito pred izlivanjem na pokrov. 
Nežno povlecite navzdol in se prepričajte, da je 
odprta/deaktivirana.

1.2 Pritrdite pokrov na posodo.
1.3 Zaprite obe sponki pokrova.

2.1 Pritrdite varnostni komplet na črpalko.

3.1  Za obdelavo za ponovno uporabo odstranite 
varnostni komplet s črpalke in ga razstavite tako, 
da sledite korakom 1.3, 1.2 in 1.1.

1.1

1.2

PRIPRAVA ZA UPORABO 

OPOZORILA
•  Za uporabo le s strani zdravstvenega osebja, ustrezno usposobljenega za 

sesalne posege in za uporabo aspiratorjev.

Opomba
•  Za vse operacije nosite rokavice.

SVARILA
•  Pripomoček Dominant Flex mora med uporabo ostati v pokončnem 

položaju.
•  Pri različici za stojalo se zahteva minimalna razdalja 5 cm do ohišja, da se 

prepreči pregrevanje pripomočka. Hrbtna stran ohišja mora biti odprta.
•  Sterilno dodatno opremo je treba preveriti, da se pred uporabo zagotovi 

celovitost pakiranja.

1 Preverjanje pred uporabo
•  Pred uporabo preverite sistem Dominant Flex glede poškodbe 

napajalnega kabla ali vtiča, očitne poškodbe pripomočka ali varnostnih 
pomanjkljivosti in glede pravilnega delovanja pripomočka.

•  Preverite dobavni paket pripomočka Dominant Flex glede celovitosti in 
splošnega stanja.

•  Pred uporabo preverite vso dodatno opremo: 
1. Sesalne posode, pokrove in vložke preverite glede razpok, krhkih 
predelov in pomanjkljivih mest. Po potrebi zamenjajte. 
2. Preverite cevko glede razpok in krhkih predelov ter da so priključki čvrsto 
pritrjeni. Po potrebi zamenjajte. 
3. Kot dodaten varnostni preskus pred dejansko uporabo izpraznite sistem 
(vključno s posodami) do maksimalnega vakuuma.

1.1

1.2

2.1

3.1

1.3

2 Odstranitev transportnega zaklepa

1.1 Odstranite rdečo oznako. 
1.2 Odstranite 3 vijake in jih shranite za pozneje.

3 Nastavitev za mobilno različico (če je na voljo)

1.1  Postavite vrhnji del vozička na spodnji del in se 
prepričajte, da se cevka prilega, kot je prikazano.

1.2  Povežite dela s 4 vijaki.

2.1  Postavite črpalko na voziček. Prepričajte se, da sta 
sprednji del črpalke in standardno vodilo 
usmerjena naprej.

2.2  Povežite črpalko s 4 vijaki.
2.3  Pritrdite držalo za kable z dvema vijakoma na črpalko.

2 Sestavljanje osnovne konfiguracije

1.1  Prepričajte se, da je varnostni komplet pritrjen na 
pripomoček Dominant Flex. Glejte poglavji 
“Namestitev” in “Nastavitev za varnostni komplet”.

2.1  Po potrebi pritrdite filter na varnostni komplet tako, 
da je puščica obrnjena v smer pretoka.

3.    Pritrdite vso potrebno dodatno opremo glede na 
vsakokratne potrebe. Glejte “Pregled dodatne opreme”.

POZOR
•  Pripomočki za večkratno uporabo so dobavljeni nesterilni in jih je treba 

obdelati pred prvo uporabo in po vsaki uporabi v skladu s poglavjem 
“Splošne smernice glede obdelave za ponovno uporabo”.
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Označuje skladnost 
z zahtevami EU glede 
medicinskih pripomočkov.

Označuje skladnost z 
dodatnimi ameriškimi in 
kanadskimi varnostnimi 
zahtevami za medicinsko 
električno opremo.

Označuje pravne 
specifikacije sistema.

Preberite in upoštevajte 
navodila za uporabo.

Simbol za splošno varnostno 
opozorilo, nakazuje na 
informacije v zvezi z varnostjo.

Označuje nasvet glede 
varnosti.

Označuje ozemljitev. Označuje razred sistema 
v zvezi z električno varnostjo.

Označuje zaščitno 
ozemljitev.

Označuje zaščito pred 
škodljivimi vplivi zaradi 
vdora trdnih tujkov in vode.

Označuje del tipa CF, ki je 
v stiku z bolnikom.

Ni varno za MR. Ne 
zadržujte se v bližini opreme 
za magnetnoresonančno 
(MR) slikanje.

Označuje, da lahko v bližini 
opreme, označene s tem 
simbolom, pride do motenj.

Označuje povezavo 
vodnika za zaščitno 
izenačitev potencialov. 

Označuje vhod za 
priključitev nožnega stikala.

Označuje proizvajalca. Označuje datum 
proizvodnje.

Označuje, da se pripomoček 
ne sme uporabljati po 
navedenem datumu.

Označuje medicinski 
pripomoček, ki je predviden 
samo za enkratno uporabo.

Označuje številko dela 
pripomočka.

Označuje serijsko številko 
pripomočka.

Označuje proizvajalčevo 
kodo serije.

Določa temperaturni 
razpon (npr. za delovanje, 
transport ali skladiščenje).

Določa razpon relativne 
vlažnosti (npr. za delovanje, 
transport ali skladiščenje).

Označuje razpon 
atmosferskega tlaka, ki mu 
je lahko medicinski 
pripomoček varno 
izpostavljen.

Označuje, da se 
pripomoček ne sme 
uporabljati, če je embalaža
poškodovana.

Električnih ali elektronskih 
naprav ne odlagajte skupaj 
z nerazvrščenimi 
komunalnimi odpadki 
(napravo zavrzite v skladu 
z lokalnimi predpisi).

Hranite stran od 
sončne svetlobe.

Vsebuje lomljive dele. 
Ravnajte previdno.

Hranite stran od dežja.  
Hranite na suhem.

Označuje maksimalno 
raven vakuuma za sistem.

Označuje ravni pretoka 
za sistem.

Označuje električne 
specifikacije sistema.

Označuje težo sistema. Označuje mere 
(v x š x g) sistema.

Označuje število izdelkov.

MD
Označuje, da je izdelek 
medicinski pripomoček.

XXX

YY

Označuje recikliranje 
embalažnega materiala 
z oznako kode “XX” in 
kratice “YYY”.

Označuje, da je embalažo 
mogoče reciklirati.

Označuje, da je ta stran zgoraj. Označuje varovalko.

#
Označuje številko modela.

X

Označuje količino (x) 
posameznih pripomočkov 
v paketu.

Označuje, da je treba 
upoštevati navodila 
za uporabo.

Označuje, da je pripomoček 
steriliziran z etilenoksidom.

Označuje sistem enojne 
sterilne pregrade.

Označuje sistem enojne 
sterilne pregrade z zaščitno 
zunanjo embalažo.

UDI
Označuje nosilec, ki vsebuje 
informacije o edinstvenem 
identifikatorju pripomočka.

Ta simbol pomeni oznako 
za identifikacijo radijskih 
frekvenc.

Označuje pooblaščenega 
predstavnika.

Označuje subjekt, ki distribuira 
medicinski pripomoček na 
lokalnem območju.

AC

ZNAKI IN SIMBOLI

GARANCIJA IN SERVISIRANJE 

Garancija
Družba Medela AG zagotavlja, da bo pripomoček brez napak v materialu 
ali okvar zaradi izdelave 5 let od datuma dobave. Poškodovan material bo 
v tem obdobju brezplačno zamenjan, če poškodbe ne bodo posledica 
nepravilnega ravnanja ali nepravilne uporabe. To ne velja za dele, ki so 
predmet obrabe pri uporabi. Za zagotavljanje skladnosti s to garancijo in 
optimalno delovanje izdelkov družbe Medela priporočamo, da z našimi 
črpalkami uporabljate izključno dodatno opremo družbe Medela.
Družba Medela AG v nobenem primeru ne odgovarja za škodo, ki presega 
obseg opisane garancije, vključno z odgovornostjo za posledično škodo, do 
katere pride zaradi nepravilnega upravljanja, neprimerne uporabe, 
nepooblaščenih popravil ali neustreznega sestavljanja ali razstavljanja. 
Družba Medela ne prizna pravice do zamenjave okvarjenih delov, če je 
črpalko na kakršen koli način popravljalo nepooblaščeno osebje. 
Ta garancija velja za pripomoček, ki je vrnjen servisnemu centru Medela.

Servisni/rutinski pregled
Vzdrževalna in servisna dela na sesalni črpalki, njenih modulih ali dodatni 
opremi sme izvajati samo osebje, ki je pooblaščeno za vzdrževanje in je za to 
usposobljeno. Družba Medela priporoča, da izvedete rutinski pregled enkrat 
letno v skladu s servisnim priročnikom družbe Medela [  200.6365], ki je 
na zahtevo na voljo v slovenščini.

ODLAGANJE 

•  Z vsemi izdelki ravnajte in jih zavrzite skladno s sprejeto medicinsko prakso 
ter veljavnimi lokalnimi smernicami in predpisi.

•  Preden zavržete pripomočke za večkratno uporabo, jih obdelajte za 
ponovno uporabo. Avtoklavirajte dodatno opremo, ki je kontaminirana 
s telesnimi tekočinami.

Črpalka in električni deli
•  V zvezi z ustreznimi zbirnimi točkami odpadne opreme vprašajte na 

prodajnem mestu ali se obrnite na lokalne oblasti.
•  Pripomoček Dominant Flex je treba zavreči v skladu z evropsko 

direktivo 2012/19/EU o odpadni električni in elektronski opremi (OEEO).
•  Električne ali elektronske opreme ne odlagajte skupaj z nerazvrščenimi 

komunalnimi odpadki, temveč jo zbirajte ločeno.
•  V Evropski uniji/Švici/ZK mora proizvajalec ali njegov prodajalec 

sprejemati odpadno opremo. Druge države imajo lahko podobne sisteme 
za zbiranje in recikliranje. Prosimo, da upoštevate ustrezne državne zakone 
in pravila za odlaganje električne ter elektronske opreme.

•  Ločeno zbiranje in recikliranje vaše odpadne opreme bo v času odlaganja 
pomagalo ohraniti naravne vire in zagotovljeno bo, da se recikliranje 
opravi na način, ki varuje zdravje ljudi in okolje.

TEHNIČNA DOKUMENTACIJA 

Elektromagnetna združljivost (EMC)
Elektromagnetna združljivost pripomočka Dominant Flex je bila preizkušena 
v skladu z zahtevami standarda IEC 60601-1-2:2014/AMD1:2020, izdaja 4.1, 
v skladu s točkama 7 in 8.9. Dominant Flex je medicinski pripomoček, ki 
zahteva posebne varnostne previdnostne ukrepe ter ki mora biti nameščen 
in dan v uporabo v skladu z informacijami o elektromagnetni združljivosti. 
Pripomoček Dominant Flex nima bistvene zmogljivosti, kot je določeno 
v standardu IEC 60601-1.

OPOZORILA
•  Pripomočka Dominant Flex ne smete uporabljati poleg druge opreme ali ga 

imeti nameščenega na drugi opremi. Če je uporaba pripomočka Dominant 
Flex v bližini drugih naprav ali na njih neizogibna, je treba spremljati njegovo
delovanje in preveriti, ali bo v dotični konfiguraciji deloval normalno.

•  Uporaba dodatne opreme ali kablov, ki jih ne dobavi proizvajalec tega 
pripomočka, lahko povzroči povečane elektromagnetne emisije ali zmanjšano 
elektromagnetno odpornost te sesalne črpalke in vodi do nepravilnega delovanja.

POZOR
•  Brezžična komunikacijska oprema, kot so brezžične naprave v domačih 

omrežjih, mobilni telefoni, brezžični telefoni in njihove bazne postaje, 
naprave voki-toki, RFID, lahko vpliva na črpalko Dominant Flex in mora biti 
na razdalji vsaj 30 cm od te opreme (sesalne črpalke, napajalnega kabla, 
nožnega stikala, vozička).

Elektromagnetne emisije
Pripomoček Dominant Flex je odobren samo za naslednja elektromagnetna 
okolja: okolje profesionalne zdravstvene ustanove in okolje zdravstvene 
oskrbe na domu.

Preskusi emisij Skladnost Elektromagnetno okolje –  
smernice

RF-emisije
CISPR 11

Skupina 1 Pripomoček Dominant Flex uporablja 
RF-energijo samo za svoje notranje 
delovanje. Zato so njegove RF-emisije zelo 
nizke in ni verjetno, da bi povzročile kakršne 
koli motnje pri bližnji elektronski opremi.

RF-emisije
CISPR 11

Razred B Pripomoček Dominant Flex je primeren za 
uporabo v vseh okoljih, vključno z domačim 
okoljem in tistimi, ki so neposredno 
priključena na javno napajalno omrežje 
nizke napetosti, ki napaja stanovanjske 
stavbe, ki se uporabljajo za bivanje.

Harmonične emisije
IEC 61000-3-2

Razred A

Napetostna 
nihanja/migetanje
IEC 61000-3-3

Skladno

Elektromagnetna odpornost
Pripomoček Dominant Flex je odobren samo za naslednja elektromagnetna 
okolja: okolje profesionalne zdravstvene ustanove in okolje zdravstvene oskrbe 
na domu.

Preskusi odpornosti

Elektrostatična
razelektritev (ESD)
IEC 61000-4-2

IEC 60601-1-2 
preskusna raven

± 8 kV stik
± 15 kV zrak

Raven
skladnosti

± 8 kV stik
± 15 kV zrak

Elektromagnetno 
okolje – smernice

Tla morajo biti lesena, 
betonska ali iz 
keramičnih ploščic. 
Če so tla prekrita 
s sintetičnim materialom, 
mora biti relativna 
vlažnost vsaj 30 %.

Hitre električne 
prehodne 
motnje/sunek
IEC 61000-4-4

± 2 kV 
za napajalne 
vode
± 1 kV 
za vhodne/
izhodne vode

± 2 kV 
za napajalne 
vode
± 1 kV
za vhodne/
izhodne vode

Kakovost omrežnega 
napajanja mora biti 
taka kot v običajnem 
komercialnem ali 
bolnišničnem okolju.

Napetostni sunek
IEC 61000-4-5

± 1 kV 
diferencialni način
± 2 kV 
vod/ozemljitev

± 1 kV 
diferencialni način
± 2 kV
vod/ozemljitev

Kakovost omrežnega 
napajanja mora biti 
taka kot v običajnem 
komercialnem ali 
bolnišničnem okolju.

Napetostni padci, 
kratke prekinitve in 
napetostna nihanja 
na napajalnih 
vhodnih vodih
IEC 61000-4-11

0 % UT
za 0,5 cikla pri 0°, 
45°, 90°, 135°, 180°, 
225°, 270° in 315°

0 % UT
za 1 cikel

70 % UT
za 25 ciklov pri 
50 Hz enojne faze: 
pri 0°
in za 30 ciklov pri 
60 Hz enojne faze: 
pri 0°

0 % UT
za 250 ciklov pri 
50 Hz
in za 300 ciklov pri 
60 Hz

0 % UT
za 0,5 cikla pri 0°, 
45°, 90°, 135°, 180°, 
225°, 270° in 315°

0 % UT
za 1 cikel

70 % UT
za 25 ciklov pri  
50 Hz enojne faze: 
pri 0°
in za 30 ciklov pri 
60 Hz enojne faze: 
pri 0°

0 % UT
za 250 ciklov  
pri 50 Hz
in za 300 ciklov pri 
60 Hz

Kakovost omrežnega 
napajanja mora biti 
taka kot v običajnem 
komercialnem ali 
bolnišničnem okolju. 
Če uporabnik 
pripomočka Dominant 
Flex potrebuje 
neprekinjeno 
delovanje med 
prekinitvami 
omrežnega napajanja, 
se priporoča, da se 
pripomoček Dominant 
Flex napaja 
z brezprekinitvenim 
napajalnikom ali 
z baterijo.

Napajalna 
frekvenca 
(50/60 Hz)
magnetno polje
IEC 61000-4-8

30 A/m 30 A/m Magnetna polja 
napajalne frekvence 
morajo biti na ravneh 
običajnega 
komercialnega ali 
bolnišničnega okolja.

Bližnja magnetna 
polja
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Intenzivnost 
magnetnega polja 
mora biti taka kot 
v običajnem 
komercialnem ali 
bolnišničnem okolju.

OPOMBA  UT je omrežna napetost izmeničnega toka pred aplikacijo preskusne ravni. 
CW: neprekinjeno valovanje  
PM: pulzna modulacija

Elektromagnetna odpornost
Pripomoček Dominant Flex je odobren samo za naslednja elektromagnetna 
okolja: okolje profesionalne zdravstvene ustanove in okolje zdravstvene 
oskrbe na domu.

Preskusi 
odpornosti

Prevajana RF
IEC 61000-4-6

Sevana RF
IEC 61000-4-3

IEC 60601-1-2 
preskusna 
raven

3 Vrms
0,15–80 MHz

6 Vrms pri ISM 
in amaterskih 
radijskih 
pasovih med 
0,15 in 80 MHz

10 V/m
80 MHz do  
2,7 GHz

Raven
skladnosti

3 Vrms

6 Vrms

10 V/m

Elektromagnetno okolje – 
smernice

Prenosna in mobilna oprema za 
RF-komunikacijo se ne sme 
uporabljati bližje kateremu koli 
delu pripomočka Dominant Flex, 
vključno s kabli, kot znaša 
priporočena ločilna razdalja, 
izračunana z enačbo, ki se 
uporablja za frekvenco oddajnika.

Priporočena ločilna razdalja

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz do 800 MHz

d = 0,7 √ P 
800 MHz do 2,7 GHz

kjer je P največja nazivna izhodna 
moč oddajnika v vatih (W) po 
navedbah proizvajalca oddajnika 
in d je priporočena ločilna razdalja 
v metrih (m).
Poljska jakost fiksnih RF-oddajnikov, 
kot je določeno z analizo 
elektromagnetnega mesta,a mora 
biti manjša od ravni skladnosti v 
vsakem frekvenčnem območju.b
V bližini opreme, označene 
z naslednjim simbolom, 
lahko pride do motenj:

OPOMBA 1 Pri 80 MHz in 800 MHz velja višje frekvenčno območje.
OPOMBA 2  Te smernice morda ne veljajo v vseh situacijah. Na elektromagnetno 

širjenje vplivata absorpcija in odboj od struktur, predmetov in ljudi.
OPOMBA 3  Bližnja polja RF-opreme za brezžično komunikacijo so bila testirana 

v skladu s preglednico 9 standarda IEC 60601-1-2:2014/AMD1:2020

a   Poljske jakosti fiksnih RF-oddajnikov, kot so bazne postaje za radijske (mobilne/
brezžične) telefone in kopenske mobilne radie, amaterski radio, radijsko AM- in 
FM-oddajanje ter TV-oddajanje, teoretično ni mogoče natančno predvideti. Za 
oceno elektromagnetnega okolja na podlagi fiksnih RF-oddajnikov je treba razmisliti 
o analizi elektromagnetnega mesta. Če izmerjena poljska jakost na mestu, kjer se 
uporablja pripomoček Dominant Flex, presega zadevno raven skladnosti RF zgoraj, 
je treba pripomoček Dominant Flex spremljati in preveriti, ali deluje normalno. Če se 
ugotovi nenormalno delovanje, bodo morda potrebni dodatni ukrepi, kot sta 
preusmeritev ali premestitev pripomočka Dominant Flex.

b   Za frekvenčno območje od 150 kHz do 80 MHz mora biti poljska jakost manjša od 10 V/m.

Preglednica frekvenc
Preglednica frekvenc prenosnih in mobilnih oddajnikov, za katere je 
priporočena ločilna razdalja 30 cm (12 palcev):

Pas (MHz) 

380–390
430–470
704–787
800–960
1700–1990
2400–2570
5100–5800

Storitev

TETRA 400
GMRS 460, FRS 460
LTE Band 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE Band 5
GSM 1800; CDMA 1900; GSM 1900; DECT; pas LTE 1, 3, 4, 25; UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, pas LTE 7
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

NASLOVI

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Vložki

       077.0083/84
       077.0194 (samo za globalna naročila)
       101035340 (samo za globalna naročila)

077.0086/87

Pokrovi za večkratno uporabo

077.0450 077.0440    077.0420/30 077.1021 077.1013 

Posode PC (maks. 4 x 2,5 l) Posode PSU za večkratno 
uporabo (maks. 4 x 5 l)

Zaklepna 
zaponka

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silikonska, 7 x 12 mm* Silikonska, 5 x 10 mm Silikonska, 6,5 x 11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  lahko se uporabi s kapicami VAD 
(za obdelavo za ponovno uporabo glejte 
navodila za uporabo kapic VAD)

PREGLED DODATNE OPREME

OPOZORILO
•  Pripomoček Dominant Flex je bil potrjen v kombinaciji z dodatno opremo, 

navedeno na tej strani. Za pravilno in varno upravljanje pripomoček 
Dominant Flex uporabljajte samo z naslednjo dodatno opremo. Dodatne 
informacije so na voljo na listu z navodili za posamezno dodatno opremo.

 NASVET GLEDE VARNOSTI
•  Za vmesniške pripomočke tretjih oseb (npr. kanile, katetri) mora biti 

omogočena priključitev brez vpliva na zmogljivost črpalke. Pred uporabo 
poskrbite za pravilno delovanje in vzdrževanje ravni vakuuma.

017.0015

077.0711

071.0034

071.0003,  
različica za stojalo

071.0002,  
prenosna različica  
(ni prikazana na tej sliki)

TEHNIČNE SPECIFIKACIJE
visok vakuum
–95 kPa/–713 mmHg
toleranca: ±15 %

Merjeno na morski višini (0 m), atmosferski tlak: 
1013,25 hPa 
Upoštevajte: raven vakuuma se spreminja glede na 
lokacijo (atmosferski tlak, vlažnost in temperatura).

visok pretok
40, 50 ali 60 l/min
toleranca: +10 l/min

Merjeno na morski višini (0 m), atmosferski tlak: 
1013,25 hPa 
Upoštevajte: pretok se spreminja glede na lokacijo 
(atmosferski tlak, vlažnost in temperatura).

9,3 kg
20,5 funta
različica za stojalo

100–240 V, 50/60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

V x Š x G (različica za stojalo)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 palca

AC

Pogoji za transport/shranjevanje

Pogoji delovanja

x x x – V skladu s standardom ISO 17664-2 je proizvajalec medicinskega 
pripomočka potrdil ta navodila kot primerna za pripravo medicinskega 
pripomočka za ponovno uporabo. Obdelovalec je še vedno dolžan 
zagotoviti, da obdelava, kot se dejansko izvaja z uporabo opreme, 
materialov in osebja v obratu za obdelavo, doseže želeni rezultat. To zahteva 
preverjanje in/ali potrjevanje ter redno spremljanje postopka.

–  Za specifikacijo kakovosti vode glejte AAMI TIR34. 
x x –  Čistilno-razkuževalna naprava je odobrena skladno s serijo standardov 

ISO 15883; čiščenje in razkuževanje sta bila validirana v čistilno-
razkuževalni napravi akreditiranega laboratorija s certifikatom ISO 15883.

–  Vsi razstavljeni deli morajo biti varno pritrjeni v nosilcih/na pritrdilnih točkah.
–  Ne preobremenite čistilno-razkuževalne naprave. Razstavljene dele 

razporedite tako, da nobeno mesto ne ostane neoprano ter da čistilne 
tekočine dosežejo notranje in zunanje površine.

x x x –  Pripomoček (ali sestavni del, kot je primerno) zavrzite ali servisirajte, če kaže 
vidne znake obrabe ali poškodbe.

x x x –  Vedno uporabljajte osebno varovalno opremo (OVO): rokavice za enkratno 
uporabo in drugo OVO skladno z lokalnimi smernicami in predpisi.

–  Čiščenje na mestu uporabe z vodo iz pipe (≤ 40 °C, ≤ 104 °F). Kršitev tega 
pravila lahko povzroči pritrditev ostankov in s tem ovira razkuževanje.

x x x –  Če se pripomoček uporablja pri bolniku, ki je bolan in katerega patogenov ni 
mogoče izločiti s spodaj navedenim postopkom, je treba pripomoček zavreči.

–  Upoštevajte proizvajalčeva navodila za uporabo čistilnih in razkuževalnih 
sredstev, med drugim v zvezi s časi izpostavljenosti in varnostnimi ukrepi.

–  Neposredno po uporabi pripomočka (preden se umazanija lahko zasuši na 
pripomočku) opravite čiščenje na mestu uporabe.

x –  Odklopite napajalni kabel z vira električnega napajanja.
–  Preprečite stik tekočin s konci napajalnega vtiča ali vhodnih vrat za aparat.
–  Pripomočka nikoli ne potopite v vodo ali druge tekočine oziroma ga ne spirajte

z njimi. Čistilnih in razkuževalnih sredstev ne pršite neposredno po pripomočku.
x x –  Da odstranite vso večjo umazanijo, zunanje površine pripomočka obrišite 

z mehko krpo, ki ne pušča vlaken in je navlažena z vodo iz pipe. Bodite 
pozorni, da brišete proč od predelov, ki jih je težko očistiti (in razkužiti), 
kot so špranje, slepi zaključki in predeli s kompleksno geometrijo.

x –  V primeru kontaminacije na svetlini cevke s priključki ali na spojni površini 
med konektorjem in cevjo (če konektorja ni mogoče odstraniti) ali v kanalih 
preklopnega ventila zavrzite pripomoček skladno z veljavnimi postopki za 
kontaminiran material.

x x –  Pred nadaljevanjem razstavite na posamezne dele (glejte navodila za namestitev).
– Odstranite konektor(je) z gumijastega cevnega dela, če je prisotna umazanija.
– Odstranite tesnilne obročke s konektorja, če so umazani.
–  Previdno odprite vijak Torx na držalu, stisnite vzmet s pritiskom na gumb. Ko 

odstranite vijak, počasi sprostite potisni gumb. Nato odstranite potisni gumb in 
vzmet. Nato odstranite spodnje klešče, tako da zaprete sponko in nato povlečete.

x –  Če je potrebno in za odstranitev velike umazanije, razstavljene komponente 
položite v vodo iz pipe za 10 minut in obrišite vidno umazanijo z mehko 
krpo, ki ne pušča vlaken in je namočena v vodo iz pipe.

x x –  Če so se ostanki umazanije zasušili na pripomočku, je treba umazanijo 
ponovno navlažiti, da bodo encimi lahko učinkovali.

x –  Vse zunanje površine pripomočka obrišite z robčki CaviWipes™ ali Incidin 
OxyWipe S™.

–  Brišite proč od predelov, ki jih je težko očistiti (npr. kjer se stikajo 
komponente, ki jih ni mogoče razstaviti).

–  Ko je čistilni in razkuževalni robček kontaminiran, uporabite nov robček.
–  Čistite, dokler ni odstranjena vsa vidna umazanija.

x –  Vzemite nov robček CaviWipes™ ali Incidin OxyWipe S™ in obrišite vse 
zunanje površine opreme.

–  Bodite še posebej pozorni na predele pripomočka, ki jih je težko očistiti.
–  Po 3 minutah vzemite nov robček CaviWipes™ ali Incidin OxyWipe S™ in 

obrišite vse zunanje površine opreme.
–  Poskrbite, da vse površine pripomočka ostanejo vidno navlažene pri 

sobni temperaturi za čas, določen v proizvajalčevih navodilih za uporabo 
robčkov. Če uporabljen robček postane preveč suh, da bi navlažil površino, 
uporabite nov robček.

–  Za pomoč pri izpostavljenosti predelov, ki jih je težko očistiti, lahko nov robček 
CaviWipes ali Incidin Oxy Wipe S ovijete okoli lopatice ali podobnega orodja.

–  Po predpisani izpostavljenosti odstranite vse ostanke z mehko krpo, ki ne 
pušča vlaken in je navlažena s prečiščeno vodo.

x x –  Cevke priključite na sistem aktivnega izpiranja nosilca, da zagotovite 
izpiranje notranjosti in zunanjosti.

–  Namestite pokrove na ravno šobo skozi vhodni del (bolnikova stran).
–  Postavite vse druge pripomočke v nosilec.
–  Če je to primerno, postavite nosilec za majhne dele na namestitveni nosilec. 
–  Ne uporabljajte pripomočkov za sušenje (sredstev za izpiranje), saj lahko ostanejo

na površini in škodljivo vplivajo na pripomoček in njegovo biozdružljivost.

Čistilni program čistilno-razkuževalne naprave mora upoštevati naslednje:
–  1 minuta predhodnega čiščenja z vodo iz pipe
–  5 minut čiščenja pri 55 °C z 0,5-odstotno raztopino neodisher® MediClean 

forte v vodi iz pipe
–  1 minuta izpiranja s prečiščeno hladno vodo

x x –  Toplotno razkuževanje s prečiščeno vodo (brez dodatnega sredstva) 
pri 90 °C za 1 minuto (A0 = 600) ali prilagodite vrednosti A0 skladno 
z lokalnimi smernicami in predpisi.

x x –  Razstavljene komponente sušite v čistilno-razkuževalni napravi pri 110 °C 
vsaj 45 minut. 

x x x –  Če sušenje v čistilno-razkuževalni napravi ni mogoče ali v primeru preostale 
vlage do suhega obrišite zunanje površine s suho in mehko krpo, ki ne pušča 
vlaken, ali previdno osušite s stisnjenim zrakom medicinskega razreda.

–  Bodite še posebej pozorni na suhost težko dostopnih predelov.
x x x –  Vizualno preglejte pripomoček ali razstavljene komponente, ali so na njih 

ostanki umazanije ali razkuževalne raztopine. Po potrebi ponovite čiščenje 
in razkuževanje.

–  Vizualno preglejte pripomoček ali razstavljene komponente glede poškodbe.
V primeru kakršne koli poškodbe enega ali več delov jih zamenjajte z novimi.

x x –  Za navodila glede ponovnega sestavljanja glejte razdelek o namestitvi v teh 
navodilih za uporabo.

x  –  Opravite popoln servisni ali rutinski pregled, kot je navedeno v teh navodilih 
za uporabo.

x x x –  Pripomoček vedno shranjujte v suhem in čistem okolju brez prahu.

x –  Preden pripomoček pošljete na servis, ga obdelajte za ponovno uporabo. 
Če to ni mogoče ali se lahko izvede le po delih, je treba na embalaži to označiti
kot potencialno biološko nevarnost. Veljajo lokalni postopki in smernice. 

x x x –  Izvedite ustrezne ukrepe za zagotavljanje brezhibnosti pripomočka ali 
komponent in za zaščito pred ponovno kontaminacijo do uporabe v skladu 
z lokalnimi smernicami in predpisi.

Posode PSU, pokrovi za večkratno uporabo, sponke, zaščita pred izlivanjem, tesnilni 
obročki (v primeru razlivanja), stenska držala in posode PC (v primeru razlivanja), 
priključki (razstavljeni s cevke), držala, zaklepna zaponka

Silikonska cevka (samo do 200 cm), preklopni ventil (v primeru razlivanja)

Ohišje črpalke, kabli, nožno stikalo, nožni regulator vakuuma, stenska držala, 
voziček, posode PC

Konektorji

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Bolnikova cevka (od sistema za zbiranje do dela, ki je v stiku z bolnikom)
Sterilna cevka za enkratno uporabo

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (samo za globalna naročila)

Cevka za enkratno uporabo, nesterilna

077.0952: 180 cm
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OPOZORILO
•  Prenosna oprema za RF-komunikacijo (vključno s pomožno opremo, kot so 

antenski kabli in zunanje antene) se ne sme uporabljati bližje kot na razdalji
30 cm od katerega koli dela črpalke Dominant Flex, kar vključuje kable 
(napajalni kabel, nožno stikalo, voziček), ki jih določi proizvajalec. Sicer 
lahko pride do zmanjšane učinkovitosti te opreme.

Kompleti za večkratno uporabo

077.0701: 1 l (s spenjalnim držalom)
0770715: 1 l (brez spenjalnega držala)
077.0702: 2 l (s spenjalnim držalom) 
077.0716: 2 l (brez spenjalnega držala) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Vakuumska cevka (od sesalne črpalke do sistema za zbiranje)
Silikonska, 7 x 12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtri** Nožni kontrolni elementi

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  za uporabo pri enem samem 
bolniku, glejte zadevna 
navodila za uporabo

077.0723 077.0731

Držala

077.0521 077.0751/52 077.0651

Kapice za vakuumski porod
Za večkratno uporabo (za obdelavo za ponovno uporabo glejte navodila za uporabo 
kapic VAD)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Za enkratno uporabo/sterilno

077.0792 077.0791

Dodatna oprema za nastavitve velikega volumna

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Vzorčne kapice

077.0562/64 077.0194 077.0094
(samo za 
globalna 
naročila)

Stenska držala

077.0523 077.0192
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SPLOŠNE SMERNICE ZA OBDELAVO 
ZA PONOVNO UPORABO



Dominant Flex
Χειρουργική αντλία αναρρόφησης EL

 ΟΔΗΓΊΕΣ ΧΡΗΣΗΣ

ΠΡΟΕΊΔΟΠΟΊΗΣΕΊΣ ΚΑΊ ΟΔΗΓΊΕΣ ΑΣΦΑΛΕΊΑΣ 

 ΠΡΟΕΊΔΟΠΟΊΗΣΗ 
Υποδεικνύει μια ενδεχομένως επικίνδυνη κατάσταση που, αν δεν 
αποφευχθεί, θα μπορούσε να προκαλέσει θάνατο ή σοβαρό τραυματισμό.

 ΠΡΟΣΟΧΗ  
Υποδεικνύει μια ενδεχομένως επικίνδυνη κατάσταση που, αν δεν 
αποφευχθεί, θα μπορούσε να προκαλέσει ελαφρύ ή μέτριο τραυματισμό.

 ΣΥΜΒΟΥΛΗ ΓΊΑ ΤΗΝ ΑΣΦΑΛΕΊΑ  
Υποδεικνύει χρήσιμες πληροφορίες για την ασφαλή χρήση του τεχνολογικού 
προϊόντος.

Η αντλία Dominant Flex είναι εγκεκριμένη αποκλειστικά για τη χρήση που 
περιγράφεται σε αυτές τις οδηγίες χρήσης. Η Medela μπορεί να εγγυηθεί για την 
ασφαλή λειτουργία του συστήματος μόνο όταν η αντλία Dominant Flex 
χρησιμοποιείται σε συνδυασμό με τα αυθεντικά παρελκόμενα της Medela 
(σύστημα συλλογής, σωληνώσεις, φίλτρα κ.λπ. – βλ. κεφάλαιο «Επισκόπηση 
παρελκομένων»).

ΣΗΜΑΝΤΊΚΗ ΣΗΜΕΊΩΣΗ
•  Παρακαλούμε διαβάστε και τηρήστε αυτές τις προειδοποιήσεις και οδηγίες 

ασφάλειας πριν από τη λειτουργία. Επίσης, εξοικειωθείτε με τα σχετιζόμενα 
ενημερωτικά σήματα και τις οδηγίες αντιμετώπισης προβλημάτων πριν από τη 
λειτουργία (βλ. κεφάλαια «Εγκατάσταση» και «Αντιμετώπιση προβλημάτων»). 
Αυτές οι οδηγίες χρήσης πρέπει να συνοδεύουν το τεχνολογικό προϊόν για 
μελλοντική αναφορά.

•  Λάβετε υπόψη ότι αυτές οι οδηγίες χρήσης είναι ένας γενικός οδηγός χρήσης 
του προϊόντος. Ιατρικά ζητήματα πρέπει να αντιμετωπίζονται από ιατρό. 
Η συμμόρφωση με τις ορθές χειρουργικές διαδικασίες και τεχνικές αποτελεί 
ευθύνη του ιατρού. Κάθε ιατρός πρέπει να αξιολογεί την καταλληλότητα της 
θεραπείας με βάση τις γνώσεις και την πείρα του. Η Medela ευθύνεται μόνο για 
την επίδραση στη βασική ασφάλεια, την αξιοπιστία και τις επιδόσεις της αντλίας 
Dominant Flex, αν αυτή χρησιμοποιείται σύμφωνα με τις οδηγίες χρήσης.

•  Η συμμόρφωση με τις ορθές χειρουργικές διαδικασίες και τεχνικές αποτελεί 
ευθύνη του ιατρού. Κάθε ιατρός πρέπει να αξιολογεί την καταλληλότητα της 
θεραπείας με βάση τις γνώσεις και την πείρα του.

•  Κάθε σοβαρό περιστατικό που προκύπτει σε σχέση με το τεχνολογικό προϊόν 
θα πρέπει να αναφέρεται στη Medela AG και τη σχετική αρμόδια αρχή.

ΠΡΟΕΊΔΟΠΟΊΗΣΕΊΣ

 Προειδοποίηση: Για τη μείωση του κινδύνου πιθανής διασταυρούμενης 
μόλυνσης ή έκθεσης σε βιολογικούς κινδύνους

•  Μετά από κάθε χρήση, τα μέρη που ήρθαν σε επαφή με τις αναρροφώμενες 
εκκρίσεις πρέπει να καθαριστούν, να απολυμανθούν, να αποστειρωθούν  
ή να απορριφθούν σύμφωνα με τις οδηγίες επαναποστείρωσης.

•  Η σωλήνωση σύνδεσης που παρέχεται με το τεχνολογικό προϊόν δεν πρέπει ποτέ να 
έρχεται σε άμεση επαφή με την περιοχή αναρρόφησης. Πρέπει να χρησιμοποιείται 
πάντα αποστειρωμένος καθετήρας αναρρόφησης (κίνδυνος λοίμωξης).

 Προειδοποίηση: Για μείωση του κινδύνου τραυματισμού λόγω εσφαλμένης χρήσης
•  Για χρήση μόνο από ιατρικά καταρτισμένα άτομα που έχουν εκπαιδευτεί 

επαρκώς σε διαδικασίες αναρρόφησης και στη χρήση συσκευών αναρρόφησης.
•  Ανατρέξτε στις ενδείξεις χρήσης και μελετήστε τους παράγοντες κινδύνου και 

τις αντενδείξεις, πριν από τη χρήση της αντλίας Dominant Flex. Η μη ανάγνωση 
και τήρηση όλων των οδηγιών σε αυτό το εγχειρίδιο πριν από τη χρήση μπορεί 
να προκαλέσει σοβαρό ή θανατηφόρο τραυματισμό  
του ασθενούς.

•  Το προϊόν δεν είναι κατάλληλο για ρύθμιση σε μικρή ένταση αναρρόφησης, 
όπως απαιτείται, για παράδειγμα, για την παροχέτευση της θωρακικής 
κοιλότητας, χωρίς εξειδικευμένα παρελκόμενα. 

•  Δεν είναι εγκεκριμένο για χρήση σε εξωτερικούς χώρους ή σε εφαρμογές 
μεταφοράς.

 Προειδοποίηση: Για μείωση του κινδύνου πιθανού τραυματισμού κατά την 
προετοιμασία ή λειτουργία

•  Δεν επιτρέπονται τροποποιήσεις αυτού του εξοπλισμού.
•  Μη συνδέετε αυτό το τεχνολογικό προϊόν σε σωλήνα παθητικής παροχέτευσης.
•  Η αντλία Dominant Flex εγκρίθηκε σε συνδυασμό με τα παρελκόμενα που 

παρατίθενται στην ενότητα «Επισκόπηση παρελκομένων». Για τη σωστή και 
ασφαλή λειτουργία, χρησιμοποιείτε την αντλία Dominant Flex μόνο με αυτά τα 
παρελκόμενα. Περισσότερες πληροφορίες παρέχονται στο φύλλο οδηγιών κάθε 
παρελκόμενου.

 Προειδοποίηση: Για μείωση του κινδύνου πιθανού τραυματισμού λόγω 
παρεμβολών με άλλα τεχνολογικά προϊόντα

•  Η αντλία Dominant Flex δεν πρέπει να χρησιμοποιείται δίπλα ή σε στοίβαξη με 
άλλον εξοπλισμό. Εάν, παρά ταύτα, η χρήση της δίπλα ή σε στοίβαξη με άλλον 
εξοπλισμό είναι αναγκαία, η αντλία Dominant Flex θα πρέπει να 
παρακολουθείται προκειμένου να επαληθεύεται η καλή λειτουργία της στη 
διαμόρφωση στην οποία θα χρησιμοποιηθεί.

•  Η χρήση παρελκομένων ή καλωδίων διαφορετικών από εκείνα που παρέχονται 
από τον κατασκευαστή αυτού του τεχνολογικού προϊόντος θα μπορούσε 
να προκαλέσει αυξημένες ηλεκτρομαγνητικές εκπομπές ή μειωμένη 
ηλεκτρομαγνητική ατρωσία αυτής της αντλίας αναρρόφησης και συνεπώς 
την εσφαλμένη λειτουργία της.

•  Δεν πρέπει να χρησιμοποιείται φορητός εξοπλισμός επικοινωνιών RF 
(συμπεριλαμβανομένων περιφερειακών όπως καλώδια κεραίας και εξωτερικές 
κεραίες) σε απόσταση μικρότερη από 30 cm από οποιοδήποτε σημείο της 
αντλίας Dominant Flex, συμπεριλαμβανομένων των καλωδίων (καλώδιο 
τροφοδοσίας, ποδοδιακόπτης, τροχήλατο) που καθορίζονται από τον 
κατασκευαστή. Διαφορετικά, μπορεί να υποβαθμιστούν οι επιδόσεις αυτού 
του εξοπλισμού.

 Προειδοποίηση: Για μείωση του κινδύνου πιθανής ηλεκτροπληξίας ή έκθεσης  
σε θερμότητα, φωτιά, έκρηξη 

•  Για αποφυγή του κινδύνου ηλεκτροπληξίας, αυτός ο εξοπλισμός πρέπει να 
συνδέεται μόνο σε σταθερή πρίζα δικτύου με προστατευτική γείωση.

•  Το τεχνολογικό προϊόν δεν πρέπει να χρησιμοποιείται για αναρρόφηση 
εκρηκτικών, εύκολα εύφλεκτων ή οξειδωτικών υγρών.

•  Πριν από την επαναποστείρωση του τεχνολογικού προϊόντος, αφαιρέστε το 
βύσμα από τη σταθερή πρίζα δικτύου.

•  Αποσυνδέστε το βύσμα δικτύου από την πηγή ηλεκτρικής ενέργειας πριν από 
την αντικατάσταση της ασφάλειας.

•  Η αντλία αναρρόφησης Dominant Flex λειτουργεί με ρεύμα δικτύου. Προτού 
συνδέσετε την αντλία αναρρόφησης στο ρεύμα, βεβαιωθείτε ότι η τοπική σας 
παροχή ρεύματος είναι συμβατή με την ονομαστική ισχύ που αναγράφεται στην 
πινακίδα προδιαγραφών.

ΣΗΜΕΊΑ ΠΡΟΣΟΧΗΣ

 Προσοχή: Για τη μείωση του κινδύνου πιθανής διασταυρούμενης μόλυνσης  
ή έκθεσης σε βιολογικούς κινδύνους

•  Επιθεωρήστε οπτικά την αποστειρωμένη συσκευασία του τεχνολογικού 
προϊόντος για τυχόν ζημιές πριν από το άνοιγμα.

•  Τεχνολογικά προϊόντα με κατεστραμμένο σύστημα συσκευασίας δεν πρέπει 
να χρησιμοποιούνται.

•  Τα επαναχρησιμοποιήσιμα τεχνολογικά προϊόντα παραδίδονται μη 
αποστειρωμένα και πρέπει να επαναποστειρώνονται πριν από την πρώτη 
χρήση και μετά από κάθε επόμενη χρήση σύμφωνα με το κεφάλαιο 
«Γενικές κατευθυντήριες οδηγίες επαναποστείρωσης».

•  Κατά την επαναποστείρωση των τεχνολογικών προϊόντων, να φοράτε πάντα 
μέσα ατομικής προστασίας (ΜΑΠ): αναλώσιμα γάντια και άλλα ΜΑΠ σύμφωνα 
με τις τοπικές κατευθυντήριες οδηγίες και κανονισμούς.

•  Επεξεργασία με φίλτρο και νερό βρύσης στο σημείο χρήσης (≤40 °C, ≤104 °F). 
Η μη τήρηση αυτής της οδηγίας μπορεί να προκαλέσει τη στερεοποίηση των 
καταλοίπων, με αποτέλεσμα την παρεμπόδιση της απολύμανσης.

Προσοχή: Για μείωση του κινδύνου τραυματισμού λόγω εσφαλμένης χρήσης
•  Η εσφαλμένη χρήση μπορεί να προκαλέσει πόνο και τραυματισμό στον ασθενή.
•  Ο ασθενής θα πρέπει να παρακολουθείται τακτικά σύμφωνα με τις οδηγίες των 

ιατρών και τις κατευθυντήριες οδηγίες της εγκατάστασης. Αντικειμενικές ενδείξεις 
ή σημεία πιθανής λοίμωξης ή επιπλοκής πρέπει να αντιμετωπίζονται αμέσως 
(π.χ. πυρετός, πόνος, ερυθρότητα, αυξημένη θερμοκρασία, οίδημα ή πυώδης 
έκκριση). Η μη αντιμετώπισή τους μπορεί να προκαλέσει σοβαρό κίνδυνο για τον 
ασθενή. Παρακολουθείτε συχνά την αντλία Dominant Flex για επιβεβαίωση της 
λειτουργικής της κατάστασης.

•  Όταν η αντλία Dominant Flex χρησιμοποιείται για παροχέτευση τραύματος, 
η αρνητική πίεση θα πρέπει να ρυθμιστεί σύμφωνα με τις οδηγίες του ειδικού, 
ώστε να μην προκαλέσει βλάβη στο τραύμα.

 Προσοχή: Για μείωση του κινδύνου πιθανού τραυματισμού κατά την 
προετοιμασία ή λειτουργία

•  Η έκδοση για ράφι απαιτεί ελάχιστη απόσταση 5 cm από το περίβλημα  
για την αποφυγή υπερθέρμανσης του τεχνολογικού προϊόντος.

 Προσοχή: Για μείωση του κινδύνου πιθανού τραυματισμού λόγω παρεμβολών  
με άλλα τεχνολογικά προϊόντα

•  Εξοπλισμός ασύρματων επικοινωνιών, όπως π.χ. οικιακές συσκευές ασύρματου 
δικτύου, κινητά τηλέφωνα, ασύρματα τηλέφωνα και οι σταθμοί βάσης τους, 
φορητοί ασύρματοι πομποδέκτες («γουόκι-τόκι»), μπορεί να επηρεάσει την αντλία 
Dominant Flex και θα πρέπει να παραμένει σε απόσταση τουλάχιστον 30 εκ. από τον 
εξοπλισμό (αντλία αναρρόφησης, καλώδιο δικτύου, ποδοδιακόπτης, τροχήλατο).

 Προσοχή: Για μείωση του κινδύνου πιθανής ηλεκτροπληξίας ή έκθεσης  
σε θερμότητα, φωτιά, έκρηξη

•  Για την αποφυγή υπερθέρμανσης του τεχνολογικού προϊόντος, η έξοδος στο 
κάτω μέρος της αντλίας αναρρόφησης πρέπει να είναι ανεμπόδιστη κατά τη 
λειτουργία της αντλίας αναρρόφησης.

 ΣΥΜΒΟΥΛΗ ΓΊΑ ΤΗΝ ΑΣΦΑΛΕΊΑ 
•  Για τους ελέγχους ασφάλειας, η αντλία αναρρόφησης χρειάζεται σέρβις και 

επισκευή κατά τη διάρκεια λειτουργικής ζωής της σύμφωνα με το εγχειρίδιο 
σέρβις.

•  Η προστασία της αντλίας Dominant Flex από τις επιδράσεις ηλεκτρικής εκκένωσης 
ενός καρδιακού απινιδωτή εξαρτάται από τη χρήση των κατάλληλων καλωδίων.

•  Η αποσύνδεση από το ηλεκτρικό ρεύμα διασφαλίζεται μόνο με την αποσύνδεση  
του βύσματος δικτύου από τη σταθερή πρίζα δικτύου.

•  Οι συσκευές διασύνδεσης άλλης εταιρείας (π.χ. σωληνίσκοι, καθετήρες) πρέπει 
να μπορούν να συνδεθούν χωρίς να επηρεάζονται οι επιδόσεις της αντλίας. 

•   Βεβαιωθείτε ότι η αντλία αναρρόφησης λειτουργεί σωστά  πριν από τη χρήση. 
Βλ. ενότητα σχετικά με την προετοιμασία για χρήση.

•   Αποφεύγετε την επαφή των άκρων του βύσματος δικτύου ή της θύρας εισόδου 
της συσκευής με υγρά.

ΟΔΗΓΊΕΣ ΑΣΦΑΛΕΊΑΣ 

•   Συμβουλευτείτε τις οδηγίες χρήσης των τεχνολογικών προϊόντων που πρόκεται 
να χρησιμοποιηθούν σε συνδυασμό με την αντλία Dominant Flex για τυχόν 
αντενδείξεις στις ειδικές ενδείξεις χρήσης. 

•  Να φοράτε γάντια για όλες τις εργασίες.
•  Η αντλία Dominant Flex είναι ένα ιατροτεχνολογικό προϊόν που απαιτεί ειδικά 

μέτρα ασφάλειας όσον αφορά την ΗΜΣ. Η εγκατάσταση και η λειτουργία της 
πρέπει να γίνουν σύμφωνα με τις πληροφορίες περί ΗΜΣ στο κεφάλαιο «Τεχνική 
τεκμηρίωση».

•  H αντλία Dominant Flex δεν είναι ασφαλής σε περιβάλλον μαγνητικού 
συντονισμού (MR). Μην παίρνετε την αντλία μέσα στο περιβάλλον MR.

•  Σε περίπτωση υπερχείλισης, ενημερώστε αμέσως την εσωτερική τεχνική 
υπηρεσία και εκτελέστε τις εργασίες που υποδεικνύονται στο εγχειρίδιο σέρβις.

•  Σε καθεμία από τις παρακάτω περιπτώσεις, το τεχνολογικό προϊόν δεν πρέπει να 
χρησιμοποιηθεί και πρέπει να επισκευαστεί από το τμήμα εξυπηρέτησης πελατών 
της Medela:

 –  εάν το καλώδιο τροφοδοσίας ή το βύσμα υποστεί βλάβη
 –  εάν το τεχνολογικό προϊόν δεν λειτουργεί τέλεια
 –  εάν το τεχνολογικό προϊόν υποστεί βλάβη
 –  εάν το τεχνολογικό προϊόν παρουσιάζει σαφή ελαττώματα που σχετίζονται με 

την ασφάλεια.
•  Κρατήστε το καλώδιο τροφοδοσίας μακριά από θερμαινόμενες επιφάνειες.
•  Το βύσμα δικτύου δεν πρέπει να έρθει σε επαφή με υγρασία.
•  Ποτέ μην αφαιρείτε το βύσμα δικτύου από τη σταθερή πρίζα δικτύου τραβώντας  

το καλώδιο τροφοδοσίας!
•  Ποτέ μην αφήνετε το τεχνολογικό προϊόν χωρίς επιτήρηση, όταν είναι 

ενεργοποιημένο.
•  Η αντλία πρέπει να βρίσκεται σε όρθια θέση κατά τη χρήση.
•  Ποτέ μη χρησιμοποιείτε το τεχνολογικό προϊόν σε υψηλές θερμοκρασίες δωματίου, 

εάν είστε πολύ κουρασμένοι ή σε περιβάλλον όπου υπάρχει κίνδυνος έκρηξης.
•  Ποτέ μην τοποθετείτε το τεχνολογικό προϊόν σε νερό ή άλλα υγρά.
•  Όταν χρησιμοποιείτε αποστειρωμένα προϊόντα μιας χρήσης, λάβετε υπόψη ότι 

δεν προβλέπεται να επαναποστειρωθούν. Τυχόν επαναποστείρωσή τους θα 
μπορούσε να προκαλέσει αλλοίωση των μηχανικών, χημικών ή/και βιολογικών 
χαρακτηριστικών τους. Τυχόν επαναχρησιμοποίησή τους θα μπορούσε να 
προκαλέσει επιμόλυνση.

•  Επικοινωνήστε με τον τοπικό αντιπρόσωπο του τμήματος εξυπηρέτησης πελατών 
της Medela για βοήθεια με τις λειτουργίες των προϊόντων.

•  Χρησιμοποιήστε τον εξοπλισμό αναρρόφησης της Medela μόνο για την 
αφαίρεση σωματικών υγρών. Μη χρησιμοποιείτε τον εξοπλισμό αναρρόφησης 
της Medela για τη διαχείριση σωματικών υγρών.

Αυτές οι οδηγίες χρήσης πρέπει να φυλαχθούν για μελλοντική αναφορά.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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ΔΊΑΜΟΡΦΩΣΗ ΓΊΑ ΤΟΚΕΤΟ ΜΕ ΑΝΑΡΡΟΦΗΤΊΚΗ 
ΕΜΒΡΥΟΥΛΚΊΑ 
Σημείωση
•  Η αντλία Dominant Flex πρέπει να τοποθετηθεί με τέτοιον τρόπο, ώστε να μπορεί 

εύκολα να αποσυνδεθεί από την ηλεκτρική τροφοδοσία.

β) Συνδέστε τη σωλήνωση 
από τη συκία VAD της 
Medela στο συνδετικό 
ασθενούς πάνω στο δοχείο 
αναρρόφησης του 
επαναχρησιμοποιήσιμου 
συστήματος συλλογής.

4.1  Ενεργοποιήστε την αντλία, γυρίστε την στη ρύθμιση μέγιστης 
αναρρόφησης, στερεώστε τη σωλήνωση από τη συκία VAD της 
Medela και πιέστε πλήρως το πεντάλ ρύθμισης αναρρόφησης 
(εμπρός και κάτω, χρησιμοποιώντας το μετατάρσιο).

4.2  Συγκρίνετε τη μέγιστη αναρρόφηση σύμφωνα με τις 
προδιαγραφές, βλ. παραπάνω πίνακα.

5.1  Εάν είναι OK, απελευθερώστε την αναρρόφηση επαναφέροντας 
το πεντάλ ρύθμισης αναρρόφησης στην κατάσταση ηρεμίας 
«μηδενικής αναρρόφησης ή ατμοσφαιρικής πίεσης» (πίσω και 
κάτω, χρησιμοποιώντας τη φτέρνα).

5.2  Η αντλία είναι πλέον έτοιμη για χρήση.

1.    Τοποθετήστε την αντλία και 
τα παρελκόμενα σύμφωνα με 
το κεφάλαιο «Προετοιμασία 
πριν από τη χρήση».

2.1  Συνδέστε το πεντάλ 
ρύθμισης αναρρόφησης: 
ο ασημί προσαρμογέας 
πρέπει να έχει εφαρμόσει 
πλήρως στο σετ ασφάλειας 
της αντλίας αναρρόφησης.

2.2  Προσαρτήστε τη σωλήνωση 
στο πάνω μέρος του 
μεταλλικού προσαρμογέα.

3.1  α) Συνδέστε τη σωλήνωση 
από τη συκία αναρροφητικής 
εμβρυουλκίας (VAD) της 
Medela στη σύνδεση 
ασθενούς πάνω στο καπάκι 
του σάκου του αναλώσιμου 
συστήματος συλλογής Ή

ΑΝΤΊΜΕΤΩΠΊΣΗ ΠΡΟΒΛΗΜΑΤΩΝ 

Ανεπαρκής αναρρόφηση
Βεβαιωθείτε ότι:
•  ο ρυθμιστής αναρρόφησης έχει ρυθμιστεί σωστά.
•  η σωλήνωση δεν είναι ελαττωματική ή σπασμένη. Εάν χρειαστεί, 

αντικαταστήστε την.
•  όλες οι συνδέσεις εισαγωγής είναι σφιχτές.
•  η προστασία υπερχείλισης είναι απενεργοποιημένη/ανοιχτή. Αν η προστασία 

υπερχείλισης είναι ενεργοποιημένη, απενεργοποιήστε την όπως εικονίζεται στο 
κεφάλαιο «Εγκατάσταση» και «Εγκατάσταση του σετ ασφάλειας».

•  το δοχείο αναρρόφησης και το καπάκι δεν έχουν ρωγμές, σπασμένα μέρη, 
αποχρωματισμό. Εάν χρειαστεί, αντικαταστήστε.

•  το αναλώσιμο σύστημα δεν έχει ρωγμές, σπασμένα μέρη, αποχρωματισμό.  
Εάν χρειαστεί, αντικαταστήστε.

•  το φίλτρο δεν είναι φραγμένο. Για να ελέγξετε αν το φίλτρο είναι φραγμένο, 
ανατρέξτε στο φύλλο οδηγιών που παρέχεται με τα φίλτρα.

Εάν το πρόβλημα δεν μπορεί να επιλυθεί, επικοινωνήστε με το εσωτερικό 
τεχνικό τμήμα.

Δεν ανάβει καμία λυχνία LED
Η αντλία Dominant Flex δεν είναι συνδεδεμένη στο ηλεκτρικό ρεύμα  
ή η ασφάλεια χρειάζεται αντικατάσταση.

Ανάβει η κίτρινη λυχνία LED
Έλασσον πρόβλημα: η κίτρινη λυχνία LED είναι αναμμένη, αλλά η αντλία μπορεί 
να ενεργοποιηθεί και να απενεργοποιηθεί:
•  επικοινωνήστε με το εσωτερικό τεχνικό τμήμα ή με το εξουσιοδοτημένο κέντρο 

σέρβις της περιοχής σας με την πρώτη ευκαιρία.

Μείζον πρόβλημα: η κίτρινη λυχνία LED είναι αναμμένη και η λυχνία δεν μπορεί 
να ενεργοποιηθεί και να απενεργοποιηθεί:
•  επικοινωνήστε με το εσωτερικό τεχνικό τμήμα ή με το εξουσιοδοτημένο κέντρο 

σέρβις της περιοχής σας για επισκευή/συντήρηση.

Δεν λειτουργεί το μοτέρ
Βεβαιωθείτε ότι:
•  η αντλία Dominant Flex είναι ενεργοποιημένη. Η λυχνία LED αναμονής πρέπει να 

είναι αναμμένη.
•  το βύσμα δικτύου είναι τοποθετημένο σωστά μέσα στη σταθερή πρίζα δικτύου 

και μέσα στην είσοδο της συσκευής.
•  η ασφάλεια στο πίσω μέρος της αντλίας Dominant Flex δεν είναι ελαττωματική. 

Για την αντικατάσταση της ελαττωματικής ασφάλειας, ανατρέξτε στο κεφάλαιο 
«Αντικατάσταση ελαττωματικής ασφάλειας».

Εάν το πρόβλημα δεν μπορεί να επιλυθεί, επικοινωνήστε με το εσωτερικό τεχνικό 
τμήμα.

ΑΝΤΊΚΑΤΑΣΤΑΣΗ ΕΛΑΤΤΩΜΑΤΊΚΗΣ ΑΣΦΑΛΕΊΑΣ 

ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Αποσυνδέστε το βύσμα δικτύου από την πηγή ηλεκτρικής ενέργειας πριν από 

την αντικατάσταση της ασφάλειας. 

Ακολουθήστε τις οδηγίες στο εγχειρίδιο σέρβις [         200.6365], για τον τρόπο 
αντικατάστασης των ασφαλειών (T 1,6 AH, 250 VAC, 5x20 mm) της αντλίας 
Dominant Flex.

Εκδόσεις και κύρια στοιχεία της αντλίας αναρρόφησης

Έκδοση για ράφι

Λαβή με δύο 
στηρίγματα 
για δοχεία

Φορητή έκδοση

Κινητή έκδοση

Μετρητής 
αναρρόφησης

Ρυθμιστής 
αναρρόφησης Κουμπί ενεργοποίησης/

απενεργοποίησης

Σετ ασφάλειας

Κουμπιά αλλαγής ροής

Τυπική ράγα

Κινητό τροχήλατο 
(προαιρετικό παρελκόμενο)

Ποδοδιακόπτης 
ενεργοποίησης/
απενεργοποίησης 
(τροχήλατο)

Όλα τα ροδάκια με φρένα

Στοιχεία και 
ενδεικτικές 
λυχνίες 
λειτουργίας

Πίσω μέρος του τεχνολογικού 
προϊόντος Συγκρατητήρας 

καλωδίου 
(με προαιρετικό 
τροχήλατο)

Θύρα για 
προαιρετικό 
ποδοδιακόπτη 
ενεργοποίησης/
απενεργοποίησης

Ασφάλειες

Είσοδος συσκευής

Ισοδυναμικός αγωγός

ρυθμός ροής 60 l/min
ρυθμός ροής 50 l/min
ρυθμός ροής 40 l/min

Κουμπί ενεργοποίησης/ 
απενεργοποίησης
πράσινη λυχνία: Η αντλία λαμβάνει ρεύμα
κίτρινη λυχνία: Η αντλία παρουσιάζει σφάλμα. Ανατρέξτε στο κεφάλαιο 
«Αντιμετώπιση προβλημάτων»
λευκή λυχνία: Η αντλία λειτουργεί

ενεργοποιημένο:
απενεργοποιημένο: 

(έτοιμο για χρήση)

Μηχανική  
προστασία  
υπερχείλισης

Θύρα σωλήνωσης
Καπάκι με σφιγκτήρες

Σετ ασφάλειας

Δοχείο, 
0,25 l

ΠΕΡΊΓΡΑΦΗ 

Εισαγωγή
Η αντλία Dominant Flex είναι μια υψηλής ποιότητας αντλία αναρρόφησης, η οποία 
παρέχει μέγιστες επιδόσεις αναρρόφησης για πολλές ανάγκες αναρρόφησης. Η 
δυνατότητα επιλογής τριών ρυθμών ροής της αντλίας Dominant Flex παρέχει 
ευελιξία ανάλογα με τις προτιμήσεις του χειρουργού. Συνδυάζει ιδανικά τον εύκολο 
χειρισμό και την επαναποστείρωση με χαρακτηριστικά ασφάλειας που 
εξασφαλίζουν βέλτιστη λειτουργία. Μπορείτε να επιλέξετε από μια ολοκληρωμένη 
σειρά παρελκομένων της Medela, προκειμένου να διαμορφώσετε την αντλία για 
πολλές ιατρικές εφαρμογές. 

Προβλεπόμενη χρήση/σκοπός
Η προβλεπόμενη χρήση της αντλίας αναρρόφησης Dominant Flex είναι η 
δημιουργία σταθερής αναρρόφησης στο εύρος από 0 έως –95 kPa.

Ενδείξεις χρήσης
Η αντλία αναρρόφησης Dominant Flex ενδείκνυται για όλες τις εφαρμογές που 
απαιτούν αναρρόφηση όπως π.χ. γενική χειρουργική, λιποαναρρόφηση, 
ενδοσκόπηση, επικαρδιακή κατάλυση, ρινοφαρυγγική αναρρόφηση, 
νευροχειρουργική, OPCAB (αορτοστεφανιαία παράκαμψη με πάλλουσα καρδιά), 
καισαρική τομή/τοκετός με αναρροφητική εμβρυουλκία και παροχέτευση 
τραύματος σε περιβάλλον νοσοκομείου, κλινικής και ιατρείου.

Αντενδείξεις
Δεν υπάρχουν γνωστές αντενδείξεις για την αντλία αναρρόφησης Dominant Flex.

Προβλεπόμενος χρήστης
Η αντλία Dominant Flex θα πρέπει να χειρίζεται μόνο από επαγγελματίες υγείας, 
εξοικειωμένους με τις διαδικασίες αναρρόφησης και από προσωπικό εξειδικευμένο 
στην επαναποστείρωση. Τα άτομα αυτά δεν πρέπει να είναι βαρήκοα ή κωφά, ενώ 
θα πρέπει και η όρασή τους να είναι επαρκής.

Προβλεπόμενος πληθυσμός ασθενών
Η αντλία Dominant Flex προορίζεται για χρήση μόνο σε ασθενείς που 
παρουσιάζουν τις παθήσεις που περιγράφονται στις ενδείξεις χρήσης.

Ανεπιθύμητες παρενέργειες
Δεν υπάρχουν γνωστές ανεπιθύμητες παρενέργειες που να σχετίζονται με την 
αντλία αναρρόφησης Dominant Flex.

ΕΠΊΣΚΟΠΗΣΗ 

Ορισμός του κενού (αναρρόφηση)
Στην εφαρμογή των ιατροτεχνολογικών προϊόντων αναρρόφησης, το κενό 
εκφράζεται συνήθως (σε απόλυτους αριθμούς) ως η διαφορά μεταξύ απόλυτης 
πίεσης και ατμοσφαιρικής πίεσης ή ως αρνητικές τιμές σε κιλοπασκάλ (kPa). 
Σε αυτό το έγγραφο, η ένδειξη –10 kPa για παράδειγμα, αναφέρεται πάντα σε 
ένα εύρος πίεσης σε kPa κάτω από την ατμοσφαιρική πίεση (σύμφωνα με τους 
όρους και τους ορισμούς του προτύπου EN ISO 10079:1999).

ΕΓΚΑΤΑΣΤΑΣΗ 

1 Έλεγχος της αρχικής παράδοσης
Ελέγξτε τη συσκευασία παράδοσης της αντλίας Dominant Flex για αρτιότητα 
καθώς και τη γενική της κατάσταση.

Φορητή έκδοση της 
αντλίας Dominant Flex

 071.0002

Έκδοση της αντλίας 
Dominant Flex για ράφι

 071.0003

1 Σύνδεση της αντλίας Dominant Flex στο ηλεκτρικό ρεύμα

1.    Ελέγξτε την αντλία πριν από τη χρήση, ακολουθώντας τις 
οδηγίες στο κεφάλαιο «Προετοιμασία πριν από τη χρήση».

2.1  Συνδέστε το καλώδιο τροφοδοσίας στην είσοδο της 
συσκευής στο πίσω μέρος της αντλίας αναρρόφησης. 
Χρησιμοποιήστε τη βάση στήριξης, για να στερεώσετε 
το καλώδιο στη θύρα εισόδου.

2.2  Συνδέστε το βύσμα δικτύου του καλωδίου τροφοδοσίας 
σε μια σταθερή πρίζα δικτύου.

3.1  Διενεργείται εσωτερικός αυτοδιαγνωστικός έλεγχος. 
Όταν ανάψει η πράσινη λυχνία LED, το τεχνολογικό 
προϊόν είναι έτοιμο για χρήση.

ΟΔΗΓΊΕΣ ΛΕΊΤΟΥΡΓΊΑΣ 

ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Η αντλία αναρρόφησης Dominant Flex λειτουργεί με ρεύμα δικτύου. Προτού 

συνδέσετε την αντλία αναρρόφησης στο ρεύμα, βεβαιωθείτε ότι η τοπική σας 
παροχή ρεύματος είναι συμβατή με την ονομαστική ισχύ που αναγράφεται στην 
πινακίδα προδιαγραφών.

Σημείωση
•  Η αντλία Dominant Flex πρέπει να τοποθετηθεί με τέτοιον τρόπο, ώστε να μπορεί 

εύκολα να αποσυνδεθεί από την τροφοδοσία δικτύου.
• Να φοράτε γάντια για όλες τις εργασίες.

2 Επαλήθευση της μέγιστης αναρρόφησης

1.1  Ενεργοποιήστε την αντλία Dominant Flex. Η αντλία θα 
υποδείξει έναν ρυθμό ροής 50 l/min.

2.1  Στρέψτε τον ρυθμιστή αναρρόφησης προς τα δεξιά, για 
να ρυθμίσετε τη μέγιστη αναρρόφηση.

Υψόμετρο πάνω από τη 
στάθμη της θάλασσας:

Προδιαγραφές αναρρόφησης:

Μέγ. αναρρόφηση:

1.1  Αλλάξτε ρυθμό ροής σύμφωνα με τις προτιμήσεις του 
χειριστή. Αφού ενεργοποιήσετε την αντλία (είτε με τον 
ποδοδιακόπτη είτε με το κουμπί πάνω στην αντλία), 
θα ξεκινήσει να λειτουργεί στη λειτουργία των 50 l/min.

1.2  Αγγίξτε για να αλλάξει σε:  
60 l/min 
50 l/min 
40 l/min

ΠΡΟΣΟΧΗ
•  Όταν η αντλία Dominant Flex χρησιμοποιείται για παροχέτευση τραύματος, η 

αρνητική πίεση θα πρέπει να ρυθμιστεί σύμφωνα με τις οδηγίες του ειδικού, ώστε 
να μην προκαλέσει βλάβη στο τραύμα.

3 Αλλαγή του ρυθμού ροής

4 Αλλαγή έντασης αναρρόφησης

2.1  Σφίξτε τη σωλήνωση ασθενούς.
2.2  Στρέψτε τον ρυθμιστή αναρρόφησης, για να επιλέξετε 

τη σωστή αναρρόφηση σύμφωνα με τη συγκεκριμένη 
εφαρμογή. Για να αυξήσετε την αναρρόφηση, στρέψτε 
τον ρυθμιστή δεξιόστροφα.

2.3  Ελέγξτε τον μετρητή αναρρόφησης ως προς τη ρύθμιση.

ή

ή

5 Θέση εκτός λειτουργίας μετά τη χρήση

1.1  Αγγίξτε το κουμπί ενεργοποίησης/απενεργοποίησης, 
για να απενεργοποιήσετε την αντλία αναρρόφησης.

2.1  Αποσυνδέστε το βύσμα δικτύου από την πηγή 
ηλεκτρικής ενέργειας.

3.    Καθαρίστε και απολυμάνετε την αντλία Dominant Flex. 
Βλ. κεφάλαιο «Γενικές κατευθυντήριες οδηγίες 
επαναποστείρωσης».

 + 3000 m – 64 kPa
  – 480 mmHg
 + 2000 m – 74 kPa
  – 555 mmHg
 + 1000 m – 84 kPa  
  – 630 mmHg
 + 500 m – 89 kPa 
  – 668 mmHg
 0 m – 95 kPa 
  – 713 mmHg (Ανοχή: +/– 15 %)

3.1  Φράξτε το άκρο της σωλήνωσης ασθενούς με τον 
αντίχειρά σας.

3.2  Συγκρίνετε τη μέγιστη αναρρόφηση σύμφωνα με τις 
προδιαγραφές (παρακάτω). Βλ. κεφάλαιο «Αντιμετώπιση 
προβλημάτων» και «Ανεπαρκής αναρρόφηση», εάν δεν 
μπορεί να επιτευχθεί αναρρόφηση.

ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Μετά από κάθε χρήση, τα μέρη που ήρθαν σε επαφή με τις αναρροφώμενες 

εκκρίσεις πρέπει να καθαριστούν, να απολυμανθούν, να αποστειρωθούν ή να 
απορριφθούν σύμφωνα με τις οδηγίες επαναποστείρωσης.

4 Συναρμολόγηση των συστημάτων συλλογής
Ανατρέξτε στα φύλλα οδηγιών του αναλώσιμου συστήματος συλλογής της Medela, 
του επαναχρησιμοποιήσιμου συστήματος συλλογής της Medela και του αναλώσιμου 
φίλτρου της Medela που παρέχονται με τα σχετικά εξαρτήματα, για να βρείτε τις 
οδηγίες συναρμολόγησης και όλες τις πληροφορίες που σχετίζονται με τη χρήση των 
παρελκομένων και του συστήματος συλλογής.

3 Συναρμολόγηση του προαιρετικού ποδοδιακόπτη

1.1  Συνδέστε τον προαιρετικό ποδοδιακόπτη στην αντλία  
τοποθετώντας στην υποδοχή το βύσμα.

1.2 Ελέγξτε τη σωστή λειτουργία του ποδοδιακόπτη.

Καλώδιο 
τροφοδοσίας, 
κλειδί Allen

  Βλ. εγχειρίδιο 
σέρβις

Επαναχρησιμοποιήσιμο 
δοχείο 0,25 l

 077.0125

Σωλήνωση σιλικόνης  
ø 7x12 mm με  
2 τεμάχια σύζευξης

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.

 + 3000 m 

– 64 kPa

 
 

– 480 mmHg

 + 2000 m 

– 74 kPa

 
 

– 555 mmHg

 + 1000 m 

– 84 kPa  

 
 

– 630 mmHg

 
+ 500 m 

– 89 kPa 

 
 

– 668 mmHg

 
0 m 

– 95 kPa 

 
 

– 713 mmHg
(Tolerance: +/– 15 %)
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Οδηγίες χρήσης

Καπάκι για δοχείο 
ασφάλειας, 
μηχανισμός 
προστασίας από 
υπερχείλιση

 077.0450

4 Συναρμολόγηση του προαιρετικού στηρίγματος σφιγκτήρα (όταν 
χρησιμοποιείται το προαιρετικό τροχήλατο)

1.1 Πατήστε παρατεταμένα το μπλε κουμπί απελευθέρωσης.
1.2  Προσαρτήστε το στήριγμα σφιγκτήρα στην τυπική ράγα, 

αφήνοντας το μπλε κουμπί.

5 Εγκατάσταση του σετ ασφάλειας
1.1  Προσαρτήστε τη μηχανική προστασία υπερχείλισης στο 

καπάκι. Τραβήξτε την προσεκτικά προς τα έξω, για να 
βεβαιωθείτε ότι είναι ανοιχτή/απενεργοποιημένη.

1.2 Προσαρτήστε το καπάκι στο δοχείο.
1.3 Κλείστε τους δύο σφιγκτήρες του καπακιού.

2.1 Προσαρτήστε το σετ ασφάλειας στην αντλία.

3.1  Για την επαναποστείρωση, αφαιρέστε το σετ ασφάλειας 
από την αντλία και αποσυναρμολογήστε το 
ακολουθώντας τα βήματα 1.3, 1.2 και 1.1 με την 
αντίστροφη σειρά.

1.1

1.2

ΠΡΟΕΤΟΊΜΑΣΊΑ ΓΊΑ ΧΡΗΣΗ 

ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Για χρήση μόνο από ιατρικά καταρτισμένα άτομα που έχουν εκπαιδευτεί επαρκώς 

σε διαδικασίες αναρρόφησης και στη χρήση συσκευών αναρρόφησης.

Σημείωση
•  Να φοράτε γάντια για όλες τις εργασίες.

ΠΡΟΣΟΧΗ
•  Η αντλία Dominant Flex πρέπει να παραμένει σε όρθια θέση κατά τη χρήση.
•  Η έκδοση για ράφι απαιτεί ελάχιστη απόσταση 5 cm έως το περίβλημα  

για την αποφυγή υπερθέρμανσης του τεχνολογικού προϊόντος. Το πίσω μέρος 
του περιβλήματος πρέπει να είναι ανοιχτό.

•  Τα αποστειρωμένα παρελκόμενα πρέπει να ελέγχονται για τη διασφάλιση της 
ακεραιότητας της συσκευασίας πριν από τη χρήση.

1 Έλεγχος πριν από τη χρήση
•  Ελέγξτε το σύστημα Dominant Flex πριν από τη χρήση για ζημιά του καλωδίου 

τροφοδοσίας ή του βύσματος, για εμφανή ζημιά του τεχνολογικού προϊόντος ή 
ελαττώματα που σχετίζονται με την ασφάλεια καθώς και για τη σωστή λειτουργία 
του τεχνολογικού προϊόντος.

•  Ελέγξτε τη συσκευασία παράδοσης της αντλίας Dominant Flex για αρτιότητα 
καθώς και τη γενική της κατάσταση.

•  Ελέγξτε όλα τα παρελκόμενα πριν από τη χρήση: 
1. δοχεία αναρρόφησης, καπάκια και σάκους για ρωγμές, σπασμένα και 
ελαττωματικά σημεία.  
Αντικαταστήστε εάν είναι απαραίτητο. 
2. Σωλήνωση για ρωγμές, σπασμένες περιοχές και τη σταθερή προσάρτηση των 
συνδετικών.  
Αντικαταστήστε εάν είναι απαραίτητο. 
3. Ως επιπλέον έλεγχο ασφάλειας, εκκενώστε το σύστημα (συμπεριλαμβανομένων 
των δοχείων) έως τη μέγιστη αναρρόφηση πριν από την πραγματική χρήση.

1.1

1.2

2.1

3.1

1.3

2 Αφαίρεση της ασφάλειας μεταφοράς

1.1  Αφαιρέστε την κόκκινη σημείωση. 
1.2  Αφαιρέστε τις 3 βίδες και φυλάξτε τις για μεταγενέστερη 

χρήση.

3 Εγκατάσταση της κινητής έκδοσης (αν διατίθεται)

1.1  Τοποθετήστε το πάνω μέρος του τροχήλατου στο κάτω 
μέρος, φροντίζοντας να εφαρμόζει η σωλήνωση, όπως 
απεικονίζεται.

1.2  Συνδέστε τα μέρη με 4 βίδες.

2.1  Τοποθετήστε την αντλία πάνω στο τροχήλατο. 
Βεβαιωθείτε ότι το μπροστινό μέρος της αντλίας και 
η τυπική ράγα είναι στραμμένα προς τα εμπρός.

2.2  Συνδέστε την αντλία με 4 βίδες.
2.3  Προσαρτήστε τον συγκρατητήρα καλωδίου με τις δύο 

βίδες στην αντλία.

2 Συναρμολόγηση της βασικής διαμόρφωσης

1.1  Βεβαιωθείτε ότι το σετ ασφάλειας είναι προσαρτημένο  
στην αντλία Dominant Flex. Βλ. κεφάλαιο «Εγκατάσταση»  
και «Εγκατάσταση του σετ ασφάλειας».

2.1  Εάν απαιτείται, προσαρτήστε ένα φίλτρο στο σετ 
ασφάλειας με το βέλος στραμμένο προς την κατεύθυνση 
ροής.

3.    Προσαρτήστε όλα τα απαραίτητα παρελκόμενα σύμφωνα 
με τις ανάγκες σας. Βλ. «Επισκόπηση παρελκομένων».

ΠΡΟΣΟΧΗ
•  Τα επαναχρησιμοποιήσιμα τεχνολογικά προϊόντα παραδίδονται μη αποστειρωμένα 

και πρέπει να επαναποστειρώνονται πριν από την πρώτη χρήση και μετά από κάθε 
επόμενη χρήση σύμφωνα με το κεφάλαιο «Γενικές κατευθυντήριες οδηγίες 
επαναποστείρωσης».



©
M

ed
el

a 
A

G
/1

01
04

66
43

/2
02

4-
03

/A
/E

L

Υποδηλώνει τη συμμόρφωση 
με τις απαιτήσεις της ΕΕ για τα 
ιατροτεχνολογικά προϊόντα.

Υποδηλώνει τη συμμόρφωση 
με επιπρόσθετες απαιτήσεις 
ασφαλείας των Η.Π.Α. και του 
Καναδά περί ηλεκτρικού 
ιατρικού εξοπλισμού.

Υποδεικνύει τις νομικές 
προδιαγραφές του 
συστήματος.

Διαβάστε και τηρείτε τις 
οδηγίες χρήσης.

Το γενικό σύμβολο 
προειδοποίησης ασφάλειας 
υποδηλώνει πληροφορίες που 
σχετίζονται με την ασφάλεια.

Υποδεικνύει συμβουλή που 
σχετίζεται με την ασφάλεια.

Υποδεικνύει γείωση. Υποδεικνύει την κατηγορία 
του συστήματος που 
σχετίζεται με την ηλεκτρική 
ασφάλεια.

Υποδεικνύει προστατευτική 
γείωση

Υποδεικνύει τον βαθμό 
προστασίας από τυχόν 
επιβλαβείς επιπτώσεις εξαιτίας 
της διείσδυσης στερεών 
ξένων σωμάτων και νερού.

Υποδεικνύει εφαρμοζόμενο 
εξάρτημα τύπου CF.

Μη ασφαλές με MRI Διατηρείτε 
το προϊόν μακριά από 
εξοπλισμό απεικόνισης 
μαγνητικού συντονισμού 
(MRI).

Υποδεικνύει ότι μπορεί να 
παρουσιαστούν παρεμβολές 
κοντά σε εξοπλισμό που φέρει 
αυτό το σύμβολο.

Υποδεικνύει τη σύνδεση 
ισοδυναμικού αγωγού. 

Υποδεικνύει τη θύρα 
σύνδεσης για τον 
ποδοδιακόπτη.

Υποδεικνύει τον  
κατασκευαστή του προϊόντος.

Υποδεικνύει την ημερομηνία 
παραγωγής.

Υποδεικνύει ότι το τεχνολογικό 
προϊόν δεν θα πρέπει να 
χρησιμοποιείται μετά την 
αναγραφόμενη ημερομηνία.

Υποδεικνύει ένα 
ιατροτεχνολογικό προϊόν 
που προορίζεται μόνο για 
μία χρήση.

Υποδεικνύει τον κωδικό 
εξαρτήματος του τεχνολογικού 
προϊόντος.

Υποδεικνύει τον αύξοντα 
αριθμό παραγωγής του 
τεχνολογικού προϊόντος.

Υποδεικνύει τον κωδικό 
παρτίδας του κατασκευαστή.

Προσδιορίζει ένα εύρος 
θερμοκρασιών (π.χ. για τη 
λειτουργία, μεταφορά ή 
αποθήκευση).

Προσδιορίζει ένα εύρος 
σχετικής υγρασίας (π.χ. για τη 
λειτουργία, μεταφορά 
ή αποθήκευση).

Υποδεικνύει το εύρος 
ατμοσφαιρικής πίεσης στο 
οποίο μπορεί να εκτεθεί με 
ασφάλεια το ιατροτεχνολογικό 
προϊόν.

Υποδεικνύει τη μη χρήση του 
τεχνολογικού προϊόντος, εάν 
η συσκευασία έχει υποστεί 
ζημιά.

Μην απορρίπτετε τα ηλεκτρικά 
ή ηλεκτρονικά τεχνολογικά 
προϊόντα με αταξινόμητα 
οικιακά απορρίμματα 
(απορρίψτε το τεχνολογικό 
προϊόν σύμφωνα με τους 
τοπικούς κανονισμούς).

Διατηρείτε το τεχνολογικό 
προϊόν μακριά από την άμεση 
ηλιακή ακτινοβολία.

Περιέχει εύθραυστα 
αντικείμενα. Χειριστείτε με 
προσοχή.

Κρατήστε μακριά από τη 
βροχή.  
Φυλάξτε σε στεγνό χώρο.

Υποδεικνύει τη μέγιστη 
ένταση αναρρόφησης του 
συστήματος.

Υποδεικνύει τα επίπεδα ροής 
του συστήματος.

Υποδεικνύει τις ηλεκτρικές 
προδιαγραφές του 
συστήματος.

Υποδεικνύει το βάρος  
του συστήματος.

Υποδεικνύει τις διαστάσεις  
(Υ x Π x Β) του συστήματος.

Υποδεικνύει τον αριθμό 
εξαρτημάτων.

MD
Υποδηλώνει ότι το είδος είναι 
ιατροτεχνολογικό προϊόν.

XXX

YY

Υποδεικνύει την ανακύκλωση 
του υλικού συσκευασίας που 
ορίζεται με τον κωδικό «XX» 
και τη σύντμηση «YYY».

Υποδεικνύει ότι η συσκευασία 
είναι ανακυκλώσιμη.

Υποδεικνύει ότι αυτή η 
πλευρά είναι η επάνω.

Υποδεικνύει την ασφάλεια.

#
Υποδεικνύει τον αριθμό 
μοντέλου.

X

Υποδεικνύει την ποσότητα (x) 
των μεμονωμένων 
τεχνολογικών προϊόντων στη 
συσκευασία.

Υποδεικνύει να 
συμβουλευθείτε τις οδηγίες 
χρήσης.

Υποδεικνύει ότι το τεχνολογικό 
προϊόν έχει αποστειρωθεί με 
χρήση αιθυλενοξειδίου.

Υποδεικνύει μονό σύστημα 
στείρου φραγμού.

Υποδεικνύει μονό σύστημα 
στείρου φραγμού με 
προστατευτική συσκευασία 
στο εξωτερικό.

UDI
Υποδεικνύει φορέα που 
περιλαμβάνει τις πληροφορίες 
μοναδικού αναγνωριστικού 
τεχνολογικού προϊόντος.

Αυτό το σύμβολο ταυτοποιεί  
μια αναγνωριστική ετικέτα 
ραδιοσυχνοτήτων.

Υποδεικνύει τον 
εξουσιοδοτημένο 
αντιπρόσωπο.

Υποδεικνύει την οντότητα 
διανομής του 
ιατροτεχνολογικού προϊόντος 
στην εκάστοτε τοποθεσία.

AC

ΣΗΜΑΔΊΑ ΚΑΊ ΣΥΜΒΟΛΑ

ΕΓΓΥΗΣΗ ΚΑΊ ΣΕΡΒΊΣ 

Εγγύηση
Η Medela AG εγγυάται ότι το τεχνολογικό προϊόν θα είναι ελεύθερο ελαττωμάτων 
στα υλικά και την κατασκευή για μια περίοδο 5 ετών από την ημερομηνία 
παράδοσης. Μέσα στην περίοδο αυτή, τυχόν ελαττωματικά υλικά που η ζημιά τους 
δεν οφείλεται σε κακή χρήση ή εφαρμογή θα αντικαθίστανται χωρίς καμία χρέωση. 
Αυτό δεν ισχύει για τα εξαρτήματα που φθείρονται φυσιολογικά κατά τη χρήση. 
Για να διασφαλιστεί η συμμόρφωση με την παρούσα εγγύηση καθώς και η 
βέλτιστη λειτουργία των προϊόντων της Medela, συνιστούμε την αποκλειστική 
χρήση αυθεντικών παρελκομένων της Medela στις αντλίες μας.
Σε καμία περίπτωση η Medela AG θα φέρει ευθύνη για αξιώσεις που υπερβαίνουν 
το πεδίο εφαρμογής της εγγύησης που περιγράφεται, συμπεριλαμβανομένης της 
ευθύνης για παρεπόμενες ζημίες, που προκαλούνται λόγω εσφαλμένης 
λειτουργίας, ακατάλληλης χρήσης, μη εξουσιοδοτημένων επισκευών ή 
εσφαλμένης συναρμολόγησης ή αποσυναρμολόγησης. 
Το δικαίωμα αντικατάστασης ελαττωματικών εξαρτημάτων δεν αναγνωρίζεται 
από τη Medela, στην περίπτωση που εκτελεσθούν εργασίες στην αντλία από μη 
εξουσιοδοτημένα άτομα. Η παρούσα εγγύηση ισχύει με την προϋπόθεση ότι το 
τεχνολογικό προϊόν θα παραδοθεί σε κέντρο σέρβις της Medela.

Σέρβις/έλεγχος ρουτίνας
Οι εργασίες συντήρησης και σέρβις στην αντλία αναρρόφησης, στις μονάδες ή τα 
παρελκόμενά της πρέπει να διενεργούνται μόνο από εξουσιοδοτημένο προσωπικό 
συντήρησης που έχει εκπαιδευτεί κατάλληλα. Η Medela συνιστά τη διεξαγωγή 
ελέγχου ρουτίνας 1 φορά ετησίως σύμφωνα με το εγχειρίδιο σέρβις της Medela  
[         200.6365], που είναι διαθέσιμο στα ελληνικά κατόπιν αιτήματος.

ΑΠΟΡΡΊΨΗ 

•  Συνιστάται ο χειρισμός και η απόρριψη όλων των προϊόντων σύμφωνα με την 
αποδεκτή ιατρική πρακτική και τις ισχύουσες τοπικές κατευθυντήριες οδηγίες και 
κανονισμούς.

•  Επαναποστειρώνετε τα επαναχρησιμοποιήσιμα τεχνολογικά προϊόντα πριν από 
την απόρριψη. Αποστειρώνετε σε αυτόκλειστο τα παρελκόμενα που έχουν έλθει 
σε επαφή με σωματικά υγρά.

Αντλία και ηλεκτρικά μέρη
•  Για πληροφορίες σχετικά με τα κατάλληλα σημεία συλλογής αποβλήτων εξοπλισμού, 

απευθυνθείτε στο σημείο πώλησης ή επικοινωνήστε με τις τοπικές αρχές.
•  Η αντλία Dominant Flex θα πρέπει να απορριφθεί σύμφωνα με την Ευρωπαϊκή

οδηγία 2012/19/EΕ περί ΑΗΗΕ.
•  Μην απορρίπτετε τον ηλεκτρικό ή ηλεκτρονικό εξοπλισμό με αταξινόμητα 

οικιακά απορρίμματα, αλλά συλλέξτε τον χωριστά.
•  Στην Ευρωπαϊκή Ένωση/Ελβετία/ΗΒ, ο κατασκευαστής ή ο πωλητής του

υποχρεούται να ανακτά τα απόβλητα εξοπλισμού. Άλλες χώρες μπορεί να έχουν 
παρόμοια συστήματα συλλογής και ανακύκλωσης. Να σέβεστε τους σχετικούς
πολιτειακούς νόμους και κανόνες της χώρας σας, όσον αφορά την απόρριψη
ηλεκτρικού και ηλεκτρονικού εξοπλισμού.

•  Η χωριστή συλλογή και ανακύκλωση των αποβλήτων εξοπλισμού σας κατά την 
απόρριψη θα συμβάλει στη διαφύλαξη των φυσικών πόρων και τη διασφάλιση 
της ανακύκλωσής τους με τρόπο που προστατεύει την ανθρώπινη υγεία και το 
περιβάλλον.

ΤΕΧΝΊΚΗ ΤΕΚΜΗΡΊΩΣΗ 

ΗΜΣ
Η αντλία Dominant Flex έχει ελεγχθεί για την ΗΜΣ σε συμμόρφωση με τις απαιτήσεις 
των προτύπων IEC 60601-1-2:2014/AMD1:2020 Έκδοση 4.1 σύμφωνα με τις 
παραγράφους 7 και 8.9. Η αντλία Dominant Flex είναι ένα ιατροτεχνολογικό προϊόν 
που απαιτεί ειδικές προφυλάξεις ασφάλειας και η εγκατάσταση και η λειτουργία της 
πρέπει να γίνεται σύμφωνα με τις πληροφορίες περί ΗΜΣ. Η αντλία Dominant Flex 
δεν έχει ουσιώδεις επιδόσεις, όπως ορίζεται στο πρότυπο IEC 60601-1.

ΠΡΟΕΊΔΟΠΟΊΗΣΕΊΣ
•  Η αντλία Dominant Flex δεν θα πρέπει να χρησιμοποιείται δίπλα ή σε στοίβαξη

με άλλον εξοπλισμό. Εάν, παρά ταύτα, η χρήση της δίπλα ή σε στοίβαξη με άλλον 
εξοπλισμό είναι αναγκαία, η αντλία Dominant Flex θα πρέπει να παρακολουθείται
προκειμένου να επαληθεύεται η καλή λειτουργία της στη διαμόρφωση στην 
οποία θα χρησιμοποιηθεί.

•  Η χρήση παρελκομένων ή καλωδίων διαφορετικών από εκείνα που παρέχονται 
από τον κατασκευαστή αυτού του τεχνολογικού προϊόντος θα μπορούσε 
να προκαλέσει αυξημένες ηλεκτρομαγνητικές εκπομπές ή μειωμένη 
ηλεκτρομαγνητική ατρωσία αυτής της αντλίας αναρρόφησης και συνεπώς την 
εσφαλμένη λειτουργία της.

ΠΡΟΣΟΧΗ
•  Εξοπλισμός ασύρματων επικοινωνιών, όπως π.χ. οικιακές συσκευές ασύρματου

δικτύου, κινητά τηλέφωνα, ασύρματα τηλέφωνα και οι σταθμοί βάσης τους, φορητοί 
ασύρματοι πομποδέκτες («γουόκι-τόκι»), RFID μπορεί να επηρεάσει την αντλία
Dominant Flex και θα πρέπει να παραμένει σε απόσταση τουλάχιστον 30 εκ. από τον
εξοπλισμό (αντλία αναρρόφησης, καλώδιο δικτύου, ποδοδιακόπτης, τροχήλατο).

Ηλεκτρομαγνητικές εκπομπές
Η αντλία Dominant Flex είναι εγκεκριμένη μόνο για τα παρακάτω
ηλεκτρομαγνητικά περιβάλλοντα: εγκατάσταση επαγγελματία υγείας και 
περιβάλλον κατ’ οίκον φροντίδας υγείας.

Δοκιμές εκπομπών Συμμόρφωση Ηλεκτρομαγνητικό περιβάλλον –  
οδηγίες

Εκπομπές RF
CISPR 11

Ομάδα 1 Η αντλία Dominant Flex χρησιμοποιεί 
ενέργεια RF μόνο για την εσωτερική της 
λειτουργία. Συνεπώς, οι εκπομπές RF της 
είναι πολύ χαμηλές και δεν είναι πιθανό να 
προκαλέσουν παρεμβολές σε παρακείμενο 
ηλεκτρονικό εξοπλισμό.

Εκπομπές RF
CISPR 11

Κατηγορία Β Η αντλία Dominant Flex είναι κατάλληλη 
για χρήση σε όλες τις εγκαταστάσεις, 
συμπεριλαμβανομένων των οικιακών 
εγκαταστάσεων και εκείνων που συνδέονται 
απευθείας με δημόσιο δίκτυο παροχής 
ισχύος χαμηλής τάσης που τροφοδοτεί 
κτίρια που χρησιμοποιούνται ως κατοικίες.

Εκπομπές αρμονικών
IEC 61000-3-2

Κατηγορία Α

Διακυμάνσεις τάσης/
εκπομπές με 
τρεμόσβημα
IEC 61000-3-3

Συμμόρφωση

Ηλεκτρομαγνητική ατρωσία
Η αντλία Dominant Flex είναι εγκεκριμένη μόνο για τα παρακάτω ηλεκτρομαγνητικά 
περιβάλλοντα: εγκατάσταση επαγγελματία υγείας και περιβάλλον κατ’ οίκον 
φροντίδας υγείας.

Δοκιμές ατρωσίας

Ηλεκτροστατική
εκκένωση (ESD)
IEC 61000-4-2

IEC 60601-1-2 
επίπεδο δοκιμής

επαφής ± 8 kV
αέρα ± 15 kV

Επίπεδο
συμμόρφωσης

επαφής ± 8 kV
αέρα ± 15 kV

Ηλεκτρομαγνητικό 
περιβάλλον  
– οδηγίες

Τα δάπεδα πρέπει 
να είναι από ξύλο, 
μπετόν ή κεραμικά 
πλακίδια. Εάν τα 
δάπεδα είναι 
καλυμμένα από 
συνθετικό υλικό,  
η σχετική υγρασία 
πρέπει να είναι 
τουλάχιστον 30 %.

Ηλεκτρική ταχεία 
αιφνίδια μεταβολή 
τάσης/ριπή
IEC 61000-4-4

± 2 kV 
για γραμμές παροχής 
ισχύος
± 1 kV 
για γραμμές  
εισόδου / εξόδου

± 2 kV 
για γραμμές παροχής 
ισχύος
± 1 kV
για γραμμές  
εισόδου / εξόδου

Η ποιότητα ισχύος 
δικτύου θα πρέπει να 
είναι αυτή ενός τυπικού 
επαγγελματικού ή 
νοσοκομειακού 
περιβάλλοντος.

Ηλεκτρική υπέρταση
IEC 61000-4-5

± 1 kV 
διαφορική λειτουργία
± 2 kV 
γραμμή προς γείωση

± 1 kV 
διαφορική λειτουργία
± 2 kV
γραμμή προς γείωση

Η ποιότητα ισχύος 
δικτύου θα πρέπει να 
είναι αυτή ενός τυπικού 
επαγγελματικού ή 
νοσοκομειακού 
περιβάλλοντος.

Βυθίσεις τάσεις, 
βραχείες διακοπές 
και διακυμάνσεις 
τάσης στις γραμμές 
εισόδου 
παροχή ρεύματος
IEC 61000-4-11

0 % UT

για 0,5 κύκλο στις 0°, 
45°, 90°, 135°, 180°, 
225°, 270° και 315°

0 % UT

για 1 κύκλο

70 % UT

για 25 κύκλους σε  
μονή φάση 50 Hz: στις 
0°
και για 30 κύκλους σε 
μονή φάση 60 Hz: στις 
0°

0 % UT

για 250 κύκλους  
στα 50 Hz
και για 300 κύκλους 
στα 60 Hz

0 % UT

για 0,5 κύκλο στις 0°, 
45°, 90°, 135°, 180°, 
225°, 270° και 315°

0 % UT

για 1 κύκλο

70 % UT

για 25 κύκλους σε  
μονή φάση 50 Hz: στις 
0°
και για 30 κύκλους σε 
μονή φάση 60 Hz: στις 
0°

0 % UT

για 250 κύκλους  
στα 50 Hz
και για 300 κύκλους 
στα 60 Hz

Η ποιότητα ισχύος 
δικτύου θα πρέπει να 
είναι αυτή ενός τυπικού 
επαγγελματικού ή 
νοσοκομειακού 
περιβάλλοντος. Εάν ο 
χρήστης της αντλίας 
Dominant Flex απαιτεί 
συνεχή λειτουργία σε 
περίπτωση διακοπών 
ρεύματος δικτύου, 
συνιστάται η αντλία 
Dominant Flex να  
τροφοδοτείται από ένα 
σύστημα αδιάλειπτης  
παροχής ισχύος ή 
μπαταρία.

Μαγνητικό πεδίο
συχνότητας ισχύος 
(50/60 Hz)
IEC 61000-4-8

30 A/m 30 A/m Τα μαγνητικά πεδία 
συχνότητας ισχύος θα 
πρέπει να είναι 
επιπέδων τυπικού 
επαγγελματικού ή 
νοσοκομειακού 
περιβάλλοντος.

Μαγνητικά πεδία 
εγγύτητας
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Η ένταση μαγνητικού 
πεδίου θα πρέπει να 
είναι αυτή ενός τυπικού 
ή επαγγελματικού ή 
νοσοκομειακού 
περιβάλλοντος.

ΣΗΜΕΊΩΣΗ  UT είναι η τάση δικτύου εναλλασσόμενου ρεύματος πριν από την εφαρμογή του
επιπέδου δοκιμής. 
CW: Συνεχές κύμα  
PM: Διαμόρφωση παλμού

Ηλεκτρομαγνητική ατρωσία
Η αντλία Dominant Flex είναι εγκεκριμένη μόνο για τα παρακάτω 
ηλεκτρομαγνητικά περιβάλλοντα: εγκατάσταση επαγγελματία υγείας και 
περιβάλλον κατ’ οίκον φροντίδας υγείας.

Δοκιμές 
ατρωσίας

RF λόγω 
αγωγιμότητας
IEC 61000-4-6

RF λόγω 
ακτινοβολίας
IEC 61000-4-3

IEC 60601-1-2 
επίπεδο 
δοκιμής

3 Vrms
0,15–80 MHz

6 Vrms σε ISM 
και ζώνες 
ερασιτεχνικών 
ραδιοεκπομπών 
μεταξύ 0,15 και 
80 MHz

10 V/m
80 MHz έως  
2,7 GHz

Επίπεδο
συμμόρφωσης

3 Vrms

6 Vrms

10 V/m

Ηλεκτρομαγνητικό περιβάλλον 
– οδηγίες

Ο φορητός και κινητός εξοπλισμός 
ραδιοσυχνοτικής επικοινωνίας (RF) 
δεν θα πρέπει να χρησιμοποιείται σε 
πιο κοντινή απόσταση από 
οποιοδήποτε μέρος της αντλίας Domi-
nant Flex, συμπεριλαμβανομένων των 
καλωδίων, από τη συνιστώμενη 
απόσταση διαχωρισμού που 
υπολογίζεται με την εξίσωση που 
ισχύει για τη συχνότητα του πομπού.

Συνιστώμενη απόσταση 
διαχωρισμού

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz έως 800 MHz

d = 0,7 √ P 
800 MHz έως 2,7 GHz

όπου P είναι η μέγιστη ονομαστική τιμή 
ισχύος εξόδου του πομπού σε watt (W) 
σύμφωνα με τον κατασκευαστή του 
πομπού και d είναι η συνιστώμενη 
απόσταση διαχωρισμού σε μέτρα (m).
Οι τιμές ισχύος πεδίου από σταθερούς 
πομπούς RF, όπως προσδιορίζονται 
από μια ηλεκτρομαγνητική επιτόπια 
μελέτη,α πρέπει να είναι μικρότερες 
από το επίπεδο συμμόρφωσης σε 
κάθε εύρος συχνοτήτων.β

Ενδέχεται να παρουσιαστούν 
παρεμβολές κοντά σε εξοπλισμό που 
επισημαίνεται με το παρακάτω 
σύμβολο:

ΣΗΜΕΊΩΣΗ 1 Στα 80 MHz και στα 800 MHz, ισχύει το υψηλότερο εύρος συχνοτήτων.
ΣΗΜΕΊΩΣΗ 2  Αυτές οι κατευθυντήριες οδηγίες μπορεί να μην ισχύουν σε όλες τις καταστάσεις. 

Η ηλεκτρομαγνητική διάδοση επηρεάζεται από την απορρόφηση και την 
αντανάκλαση από δομές, αντικείμενα και ανθρώπους.

ΣΗΜΕΊΩΣΗ 3  Τα πεδία εγγύτητας από τον ασύρματο εξοπλισμό επικοινωνιών RF ελέγχθηκαν 
σύμφωνα με τον Πίνακα 9 του προτύπου IEC 60601-1-2:2014/AMD1:2020

α   Οι τιμές ισχύος πεδίου από σταθερούς πομπούς RF, όπως π.χ. σταθμοί βάσης για ασύρματα 
τηλέφωνα (κινητά/ ασύρματα) και επίγειοι κινητοί ασύρματοι, ερασιτεχνικοί ραδιοφωνικοί 
σταθμοί, ραδιοφωνικές εκπομπές στα AM και FM και τηλεοπτικές εκπομπές δεν μπορούν 
θεωρητικά να προβλεφθούν με ακρίβεια. Για αξιολόγηση του ηλεκτρομαγνητικού 
περιβάλλοντος λόγω σταθερών πομπών RF πρέπει να εξεταστεί το ενδεχόμενο διενέργειας 
ηλεκτρομαγνητικής επιτόπιας μελέτης. Εάν η μετρηθείσα τιμή ισχύος πεδίου στην τοποθεσία 
όπου χρησιμοποιείται η αντλία Dominant Flex υπερβαίνει το παραπάνω ισχύον επίπεδο 
συμβατότητας RF, η αντλία Dominant Flex θα πρέπει να επιτηρείται, προκειμένου να 
επιβεβαιώνεται η φυσιολογική της λειτουργία. Εάν παρατηρηθεί μη φυσιολογική λειτουργία, 
ενδέχεται να χρειαστούν πρόσθετα μέτρα, όπως αλλαγή προσανατολισμού ή θέσης της 
αντλίας Dominant Flex.

β   Στο εύρος συχνοτήτων 150 kHz έως 80 MHz, οι τιμές ισχύος πεδίου θα πρέπει να είναι 
μικρότερες από 10 V/m.

Πίνακας συχνοτήτων
Πίνακας συχνοτήτων των φορητών και κινητών πομπών για τους οποίους  
η συνιστώμενη απόσταση διαχωρισμού είναι 30 cm (12 ίντσες):

Ζώνη (MHz) 

380–390
430–470
704–787
800–960
1 700–1 990

2 400–2 570
5 100–5 800

Υπηρεσία

TETRA 400
GMRS 460, FRS 460
Ζώνη LTE 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, Ζώνη LTE 5
GSM 1800, CDMA 1900, GSM 1900, DECT, Ζώνη LTE 1, 3, 4, 25, 
UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, Ζώνη LTE 7
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

ΔΊΕΥΘΥΝΣΕΊΣ

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Σάκοι

       077.0083/84
       077.0194 (μόνο για τον παγκόσμιο λογαριασμό)
       101035340 (μόνο για τον παγκόσμιο λογαριασμό)

077.0086/87

Επαναχρησιμοποιήσιμα καπάκια

077.0450 077.0440    077.0420/30 077.1021 077.1013 

Δοχεία PC (μέγ. 4x 2,5 l) Επαναχρησιμοποιήσιμα  
δοχεία PSU (μέγ. 4 x 5 l)

Κούμπωμα 
ασφαλείας

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 L 2,5 L

Σιλικόνη, 7x12 mm* Σιλικόνη, 5x10 mm Σιλικόνη, 6,5x11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  μπορεί να χρησιμοποιηθεί με συκίες VAD 
(για την επαναποστείρωση βλ. οδηγίες
χρήσης συκίων VAD)

ΕΠΊΣΚΟΠΗΣΗ ΠΑΡΕΛΚΟΜΕΝΩΝ

ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Η αντλία Dominant Flex έχει εγκριθεί για χρήση σε συνδυασμό με τα παρελκόμενα

που αναφέρονται σε αυτήν τη σελίδα. Για τη σωστή και ασφαλή λειτουργία, 
χρησιμοποιείτε την αντλία Dominant Flex μόνο με αυτά τα παρελκόμενα. 
Περισσότερες πληροφορίες παρέχονται στο φύλλο οδηγιών κάθε παρελκόμενου.

 ΣΥΜΒΟΥΛΗ ΓΊΑ ΤΗΝ ΑΣΦΑΛΕΊΑ
•  Οι συσκευές διασύνδεσης άλλης εταιρείας (π.χ. σωληνίσκοι, καθετήρες) πρέπει να 

μπορούν να συνδεθούν χωρίς να επηρεάζονται οι επιδόσεις της αντλίας. 
Διασφαλίστε τη σωστή λειτουργία και συντήρηση των τιμών έντασης 
αναρρόφησης πριν από τη χρήση.

017.0015

077.0711

071.0034

071.0003, έκδοση για ράφι

071.0002, φορητή έκδοση  
(δεν φαίνεται σε αυτήν 
την εικόνα)

ΤΕΧΝΊΚΑ ΧΑΡΑΚΤΗΡΊΣΤΊΚΑ

υψηλή αναρρόφηση
–95 kPa/–713 mmHg
Ανοχή: ± 15 %

Μετρούμενη στη στάθμη της θάλασσας (0 m), 
ατμοσφαιρική πίεση: 1.013,25 hPa 
Λάβετε υπόψη ότι η ένταση αναρρόφησης 
εξαρτάται από την τοποθεσία (ατμοσφαιρική πίεση, 
υγρασία και θερμοκρασία).

υψηλή ροή
40, 50 ή 60 l/min.
Ανοχή: + 10 l/min.

Μετρούμενη στη στάθμη της θάλασσας (0 m), 
ατμοσφαιρική πίεση: 1.013,25 hPa 
Λάβετε υπόψη ότι η ροή κυμαίνεται ανάλογα με την 
τοποθεσία (ατμοσφαιρική πίεση, υγρασία και 
θερμοκρασία).

9,3 kg
20,5 lbs
Έκδοση για ράφι

100–240 V, 50 / 60 Hz
120 W

ISO 13485
CE (93/42/ΕΟΚ), IIa

Υ x Π x Β (έκδοση για ράφι)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 ίντσες

AC

Συνθήκες μεταφοράς/αποθήκευσης

Συνθήκες λειτουργίας

x x x –  Σύμφωνα με το πρότυπο ISO 17664-2, αυτές οι οδηγίες έχουν επικυρωθεί από τον
κατασκευαστή του ιατροτεχνολογικού προϊόντος ως κατάλληλες για την προετοιμασία 
ενός ιατροτεχνολογικού προϊόντος για επαναχρησιμοποίηση. Ο αρμόδιος για την
αποστείρωση εξακολουθεί να φέρει την ευθύνη για τη διεξαγωγή της με χρήση 
εξοπλισμού, υλικών και προσωπικού στις κατάλληλες εγκαταστάσεις, έτσι ώστε να 
διασφαλιστεί η επίτευξη του επιθυμητού αποτελέσματος. 
Για αυτό απαιτείται επικύρωση ή/και επαλήθευση και παρακολούθηση της διαδικασίας.

–  Για τις προδιαγραφές ποιότητας νερού που πρέπει να πληρούνται, βλ. AAMI TIR34. 

x x –  Η συσκευή πλύσης-απολύμανσης θα πρέπει να πληροί τις απαιτήσεις του προτύπου
ISO 15883. Έχουν εγκριθεί διαδικασίες καθαρισμού και απολύμανσης με συσκευή πλύσης-
απολύμανσης που συμμορφώνεται με το πρότυπο ISO 15883 σε πιστοποιημένο εργαστήριο.

–  Όλα τα αποσυναρμολογημένα μέρη πρέπει να στερεωθούν με ασφάλεια στους φορείς/
σημεία στερέωσης.

–  Μην υπερφορτώνετε τη συσκευή πλύσης-απολύμανσης. Τοποθετήστε τα
αποσυναρμολογημένα μέρη με τέτοιον τρόπο ώστε κανένα τμήμα τους να μην μένει
άπλυτο και το καθαριστικό υγρό να φτάνει σε όλες τις εσωτερικές και εξωτερικές 
επιφάνειές τους.

x x x –  Απορρίψτε το τεχνολογικό προϊόν (ή το σχετικό εξάρτημα) ή στείλτε το για σέρβις, εάν 
παρουσιάσει ορατά σημεία φθοράς ή ζημιάς.

x x x –  Να φοράτε πάντα μέσα ατομικής προστασίας (ΜΑΠ): αναλώσιμα γάντια και άλλα ΜΑΠ 
σύμφωνα με τις τοπικές κατευθυντήριες οδηγίες και κανονισμούς.

–  Επεξεργασία με φίλτρο και νερό βρύσης στο σημείο χρήσης (≤40 °C, ≤104 °F). Η μη 
τήρηση αυτής της οδηγίας μπορεί να προκαλέσει τη στερεοποίηση των καταλοίπων, 
με αποτέλεσμα την παρεμπόδιση της απολύμανσης.

x x x –  Αν το τεχνολογικό προϊόν χρησιμοποιείται σε ασθενή που πάσχει από νόσο και δεν 
είναι δυνατή η εξάλειψη των παθογόνων μικροοργανισμών του με τη διαδικασία που 
περιγράφεται παρακάτω, το τεχνολογικό προϊόν πρέπει να απορριφθεί.

–  Ανατρέξτε στις οδηγίες χρήσης του κατασκευαστή των παραγόντων καθαρισμού και 
απολύμανσης, συμπεριλαμβανομένων, ενδεικτικά, των χρόνων έκθεσης και των μέτρων 
ασφάλειας.

–  Πραγματοποιήστε επεξεργασία στο σημείο χρήσης αμέσως μετά τη χρήση του 
τεχνολογικού προϊόντος (προτού ξεραθούν οι ρύποι πάνω στο τεχνολογικό προϊόν).

x –  Αποσυνδέστε το καλώδιο τροφοδοσίας από την πηγή ηλεκτρικής ενέργειας.
–  Αποφεύγετε την επαφή υγρών με τα άκρα του βύσματος δικτύου ή τη θύρα εισόδου του

τεχνολογικού προϊόντος.
–  Ποτέ μη βυθίζετε το τεχνολογικό προϊόν ούτε να το ξεπλένετε με νερό ή άλλα υγρά. 

Μην ψεκάζετε με καθαριστικό και απολυμαντικό παράγοντα απευθείας πάνω στο 
τεχνολογικό προϊόν.

x x –  Σκουπίστε τις εξωτερικές επιφάνειες του τεχνολογικού προϊόντος, για να αφαιρέσετε όλους 
τους εμφανείς ρύπους με 
ένα μαλακό πανί που δεν αφήνει χνούδι, το οποίο έχετε βρέξει με νερό βρύσης. Προσέξτε 
να σκουπίσετε (και να απολυμάνετε) τις περιοχές που καθαρίζονται δύσκολα, όπως είναι οι
σχισμές, τα τυφλά άκρα και τα σημεία με πολύπλοκο σχήμα.

x –  Σε περίπτωση μόλυνσης του αυλού της σωλήνωσης με συνδετικά ή της περιοχής 
συναρμογής μεταξύ του συνδετικού και του εύκαμπτου σωλήνα (εάν δεν μπορεί να
αφαιρεθεί το συνδετικό) ή μέσα στα κανάλια της βαλβίδας εναλλαγής, απορρίψτε το
τεχνολογικό προϊόν σύμφωνα με τις ισχύουσες διαδικασίες για τα μολυσμένα υλικά.

x x –  Αποσυναρμολογήστε το τεχνολογικό προϊόν στα επιμέρους εξαρτήματά του πριν
προχωρήσετε (βλ. οδηγίες εγκατάστασης).

–  Αφαιρέστε το συνδετικό τμήμα(τα) από τον εύκαμπτο σωλήνα της σωλήνωσης, εάν έχει
λερωθεί.

–  Αφαιρέστε τους δακτυλίους στεγανοποίησης από το συνδετικό τμήμα, εάν έχουν λερωθεί.
–  Ξεβιδώστε προσεκτικά τη βίδα torx στο στήριγμα και πιέστε το ελατήριο πατώντας το

μπουτόν. Αφού αφαιρέσετε τη βίδα, αφήστε αργά το μπουτόν. Στη συνέχεια, αφαιρέστε το 
μπουτόν και το ελατήριο. Κατόπιν, αφαιρέστε 
την κάτω δαγκάνα κλείνοντας τον σφιγκτήρα και τραβώντας.

x –  Εάν χρειαστεί, και για την απομάκρυνση των εμφανών ρύπων, πλύνετε τα
αποσυναρμολογημένα εξαρτήματα με νερό βρύσης για 10 λεπτά και σκουπίστε τις ορατές
ακαθαρσίες με ένα μαλακό πανί που δεν αφήνει χνούδι το οποίο έχετε βρέξει με νερό βρύσης.

x x –  Εάν έχουν στεγνώσει πάνω στο τεχνολογικό προϊόν κατάλοιπα ρύπων, θα πρέπει να τα
βρέξετε, για να δράσουν αποτελεσματικά τα ένζυμα.

x –  Σκουπίστε όλες τις εξωτερικές επιφάνειες του τεχνολογικού προϊόντος με πανάκια
CaviWipes™ ή Incidin OxyWipe S™.

–  Σκουπίστε τις περιοχές που καθαρίζονται δύσκολα (π.χ., στα σημεία που δεν μπορούν
να αποσυναρμολογηθούν).

–  Χρησιμοποιήστε ένα νέο πανί καθαρισμού και απολύμανσης όταν λερωθεί το
προηγούμενο.

–  Καθαρίστε μέχρι να απομακρυνθούν όλοι οι ορατοί ρύποι.

x –  Πάρτε ένα νέο πανάκι CaviWipes™ ή Incidin OxyWipe S™ και σκουπίστε όλες τις 
εξωτερικές επιφάνειες του εξοπλισμού.

–  Προσέξτε ιδιαίτερα τις περιοχές του προϊόντος που καθαρίζονται δύσκολα.
–  Μετά από 3 λεπτά, πάρτε ένα νέο πανάκι CaviWipes™ ή Incidin OxyWipe S™ και

σκουπίστε όλες τις εξωτερικές επιφάνειες του εξοπλισμού.
–  Βεβαιωθείτε ότι όλες οι επιφάνειες του τεχνολογικού προϊόντος παραμένουν ορατά υγρές 

σε θερμοκρασία δωματίου για τον χρόνο που καθορίζει ο κατασκευαστής των πανιών
στις οδηγίες χρήσης τους. Αν το πανάκι που χρησιμοποιείτε είναι πολύ στεγνό και δεν
υγραίνει την επιφάνεια, χρησιμοποιήστε νέο πανάκι.

–  Για να διευκολύνετε την προσπέλαση σε περιοχές που καθαρίζονται δύσκολα, μπορείτε 
να τυλίξετε ένα νέο πανάκι CaviWipes ή Incidin Oxy Wipe S γύρω από μια σπάτουλα ή
παρόμοιο αντικείμενο. 

–  Αφού φτάσετε σε αυτές τις περιοχές, απομακρύνετε τα κατάλοιπα με ένα μαλακό πανί που
δεν αφήνει χνούδι, το οποίο έχετε βρέξει με κεκαθαρμένο νερό.

x x –  Συνδέστε τους σωλήνες στο ενεργό σύστημα έκπλυσης του φορέα φορτίου, για να 
διασφαλίσετε την έκπλυση στις εσωτερικές και τις εξωτερικές επιφάνειες.

–  Τοποθετήστε καπάκια στο ευθύ ακροφύσιο από την είσοδο (πλευρά ασθενούς).
–  Τοποθετήστε όλα τα άλλα τεχνολογικά προϊόντα στον φορέα φορτίου.
–  Εάν προβλέπεται, τοποθετήστε τον φορέα για μικρά εξαρτήματα πάνω στον φορέα φορτίου. 
–  Μη χρησιμοποιείτε βοηθήματα ξήρανσης (παράγοντες έκπλυσης), καθώς θα μπορούσαν

να παραμείνουν στις επιφάνειες με επιβλαβή αποτελέσματα για το τεχνολογικό προϊόν και 
τη βιοσυμβατότητά του.

Το πρόγραμμα καθαρισμού της συσκευής πλύσης-απολύμανσης θα πρέπει να περιλαμβάνει
τα εξής:
–  1 λεπτό πρόπλυση με νερό βρύσης
–  5 λεπτά πλύση στους 55 °C με διάλυμα 0,5 % απορρυπαντικό neodisher® MediClean forte 

σε νερό βρύσης
–  1 λεπτό ξέπλυμα με κεκαθαρμένο κρύο νερό

x x –  Θερμική απολύμανση με κεκαθαρμένο νερό (χωρίς πρόσθετο παράγοντα) στους 90 °C για 
1 λεπτό (A0=600) ή με προσαρμογή των τιμών A0 σύμφωνα με τις τοπικές κατευθυντήριες 
οδηγίες και κανονισμούς.

x x –  Στεγνώστε τα αποσυναρμολογημένα εξαρτήματα στη συσκευή πλύσης-απολύμανσης
στους 110 °C για τουλάχιστον 45 λεπτά. 

x x x –  Εάν το στέγνωμα στη συσκευή πλύσης-απολύμανσης δεν είναι εφικτό ή σε περίπτωση που
έχει παραμείνει υγρασία, σκουπίστε τις εξωτερικές επιφάνειες με ένα στεγνό, μαλακό πανί
που δεν αφήνει χνούδι ή στεγνώστε τις προσεκτικά με πεπιεσμένο αέρα ιατρικής χρήσης.

–  Προσέξτε ιδιαίτερα το στέγνωμα των δύσκολα προσβάσιμων περιοχών.

x x x –  Ελέγξτε οπτικά το τεχνολογικό προϊόν ή τα αποσυναρμολογημένα εξαρτήματα για τυχόν
υπολειπόμενους ρύπους ή απολυμαντικό διάλυμα. Εάν είναι απαραίτητο, επαναλάβετε τον 
καθαρισμό και την απολύμανση.

–  Ελέγξτε οπτικά το τεχνολογικό προϊόν ή τα αποσυναρμολογημένα εξαρτήματα για ζημιά. 
Σε περίπτωση ζημιάς σε ένα ή περισσότερα εξαρτήματα, αντικαταστήστε τα με νέα.

x x –  Ανατρέξτε στην ενότητα εγκατάστασης αυτών των οδηγιών χρήσης για καθοδήγηση 
σχετικά με την επανασυναρμολόγηση.

x  –  Προβείτε σε πλήρες σέρβις ή έλεγχο ρουτίνας, όπως υποδεικνύεται σε αυτές τις οδηγίες χρήσης.

x x x –  Πάντα να φυλάσσετε το τεχνολογικό προϊόν σε στεγνό, καθαρό και χωρίς σκόνη 
περιβάλλον.

x –  Επαναποστειρώστε το τεχνολογικό προϊόν προτού το στείλετε για σέρβις. Εάν αυτό δεν 
είναι εφικτό ή μπορεί να γίνει μόνο εν μέρει, η συσκευασία θα πρέπει να φέρει την ένδειξη
πιθανού βιολογικού κινδύνου. Ισχύουν οι τοπικές διαδικασίες και κατευθυντήριες οδηγίες. 

x x x –  Λάβετε τα κατάλληλα μέτρα, για να διασφαλίσετε την ακεραιότητα του τεχνολογικού 
προϊόντος ή των εξαρτημάτων και για να αποφύγετε την επαναμόλυνση μέχρι 
να είναι εφικτή η χρήση σύμφωνα με τις τοπικές κατευθυντήρες οδηγίες και τους 
κανονισμούς.

Δοχεία PSU, επαναχρησιμοποιήσιμα καπάκια, σφιγκτήρες, προστασία από υπερχείλιση, στεγανοποιητικοί 
δακτύλιοι (σε περίπτωση ρύπανσης αυτών), επιτοίχια στηρίγματα και δοχεία PC (σε περίπτωση ρύπανσης), 
συνδετικά (αποσυναρμολογημένα από τη σωλήνωση), στηρίγματα, κούμπωμα ασφαλείας

Σωλήνωση σιλικόνης (μόνο έως 200 cm), βαλβίδα εναλλαγής (σε περίπτωση ρύπανσης)

Περίβλημα αντλίας, καλώδια, ποδοδιακόπτης, πεντάλ ρύθμισης αναρρόφησης, επιτοίχια 
στηρίγματα, τροχήλατο, δοχεία PC

Συνδετικά

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Σωλήνωση ασθενούς (από το σύστημα συλλογής έως το εξάρτημα που 
εφαρμόζεται στον ασθενή)
Αναλώσιμη αποστειρωμένη σωλήνωση

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (μόνο για τον παγκόσμιο λογαριασμό)

Αναλώσιμη σωλήνωση, μη αποστειρωμένη

077.0952: 180 cm
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ά ΠΡΟΕΊΔΟΠΟΊΗΣΗ
•  Δεν πρέπει να χρησιμοποιείται φορητός εξοπλισμός επικοινωνιών RF 

(συμπεριλαμβανομένων περιφερειακών όπως καλώδια κεραίας και εξωτερικές
κεραίες) σε απόσταση μικρότερη από 30 cm από οποιοδήποτε σημείο της αντλίας
Dominant Flex, συμπεριλαμβανομένων των καλωδίων (καλώδιο τροφοδοσίας, 
ποδοδιακόπτης, τροχήλατο) που καθορίζονται από τον κατασκευαστή. 
Διαφορετικά, μπορεί να υποβαθμιστούν οι επιδόσεις αυτού του εξοπλισμού.

Επαναχρησιμοποιήσιμα σετ

077.0701: 1 l (με στήριγμα σφιγκτήρα)
0770715: 1 l (χωρίς στήριγμα σφιγκτήρα)
077.0702: 2 l (με στήριγμα σφιγκτήρα) 
077.0716: 2 l (χωρίς στήριγμα σφιγκτήρα) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Σωλήνωση αναρρόφησης (από την αντλία αναρρόφησης έως το σύστημα 
συλλογής)
Σιλικόνη, 7x12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Φίλτρα** Ποδοδιακόπτες

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  για χρήση σε μόνο έναν 
ασθενή, βλ. αντίστοιχες 
οδηγίες χρήσης

077.0723 077.0731

Στηρίγματα

077.0521 077.0751/52 077.0651

Συκίες αναρροφητικής εμβρυουλκίας
Επαναχρησιμοποιήσιμες (για την επαναποστείρωση βλ. οδηγίες χρήσης συκίων VAD)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Μίας χρήσης/αποστειρωμένο

077.0792 077.0791

Παρελκόμενα για συστήματα υψηλού όγκου

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Κύπελλα δειγμάτων

077.0562/64 077.0194 077.0094
(μόνο για τον 
παγκόσμιο 
λογαριασμό)

Επιτοίχια στηρίγματα

077.0523 077.0192
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Dominant Flex
sebészeti leszívópumpa

HU

 HASZNÁLATI UTASÍTÁS

FIGYELMEZTETÉSEK ÉS BIZTONSÁGI UTASÍTÁSOK 

 FIGYELMEZTETÉSEK 
Olyan potenciálisan veszélyes helyzetet jelez, amely, ha nem előzzük meg, 
halálhoz vagy súlyos sérüléshez vezethet.

 ÓVINTÉZKEDÉSEK  
Potenciálisan veszélyes helyzetet jelez, amely - ha nem előzik meg - kisebb 
vagy közepes sérülést okozhat.

 BIZTONSÁGGAL KAPCSOLATOS TIPP 
Az eszköz biztonságos használatával kapcsolatos hasznos információkat jelzi.

A Dominant Flex alkalmazását kizárólag a jelen használati utasításban leírtak szerint 
hagyták jóvá. A Medela csak akkor tudja garantálni a rendszer biztonságos 
működését, ha a Dominant Flex eszközt az eredeti Medela-tartozékokkal együtt 
használják (gyűjtőrendszer, leszívócsövek, szűrők stb. – lásd a „Tartozékok 
áttekintése” c. fejezetet).

FONTOS MEGJEGYZÉS
•  Olvassa el és tartsa be ezeket a figyelmeztetéseket és biztonsági utasításokat, 

mielőtt az eszközt üzemeltetni kezdené. Üzemeltetés előtt ismerkedjen meg 
a kapcsolódó tájékoztató jelzésekkel és hibaelhárítási utasításokkal is 
(lásd a„Telepítés”, illetve a „Hibaelhárítás” c. fejezetet). Ezt a használati 
utasítástreferenciaként a készülék mellett kell tartani.

•  Felhívjuk figyelmét, hogy ez a használati utasítás csupán az eszköz 
használatára vonatkozó általános útmutató. Orvosi kérdésekkel orvosnak 
kell foglalkoznia. A megfelelő műtéti eljárások és technikák betartása az 
orvos felelőssége. Minden orvosnak saját ismeretei és tapasztalata alapján 
kell értékelnie a kezelés megfelelőségét. A Medela csak akkor vállal 
felelősséget a Dominant Flex alapvető biztonságára, megbízhatóságára és 
teljesítményére gyakorolt hatásért, ha az eszközt a használati utasításnak 
megfelelően használják.

•  A megfelelő műtéti eljárások és technikák betartása az orvos felelőssége. 
Minden orvosnak saját ismeretei és tapasztalata alapján kell értékelnie 
a kezelés megfelelőségét.

•  Az eszközzel kapcsolatos minden súlyos váratlan eseményt jelenteni kell 
a Medela AG és az illetékes hatóság felé.

FIGYELMEZTETÉSEK

 Figyelmeztetés: Csökkenteni kell annak lehetőségét, hogy esetleg 
keresztszennyeződésre vagy a biológiai veszélyeknek való kitettségre kerüljön sor

•  Minden egyes használat után a leszívott váladékokkal érintkező alkatrészeken 
tisztítást, fertőtlenítést, sterilizálást kell alkalmazni, vagy azokat az 
újrafeldolgozási utasításoknak megfelelően kell ártalmatlanítani.

•  Az eszközhöz mellékelt leszívócső soha nem érintkezhet közvetlenül a szívási 
területtel. Mindig steril leszívókatétert kell használni (fertőzésveszély).

Figyelmeztetés: Csökkenteni kell a helytelen használatból eredő esetleges 
sérülések kockázatát

•  Az eszközt csak orvosilag képzett személyek használhatják, akik megfelelő képzést 
kaptak a leszívási eljárásokra és az aspirátorok használatára.

•  A Dominant Flex használata előtt olvassa el a használati utasításokat, és vegye 
figyelembe a kockázati tényezőket és ellenjavallatokat. Ha használat előtt nem 
olvassa el és nem tartja be a jelen kézikönyvben szereplő összes utasítást, 
az abetegsúlyos vagy halálos sérüléséhez vezethet.

•  Az eszköz nem alkalmas a kis vákuum mellett történő beállításra; ilyen például 
a mellkasi drenázshoz szükséges beállítás, speciális tartozékok nélkül. 

•  Az eszköz kültéri használatra és szállítás közbeni alkalmazásra nem engedélyezett.

 Figyelmeztetés: Csökkenteni kell a beállítás és működés közbeni esetleges 
sérülés kockázatát

•  A berendezés semmilyen módosítása sem engedélyezett.
•  Ne csatlakoztassa ezt az eszközt passzív dréncsőhöz.
•  A Dominant Flex eszközt a „Tartozékok áttekintése” c. fejezetben felsorolt 

tartozékokkal együtt ellenőrizték. A helyes és biztonságos működés érdekében 
a Dominant Flex eszközt csak ezekkel a tartozékokkal együtt használja. További 
információk az egyes tartozékok használati utasításában találhatók.

 Figyelmeztetés: Csökkenteni kell a más eszközökkel való interferencia 
miatti esetleges sérülés kockázatát

•  A Dominant Flex-et nem szabad más berendezések mellett vagy egymásra 
rakva használni. Ha a más berendezések melletti, illetve azokkal egymásra 
helyezve történő alkalmazás elkerülhetetlen, akkor meg kell figyelni és 
ellenőrizni kell, hogy a Dominant Flex normálisan működik-e abban a 
konfigurációban, amelyben használni fogják.

•  A készülék gyártója által biztosítottaktól eltérő tartozékok vagy kábelek 
használata megnövekedett elektromágneses kibocsátást vagy a készülék 
elektromágneses zavartűrésének csökkenését eredményezheti, és ezáltal nem 
megfelelő működést eredményezhet.

•  A hordozható rádiófrekvenciás kommunikációs berendezések (beleértve 
a perifériákat, például az antennakábeleket és a külső antennákat) nem használ-
hatók 30 cm-nél közelebb a Dominant Flex pumpa bármely részéhez, a gyártó által 
meghatározott kábeleket (tápkábel, lábkapcsoló, kocsi) is beleértve. Ellenkező eset-
ben a berendezés teljesítményének romlása következhet be.

 Figyelmeztetés: Csökkenteni kell az esetleges áramütés és a hőhatásnak, 
tűznek, robbanásnak való kitettség kockázatát 

•  Az áramütés kockázatának megelőzése érdekében ezt a berendezést csak 
védőföldeléssel ellátott, rögzített hálózati aljzathoz szabad csatlakoztatni.

•  Az eszköz nem használható robbanásveszélyes, könnyen gyúlékony  
vagy maró folyadékok leszívására.

•  Az eszköz újrafeldolgozása előtt húzza ki a dugót a rögzített hálózati aljzatból.
•  A biztosíték cseréje előtt húzza ki a hálózati csatlakozót az áramforrásból.
•  A Dominant Flex egy hálózatról táplált szívópumpa. Mielőtt csatlakoztatja 

aszívópumpát az áramforráshoz, ellenőrizze, hogy a helyi tápegység 
megfelel-e az adattáblán feltüntetett névleges feszültségnek.

ÓVINTÉZKEDÉSEK

 Óvintézkedés: Csökkenteni kell annak lehetőségét, hogy esetleg 
keresztszennyeződésre vagy a biológiai veszélyeknek való kitettségre kerüljön sor

•  Felbontás előtt szemrevételezéssel ellenőrizze, hogy az eszköz steril csomagolása 
nem sérült-e.

•  Sérült csomagolórendszerrel rendelkező eszközöket nem szabad használni.
•  Az újrafelhasználható eszközöket nem steril állapotban szállítják, és azokat az 

első használat előtt, majd minden használat után az „Általános újrafeldolgozási 
útmutató” c. fejezetnek megfelelően újra fel kell dolgozni.

•  Az eszközök újrafeldolgozásakor mindig viseljen egyéni védőfelszerelést (PPE): 
eldobható kesztyűt és egyéb egyéni védőfelszerelést a helyi útmutatónak, 
valamint szabályozásnak megfelelően.

•  A felhasználás helyén történő kezelés csapvízzel (≤40 °C, ≤104 °F). Ha ezt nem 
tartják be, az azt eredményezheti, hogy a szennyeződés rátapad az eszközre, 
amely így gátolhatja a fertőtlenítést.

Óvintézkedés: Csökkenteni kell a helytelen használatból eredő esetleges 
sérülések kockázatát

•  A helytelen használat fájdalmat és sérülést okozhat a betegnek.
•  A beteget az orvosok utasításai és a létesítmény útmutatója szerint rendszeresen 

figyelni kell. A lehetséges fertőzésre vagy szövődményre utaló objektív 
jelzésekkel vagy jelekkel azonnal foglalkozni kell (pl. láz, fájdalom, bőrpír, 
fokozott melegség, duzzanat vagy gennyes váladék). Ennek elmulasztása 
jelentős veszélyt jelenthet a betegre nézve. Folyamatosan figyelni kell a 
Dominant Flex működési állapotát.

•  Ha a Dominant Flex alkalmazása sebdrenázs használatára irányul, a negatív 
nyomást a szakember utasításai szerint kell beállítani, és az nem okozhat 
semmilyen sebkárosodást.

Óvintézkedés: Csökkenteni kell a beállítás és működés közbeni esetleges 
sérülés kockázatát

•  A rack változatnál az eszköz túlmelegedésének elkerülése érdekében 
a készülékháztól legalább 5 cm-es távolságot kell tartani.

 Óvintézkedés: Csökkenteni kell a más eszközökkel való interferencia miatti 
esetleges sérülés kockázatát

•  A vezeték nélküli kommunikációs eszközök, mint például a vezeték nélküli otthoni 
hálózati eszközök, mobiltelefonok, vezeték nélküli telefonok és bázisállomásaik, 
illetve az adóvevők mind hatással lehetnek a Dominant Flex eszközre, ezért 30 
cm-nél közelebb ne vigye ezeket az eszközöket a berendezéshez (leszívópumpa, 
tápkábel, lábkapcsoló, kocsi).

 Óvintézkedés: Csökkenteni kell az esetleges áramütés és a hőhatásnak, 
tűznek, robbanásnak való kitettség kockázatát

•  A készülék túlmelegedésének elkerülése érdekében a szívószivattyú alján 
lévő kipufogónyílásnak akadálymentesnek kell lennie, amikor a szívószivattyú 
működik.

 BIZTONSÁGGAL KAPCSOLATOS TIPP 
•  A biztonsági vizsgálatokhoz a leszívópumpa teljes élettartama alatt szervizelést 

és javítást igényel a szerviz kézikönyvnek megfelelően.
•  A Dominant Flex védelme a szívdefibrillátor kisülésének hatásaitól a megfelelő 

kábelek használatától függ.
•  Az áramforrásról való leválasztás csak a hálózati csatlakozó és a rögzített 

hálózati aljzat szétkapcsolásával biztosítható.
•  A harmadik féltől származó interfész-eszközök (pl. kanülök, katéterek) a pumpa 

teljesítményének befolyásolása nélkül kell, hogy csatlakoztathatók legyenek. 
•   Használat előtt biztosítsa a leszívópumpa megfelelő működését; lásd 

a használatra való felkészülésről szóló pontot.
•   Kerülje folyadékok érintkezését a hálózati csatlakozó végződéseivel vagy 

a készülék bemeneti csatlakozójával.

BIZTONSÁGI UTASÍTÁSOK 

•   A Dominant Flex eszközzel együtt használandó eszközök használati utasításában 
olvassa el az ellenjavallatokat a használatra vonatkozó konkrét javallatoknál. 

•  Minden műveletnél viseljen kesztyűt.
•  A Dominant Flex olyan orvostechnikai eszköz, amely az EMC tekintetében 

különleges biztonsági intézkedéseket igényel. Az eszköz telepítése és üzembe 
helyezése az EMC-re vonatkozó információkkal összhangban történjen, amelyek 
a „Műszaki dokumen táció” c. fejezetben találhatók.

•  A Dominant Flex a mágneses rezonancia (MR) szempontjai szerint nem 
biztonságos. Ne tegye ki a pumpát MR-környezetnek.

•  Túlcsordulás esetén haladéktalanul értesítse a belső műszaki szolgálatot 
és hajtsa végre a szervizkönyvben szereplő feladatokat.

•  Az alábbi esetek egyikében sem szabad az eszközt használni, azt a Medela 
ügyfélszolgálatának kell megjavítania:

 –  ha a tápkábel vagy a dugó sérült
 –  ha az eszköz nem működik tökéletesen
 –  ha az eszköz sérült
 –  ha az eszköz egyértelmű biztonsági hiányosságokat mutat.
•  Tartsa távol a tápkábelt a forró felületektől.
•  A hálózati csatlakozónak nem szabad nedvességgel érintkeznie.
•  Soha ne húzza ki a hálózati csatlakozót a tápkábel meghúzásával a rögzített 

hálózati aljzatból!
•  Soha ne hagyja felügyelet nélkül az eszközt, ha az be van kapcsolva.
•  A pumpának használat közben függőlegesen kell állnia.
•  Soha ne használja az eszközt magas szobahőmérsékleten, ha nagyon fáradt, 

vagy olyan környezetben, ahol fennáll a robbanásveszély.
•  Soha ne tegye az eszközt vízbe vagy más folyadékba.
•  Egyszer használatos, steril termékek használata esetén vegye figyelembe, hogy 

azokat nem újrafeldolgozásra szánták. Az újrafeldolgozás a mechanikai, kémiai 
és/vagy biológiai jellemzők elvesztését eredményezheti. Az újrafelhasználás 
keresztszennyeződést okozhat.

•  A termék működésével kapcsolatos segítségért forduljon a Medela helyi 
ügyfélszolgálatáak képviselőjéhez.

•  A Medela leszívó-berendezését kizárólag a testnedvek eltávolítására használja. 
Ne használja a Medela leszívó-berendezését testnedvek beadására.

Ezt a használati utasítást meg kell őrizni, hogy hivatkozni lehessen rá.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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BEÁLLÍTÁS VÁKUUMMAL TÁMOGATOTT 
SZÜLÉSHEZ 

Megjegyzés
•  A Dominant Flex eszközt úgy kell beállítani, hogy az áramellátásról 

történő leválasztás könnyen végrehajtható legyen.

b) Csatlakoztassa a 
Medela VAD-csészéjéből 
jövő leszívócsövet az 
újrafelhasználható 
gyűjtőrendszer 
leszívóedényének 
betegcsatlakozójához.

4.1.  Kapcsolja be a pumpát, fordítsa el maximális 
vákuumra, szorítsa össze a Medela VAD-csészéjétől 
jövő leszívócsövet, és teljesen nyomja le a 
vákuumszabályozót (előre és lefelé a lábfejével).

4.2.  Hasonlítsa össze a maximális vákuumot a 
specifikációnak megfelelően; lásd a fenti táblázatot.

5.1.  Ha minden rendben van, állítsa vissza a lábbal irányított 
vákuumszabályozót a „nulla vákuum vagy környezeti 
nyomás” nyugalmi állapotba (hátra és lefelé a 
lábának sarkával).

5.2. A pumpa most már használatra kész.

1. Állítsa össze a pumpát és 
a tartozékokat a „Használat 
előtti előkészítés” c. fejezet 
szerint.

2.1.  Csatlakoztassa a 
lábkapcsolós 
vákuumszabályozót: 
az ezüstszínű adapternek 
teljesen benne kell ülnie 
a leszívópumpa biztonsági 
egységében.

2.2  Csatlakoztassa 
aleszívócsövet a 
fémadapter tetejéhez.

3.1.  a) Csatlakoztassa a 
Medela VAD-csészéjéből 
jövő leszívócsövet az 
eldobható gyűjtőrendszer 
betétjének fedelén lévő 
betegcsatlakozóhoz VAGY

HIBAELHÁRÍTÁS 

Elégtelen vákuum
Ellenőrizze, hogy:
•  a vákuumszabályozó helyesen van-e beállítva.
•  a leszívócső nem hibás vagy törött-e. Ha szükséges, cserélje ki.
•  minden dugaszolható csatlakozás szoros-e.
•  a túlfolyásvédelem ki van-e kapcsolva/nyitva van-e. Ha a túlfolyásvédelem be 

van kapcsolva, kapcsolja ki a „Telepítés” és „A biztonsági egység beállítása” c. 
fejezetben található ábrán látható módon.

•  a leszívóedényen és a fedélen nincsenek-e repedések, törékeny területek, 
elszíneződések. Ha szükséges, cserélje ki.

•  az eldobható rendszeren nincsenek-e repedések, törékeny területek, 
elszíneződések. Ha szükséges, cserélje ki.

•  a szűrő nincs-e eltömődve. A szűrő eltömődésének vizsgálatához olvassa el 
aszűrőkhöz mellékelt használati utasítást.

Ha a probléma nem oldható meg, forduljon a belső műszaki osztályhoz.

Egyik LED sem világít
A Dominant Flex nincs csatlakoztatva az áramellátáshoz, vagy a biztosítékot 
ki kell cserélni.

A sárga LED jelzőfény világít
Kisebb jelentőségű esetben: a sárga LED jelzőfény világít, de a pumpa  
be- és kikapcsolható:
•  a lehető legközelebbi alkalommal forduljon a belső műszaki osztályhoz vagy 

a hivatalos szervizközponthoz.

Nagyobb jelentőségű esetben: a sárga LED jelzőfény világít, a pumpa pedig 
nem kapcsolható be, illetve ki:
•  javítás/karbantartás végett forduljon a belső műszaki osztályhoz vagy 

ahivatalos szervizközponthoz.

A motor nem működik
Ellenőrizze, hogy:
•  a Dominant Flex be van-e kapcsolva. A készenléti LED-nek világítania kell.
•  a hálózati csatlakozó megfelelően van-e bedugva a rögzített hálózati aljzatba 

és a készülék bemeneti csatlakozójába.
•  a Dominant Flex hátoldalán lévő biztosíték nem hibás-e. A meghibásodott biztosíték 

cseréjéhez kövesse „A meghibásodott biztosíték cseréje” c. fejezetben említetteket.

Ha a probléma nem oldható meg, forduljon a belső műszaki osztályhoz.

A MEGHIBÁSODOTT BIZTOSÍTÉK CSERÉJE 

FIGYELMEZTETÉS
•  A biztosíték cseréje előtt húzza ki a hálózati csatlakozót az áramforrásból. 

Kövesse a szerviz kézikönyv [          200.6365] utasításait a Dominant Flex pumpa 
biztosítékainak (T 1,6AH, 250 VAC, 5x20 mm) cseréjéhez.

A leszívópumpa változatai és főbb elemei

Rack változat

Fogantyú két 
tartóval az 
edényekhez

Hordozható változat

Hordozható változat

Vákuummanométer

Vákuumszabályozó
Be-/kikapcsológomb

Biztonsági egység

Áramlásváltó gombok

Szabványos sínMozgatható kocsi  
(opcionális tartozék)

Lábbal működtetett 
be-/kikapcsoló (kocsi)

Minden görgőhöz fék 
is tartozik

Üzemeltető  
elemek és 
jelzőfények

Az eszköz hátlapja Kábeltartó 
(opcionális 
kocsinál)

Csatlakozási 
helya lábbal 
működtethető 
opcionális be-/
kikapcsoló 
számára

Biztosítékok

A készülék bemeneti 
csatlakozója

Ekvipotenciális vezeték

60 l/perces áramlási sebesség
50 l/perces áramlási sebesség
40 l/perces áramlási sebesség

Be-/kikapcsológomb

zöld jelzőfény: A pumpa áram alatt van
sárga jelzőfény: A pumpánál hiba merült fel. Lásd a „Hibaelhárítás” c. fejezetet
fehér fény: A pumpa működik

bekapcsolva:

kikapcsolva: 
(használatra 

kész)

Mechanikus  
túlfolyás 
védelem

Leszívócső  
csatlakozási helye
Fedél bilincsekkel

Biztonsági egység

0,25 l-es edény

LEÍRÁS 

Bevezetés
A Dominant Flex egy kiváló minőségű leszívópumpa, amely maximális 
leszívóteljesítményt biztosít számos leszívási igény esetén. A Dominant Flex három 
választható áramlási sebességet kínál, ami rugalmasságot biztosít a sebész 
preferenciájától függően. Ideális módon ötvözi a könnyű kezelhetőséget és 
újrafeldolgozást a biztonsági funkciókkal az optimális működés érdekében. 
AMedela átfogó tartozékválasztékából választhat, hogy a pumpát számos 
orvosi alkalmazáshoz konfigurálhassa. 

Rendeltetésszerű használat/cél
A Dominant Flex leszívópumpa rendeltetése a 0 és –95 kPa közötti állandó 
vákuum létrehozása.

Használati javallatok
A Dominant Flex leszívópumpa minden, vákuumot igénylő alkalmazáshoz javallt, 
mintpéldául általános sebészet, zsírleszívás, endoszkópia, epikardiális abláció, 
orrgaratleszívás, idegsebészet, OPCAB, vákuummal támogatott császármetszés/
szülés, valamint sebdrenázs kórházi, klinikai és orvosi rendelői környezetben.

Ellenjavallatok
A Dominant Flex leszívópumpa esetében nincsenek ismert ellenjavallatok.

Kik használhatják az eszközt
A Dominant Flex eszközt csak a leszívási eljárásokban jártas egészségügyi 
szakemberek és az újrafeldolgozásra szakosodott személyzet kezelheti. 
Ezek a személyek nem lehetnek hallássérültek vagy süketek, és megfelelő 
látóképességgel kell rendelkezniük.

Tervezett betegpopuláció
A Dominant Flex eszközt kizárólag a használati javallatokban leírt betegségekben 
szenvedő betegek esetében történő alkalmazásra szánták.

Nemkívánatos mellékhatások
A Dominant Flex leszívópumpával kapcsolatban nincsenek ismert nemkívánatos 
mellékhatások.

ÁTTEKINTÉS 
A vákuum meghatározása
Orvosi leszívóeszközök alkalmazásakor a vákuumot általában az abszolút nyomás 
és a légköri nyomás közötti (abszolút számokban megadott) különbségként vagy 
kilopascalban (kPa) megadott negatív értékként szokták megadni. Ebben a 
dokumentumban a –10 kPa például mindig a légköri környezeti nyomás alatti, 
kPa-ban megadott nyomástartományra utal (az EN ISO 10079:1999-es szabványban 
szereplő kifejezések és meghatározások szerint).

TELEPÍTÉS 

1. Ellenőrizze az eredeti szállítmányt
Ellenőrizze a Dominant Flex leszállított csomagjának hiánytalan és általános 
állapotát.

A Dominant Flex 
hordozható változata

 071.0002

A Dominant Flex 
reack változata

 071.0003

1. Csatlakoztassa a Dominant Flex eszközt az áramforráshoz

1.    Használat előtt ellenőrizze a pumpát a „Használat 
előttielőkészítés” c. fejezetben leírtak szerint.

2.1.  Csatlakoztassa a tápkábelt a leszívópumpa hátulján 
a készülék bemeneti csatlakozójához. Használja 
a rögzítőkonzolt a kábel bemeneti csatlakozóban 
történő rögzítéséhez.

2.2.  Csatlakoztassa a tápkábel hálózati csatlakozóját egy 
rögzített hálózati aljzathoz.

3.1.  Belső önellenőrzésre kerül sor. Amikor a zöld LED 
világít, az eszköz használatra kész.

ÜZEMELTETÉSI UTASÍTÁSOK 

FIGYELMEZTETÉS
•  A Dominant Flex egy hálózatról táplált leszívópumpa. Mielőtt csatlakoztatja 

a szívópumpát az áramellátáshoz, ellenőrizze, hogy a helyi áramellátás megfelel-e 
az adatlapon feltüntetett feszültségnek.

Megjegyzés
•  A Dominant Flex eszközt úgy kell beállítani, hogy a hálózati táplálásról történő 

leválasztás könnyen végrehajtható legyen.
• Minden műveletnél viseljen kesztyűt.

2. Ellenőrizze a maximális vákuumot

1.1.  Kapcsolja be a Dominant Flex eszközt. 
A pumpa 50l/perc áramlási sebességet jelez.

2.1.  A maximális vákuum beállításához fordítsa el jobbra a 
vákuumszabályozót.

Tengerszint feletti magasság:
Vákuumspecifikációk:

Max. vákuum:

1.1.  Az áramlási sebesség megváltoztatása a kezelő 
preferenciája szerint. A pumpa (a lábkapcsolóval vagy 
a pumpán lévő gombbal történő) bekapcsolása után a 
pumpa 50 l/perces üzemmódban indul.

1.2.  Érintse meg a következőre váltáshoz:  
60 l/perc 
50 l/perc 
40 l/perc

ÓVINTÉZKEDÉS
•  Ha a Dominant Flex alkalmazása sebdrenázs használatára irányul, a negatív 

nyomást a szakember utasításai szerint kell beállítani, és az nem okozhat 
semmilyen sebkárosodást.

3. Az áramlási sebesség megváltoztatása

4. A vákuumszint megváltoztatása

2.1.  Szorítsa össze a páciens csövet.
2.2.  Fordítsa el a vákuumszabályozót az adott alkalmazásnak 

megfelelő vákuum kiválasztásához. A vákuum növeléséhez 
fordítsa a szabályozót az óramutató járásával megegyező 
irányba.

2.3.  Ellenőrizze a vákuummérőn az értéket.

vagy

vagy

5. Használat utáni üzemen kívül helyezés

1.1. Érintse meg a be-/kikapcsológombot a leszívópumpa 
kikapcsolásához.

2.1.  Húzza ki a hálózati csatlakozót az áramforrásból.
3. Tisztítsa meg és fertőtlenítse a Dominant Flex eszközt. 

Lásd az „Általános újrafeldolgozási útmutató” 
c. fejezetet.

 + 3000 m – 64 kPa
  – 480 Hgmm
 + 2000 m – 74 kPa
  – 555 Hgmm
 + 1000 m – 84 kPa  
  – 630 Hgmm
 + 500 m – 89 kPa 
  – 668 Hgmm
 0 m – 95 kPa 
  – 713 Hgmm (Tűréshatár: +/– 15%)

3.1. Zárja le a beteg melletti leszívócső végét  
ahüvelykujjával.

3.2.  Hasonlítsa össze a maximális vákuumot aspecifikáció-
nak megfelelően (lásd lentebb). Ha vákuum nem 
hozható létre, lásd a „Hibaelhárítás” és az „Elégtelen 
vákuum” c. fejezetet.

FIGYELMEZTETÉS
•  Minden egyes használat után a leszívott váladékokkal érintkező alkatrészeken 

tisztítást, fertőtlenítést, sterilizálást kell alkalmazni, vagy azokat az újrafeldolgo-
zási utasításoknak megfelelően kell ártalmatlanítani.

4. A Medela eldobható gyűjtőrendszer.
Kérjük, olvassa el a Medela eldobható gyűjtőrendszer, a Medela újrafelhasznál-
ható gyűjtőrendszer és a Medela Eldobható szűrő használati útmutatóját - amely 
a kapcsolódó cikkekhez tartozik -, hogy megtalálja az összeszerelési útmutatót, 
valamint a tartozékok és a gyűjtőrendszer használatával kapcsolatos összes 
információt.

3. Az opcionális lábkapcsoló összeszerelése

1.1.  Az opcionális lábkapcsolót  
a dugó bedugásával csatlakoztassa a pumpához.

1.2. Ellenőrizze a lábkapcsoló megfelelő működését.

Tápkábel, 
imbuszkulcs

  Lásd a szerviz 
kézikönyvet

Újrafelhasználható 
0,25 l-es edény

 077.0125

Szilikon leszívócső  
ø 7x12 mm,  
2 összekötőidommal

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.

 + 3000 m 

– 64 kPa

 
 

– 480 mmHg

 + 2000 m 

– 74 kPa

 
 

– 555 mmHg

 + 1000 m 

– 84 kPa  

 
 

– 630 mmHg

 
+ 500 m 

– 89 kPa 

 
 

– 668 mmHg

 
0 m 

– 95 kPa 

 
 

– 713 mmHg
(Tolerance: +/– 15 %)
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Használati utasítás

A biztonsági edény 
fedele, túlfolyás-
gátló eszköz

 077.0450

4. Az opcionális bilincstartó összeszerelése (az opcionális kocsi használata esetén)

1.1. Nyomja meg és tartsa lenyomva a kék kioldógombot.
1.2.  A kék gomb felengedésével rögzítse a bilincstartót 

a szabványos sínen.

5. A biztonsági egység beállítása

1.1.  Csatlakoztassa a mechanikus túlfolyásvédelmet a fedélhez. 
Óvatosan húzza lefelé, hogy meggyőződjön arról, nyitva 
van-e/ki van-e kapcsolva.

1.2. Rögzítse a fedelet az edényen.
1.3. Zárja a két fedélbilincset.

2.1. Csatlakoztassa a biztonsági egységet a pumpához.

3.1.  Az újrafeldolgozáshoz távolítsa el a biztonsági 
egységet apumpáról, majd az 1.3., 1.2. és 1.1. 
számozású, fordított sorrendben végrehajtott lépések 
segítségével szerelje szét.

1.1.

1.2.

HASZNÁLAT ELŐTTI ELŐKÉSZÍTÉS 

FIGYELMEZTETÉSEK
•  Az eszközt csak orvosilag képzett személyek használhatják, akik megfelelő 

képzést kaptak a leszívási eljárásokra és az aspirátorok használatára.

Megjegyzés
•  Minden műveletnél viseljen kesztyűt.

ÓVINTÉZKEDÉSEK
•  A Dominant Flex eszköznek használat közben függőleges helyzetben kell maradnia.
•  A rack változatnál az eszköz túlmelegedésének elkerülése érdekében 

a készülékháztól legalább 5 cm-es távolságot kell tartani. A készülékház 
hátlapjának nyitva kell lennie.

•  A steril tartozékokat használat előtt ellenőrizni kell a csomagolás 
sértetlenségének biztosítása érdekében.

1. Használat előtt ellenőrzendő
•  Használat előtt ellenőrizze a Dominant Flex-rendszert a tápkábel vagy a dugó 

sérülése, az eszköz nyilvánvaló sérülése vagy biztonsági hibái, valamint az 
eszköz megfelelő működése szempontjából.

•  Ellenőrizze a Dominant Flex leszállított csomagjának hiánytalanságát és 
általános állapotát.

•  Használat előtt ellenőrizze az összes tartozékot:
1. a leszívóedényeket, fedeleket és betéteket repedések, törékeny területek és 
hibás foltok szempontjából. Szükség esetén cserélje azokat.
2. A leszívócsövet repedések, törékeny területek szempontjából, és hogy 
acsatlakozók szilárdan rögzültek-e. Szükség esetén cserélje azokat.
3. További biztonsági tesztként a tényleges használat előtt ürítse le a rendszert 
(azedényeket is beleértve) a maximális vákuumig.

1.1.

1.2.

2.1.

3.1.

1.3.

2. Távolítsa el a szállításkor használt rögzítőelemet

1.1. Távolítsa el a piros cédulát. 
1.2. Távolítsa el a 3 csavart és tegye el őket későbbi 

felhasználásra.

3. A hordozható változat beállítása (ha van)

1.1.  Helyezze a kocsi felső részét az alsó részre,  
ügyelve arra, hogy a leszívócső a képen látható 
módon illeszkedjen.

1.2.  Csatlakoztassa az alkatrészeket 4 csavarral.

2.1.  Helyezze a pumpát a kocsira. Győződjön meg róla, 
hogy a pumpa eleje és a szabványos sín egyaránt 
előremutat.

2.2.  Csatlakoztassa a pumpát 4 csavarral.
2.3.  Rögzítse a kábeltartót a két csavarral a pumpához.

2. Az alapkonfiguráció összeszerelése

1.1.  Győződjön meg róla, hogy a biztonsági egység 
csatlakoztatva van a Dominant Flex eszközhöz. 
Lásd a „Telepítés” és „A biztonsági egység beállítása” 
c. fejezetet.

2.1.  Szükség esetén csatlakoztasson szűrőt a biztonsági 
egységhez úgy, hogy a nyíl az áramlás irányába 
mutasson.

3. Csatlakoztasson minden szükséges tartozékot az 
igényeinek megfelelően. Lásd itt: „Tartozékok 
áttekintése”.

ÓVINTÉZKEDÉS
•  Az újrafelhasználható eszközöket nem steril állapotban szállítják, és azokat az 

első használat előtt, majd minden használat után az „Általános újrafeldolgozási 
útmutató” c. fejezetnek megfelelően újra fel kell dolgozni.
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Az EU orvostechnikai 
eszközökkel szemben 
felállított követelményeinek 
való megfelelést jelzi.

Azt jelzi, hogy az eszköz 
megfelel az orvostechnikai 
elektromos berendezésekre 
vonatkozó további egyesült 
államokbeli és kanadai 
biztonsági követelmé 
nyeknek.

A rendszerre vonatkozó 
jogi előírásokat jelzi.

Olvassa el és tartsa be 
a használati utasítást.

Általános figyelmeztető 
szimbólum, amely 
a biztonsággal kapcsolatos 
információkra hívja fel 
a figyelmet.

A biztonsággal 
kapcsolatos tippet jelzi.

A földelést jelzi. A rendszernek az 
elektromos biztonsággal 
kapcsolatos osztályát jelzi.

A védőföldelést jelzi

Az eszköznek a szilárd 
idegen tárgyak behatolása, 
illetve a víz beáramlása 
okozta káros hatásokkal 
szembeni védelmét jelzi.

A CF-típusú alkalmazott 
alkatrészt jelöli.

MRI szempontjai szerint 
nem biztonságos - Távol 
tartandó a mágneses 
rezonanciás képalkotó (MRI) 
berendezésektől.

Jelzi, hogy az ezzel a 
szimbólummal jelölt 
berendezések közelében 
interferenciák léphetnek fel.

Az ekvipotenciális vezeték 
csatlakoztatását jelzi. 

A lábkapcsoló csatlakozási 
portját jelzi.

A  
gyártót jelzi.

A gyártás dátumát jelzi. Ez a szimbólum azt jelzi, 
hogy az eszközt a 
feltüntetett dátum után nem 
szabad felhasználni.

Olyan orvostechnikai eszközt 
jelez, amelyet csak egyszeri 
használatra szántak.

Az eszköz cikkszámát jelzi. Az eszköz gyártási 
számát jelzi.

A gyártó által megadott 
tételkódot jelzi.

(Pl. üzemi, szállítási 
vagy tárolási) 
hőmérséklet-tartományt 
határoz meg.

(Pl. üzemi, szállítási 
vagy tárolási) 
relatívpáratartalom-
tartományt határoz meg.

Azt a légköri 
nyomástartományt jelzi, 
amelynek az orvostechnikai 
eszköz biztonságosan 
kitehető.

Jelzi, hogy ne használja az 
eszközt, ha a csomagolás
sérült.

Az elektromos/elektronikus 
eszközök nem dobhatók el a 
szelektálatlan kommunális 
hulladékkal együtt (a helyi 
szabályozásnak megfelelően 
ártalmatlanítsa az eszközt).

Napfénytől távol tartandó. Törékeny árut tartalmaz. 
Óvatosan kezelendő.

Esőtől távol tartandó.  
Tartsa száraz helyen.

A rendszer maximális 
vákuumszintjét jelzi.

A rendszer áramlási 
szintjeit jelzi.

A rendszer elektromos 
jellemzőit mutatja.

A rendszer tömegét jelzi.
A rendszer méreteit  
(ma x sz x mé) jelzi.

Az elemek 
darabszámátjelzi.

MD
Azt jelzi, hogy a termék 
orvostechnikai eszköz.

XXX

YY

Az „XX” kóddal és az „YYY” 
rövidítéssel meghatározott 
csomagolóanyag 
újrahasznosítását jelzi.

Azt jelzi, hogy 
a csomagolás 
újrahasznosítható.

Azt jelzi, hogy: „Csomag 
helyzete: felállítva”.

A biztosítékot jelzi.

#
A modellszámot jelzi.

X

A csomagban lévő egyes 
eszközök mennyiségét (x) 
jelzi.

Azt jelzi, hogy: „Lásd a 
használati utasítást”.

Azt jelzi, hogy az eszközt 
etilén-oxiddal sterilizálták.

Az egyszeres steril 
zárórendszert jelzi.

A külső védőcsomagolással 
rendelkező egyszeres steril 
zárórendszert jelzi.

UDI
Az egyedi eszközazonosító 
információkat tartalmazó 
hordozót jelez.

Ez a szimbólum  
egy rádiófrekvenciás 
azonosító címkét azonosít.

A meghatalmazott 
képviselőt jelzi.

Azt a jogi személyt jelzi, 
amely az orvostechnikai 
eszközt a területen 
forgalmazza.

AC

JELEK ÉS SZIMBÓLUMOK

JÓTÁLLÁS ÉS SZERVIZELÉS 

Jótállás
A Medela AG garanciát vállal arra, hogy az eszköz a gyártástól számítva 5 évig 
mentes lesz a gyártásból adódó hibáktól és az anyaghibáktól. A hibás anyagot ez 
alatt az idő alatt ingyenesen kicseréljük, feltéve, hogy a hiba nem a nem 
rendeltetésszerű vagy helytelen használatból adódik. Ez nem vonatkozik a 
használat során elhasználódó alkatrészekre. A jelen jótállásnak való megfelelés 
és a Medela termékeinek optimális működése érdekében azt javasoljuk, hogy a 
pumpához kizárólag a Medela tartozékait használják.
A Medela AG semmilyen körülmények között nem vállal anyagi felelősséget a leírt  
jótálláson túli igényekért, beleértve a következményes károkért való felelősséget 
is, amelyek a helytelen üzemeltetés, a nem megfelelő használat, az engedély 
nélküli javítás vagy a nem megfelelő össze-, illetve szétszerelés miatt keletkeztek.  
A Medela nem ismeri el a hibás alkatrészek cseréjére való jogosultságot, ha a 
pumpán az arra jogosulatlan személyek végeztek bármilyen beavatkozást.  
A jótállás alkalmazásához szükséges az eszköz visszajuttatása a Medela 
szervizközpontjába.

Szervizelés/rutinellenőrzés
A leszívópumpán, annak moduljain vagy tartozékain karbantartási és  
szervizmunkákat csak erre jogosult, képzett karbantartó személyzet végezhet. AMedela 
azt ajánlja, hogy évente 1-szer végezzék el a rutinellenőrzést a Medelaszerviz kézikönyv 
[           200.6365] szerint, amely kérésre angol nyelven érhető el.

ÁRTALMATLANÍTÁS 

•  Minden terméket az elfogadott orvosi gyakorlatnak és az alkalmazható helyi 
útmutatónak és szabályozásnak megfelelően kell kezelni és ártalmatlanítani.

•  Dolgozza fel újra az újrafelhasználható eszközöket az ártalmatlanítás előtt.
Autoklávozza a testnedvekkel szennyezett tartozékokat.

A pumpa és elektromos alkatrészei
•  Érdeklődjön az értékesítési ponton vagy a helyi hatóságnál a hulladékká vált 

eszközök összegyűjtésére szolgáló megfelelő helyekről.
•  A Dominant Flex eszközt a 2012/19/EU WEEE európai irányelvnek megfelelően 

kell ártalmatlanítani.
•  Ne dobja ki az elektromos/elektronikus eszközöket a szelektálatlan 

kommunikális hulladékkal együtt, hanem külön gyűjtse azokat.
•  Az Európai Unióban/Svájcban/Egyesült Királyságban a gyártónak vagy a gyártó 

beszállítójának vissza kell vennie a hulladékká vált eszközöket. Más országokban is 
hasonló gyűjtő- és újrahasznosító rendszereket alkalmazhatnak. Tartsa tiszteletben 
az elektromos és elektronikus berendezések ártalmatlanításával kapcsolatos, az 
adott országban érvényes jogszabályokat és előírásokat.

•  Ha az ártalmatlanítás során szelektíven gyűjti és újrahasznosítja hulladékká vált 
eszközeit, azzal segít a természeti erőforrások megőrzésében, valamint annak 
biztosításában, hogy az alkatrészek újrahasznosítása az emberi egészséget 
és környezetet kímélő módon történjen.

MŰSZAKI DOKUMENTÁCIÓ 

EMC
A Dominant Flex EMC-tesztelt az IEC 60601-1-2:2014/AMD1:2020 4.1. sz. kiadása 
7. és 8.9. pontjába foglalt követelményeknek megfelelően. A Dominant Flex olyan 
orvostechnikai eszköz, amely különleges biztonsági óvintézkedéseket igényel, 
és amelyet az EMC-információknak megfelelően kell telepíteni, valamint üzembe 
helyezni. A Dominant Flex nem rendelkezik az IEC 60601-1-es szabványban 
meghatározott lényeges teljesítménnyel.

FIGYELMEZTETÉSEK
•  A Dominant Flex-et nem szabad más berendezések mellett vagy egymásra 

rakva használni. Ha a más berendezések melletti, illetve azokkal egymásra 
helyezve történő alkalmazás elkerülhetetlen, akkor meg kell figyelni és 
ellenőrizni kell, hogy a Dominant Flex normálisan működik-e abban a konfig-
urációban, amelyben használni fogják.

•  Az eszköz gyártója által biztosítottaktól eltérő tartozékok vagy kábelek 
használata megnövekedett elektromágneses kibocsátást vagy csökkent 
elektromágneses immunitást eredményezhet ennél a leszívópumpánál, 
és nemmegfelelő működést is okozhat.

ÓVINTÉZKEDÉS
•  A vezeték nélküli kommunikációs eszközök, mint például a vezeték nélküli otthoni 

hálózati eszközök, mobiltelefonok, vezeték nélküli telefonok és bázisállomásaik, 
illetve az adóvevők és az RFID adatátvitel mind hatással lehetnek a Dominant 
Flex eszközre, ezért 30 cm-nél közelebb ne vigye ezeket az eszközöket a 
berendezéshez (leszívópumpa, tápkábel, lábkapcsoló, kocsi).

Elektromágneses kibocsátások
A Dominant Flex használata csak a következő elektromágneses környezetekben 
engedélyezett: professzionális egészségügyi intézményi környezet és otthoni 
egészségügyi környezet.

Kibocsátásmérések Megfelelőség Elektromágneses környezet –  
útmutató

RF-kibocsátások
CISPR 11

1. csoport A Dominant Flex RF-energiát csak saját 
belső működéséhez használ. Ezért a 
rádiófrekvenciás kibocsátás nagyon gyenge, 
és valószínűleg nem okoz interferenciát a 
közeli elektronikus berendezésekben.

RF-kibocsátások
CISPR 11

B. osztály A Dominant Flex minden létesítményben 
használható, beleértve a háztartási célú 
létesítményeket és a háztartási célú 
épületeket ellátó közüzemi kisfeszültségű 
hálózatra közvetlenül csatlakozó 
létesítményeket is.

Harmonikus 
kibocsátások
IEC 61000-3-2

„A” osztály

Feszültségingadozások/
feszültségrezgések
IEC 61000-3-3

Megfelel

Elektromágneses immunitás
A Dominant Flex használata csak a következő elektromágneses környezetekben 
engedélyezett: professzionális egészségügyi intézményi környezet és otthoni 
egészségügyi környezet.

Immunitásvizs-
gálatok

Elektrosztatikus
kisülés (ESD)
IEC 61000-4-2

IEC 60601-1-2 
vizsgálati szint

± 8 kV-os érintéskor
± 15 kV levegőn 
keresztül

Megfelelőségi 
szint

± 8 kV-os érintéskor
± 15 kV levegőn 
keresztül

Elektromágneses 
környezet  
– útmutató

A padlónak fából, 
betonból vagy 
kerámialapból kell 
lennie. Ha a padlót 
szintetikus anyaggal 
borítják, a relatív 
páratartalomnak 
legalább 30%-osnak 
kell lennie.

Elektromos gyors 
tranziens/burst
IEC 61000-4-4

± 2 kV 
táp
vezetékeknél
± 1 kV 
bemenő/
kimenő vezetékeknél

± 2 kV 
táp
vezetékeknél
± 1 kV
bemenő/
kimenő vezetékeknél

A hálózati áramforrás 
minősége meg kell, 
hogy egyezzen egy 
tipikus kereskedelmi 
vagy kórházi 
környezetével.

Lökőfeszültség
IEC 61000-4-5

± 1 kV 
differenciális módus
± 2 kV 
vezeték-föld

± 1 kV 
differenciális módus
± 2 kV 
vezeték-föld

A hálózati áramforrás 
minősége meg kell, 
hogy egyezzen egy 
tipikus kereskedelmi 
vagy kórházi 
környezetével.

Feszültségesések, 
rövid 
áramkimaradások 
és feszültségvál-
tozások a tápellátás 
bemenő vezetékein
IEC 61000-4-11

0% UT
0,5 ciklus 
időtartamára 0°, 45°, 
90°, 135°, 180°, 225°, 
270° és 315° esetén

0% UT
1 ciklus időtartamára

70% UT
25 ciklus 
időtartamára  
50 Hz és egy fázis 
esetén: 0° esetén
és 30 ciklus 
időtartamára 60 Hz 
és egy fázis esetén: 
0° esetén

0% UT
250 ciklus 
időtartamára  
50 Hz esetén
és 300 ciklus 
időtartamára 60 Hz 
esetén

0% UT
0,5 ciklus 
időtartamára 0°, 45°, 
90°, 135°, 180°, 225°, 
270° és 315° esetén

0% UT
1 ciklus időtartamára

70% UT
25 ciklus 
időtartamára  
50 Hz és egy fázis 
esetén: 0° esetén
és 30 ciklus 
időtartamára 60 Hz 
és egy fázis esetén: 
0° esetén

0% UT
250 ciklus 
időtartamára  
50 Hz esetén
és 300 ciklus 
időtartamára 60 Hz 
esetén

A hálózati áramforrás 
minősége meg kell, 
hogy egyezzen egy 
tipikus kereskedelmi 
vagy kórházi 
környezetével. Ha a 
Dominant Flex 
felhasználójának 
folyamatos 
működésre van 
szüksége a hálózati 
áramellátás 
megszakadása 
esetén, akkor ajánlott 
a Dominant Flex 
eszköz  
áramellátását 
szünetmentes  
tápegységről vagy 
akkumulátorról 
biztosítani.

Ipari frekvencia 
(50/60 Hz)
mágneses tere
IEC 61000-4-8

30 A/m 30 A/m Az ipari frekvenciás 
mágneses tereknek 
egy tipikus 
kereskedelmi vagy 
kórházi környezet 
szintjén kell lenniük.

Közelségi 
mágneses terek
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 2,1 
kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

A mágneses tér 
intenzitása meg kell, 
hogy egyezzen egy 
tipikus kereskedelmi 
vagy kórházi 
környezetével.

MEGJEGYZÉS  AzUT a váltakozó áramú hálózati feszültség a vizsgálati szint alkalmazása előtt.
CW: Folytonos hullám  
PM: Impulzusmoduláció

Elektromágneses immunitás
A Dominant Flex használata csak a következő elektromágneses környezetekben 
engedélyezett: professzionális egészségügyi intézményi környezet és otthoni 
egészségügyi környezet.

Immunitás
vizsgálatok

Vezetett, RF
IEC 61000-4-6

Sugárzott RF
IEC 61000-4-3

IEC 60601-1-2 
vizsgálati szint

3 Vrms
0,15–80 MHz

6 Vrms az ISM 
sávon és az 
amatőr 
rádiósávokban 
0,15 és 80 MHz 
között

10 V/m
80 MHz -  
2,7 GHz

Megfe-
lelőségi szint

3 Vrms

6 Vrms

10 V/m

Elektromágneses környezet 
– útmutató

A hordozható és mobil 
rádiófrekvenciás kommunikációs 
berendezések nem használhatók 
közelebb a Dominant Flex bármely 
részéhez, beleértve a kábeleket is, 
mint az adó frekvenciájára vonatkozó 
egyenlet alapján kiszámított ajánlott 
elkülönítési távolság. 

Ajánlott elkülönítési 
távolság

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz - 800 Hz

d = 0,7 √ P 
800 MHz - 2,7 GHz

ahol P az adó maximális névleges 
leadott teljesítménye wattban (W) 
az adó gyártója szerint, és d a 
javasolt elkülönítési távolság 
méterben (m).
A helyszíni elektromágneses 
felméréssel meghatározottak 
szerint a helyhez kötött 
rádiófrekvenciás adók térerőssége 
a kevesebb kell legyen minden 
egyes frekvenciatartományban, 
mint a megfelelőségi szint.b

A következő szimbólummal jelölt 
berendezések közelében 
interferencia léphet fel:

1. MEGJEGYZÉS 80 MHz-en és 800 MHz-en a magasabb frekvenciatartomány érvényes.
2. MEGJEGYZÉS  Előfordulhat, hogy ez az útmutató nem minden helyzetben érvényes. 

Az elektromágnesesség terjedését befolyásolja a szerkezetek, 
tárgyak és emberek általi elnyelés, és az azokról való visszaverődés.

3. MEGJEGYZÉS  A vezeték nélküli rádiófrekvenciás kommunikációs berendezések
közelségi mezőit az IEC 60601-1-2:2014/AMD1:2020-as szabvány 9. 
táblázata szerint vizsgálták

a   A helyhez kötött rádiófrekvenciás adók, például a (mobil-/vezeték nélküli) 
rádiótelefonok és a földi mobilrádiók, amatőr rádiók, AM- és FM-rádióadások és 
TV-adások bázisállomásaiból származó térerősségeket elméletileg nem lehet 
pontosan megjósolni. A helyhez kötött rádiófrekvenciás adók okozta elektromágne-
ses környezet értékelése érdekében helyszíni elektromágneses felmérést kell végezni. 
Ha a mért térerősség azon a helyen, ahol a Dominant Flex eszközt használják, 
meghaladja a fenti alkalmazandó RF-megfelelőségi szintet, a Dominant Flex eszközt 
meg kell figyelni a normális működés ellenőrzése érdekében. Ha rendellenes 
működés észlelhető, további intézkedésekre lehet szükség, például a Dominant Flex 
áttájolására vagy áthelyezésére.

b   A 150 kHz és 80 MHz közötti frekvenciatartományban a térerősségeknek 10 V/m-nél 
kisebbnek kell lenniük.

Frekvenciatáblázat
A hordozható és mobil adók azon frekvenciáinak táblázata, amelyek 
esetében az ajánlott elkülönítési távolság 30 cm (12 coll):

Sáv (MHz) 

380–390
430–470
704–787
800–960
1700–1990

2400–2570
5100–5800

Szolgáltatás

TETRA 400
GMRS 460, FRS 460
LTE 13-as, 17-es sáv
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE 5-ös sáv
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE 1-es, 3-as, 4-es, 
25-ös sáv; UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, LTE 7-es sáv
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

CÍMEK

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Betétek

       077.0083/84
       077.0194 (csak globális fióknál)
       101035340 (csak globális fióknál)

077.0086/87

Újrafelhasználható fedelek

077.0450 077.0440    077.0420/30 077.1021 077.1013 

PC-edények 
(legfeljebb 4x 2,5 l-es)

PSU újrafelhasználható 
edények (legfeljebb 4 x 5 l-es)

Zárókapocs

077.0082  
(1,5 l-es)

077.0085  
(2,5 l-es)

077.0125: 0,25 l-es 
077.0155: 0,5 l-es 
077.0110: 1 l-es 
077.0120: 2 l-es
077.0130: 3 l-es
077.0150: 5 l-es

077.0102

1,5 
l-es

2,5 
l-es

Szilikon, 7x12 mm* Szilikon, 5x10 mm Szilikon, 6,5x11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  VAD-csészékkel együtt használható 
(az újrafeldolgozáshoz lásd a 
VAD-csészék használati utasítását)

TARTOZÉKOK ÁTTEKINTÉSE

FIGYELMEZTETÉS
•  A Dominant Flex eszközt az ezen az oldalon felsorolt tartozékokkal együtt 

ellenőrizték. A helyes és biztonságos működés érdekében a Dominant Flex 
eszközt csak ezekkel a tartozékokkal együtt használja. További információk az 
egyes tartozékok használati utasításában találhatók.

 BIZTONSÁGGAL KAPCSOLATOS TIPP
•  A harmadik féltől származó interfész-eszközök (pl. kanülök, katéterek) a pumpa 

teljesítményének befolyásolása nélkül kell, hogy csatlakoztathatók legyenek. 
Használat előtt győződjön meg a vákuumszintek megfelelő működéséről 
ésfenntartásáról.

017.0015

077.0711

071.0034

071.0003, 
rack-rendszeres változat

071.0002, 
hordozható változat  
(ezen a képen nem látható)

MŰSZAKI INFORMÁCIÓK
nagyvákuum
–95 Pa/–713 Hgmm
Tűréshatár: ± 15%

Tengerszinten (0 m) mérve a légköri nyomás: 
1013,25 hPa 
Vegye figyelembe: a vákuumszint a helytől 
(légnyomás, páratartalom és hőmérséklet) függően 
változik.

erős áramlás
40, 50 vagy 60 l/perc
Tűréshatár: + 10 l/perc

Tengerszinten (0 m) mérve a légköri nyomás: 
1013,25 hPa 
Vegye figyelembe: az áramlás a helytől (légnyomás, 
páratartalom és hőmérséklet) függően változik.

9,3 kg
20,5 font
Rack-rendszeres változat

100–240 V, 50/60 Hz
120 W

ISO 13485
CE (93/42/EGK), IIa

Ma x SZ x Mé (rack-rendszeres változat)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 coll

AC

Szállítási/tárolási feltételek

Üzemeltetési feltételek

x x x –  Az ISO 17664-2 szerint ezeket az utasításokat az orvosi eszköz gyártója 
az orvostechnikai eszközök újrafelhasználására alkalmasként validálta. 
Továbbra is a feldolgozást végző felelőssége annak biztosítása, hogy a 
feldolgozás, ahogyan azt a feldolgozó létesítmény berendezései, anyagai és 
személyzete ténylegesen elvégezte, elérje a kívánt eredményt. 
Ez megköveteli az eljárás ellenőrzését és/vagy validálását, valamint 
rutinszerű nyomon követését.

–  A vízminőség specifikációját lásd itt: AAMI TIR34. 
x x –  A mosó-fertőtlenítőt az ISO 15883-as szabványsorozat szerint kell minősí-

teni; a tisztítást és fertőtlenítést egy akkreditált laboratórium ISO 15883-as 
tanúsítvánnyal rendelkező mosó-fertőtlenítő berendezésében validálták.

–  Minden szétszerelt alkatrészt biztonságosan kell rögzíteni a tartóban/rögzítési 
pontokon.

–  Ne töltse túl a mosó-fertőtlenítőt. A szétszerelt alkatrészeket úgy rendezze 
el, hogy ne maradjon mosatlan terület, a tisztítófolyadékok pedig elérjék a 
belső és külső felületeket egyaránt.

x x x –  Az eszközt (vagy adott esetben az alkatrészt) le kell selejtezni vagy szervizel-
ni kell, ha kopás, illetve sérülés látható jeleit mutatja.

x x x –  Mindig viseljen egyéni védőfelszerelést (PPE): eldobható kesztyűt és egyéb 
egyéni védőfelszerelést a helyi útmutatónak és szabályozásnak megfelelően.

–  A felhasználás helyén történő kezelés csapvízzel (≤40 °C, ≤104 °F). Ha ezt 
nem tartják be, az azt eredményezheti, hogy a szennyeződés rátapad az 
eszközre, amely így gátolhatja a fertőtlenítést.

x x x –  Ha az eszközt olyan betegnél használják, aki valamilyen betegségben szen-
ved, és akinek kórokozóit nem lehet az alábbiakban ismertetett eljárással 
eltávolítani, az eszközt ártalmatlanítani kell.

–  Olvassa el a tisztító- és fertőtlenítőszer gyártójának használati utasítását, 
így különösen a kitettségi időkre és a biztonságra vonatkozó intézkedéseket.

–  Közvetlenül az eszköz használata után végezze el a felhasználás helyén 
történő kezelést (mielőtt a szennyeződés rászáradna az eszközre).

x –  Húzza ki a tápkábelt az áramforrásból.
–  Kerülje folyadékok érintkezését a hálózati csatlakozó végződéseivel vagy a 

készülék bemeneti csatlakozójával.
–  Soha ne merítse az eszközt vízbe vagy más folyadékba, illetve ne öblítse le 

vízzel vagy más folyadékkal.  
Ne permetezzen tisztító- és fertőtlenítőszert közvetlenül az eszközre.

x x –  Az eszköz külső felületeit törölje át a durva szennyeződések eltávolítása 
érdekében csapvízzel megnedvesített puha, szöszmentes törlőkendővel. 
Ügyeljen arra, hogy a nehezen tisztítható (és nehezen is fertőtleníthető) 
területektől, például rések, végkötések és bonyolult geometriájú helyek, 
elfelé történjen a letörlés.

x –  Ha a csatlakozókkal ellátott leszívócső lumenén vagy a csatlakozóelem és 
a tömlő közötti illeszkedési területen (amennyiben a csatlakozót nem lehet 
eltávolítani) vagy a váltószelep csatornáiban szennyeződés keletkezik, 
ártalmatlanítsa az eszközt aszennyezett anyagokra vonatkozó eljárásoknak 
megfelelően.

x x –  Mielőtt továbblépne, szerelje szét az eszközt alkatrészeire (lásd a telepítési 
utasításokat).

– Távolítsa el a csatlakozódarabo(ka)t a csőtömlőről, ha azok szennyezettek.
– Ha az O-gyűrűk szennyezettek, távolítsa el őket a csatlakozódarabról.
–  Óvatosan nyissa a tartón lévő torx-csavart; a gomb megnyomásával nyomja 

össze a rugót. A csavar eltávolítása után lassan engedje fel a nyomógom-
bot. Ezután távolítsa el a nyomógombot és a rugót. Utána távolítsa el az 
alsó karmot a bilincs zárásával, majd lehúzásával.

x –  Szükség esetén és a durva szennyeződések eltávolítása érdekében a széts-
zerelt alkatrészeket 10 percre tegye csapvízbe, és a látható szennyeződése-
ket törölje le csapvízbe áztatott puha, szöszmentes törlőkendővel.

x x –  Ha a visszamaradt szennyeződés az eszközre száradt, az enzimek hatéko-
nysága érdekében a szennyeződést rehidratálni kell.

x –  Törölje át az eszköz minden külső felületét CaviWipes™ vagy Incidin OxyWi-
pe S™ törlőkendővel.

–  Töröljön a nehezen tisztítható területektől elfelé (pl. ahol a nem szétszerelhe-
tő alkatrészek találkoznak).

–  Használjon új tisztító- és fertőtlenítőkendőt, ha a kendő szennyezett.
–  Addig tisztítson, amíg minden látható szennyeződést el nem távolított.

x –  Vegyen elő új CaviWipes™ vagy Incidin OxyWipe S™ törlőkendőt, és törölje 
át a berendezés minden külső felületét.

–  Fordítson különös figyelmet az eszköz nehezen tisztítható területeinek.
–  3 perc elteltével vegyen elő új CaviWipes™ vagy Incidin OxyWipe S™ 

törlőkendőt, és törölje át a berendezés minden külső felületét.
–  Győződjön meg arról, hogy az eszköz minden felülete szobahőmérsékleten 

láthatóan nedves marad a törlőkendő gyártójának használati utasításában 
megadott ideig. Ha a használt törlőkendő túl száraz ahhoz, hogy megnedvesítse 
a felületet, használjon új törlőkendőt.

–  A nehezen tisztítható területek megfelelő tisztításának megkönnyítése 
érdekében tekerjen egy új CaviWipes vagy Incidin Oxy Wipe S törlőkendőt 
egy spatula vagy hasonló eszköz köré és tisztítson azzal. 

–  Az előírt kitettség elérése után az esetleges maradékot tisztított vízzel megned-
vesített puha, szöszmentes törlőkendővel távolítsa el.

x x –  Csatlakoztassa a csöveket a terheléstartó aktív öblítőrendszeréhez a belső 
és külső öblítés biztosításához.

–  Helyezze a fedeleket az egyenes fúvókára a bemeneten keresztül (betegoldal).
–  Helyezze el az összes többi eszközt a terheléstartóban.
–  Adott esetben helyezze el a kis alkatrészek tartóját a terheléstartón. 
–  Ne használjon szárítószereket (öblítőszereket), mivel ezek a felületen marad-

hatnak, ami káros hatással lehet az eszközre és annak biokompatibilitására.

A mosó-fertőtlenítő tisztítási programjának be kell tartania 
a következőket:
–  1 perces előtisztítás csapvízzel
–  5 perces tisztítás 55 °C-on, csapvízzel létrehozott 0,5% -os Neodisher®

MediClean forte oldatban
–  1 perces öblítés tisztított hideg vízzel

x x –  Termikus fertőtlenítés tisztított vízzel (bármilyen további szer nélkül) 
90 °C-on 1 percig (A0=600), vagy adaptálja az A0 értékeket a helyi útmuta-
tónak és szabályozásnak megfelelően.

x x –  Szárítsa a szétszerelt alkatrészeket mosó-fertőtlenítőben 110 °C-on legalább 
45 percig. 

x x x –  Ha a mosó-fertőtlenítőben történő szárítás nem lehetséges, illetve vissza-
maradt nedvesség esetén törölje szárazra a külső felületeket száraz puha, 
szöszmentes törlőkendővel, vagy óvatosan szárítsa meg orvosi minőségű 
sűrített levegővel.

–  Fordítson különös figyelmet a nehezen hozzáférhető területek szárazságára.
x x x –  Szemrevételezéssel ellenőrizze az eszközt és a szétszerelt alkatrészeket, 

hogy nem maradt-e bennük szennyeződés vagy fertőtlenítőoldat. Szükség 
esetén ismételje meg a tisztítást és fertőtlenítést.

–  Szemrevételezéssel ellenőrizze az eszközt vagy a szétszerelt alkatrészeket 
sérülések szempontjából. Ha egy vagy több alkatrész megsérül, cserélje ki 
őket újakra.

x x –  Az újbóli összeszereléssel kapcsolatos útmutató megtekintéséhez tanulmá-
nyozza ajelen használati utasításnak a telepítésre vonatkozó pontját.

x  –  Végezze el a teljes szervizelést vagy rutinellenőrzést a jelen használati 
utasításban megadottak szerint.

x x x –  Az eszközt mindig száraz, tiszta és pormentes környezetben tárolja.

x –  Dolgozza fel újra az eszközt, mielőtt szervizbe küldi. Ha ez nem lehetséges, 
vagy csak részben végezhető el, a csomagoláson fel kell tüntetni a potenciá-
lis biológiai veszélyt. A helyi eljárások és útmutató érvényes. 

x x x –  A helyi útmutatónak és szabályozásnak megfelelően tegye meg a megfelelő 
intézkedéseket az eszköz vagy az alkatrészek sértetlenségének biztosítására 
és azújraszennyeződés elleni védelem érdekében egészen a használatig.

PSU-edények, újrafelhasználható fedelek, bilincsek, túlfolyásvédelem, O-gyűrűk (hakiömlik rájuk valami), falitartók és 
PC-edények (kiömlés esetén), csatlakozódarabok (a csövekről leszerelve), tartók, zárókapocs

Szilikon leszívócső (csak legfeljebb 200 cm-ig), váltószelep (kiömlés esetén)
Pumpaház, kábelek, lábkapcsoló, lábbal működtetett vákuumszabályozó, falitartók, kocsi, PC-edények

Csatlakozók

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

A beteg melletti leszívócső (a gyűjtőrendszertől a betegnél alkalmazott alkatrészig)
Eldobható steril leszívócső

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (csak globális fióknál)

Eldobható leszívócső, nem steril

077.0952: 180 cm
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s  FIGYELMEZTETÉS
• A hordozható rádiófrekvenciás kommunikációs berendezések (beleértve a perifériákat, 

például az antennakábeleket és a külső antennákat) nem használhatók 30 cm-nél 
közelebb a Dominant Flex pumpájának bármely részéhez, a gyártó által 
meghatározott kábeleket (tápkábel, lábkapcsoló, kocsi) is beleértve. Ellenkező esetben 
a berendezés teljesítményének romlása következhet be.

Újrafelhasználható készletek

077.0701: 1 l-es (bilincstartóval)
0770715: 1 l-es (bilincstartó nélkül)
077.0702: 2 l-es (bilincstartóval) 
077.0716: 2 l-es (bilincstartó nélkül) 
077.0703: 3 l-es
077.0705: 5 l-es

077.0704: 2 x 3 l-es 
077.0706: 2 x 5 l-es
077.0707: 2 x 2 l-es

Vákuumos leszívócső (a leszívópumpától a gyűjtőrendszerig)
Szilikon, 7x12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Szűrők** Lábkapcsolók

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  egybeteges alkalmazás,  
lásd a vonatkozó 
használati utasítást

077.0723 077.0731

Tartók

077.0521 077.0751/52 077.0651

Csészék a vákuummal támogatott szüléshez
Újrafelhasználható (az újrafeldolgozáshoz lásd a VAD-csészék használati utasítását)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Egyszerhasználatos/steril

077.0792 077.0791

Tartozékok nagy volumenű beállításokhoz

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Mintatartó csészék

077.0562/64 077.0194 077.0094
(csak globális 
fióknál)

Falitartók

077.0523 077.0192
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„Dominant Flex“
Chirurginis vakuuminis siurblys

LT

 NAUDOJIMO INSTRUKCIJA
ĮSPĖJIMAI IR SAUGOS NURODYMAI 

 ĮSPĖJIMAI 
Nurodo potencialiai pavojingą situaciją, kurios neišvengus galima žūti 
arba sunkiai su(si)žaloti.

 PERSPĖJIMAI  
Nurodo potencialiai pavojingą situaciją, kurios neišvengus galimi 
lengvi arba vidutinio sunkumo sužalojimai.

 SU SAUGA SUSIJĘS PATARIMAS  
Nurodo naudingą informaciją apie saugų prietaiso naudojimą.

„Dominant Flex“ patvirtintas naudoti tik taip, kaip aprašyta šioje naudojimo 
instrukcijoje. „Medela“ gali garantuoti saugų sistemos veikimą tik tada, 
kai „Dominant Flex“ naudojamas kartu su originaliais „Medela“ priedais 
(surinkimo sistema, žarnelėmis, filtrais ir kt. – žr. skyrių „Priedų apžvalga“).

SVARBI PASTABA
•  Prieš pradėdami naudoti, perskaitykite ir laikykitės šių įspėjimų ir saugos 

nurodymų. Prieš pradėdami naudoti, taip pat susipažinkite su susijusiais 
informaciniais signalais ir trikčių šalinimo nurodymais (žr. skyrius 
„Montavimas“ ir „Trikčių šalinimas“). 
Šią naudojimo instrukciją būtina laikyti kartu su prietaisu, kad būtų galima 
ja remtis.

•  Atkreipkite dėmesį, kad ši naudojimo instrukcija yra bendras gaminio 
naudojimo vadovas. Medicininius klausimus turi spręsti gydytojas. Už 
tinkamų chirurginių procedūrų ir metodų laikymąsi atsako gydytojas. 
Kiekvienas gydytojas, remdamasis savo žiniomis ir patirtimi, turi įvertinti 
gydymo tinkamumą. „Medela“ atsako už poveikį „Dominant Flex“ 
būtinajai saugai, patikimumui ir eksploatacinėms savybėms tik tuo atveju, 
jei jis naudojamas pagal naudojimo instrukciją.

•  Už tinkamų chirurginių procedūrų ir metodų laikymąsi atsako gydytojas. 
Kiekvienas gydytojas, remdamasis savo žiniomis ir patirtimi, turi įvertinti 
gydymo tinkamumą.

•  Apie bet kokį su prietaisu susijusį rimtą incidentą būtina pranešti bendrovei 
„Medela AG“ ir atitinkamai kompetentingai institucijai.

ĮSPĖJIMAI

 Įspėjimas: siekiant sumažinti galimo kryžminio užteršimo ar biologinio 
pavojaus riziką

•  Po kiekvieno naudojimo dalys, kurios turėjo sąlytį su aspiruotais sekretais, 
turi būti valomos, dezinfekuojamos, sterilizuojamos arba šalinamos pagal 
pakartotinio apdorojimo nurodymus.

•  Jungiamosios žarnelės, tiekiamos kartu su prietaisu, niekada neturi 
tiesiogiai liestis su įsiurbimo sritimi. Visada turi būti naudojamas sterilus 
siurbimo kateteris (infekcijos pavojus).

 Įspėjimas: siekiant sumažinti galimą sužalojimo riziką dėl netinkamo 
naudojimo

•  Skirta naudoti tik medicininį išsilavinimą turintiems asmenims, kurie buvo 
tinkamai išmokyti atlikti siurbimo procedūras ir naudoti aspiratorius.

•  Prieš naudodami „Dominant Flex“, susipažinkite su naudojimo 
indikacijomis ir apsvarstykite rizikos veiksnius bei kontraindikacijas. 
Jei prieš naudodami neperskaitysite ir nesilaikysite visų šiame vadove 
pateiktų nurodymų, pacientas gali būti sunkiai ar mirtinai sužalotas.

•  Netinka nustatyti mažai siurbimo jėgai, kurios reikia, pvz., krūtinės ląstos 
drenažui, be specializuotų priedų. 

•  Nepatvirtinta naudoti lauke arba transporto priemonėse.

 Įspėjimas: siekiant sumažinti galimo sužalojimo riziką nustatant arba 
naudojant prietaisą

•  Šios įrangos modifikuoti negalima.
•  Nejunkite šio prietaiso prie pasyvaus drenažo vamzdelio.
•  „Dominant Flex“ buvo patikrintas kartu su priedais, išvardytais skyriuje 

„Priedų apžvalga“. Norėdami, kad „Dominant Flex“ veiktų tinkamai ir 
saugiai, naudokite jį tik su šiais priedais. Daugiau informacijos pateikiama 
atskiro priedo naudojimo instrukcijoje.

 Įspėjimas: siekiant sumažinti galimo sužalojimo riziką dėl trukdžių  
su kitais prietaisais

•  „Dominant Flex“ neturėtų būti naudojamas greta kitų įrenginių arba ant jų.  
Jeigu „Dominant Flex“ reikia naudoti pastačius greta kitų įrenginių ar 
uždėjus ant jų, reikia patikrinti, ar jis tinkamai veikia esant tokiai 
konfigūracijai.

•  Naudojant kitus priedus ar kabelius, nei pateikė šio prietaiso gamintojas, 
gali padidėti šio vakuuminio siurblio elektromagnetinis spinduliavimas arba 
sumažėti jo elektromagnetinis atsparumas, todėl jis gali veikti netinkamai.

•  Nešiojamoji radijo dažnių (RD) ryšio įranga (įskaitant periferinius įrenginius, 
tokius kaip antenos kabeliai ir išorinės antenos) turi būti naudojama ne arčiau 
kaip 30 cm nuo bet kurios siurblio „Dominant Flex“ dalies, įskaitant gamintojo 
nurodytus kabelius (maitinimo laidą, kojinį jungiklį, vežimėlį). Priešingu atveju 
gali pablogėti šios įrangos veikimas.

 Įspėjimas: siekiant sumažinti elektros smūgio, karščio, gaisro ar sprogimo 
pavojų 

•  Siekiant sumažinti elektros smūgio pavojų, šią įrangą reikia jungti tik prie 
stacionaraus įžeminto elektros tinklo lizdo.

•  Prietaisas neturi būti naudojamas sprogiems, lengvai užsidegantiems ar 
koroziją sukeliantiems skysčiams siurbti.

•  Prieš pakartotinį apdorojimą atjunkite prietaisą nuo elektros tinklo.
•  Prieš keisdami saugiklį, atjunkite elektros kištuką nuo maitinimo šaltinio.
•  „Dominant Flex“ yra iš tinklo maitinamas vakuuminis siurblys. Prieš 

prijungdami vakuuminį siurblį prie elektros tinklo, patikrinkite, ar jūsų 
vietinis maitinimo šaltinis atitinka specifikacijų plokštelėje nurodytą 
vardinį parametrą.

PERSPĖJIMAI

 Perspėjimas: siekiant sumažinti galimo kryžminio užteršimo ar biologinio 
pavojaus riziką

•  Prieš atidarydami apžiūrėkite, ar sterili pakuotė nepažeista.
•  Prietaisų su pažeista pakavimo sistema naudoti negalima.
•  Daugkartinio naudojimo prietaisai tiekiami nesterilūs, todėl prieš pirmą 

kartą naudojant ir po kiekvieno naudojimo jie turi būti pakartotinai 
apdorojami pagal skyrių „Bendrosios pakartotinio apdorojimo gairės“.

•  Kai apdorojate prietaisus, visada dėvėkite asmenines apsaugos priemones 
(AAP): vienkartines pirštines ir kitas AAP pagal vietos gaires ir taisykles.

•  Naudojimo vietoje apdorokite vandentiekio vandeniu (≤40 °C, ≤104 °F). 
Pažeidus šį reikalavimą, gali susikaupti likučių, kurie trukdys atlikti dezinfekciją.

 Perspėjimas: siekiant sumažinti galimą sužalojimo riziką dėl 
netinkamo naudojimo

•  Netinkamas naudojimas gali sukelti skausmą ir sužaloti pacientą.
•  Pacientas turi būti reguliariai stebimas pagal gydytojo nurodymus ir 

įstaigos rekomendacijas. Į bet kokius objektyvius galimos infekcijos ar 
komplikacijos požymius arba simptomus (pvz., karščiavimą, skausmą, 
paraudimą, didesnę šilumą, patinimą ar pūlingas išskyras) privaloma 
nedelsiant reaguoti.  
Nesilaikant šio reikalavimo, pacientui gali kilti didelis pavojus. Dažnai 
stebėkite „Dominant Flex“ darbinę būklę.

•  Jei „Dominant Flex“ naudojamas žaizdos drenažui, neigiamas slėgis turi 
būti nustatytas pagal specialisto nurodymus ir neturi pažeisti žaizdos.

 Perspėjimas: siekiant sumažinti galimo sužalojimo riziką nustatant arba 
naudojant prietaisą

•  Kad prietaisas neperkaistų, stovo versija turi būti ne mažesniu kaip 5 cm 
atstumu nuo korpuso.

 Perspėjimas: siekiant sumažinti galimo sužalojimo riziką dėl trukdžių su 
kitais prietaisais

•  Belaidė ryšio įranga, pvz., belaidžiai namų tinklo prietaisai, mobilieji 
telefonai, belaidžiai telefonai ir jų prijungimo stotelės, nešiojamieji 
imtuvai-siųstuvai, gali paveikti siurblį „Dominant Flex“ ir turėtų būti laikomi 
bent 30 cm atstumu nuo įrangos (vakuuminio siurblio, maitinimo laido, 
kojinio jungiklio, vežimėlio).

 Perspėjimas: siekiant sumažinti elektros smūgio, karščio, gaisro ar 
sprogimo pavojų

•  Kad prietaisas neperkaistų, vakuuminiam siurbliui veikiant turi būti 
neuždengta jo apačioje esanti išmetimo anga.

 SU SAUGA SUSIJĘS PATARIMAS 
•  Dėl saugos bandymų vakuuminį siurblį reikia prižiūrėti ir remontuoti visą jo 

eksploatavimo laiką pagal techninės priežiūros vadovą.
•  „Dominant Flex“ apsauga nuo širdies defibriliatoriaus iškrovos poveikio 

priklauso nuo tinkamų kabelių naudojimo.
•  Atskyrimas nuo elektros energijos užtikrinamas tik ištraukus elektros kištuką 

iš stacionaraus elektros tinklo lizdo.
•  Trečiųjų šalių sąlytį turinčias priemones (pvz., kaniules, kateterius) turi būti 

galima prijungti nedarant įtakos siurblio veikimui. 
•   Prieš naudodami, įsitikinkite, kad vakuuminis siurblys veikia tinkamai, žr. 

skyrių apie paruošimą naudojimui.
•   Saugokitės, kad ant elektros kištuko galų ar į prietaiso įėjimą nepatektų 

skysčio.

SAUGOS NURODYMAI 

•   Apie kontraindikacijas, susijusias su konkrečiomis naudojimo indikacijomis, 
žr. su „Dominant Flex“ skirtų naudoti prietaisų naudojimo instrukcijose. 

•  Atlikdami visus veiksmus mūvėkite pirštines.
•  „Dominant Flex“ yra medicinos prietaisas, kuriam reikalingos specialios 

saugos priemonės, susijusios su elektromagnetiniu suderinamumu (EMS). 
Jis turi būti įrengtas ir pradėtas eksploatuoti laikantis skyriuje „Techninė 
dokumentacija“ pateiktos EMS informacijos.

•  „Dominant Flex“ nesaugu naudoti magnetinio rezonanso (MR) aplinkoje. 
Neneškite siurblio į MR aplinką.

•  Persipildymo atveju nedelsdami informuokite vidaus techninę tarnybą ir 
atlikite techninės priežiūros vadove nurodytas užduotis.

•  Kiekvienu iš toliau nurodytų atvejų prietaiso negalima naudoti ir jį turi 
sutaisyti „Medela“ klientų aptarnavimo tarnyba:

 –  jei pažeistas maitinimo laidas arba kištukas;
 –  jei prietaisas neveikia nepriekaištingai;
 –  jei prietaisas sugadintas;
 –  jei prietaisas turi aiškių saugos defektų.
•  Laikykite maitinimo laidą atokiai nuo karštų paviršių.
•  Ant elektros kištuko neturi patekti drėgmės.
•  Niekada netraukite elektros kištuko iš stacionaraus tinklo lizdo  

už maitinimo laido!
•  Niekada nepalikite įjungto prietaiso be priežiūros.
•  Jeigu siurblys naudojamas, jis turi stovėti vertikaliai.
•  Niekada nenaudokite prietaiso esant aukštai kambario temperatūrai, 

jei esate labai pavargę arba aplinkoje, kurioje yra sprogimo pavojus.
•  Niekada nedėkite prietaiso į vandenį ar kitus skysčius.
•  Kai naudojate vienkartinius sterilius gaminius, atkreipkite dėmesį, kad jie 

nėra skirti pakartotinai apdoroti. Pakartotinai apdorotas gaminys gali 
prarasti savo mechanines, chemines ir (arba) biologines savybes. 
Pakartotinis naudojimas gali sukelti kryžminę taršą.

•  Kreipkitės į vietinį „Medela“ klientų aptarnavimo tarnybos atstovą ir 
paprašykite pagalbos, susijusios su gaminio eksploatavimu.

•  „Medela“ siurbimo įrangą naudokite tik kūno skysčiams šalinti. 
Nenaudokite „Medela“ siurbimo įrangos kūno skysčiams leisti.

Šią naudojimo instrukciją būtina pasilikti, kad vėliau prireikus būtų galima 
pasiskaityti.
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2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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GIMDYMO NAUDOJANT VAKUUMĄ SĄRANKA 

Pastaba
•  „Dominant Flex“ turi būti pastatytas taip, kad jį būtų galima lengvai atjungti  

nuo elektros energijos tiekimo.

b) Prijunkite „Medela“ VAD 
taurės žarnelę prie 
paciento jungties ant 
daugkartinės surinkimo 
sistemos siurbimo indo.

4.1  Įjunkite siurblį, nustatykite maksimalią siurbimo jėgą, 
užspauskite „Medela“ VAD taurės žarnelę ir iki galo nuspauskite 
vakuumo reguliatorių (kojos pirštais spausdami priekinę dalį).

4.2  Palyginkite maksimalią siurbimo jėgą su specifikacija, žr. 
pirmiau pateiktą lentelę.

5.1  Jei atitinka, sumažinkite siurbimo jėgą, grąžindami kojinį 
vakuumo reguliatorių į nulinio vakuumo arba aplinkos slėgio 
būseną (kulnu spausdami galinę dalį).

5.2 Dabar siurblys paruoštas naudoti.

1.    Paruoškite siurblį ir priedus 
vadovaudamiesi skyriumi 
„Paruošimas prieš 
naudojimą“.

2.1  Prijunkite kojinį vakuumo 
reguliatorių: sidabro spalvos 
adapteris turi būti iki galo 
įstatytas į vakuuminio siurblio 
apsauginį rinkinį.

2.2  Prijunkite žarnelę prie 
metalinio adapterio viršaus.

3.1  a) Prijunkite „Medela“ VAD 
taurės žarnelę prie paciento 
jungties ant vienkartinės 
surinkimo sistemos įdėklo 
dangčio ARBA

TRIKČIŲ ŠALINIMAS 

Nepakankamas vakuumas
Patikrinkite, ar:
•  tinkamai nustatytas vakuumo reguliatorius;
•  nepažeistos arba nenutrūkusios žarnelės; Jei reikia, pakeiskite.
•  tvirtai prijungtos visos įkišamos jungtys;
•  apsauga nuo perpildymo deaktyvinta / atvira. Jei apsauga nuo 

perpildymo suaktyvinta, deaktyvinkite ją, kaip parodyta skyriuose 
„Įrengimas“ ir „Nustatykite apsauginį rinkinį“.

•  siurbimo indas ir dangtis yra be įtrūkimų, trapių vietų ir spalvos pakitimų.  
Jei reikia, pakeiskite.

•  vienkartinė sistema yra be įtrūkimų, trapių vietų, spalvos pakitimų. Jei reikia, 
pakeiskite.

•  filtras neužsikimšęs. Kaip išbandyti, ar filtras neužsikimšęs, žr. instrukcijos  
lape, pateiktame su filtrais.

Jei problemos nepavyksta pašalinti, susisiekite su vidaus techniniu skyriumi.

Nešviečia šviesos diodai
„Dominant Flex“ neprijungtas prie elektros tinklo arba reikia pakeisti saugiklį.

Šviečia geltonas šviesos diodas
Mažos svarbos atvejis: geltonas šviesos diodas šviečia, bet siurblį galima 
įjungti ir išjungti:
•  kreipkitės į vidaus techninį skyrių arba į įgaliotąjį techninės priežiūros 

centrą, kai tik galėsite.

Didelės svarbos atvejis: šviečia geltonas šviesos diodas ir siurblio negalima  
įjungti ir išjungti:
•  kreipkitės į vidaus techninį skyrių arba įgaliotąjį techninės priežiūros centrą 

dėl remonto / techninės priežiūros.

Variklis neveikia
Patikrinkite, ar:
•  „Dominant Flex“ yra įjungtas. Turi šviesti parengties šviesos diodas.
•  Elektros kištukas tinkamai įkištas į stacionarų elektros tinklo lizdą ir į  

prietaiso įėjimą.
•  „Dominant Flex“ galinėje pusėje esantis saugiklis nesugedęs. Kaip pakeisti 

sugedusį saugiklį, žr. skyriuje „Sugedusio saugiklio keitimas“.

Jei problemos nepavyksta pašalinti, susisiekite su vidaus techniniu skyriumi.

SUGEDUSIO SAUGIKLIO KEITIMAS 

ĮSPĖJIMAS
•  Prieš keisdami saugiklį, atjunkite elektros kištuką nuo maitinimo šaltinio. 

Laikykitės techninės priežiūros vadove [          200.6365] pateikto nurodymo, 
kaip pakeisti siurblio „Dominant Flex“ saugiklius (T 1,6 AH, 250 VAC, 5 x 20 mm).

Vakuuminio siurblio versijos ir pagrindiniai elementai

Stovo versija

Rankena su 
dviem indų 
laikikliais

Nešiojamoji versija

Mobilioji versija

Vakuumetras

Vakuumo 
reguliatorius Įjungimo / išjungimo  

mygtukas

Apsauginis rinkinys

Srauto keitimo mygtukai

Standartinis bėgelis
Vežimėlis  
(pasirinktinis priedas)

Kojinis jungiklis 
(vežimėlio)

Visi ratukai su stabdžiais

Naudojimo 
elementai ir 
indikatoriai

Prietaiso galinė dalis Laido laikiklis  
(su pasirinktiniu  
vežimėliu)

Lizdas 
pasirinktiniam  
kojiniam 
jungikliui

Saugikliai

Prietaiso įėjimas

Vienodo potencialo laidininkas

60 l/min. srautas
50 l/min. srautas
40 l/min. srautas

Įjungimo / išjungimo mygtukas

Žalia lemputė: siurbliui tiekiamas maitinimas
Geltona lemputė: siurblyje įvyko klaida. Žr. skyrių „Trikčių šalinimas“
Balta lemputė: siurblys veikia

Suaktyvintas:

Deaktyvintas: 
(paruoštas 

naudoti)

Mechaninis  
apsaugos nuo  
perpildymo įtaisas

Žarnelės jungtis
Dangtis su spaustuvais

Apsauginis rinkinys

Indas, 
0,25 l

APRAŠYMAS 

Įžanga
„Dominant Flex“ – tai aukštos kokybės vakuuminis siurblys, užtikrinantis 
maksimalų siurbimo našumą daugeliui siurbimo poreikių. „Dominant Flex“ 
turi tris pasirenkamus srauto greičius, kurie suteikia lankstumo, priklausomai 
nuo chirurgo pageidavimų. Jame idealiai dera patogumas ir paprastas 
pakartotinis apdorojimas bei saugos funkcijos, užtikrinančios optimalų 
veikimą. Galite rinktis iš plataus „Medela“ priedų asortimento ir pritaikyti 
siurblį daugeliui medicininių paskirčių. 

Numatytasis naudojimas / paskirtis
Numatytas vakuuminio siurblio „Dominant Flex“ naudojimas – sukurti pastovią 
siurbimo jėgą nuo 0 iki –95 kPa.

Naudojimo indikacijos
Vakuuminis siurblys „Dominant Flex“ skirtas visoms vakuumo reikalaujančioms 
operacijoms, tokioms kaip bendroji chirurgija, liposukcija, endoskopija, epikardo 
abliacija, nosiaryklės siurbimas, neurochirurgija, vainikinių arterijų jungčių 
suformavimo operacija nenaudojant laikinos kardiopulmoninės jungties („Off 
Pump Coronary Artery Bypass“, OPCAB), cezario pjūvis / gimdymas naudojant 
vakuumą bei žaizdų drenažas ligoninėse, klinikose ir gydytojų kabinetuose.

Kontraindikacijos
Nėra žinomų kontraindikacijų, susijusių su vakuuminiu siurbliu „Dominant Flex“.

Numatytasis naudotojas
„Dominant Flex“ turėtų naudoti tik sveikatos priežiūros specialistai, 
išmanantys siurbimo procedūras, ir darbuotojai, užsiimantys pakartotiniu 
apdorojimu. Šie asmenys negali būti neprigirdintieji ar kurtieji ir privalo turėti 
tinkamus regėjimo gebėjimus.

Numatytoji pacientų grupė
„Dominant Flex“ skirtas naudoti tik pacientams, kuriems pasireiškia 
naudojimo indikacijose aprašytos būklės.

Nepageidaujamas šalutinis poveikis
Nėra žinoma jokio nepageidaujamo šalutinio poveikio, susijusio su 
vakuuminiu siurbliu „Dominant Flex“.

APŽVALGA 

Vakuumo apibrėžtis
Medicininių aspiracijos prietaisų taikymo srityje vakuumas paprastai nurodomas 
kaip absoliutinio slėgio ir atmosferos slėgio skirtumas (absoliučiaisiais skaičiais) 
arba kaip neigiamos vertės kilopaskaliais (kPa). Šiame dokumente, pavyzdžiui, 
–10 kPa indikacija visada reiškia slėgio diapazoną kPa, mažesnį už atmosferos 
slėgį (pagal EN ISO 10079:1999 terminus ir apibrėžtis).

ĮRENGIMAS 

1 Patikrinkite pradinį pristatymą
Patikrinkite, ar „Dominant Flex“ pristatymo pakuotė yra sukomplektuota ir 
kokia jos bendra būklė.

„Dominant Flex“ 
nešiojamoji versija

 071.0002

„Dominant Flex“ 
stovo versija

 071.0003

1 Prijunkite „Dominant Flex“ prie elektros tinklo

1.    Prieš naudodami, patikrinkite siurblį, laikydamiesi 
skyriuje „Paruošimas prieš naudojimą“ pateiktų 
nurodymų.

2.1  Prijunkite maitinimo laidą prie prietaiso įėjimo 
siurblio galinėje pusėje. Montavimo laikikliu 
užfiksuokite laidą įėjimo jungtyje.

2.2  Maitinimo laido kištuką įkiškite į stacionarų elektros 
tinklo lizdą.

3.1  Atliekamas vidinės savipatikros bandymas. Kai 
užsidega žali šviesos diodai, prietaisas paruoštas 
naudoti.

NAUDOJIMO NURODYMAI 

ĮSPĖJIMAS
•  „Dominant Flex“ yra iš tinklo maitinamas vakuuminis siurblys. Prieš prijungdami 

vakuuminį siurblį prie elektros tinklo, patikrinkite, ar jūsų vietinis maitinimo 
šaltinis atitinka specifikacijų plokštelėje nurodytą vardinį parametrą.

Pastaba
•  „Dominant Flex“ turi būti pastatytas taip, kad jį būtų galima lengvai atjungti  

nuo elektros tinklo.
• Atlikdami visus veiksmus mūvėkite pirštines.

2 Patikrinkite maksimalią siurbimo jėgą

1.1  Įjunkite „Dominant Flex“. Siurblys rodys 50 l/min. 
srautą.

2.1  Pasukite vakuumo reguliatorių į dešinę, kad 
nustatytumėte maksimalią siurbimo jėgą.

Aukštis virš jūros lygio:
Vakuumo specifikacijos:

Maks. siurbimo jėga:

1.1  Pakeiskite srautą pagal operatoriaus pageidavimą. 
Įjungus siurblį (kojiniu jungikliu arba ant siurblio 
esančiu mygtuku), jis pradės veikti 50 l/min. režimu.

1.2  Palieskite, kad pakeistumėte į:  
60 l/min. 
50 l/min. 
40 l/min.

DĖMESIO
•  Kai „Dominant Flex“ naudojamas žaizdos drenažui, neigiamas slėgis turi 

būti nustatytas pagal specialisto nurodymus ir neturi pažeisti žaizdos.

3 Srauto keitimas

4 Vakuumo lygio keitimas
2.1  Užspauskite paciento žarnelę.
2.2  Sukdami vakuumo reguliatorių, pasirinkite tinkamą 

siurbimo jėgą, atsižvelgdami į konkrečią paskirtį. 
Norėdami padidinti siurbimo jėgą, sukite 
reguliatorių pagal laikrodžio rodyklę.

2.3  Patikrinkite nustatymą vakuumetru.

arba
arba

5 Darbo pabaiga po naudojimo
1.1  Palieskite įjungimo / išjungimo mygtuką, kad 

išjungtumėte vakuuminį siurblį.

2.1  Atjunkite elektros kištuką nuo elektros šaltinio.
3.    Nuvalykite ir dezinfekuokite „Dominant Flex“. Žr. skyrių 

„Bendrosios pakartotinio apdorojimo gairės“.

 + 3000 m – 64 kPa
  – 480 mmHg
 + 2000 m – 74 kPa
  – 555 mmHg
 + 1000 m – 84 kPa  
  – 630 mmHg
 + 500 m – 89 kPa 
  – 668 mmHg
 0 m – 95 kPa 
  – 713 mmHg (Tolerancija: +/–15 %)

3.1 Užspauskite paciento žarnelės galą nykščiu.
3.2  Palyginkite maksimalią siurbimo jėgą su 

specifikacija (žr. toliau). Jei vakuumas 
nepasiekiamas, žr. skyrius „Trikčių šalinimas“ ir 
„Nepakankamas vakuumas“.

ĮSPĖJIMAS
•  Po kiekvieno naudojimo dalys, kurios turėjo sąlytį su aspiruotais sekretais, 

turi būti valomos, dezinfekuojamos, sterilizuojamos arba šalinamos pagal 
pakartotinio apdorojimo nurodymus.

4 Surinkimo sistemų surinkimas
Surinkimo nurodymus ir visą informaciją, susijusią su priedų ir surinkimo 
sistemos naudojimu, rasite „Medela“ vienkartinės surinkimo sistemos, 
„Medela“ daugkartinės surinkimo sistemos ir „Medela“ vienkartinio filtro 
instrukcijų lapuose, pateiktuose kartu su atitinkamais gaminiais.

3 Pasirinktinio kojinio jungiklio prijungimas

1.1  Prijunkite pasirinktinį kojinį jungiklį įkišdami kištuką.
1.2 Išbandykite, ar kojinis jungiklis tinkamai veikia.

Maitinimo laidas, 
šešiabriaunis raktas

  Žr. techninės 
priežiūros 
vadovą

Daugkartinis indas 
0,25 l

 077.0125

Silikoninė žarnelė  
ø 7 x 12 mm su  
2 jungiamosiomis 
dalimis

  077.0922
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Surgical Suction Pump
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 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.

 + 3000 m 

– 64 kPa

 
 

– 480 mmHg

 + 2000 m 

– 74 kPa

 
 

– 555 mmHg

 + 1000 m 

– 84 kPa  

 
 

– 630 mmHg

 
+ 500 m 

– 89 kPa 

 
 

– 668 mmHg

 
0 m 

– 95 kPa 

 
 

– 713 mmHg
(Tolerance: +/– 15 %)
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Naudojimo 
instrukcija

Apsauginio indo 
dangtis, apsaugos 
nuo perpildymo 
priemonė

 077.0450

4  Pasirinktinio užspaudžiamojo laikiklio uždėjimas (naudojant pasirinktinį 
vežimėlį)

1.1 Paspauskite ir laikykite mėlyną atleidimo mygtuką.
1.2  Prijunkite užspaudžiamąjį laikiklį prie standartinio 

bėgelio atleisdami mėlyną mygtuką.

5 Nustatykite apsauginį rinkinį
1.1  Prijunkite mechaninį apsaugos nuo perpildymo įtaisą 

prie dangčio. Švelniai patraukite žemyn, kad jis būtų 
atviras / deaktyvintas.

1.2 Uždėkite dangtį ant indo.
1.3 Užspauskite du dangčio spaustuvus.

2.1 Prijunkite apsauginį rinkinį prie siurblio.

3.1  Norėdami pakartotinai apdoroti, apsauginį rinkinį 
atjunkite nuo siurblio ir išardykite atvirkštine tvarka 
atlikdami 1.3, 1.2 ir 1.1 veiksmus.

1.1

1.2

PARUOŠIMAS NAUDOTI 

ĮSPĖJIMAI
•  Skirta naudoti tik medicininį išsilavinimą turintiems asmenims, kurie buvo 

tinkamai išmokyti atlikti siurbimo procedūras ir naudoti aspiratorius.

Pastaba
•  Atlikdami visus veiksmus mūvėkite pirštines.

PERSPĖJIMAI
•  Naudojimo metu „Dominant Flex“ privalo būti laikomas stačiai.
•  Kad prietaisas neperkaistų, stovo versija turi būti ne mažesniu kaip 5 cm  

atstumu nuo korpuso. Korpuso galinė dalis turi būti atvira.
•  Prieš naudojant sterilius priedus būtina patikrinti, ar pakuotė nepažeista.

1 Patikrinimas prieš naudojimą
•  Prieš naudodami, patikrinkite „Dominant Flex“ sistemą, ar nepažeistas 

maitinimo laidas arba kištukas, ar nėra akivaizdžių prietaiso pažeidimų 
arba saugos defektų ir ar prietaisas tinkamai veikia.

•  Patikrinkite, ar „Dominant Flex“ pristatymo pakuotė yra sukomplektuota ir 
kokia jos bendra būklė.

•  Prieš naudodami, patikrinkite visus priedus: 
1. ar siurbimo indai, dangčiai ir įdėklai neturi įtrūkimų, trapių vietų ar defektų.  
Jeigu reikia, pakeiskite. 
2. Ar žarnelės neturi įtrūkimų, trapių vietų ir ar visos jungtys tvirtai prijungtos.  
Jeigu reikia, pakeiskite. 
3. Prieš naudodami, atlikite papildomą saugos bandymą: išsiurbkite 
sistemą (įskaitant indus) naudodami maksimalią siurbimo jėgą.

1.1

1.2

2.1

3.1

1.3

2 Nuimkite transportavimo užraktą

1.1  Nuimkite raudoną pastabų lapą. 
1.2  Išsukite 3 varžtus ir pasidėkite, kad vėliau 

galėtumėte panaudoti.

3 Paruoškite nešiojamąją versiją (jei yra)

1.1  Uždėkite viršutinę vežimėlio dalį ant apatinės dalies,  
žiūrėdami, kad žarnelė įsistatytų, kaip parodyta.

1.2  Dalis sujunkite 4 varžtais.

2.1  Uždėkite siurblį ant vežimėlio. Žiūrėkite, kad siurblio 
priekis ir standartinis bėgelis būtų nukreipti į priekį.

2.2  Prijunkite siurblį 4 varžtais.
2.3  Dviem varžtais pritvirtinkite laido laikiklį prie siurblio.

2 Bazinės konfigūracijos surinkimas

1.1  Įsitikinkite, kad apsauginis rinkinys prijungtas prie 
„Dominant Flex“. Žr. skyrius „Įrengimas“ ir 
„Nustatykite apsauginį rinkinį“.

2.1  Jei reikia, prie apsauginio rinkinio prijunkite filtrą 
taip, kad rodyklė būtų nukreipta tėkmės kryptimi.

3.    Prijunkite visus būtinus priedus pagal jūsų poreikius. 
Žr. „Priedų apžvalga“.

DĖMESIO
•  Daugkartinio naudojimo prietaisai tiekiami nesterilūs, todėl prieš pirmą 

kartą naudojant ir po kiekvieno naudojimo jie turi būti pakartotinai 
apdorojami pagal skyrių „Bendrosios pakartotinio apdorojimo gairės“.
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Rodo atitiktį ES medicinos 
priemonių reikalavimams.

Nurodo atitiktį papildomiems 
JAV ir Kanados saugos 
reikalavimams, taikomiems 
elektrinei medicinos įrangai.

Nurodo teisines sistemos 
specifikacijas.

Perskaitykite ir vadovaukitės 
naudojimo instrukcija.

Bendrosios saugos įspėjimo 
simbolis reiškia su sauga 
susijusią informaciją.

Nurodo su sauga susijusį 
patarimą.

Nurodo įžeminimą. Nurodo sistemos elektrinės 
saugos klasę.

Nurodo apsauginį 
įžeminimą

Nurodo apsaugą nuo 
kenksmingo kietųjų 
svetimkūnių ir vandens 
patekimo poveikio.

Nurodo, kad tai CF tipo su 
pacientu besiliečianti dalis.

Nesaugu MR aplinkoje, 
laikyti atokiai nuo 
magnetinio rezonanso 
tyrimo (MRT) įrangos.

Nurodo, kad šalia šiuo 
simboliu pažymėtos įrangos 
gali atsirasti trukdžių.

Nurodo vienodo 
potencialo laidininko jungtį. 

Nurodo kojinio jungiklio 
prijungimo prievadą.

Nurodo gamintoją. Nurodo pagaminimo datą. Nurodo, kad prietaiso 
negalima naudoti po 
nurodytos datos. 

Nurodo medicinos 
priemonę, skirtą naudoti 
tik vieną kartą.

Nurodo prietaiso dalies 
numerį.

Nurodo prietaiso serijos 
numerį.

Nurodo gamintojo partijos 
kodą.

Nurodo temperatūros 
(pvz., veikimo, gabenimo 
ar laikymo) diapazoną.

Nurodo santykinės drėgmės 
(pvz., veikimo, gabenimo ar 
laikymo) diapazoną.

Nurodo atmosferos slėgio 
diapazoną, kurį medicinos 
prietaisas gali saugiai 
atlaikyti.

Nurodo nenaudoti 
prietaiso, jei pakuotė 
pažeista.

Neišmesti elektrinių ir 
elektroninių prietaisų kartu 
su nerūšiuotomis buitinėmis 
atliekomis (prietaisą utilizuoti 
pagal vietos taisykles).

Saugoti nuo saulės šviesos. Yra dužių gaminių. Elgtis 
atsargiai.

Saugoti nuo lietaus.  
Laikyti sausoje aplinkoje.

Nurodo maksimalią 
sistemos siurbimo jėgą.

Nurodo sistemos srauto 
lygius.

Nurodo elektrines sistemos 
specifikacijas.

Nurodo sistemos svorį. Nurodo sistemos  
matmenis (a x p x g).

Nurodo daiktų skaičių.

MD
Nurodo, kad daiktas yra 
medicinos prietaisas.

XXX

YY

Nurodo pakuotės 
medžiagos, apibrėžtos 
kodu „XX“ ir santrumpa 
„YYY“, perdirbimą.

Nurodo, kad pakuotę 
galima perdirbti.

Nurodo, kad šia puse 
į viršų.

Nurodo saugiklį.

#
Nurodo modelio numerį.

X

Nurodo atskirų prietaisų 
kiekį (x) pakuotėje.

Nurodo, kad reikia 
vadovautis naudojimo 
instrukcija.

Nurodo, kad prietaisas 
sterilizuotas etileno oksidu. 

Nurodo vieno sterilaus 
barjero sistemą. 

Nurodo vieno sterilaus 
barjero sistemą su 
apsaugine pakuote išorėje. 

UDI
Nurodo laikmeną, kurioje 
yra unikali prietaiso 
identifikavimo informacija.

Šis simbolis žymi radijo 
dažnio atpažinimo žymę.

Nurodo įgaliotąjį atstovą. Nurodo subjektą, platinantį 
medicinos prietaisą regione.

AC

ŽENKLAI IR SIMBOLIAI

GARANTIJA IR TECHNINĖ PRIEŽIŪRA 

Garantija
„Medela AG“ suteikia 5 metų garantiją prietaiso medžiagų ir darbo 
defektams nuo jo pristatymo dienos. Šiuo laikotarpiu sugadinta medžiaga 
bus pakeista nemokamai, jeigu ji buvo sugadinta ne dėl piktnaudžiavimo ar 
netinkamo naudojimo. Ši nuostata netaikoma dalims, kurios nusidėvi 
naudojimo metu. Siekdami užtikrinti šios garantijos sąlygų laikymąsi bei 
optimalią „Medela“ gaminių priežiūrą, rekomenduojame su mūsų siurbliais 
naudoti išskirtinai „Medela“ priedus.
„Medela AG“ jokiu būdu neatsako už pretenzijas, viršijančias aprašytos 
garantijos apimtį, įskaitant atsakomybę už netiesioginius nuostolius, 
atsiradusius dėl netinkamo eksploatavimo, netinkamo naudojimo, neleistino 
remonto arba netinkamo surinkimo ar išardymo.
„Medela“ nepripažins teisės į sugedusių dalių pakeitimą, jeigu neįgaliotieji 
asmenys atliko su siurbliu kokius nors darbus. Ši garantija taikoma prietaisui, 
kuris grąžinamas į „Medela“ priežiūros centrą.

Techninė priežiūra / reguliari patikra
Vakuuminio siurblio, jo modulių ar priedų techninės priežiūros ir remonto 
darbus turi atlikti tik įgalioti techninės priežiūros darbuotojai, išmokyti tai 
daryti. „Medela“ rekomenduoja 1 kartą per metus atlikti reguliarią patikrą 
pagal „Medela“ techninės priežiūros vadovą [         200.6365], kurio anglų 
kalbos versiją galima gaut paprašius.

ŠALINIMAS 

•  Visus gaminius tvarkykite ir šalinkite laikydamiesi pripažintos medicinos 
praktikos ir galiojančių vietinių rekomendacijų bei taisyklių.

•  Prieš utilizuodami, pakartotinai apdorokite daugkartinius prietaisus.
Autoklavuokite kūno skysčiais užterštus priedus.

Siurblys ir elektrinės dalys
•  Pardavimo vietoje arba susisiekę su vietos institucija pasiteiraukite apie

tinkamus įrangos atliekų surinkimo taškus.
•  „Dominant Flex“ turi būti šalinamas pagal Europos direktyvą 2012/19/ES 

dėl EEĮA.
•  Nešalinkite elektros ar elektroninių atliekų kartu su nerūšiuotomis buitinėmis 

atliekomis, jas reikia surinkti atskirai.
•  Europos Sąjungoje/Šveicarijoje/JK gamintojas ar pardavėjas turi surinkti 

įrangos atliekas. Kitose šalyse gali būti panašių surinkimo ir perdirbimo 
sistemų. Laikykitės atitinkamų savo šalies įstatymų ir taisyklių, 
reglamentuojančių elektrinės ir elektroninės įrangos utilizavimą.

•  Atskiras šalinamos įrangos atliekų surinkimas ir perdirbimas padės išsaugoti 
gamtos išteklius ir užtikrins, kad jos būtų perdirbtos taip, kad būtų apsaugota
žmonių sveikata ir aplinka.

TECHNINĖ DOKUMENTACIJA 

EMS
„Dominant Flex“ yra išbandytas dėl EMS pagal IEC 60601-1-2:2014/
AMD1:2020 4.1 redakcijos reikalavimus, laikantis 7 ir 8.9 punktų. 
„Dominant Flex“ yra medicinos prietaisas, kuriam reikalingos specialios 
saugos priemonės ir kuris turi būti įrengtas ir pradėtas naudoti laikantis 
EMS informacijos. „Dominant Flex“ neturi esminių eksploatacinių savybių, 
kaip apibrėžta IEC 60601-1.

ĮSPĖJIMAI
•  „Dominant Flex“ neturėtų būti naudojamas greta kitų įrenginių arba ant jų. 

Jeigu „Dominant Flex“ reikia naudoti pastačius greta kitų įrenginių ar uždėjus
ant jų, reikia patikrinti, ar jis tinkamai veikia esant tokiai konfigūracijai.

•  Naudojant kitus priedus ar kabelius, nei pateikė šio prietaiso gamintojas, 
gali padidėti šio vakuuminio siurblio elektromagnetinis spinduliavimas arba 
sumažėti jo elektromagnetinis atsparumas, todėl jis gali veikti netinkamai.

DĖMESIO
•  Belaidė ryšio įranga, pvz., belaidžiai namų tinklo prietaisai, mobilieji 

telefonai, belaidžiai telefonai ir jų prijungimo stotelės, nešiojamieji 
imtuvai-siųstuvai, gali paveikti siurblį „Dominant Flex“ ir turėtų būti laikomi 
bent 30 cm atstumu nuo įrangos (vakuuminio siurblio, maitinimo laido, 
kojinio jungiklio, vežimėlio).

Elektromagnetinis spinduliavimas
„Dominant Flex“ patvirtintas naudoti tik šioje elektromagnetinėje aplinkoje: 
profesionalių sveikatos priežiūros įstaigų aplinkoje ir teikiant sveikatos 
priežiūros paslaugas namuose.

Spinduliavimo 
bandymai

Atitiktis Gairės dėl elektromagnetinės aplinkos

RD spinduliavimas
CISPR 11

1 grupė „Dominant Flex“ RD energiją naudoja tik 
savo vidiniam veikimui. Todėl jo RD 
spinduliavimas yra labai nedidelis ir mažai 
tikėtina, kad sukels trukdžių netoliese 
esančiai elektroninei įrangai.

RD spinduliavimas
CISPR 11

B klasė „Dominant Flex“ tinkamas naudoti visuose 
pastatuose, įskaitant gyvenamuosius ir tuos, 
kuriems elektros energija tiekiama tiesiogiai 
iš viešojo žemosios įtampos elektros tinklo, 
iš kurio elektros energija tiekiama 
gyvenamiesiems namams.

Harmonikų srovių 
spinduliavimas
IEC 61000-3-2

A klasė

Įtampos pokyčiai, 
svyravimai ir mirgėjimas
IEC 61000-3-3

Atitinka

Elektromagnetinis atsparumas
„Dominant Flex“ patvirtintas naudoti tik šioje elektromagnetinėje aplinkoje: 
profesionalių sveikatos priežiūros įstaigų aplinkoje ir teikiant sveikatos 
priežiūros paslaugas namuose.

Atsparumo 
bandymai

Elektrostatinis
išlydis (ESI)
IEC 61000-4-2

IEC 60601-1-2 
bandymo lygis

±8 kV kontaktinis
±15 kV ore

Atitikties
lygis

±8 kV kontaktinis
±15 kV ore

Gairės dėl 
elektromagnetinės  
aplinkos

Grindys turi būti 
medinės, betoninės 
arba keraminių 
plytelių. Jei grindys 
padengtos sintetine 
danga, santykinė 
drėgmė turi būti 
bent 30 %.

Elektrinis spartusis 
pereinamasis 
vyksmas / 
impulsų vora
IEC 61000-4-4

±2 kV 
elektros 
tiekimo linijoms
±1 kV 
įvesties /
 išvesties linijoms

±2 kV 
elektros 
tiekimo linijoms
±1 kV 
įvesties / išvesties 
linijoms

Maitinimo tinklu 
tiekiama energija turi 
atitikti įprastų 
komercinės paskirties 
pastatų arba 
ligoninių aplinkoje 
tiekiamą energiją.

Viršįtampis
IEC 61000-4-5

±1 kV 
diferenciniu režimu
±2 kV 
tarp fazės ir žemės

±1 kV 
diferenciniu režimu
±2 kV 
tarp fazės ir žemės

Maitinimo tinklu 
tiekiama energija turi 
atitikti įprastų 
komercinės paskirties 
pastatų arba 
ligoninių aplinkoje 
tiekiamą energiją.

Įtampos kryčiai, 
trumpieji trūkiai ir 
pokyčiai 
įvesties linijose
IEC 61000-4-11

0 % UT
0,5 ciklo esant 0°, 
45°, 90°, 135°, 180°, 
225°, 270° ir 315°

0 % UT
1 ciklą

70 % UT
25 ciklus esant  
50 Hz vienfaz.: 
esant 0°
ir 30 ciklų esant 
60 Hz vienfaz.: 
esant 0°

0 % UT
250 ciklų  
esant 50 Hz
ir 300 ciklų esant 
60 Hz

0 % UT
0,5 ciklo esant 0°, 
45°, 90°, 135°, 180°, 
225°, 270° ir 315°

0 % UT
1 ciklą

70 % UT
25 ciklus esant  
50 Hz vienfaz.: 
esant 0°
ir 30 ciklų esant 
60 Hz vienfaz.: 
esant 0°

0 % UT
250 ciklų  
esant 50 Hz
ir 300 ciklų esant 
60 Hz

Maitinimo tinklu 
tiekiama energija turi 
atitikti įprastų 
komercinės paskirties 
pastatų arba 
ligoninių aplinkoje 
tiekiamą energiją. 
Jei „Dominant Flex“ 
naudotojui reikia, 
kad jis veiktų toliau 
net ir esant elektros 
tiekimo pertrūkiams, 
rekomenduojama 
„Dominant Flex“ 
prijungti prie 
nenutrūkstamo 
maitinimo šaltinio 
arba akumuliatoriaus.

Tinklo dažnio 
(50/60 Hz)
magnetinis laukas
IEC 61000-4-8

30 A/m 30 A/m Tinklo dažnio 
magnetiniai laukai turi 
atitikti įprastus laukus, 
susidarančius įprastų 
komercinės paskirties 
pastatų arba ligoninių 
aplinkoje.

Labai arti 
spinduliuojami 
magnetiniai laukai
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Magnetinio lauko 
intensyvumas turėtų 
būti toks, koks yra 
įprastų komercinės 
paskirties pastatų 
arba ligoninių 
aplinkoje.

PASTABA  UT yra kintamosios srovės tinklo įtampa prieš taikant bandymo lygį. 
CW: nesilpstančioji banga (angl. „Continuous Wave“)  
PM: impulsinė moduliacija (angl. „Pulse Modulation“)

Elektromagnetinis atsparumas
„Dominant Flex“ patvirtintas naudoti tik šioje elektromagnetinėje aplinkoje: 
profesionalių sveikatos priežiūros įstaigų aplinkoje ir teikiant sveikatos 
priežiūros paslaugas namuose.

Atsparumo 
bandymai

RD laukų 
indukuoti 
laidininkais 
sklindantys 
trikdžiai
IEC 61000-4-6

Spinduliuojamas 
elektromagnetinis 
RD laukas
IEC 61000-4-3

IEC 60601-1-2 
bandymo lygis

3 Vrms
0,15–80 MHz

6 Vrms ISM ir 
mėgėjiško 
radijo dažnių 
juostose nuo 
0,15 iki 80 MHz

10 V/m
80 MHz –  
2,7 GHz

Atitikties
lygis

3 Vrms

6 Vrms

10 V/m

Gairės dėl elektromagnetinės 
aplinkos

Nešiojamoji ir mobilioji RD ryšio 
įranga turi būti naudojama ne 
arčiau bet kurios „Dominant Flex“ 
dalies, įskaitant kabelius, nei 
rekomenduojamas atstumas, 
apskaičiuotas pagal siųstuvo 
dažniui taikomą lygtį.

Rekomenduojamas atstumas

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz – 800 MHz

d = 0,7 √ P 
800 MHz – 2,7 GHz

čia P yra didžiausia vardinė 
siųstuvo galia vatais (W), nurodyta 
siųstuvo gamintojo, o d yra 
rekomenduojamas atstumas 
metrais (m).
Stacionariųjų RD siųstuvų lauko 
stipris, įvertintas atlikus vietos 
elektromagnetinį tyrimą,a turi būti 
mažesnis už atitikties lygio reikšmę 
kiekviename dažnio intervale.b

Trukdžiai gali atsirasti aplink 
įrangą, pažymėtą šiuo simboliu:

1 PASTABA Esant 80 MHz ir 800 MHz dažniui, taikomas didesnis dažnio diapazonas.
2 PASTABA  Šios rekomendacijos tinka ne visais atvejais. Elektromagnetinio lauko 

sklidimui turi įtakos sugertis (absorbcija) ir atspindžiai nuo konstrukcijų, 
objektų ir žmonių.

3 PASTABA  RD belaidžio ryšio įrangos labai arti spinduliuojami laukai buvo išbandyti 
pagal IEC 60601-1-2:2014/AMD1:2020 9 lentelę

a   Stacionariųjų RD siųstuvų, pavyzdžiui, radijo (mobiliųjų / belaidžių) telefonų ir 
sausumos judriojo radijo ryšio įrenginių bazinių stočių, mėgėjų radijo stočių, AM ir FM 
radijo transliacijų ir TV transliacijų stočių, lauko stiprio neįmanoma tiksliai 
prognozuoti teoriškai. Elektromagnetinei aplinkai įvertinti dėl stacionariųjų RD 
siųstuvų reikia atlikti vietos elektromagnetinį tyrimą. Jei vietoje, kurioje naudojamas 
„Dominant Flex“, išmatuotas lauko stipris viršija pirmiau nurodytus taikytinus RD 
atitikties lygius, reikia stebėti, ar „Dominant Flex“ tinkamai veikia. Jei pastebimas 
nenormalus veikimas, gali reikėti imtis papildomų priemonių, pvz., pakeisti „Dominant 
Flex“ padėtį arba vietą.

b   Nuo 150 kHz iki 80 MHz dažnių diapazone lauko stipris turi būti mažesnis nei 10 V/m.

Dažnių lentelė
Nešiojamųjų ir mobiliųjų siųstuvų dažnių, kuriuos rekomenduojama atskirti 
30 cm (12 colių) atstumu, lentelė:

Juosta (MHz) 

380–390
430–470
704–787
800–960
1 700–1 990

2 400–2 570
5 100–5 800

Paslaugos

TETRA 400
GMRS 460, FRS 460
„LTE Band“ 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, „LTE Band“ 5
GSM 1800; CDMA 1900; GSM 1900; DECT; „LTE Band“ 1, 3, 4, 25; 
UMTS
„Bluetooth“, WLAN, 802.11 b/g/n, RFID 2450, „LTE Band“ 7
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

ADRESAI

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Įdėklai

       077.0083/84
       077.0194 (tik pasaulinei paskyrai)
       101035340 (tik pasaulinei paskyrai)

077.0086/87

Daugkartiniai dangčiai

077.0450 077.0440    077.0420/30 077.1021 077.1013 

PC indai (maks. 4 x 2,5 l) PSU daugkartiniai indai  
(maks. 4 x 5 l)

Fiksatorius

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silikonas, 7 x 12 mm* Silikonas, 5 x 10 mm Silikonas, 6,5 x 11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  galima naudoti su VAD taurėmis 
(pakartotinis apdorojimas aprašytas
VAD taurių naudojimo instrukcijoje)

PRIEDŲ APŽVALGA

ĮSPĖJIMAS
•  „Dominant Flex“ buvo patikrintas kartu su šiame puslapyje išvardytais 

priedais. Norėdami, kad „Dominant Flex“ veiktų tinkamai ir saugiai, 
naudokite jį tik su šiais priedais. Daugiau informacijos pateikiama atskiro 
priedo naudojimo instrukcijoje.

 SU SAUGA SUSIJĘS PATARIMAS
•  Trečiųjų šalių sąlytį turinčias priemones (pvz., kaniules, kateterius) turi 

būti galima prijungti nedarant įtakos vakuuminio siurblio veikimui. Prieš 
naudodami, įsitikinkite, kad prietaisas veikia tinkamai ir palaiko reikiamą
siurbimo jėgą.

017.0015

077.0711

071.0034

071.0003, stovo versija

071.0002, nešiojamoji versija  
(neparodyta šioje 
iliustracijoje)

TECHNINĖS SPECIFIKACIJOS
Didelis vakuumas
–95 kPa/–713 mmHg
Tolerancija: ±15 %

Išmatuota jūros lygyje (0 m), atmosferos slėgis: 
1013,25 hPa 
Atkreipkite dėmesį: vakuumo lygis kinta 
priklausomai nuo vietovės (atmosferos slėgio, 
drėgmės ir temperatūros).

Intensyvus srautas
40, 50 arba 60 l/min.
Tolerancija: +10 l/min.

Išmatuota jūros lygyje (0 m), atmosferos slėgis: 
1013,25 hPa 
Atkreipkite dėmesį: srautas kinta priklausomai nuo 
vietovės (atmosferos slėgio, drėgmės ir temperatūros).

9,3 kg
20,5 svar.
Stovo versija

100–240 V, 50/60 Hz
120 W

ISO 13485
CE (93/42/EEB), IIa

A x P x G (stovo versija)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 col.

AC

Transportavimo/sandėliavimo sąlygos

Eksploatavimo sąlygos

x x x –  Pagal ISO 17664-2 standartą medicinos prietaiso gamintojas patvirtino, kad 
šie nurodymai yra tinkami paruošti medicinos prietaisą naudoti pakartotinai. 
Siekiant pageidaujamo rezultato, prietaisus ruošiantis asmuo privalo 
pasirūpinti, kad ruošimo pakartotiniam naudojimui procese būtų naudojami 
tinkami įrenginiai, medžiagos ir dirbtų tinkamai paruoštas personalas. 
Tam reikia procesą patikrinti ir (arba) reguliariai stebėti.

–  Vandens savybių specifikacija pateikta AAMI TIR34. 
x x –  Dezinfekavimo plautuvas turi atitikti ISO 15883 serijos standartų 

reikalavimus; plovimas ir dezinfekavimas buvo patvirtinti akredituotos 
laboratorijos ISO 15883 sertifikuotame dezinfekavimo plautuve.

–  Visos išardytos dalys turi būti saugiai įtvirtintos laikikliuose ir (arba) tvirtinimo 
vietose.

–  Neperkraukite dezinfekavimo plautuvo. Išardytas dalis išdėstykite taip, kad 
neliktų neplautų vietų, o valymo skysčiai pasiektų vidinius ir išorinius paviršius.

x x x –  Išmeskite prietaisą (arba komponentą, jei taikoma) arba atlikite jo techninę 
priežiūrą, jei yra matomų nusidėvėjimo ar pažeidimo požymių.

x x x –  Visada dėvėkite asmenines apsaugos priemones (AAP): vienkartines pirštines 
ir kitas AAP pagal vietos gaires ir taisykles.

–  Naudojimo vietoje apdorokite vandentiekio vandeniu (≤40 °C, ≤104 °F). 
Pažeidus šį reikalavimą, gali susikaupti likučių, kurie trukdys atlikti dezinfekciją.

x x x –  Jei prietaisas naudojamas sergančiam pacientui, kurio ligos sukėlėjų 
negalima pašalinti toliau nurodyta tvarka, prietaisas turi būti sunaikintas.

–  Žr. valymo ir dezinfekavimo priemonės gamintojo naudojimo instrukciją, 
įskaitant, be kita ko, poveikio laiką ir saugos priemones.

–  Tuoj pat po prietaiso naudojimo (kol nešvarumai nepridžiūvo prie prietaiso) 
apdorokite jį naudojimo vietoje.

x –  Atjunkite maitinimo laidą nuo elektros energijos šaltinio.
–  Saugokitės, kad ant elektros kištuko galų ar į prietaiso įėjimą nepatektų skysčio.
–  Niekada nemerkite prietaiso į vandenį ar kitus skysčius ir jo neplaukite. 

Nepurkškite valymo ir dezinfekavimo priemonių tiesiai ant prietaiso.
x x –  Minkšta, nepūkuota servetėle, sudrėkinta vandentiekio vandeniu, nuvalykite 

išorinius prietaiso paviršius, kad pašalintumėte visus nešvarumus. Stenkitės 
išvalyti sunkiai išvalomas (ir dezinfekuojamas) vietas, tokias kaip plyšiai, 
tarpai ir sudėtinga geometrija.

x –  Jei užterštas žarnelių su jungtimis spindis arba jungiamosios dalies ir žarnelės
sujungimo vieta (jei jungties negalima nuimti), arba perjungimo vožtuvo 
kanalai, prietaisą utilizuokite pagal užterštoms medžiagoms taikomą tvarką.

x x –  Prieš pradėdami darbą, išardykite į atskiras dalis (žr. įrengimo nurodymus).
– Nuimkite jungties dalį (-is) nuo žarnelės, jei ji (jos) užteršta (-os).
– Išimkite sandarinimo žiedus iš jungties dalies, jei jie užteršti.
–  Atsargiai atsukite laikiklio „Torx“ varžtą, paspausdami mygtuką, suspauskite 

spyruoklę. Išėmę varžtą, lėtai atleiskite mygtuką. Tada nuimkite mygtuką ir 
spyruoklę. Tada nuimkite apatinį laikiklį, uždarydami spaustuką ir traukdami.

x –  Jei reikia, norėdami pašalinti didžiumą nešvarumų, sudėkite išardytus 
komponentus į vandentiekio vandenį ir palaikykite 10 minučių, tada 
nuvalykite matomas dėmes minkšta, nepūkuota, vandentiekio vandeniu 
sudrėkinta servetėle.

x x –  Jei nešvarumų likučiai pridžiūvo prie prietaiso, nešvarumus reikia sudrėkinti, 
kad fermentai suveiktų.

x –  Visus išorinius prietaiso paviršius nuvalykite „CaviWipes™“ arba „Incidin 
OxyWipe S™“ servetėlėmis.

–  Valydami, braukite tolyn nuo sunkiai valomų vietų (pvz., ten, kur susijungia 
neišardomi komponentai). 

–  Užsiteršus valomajai ir dezinfekuojamajai servetėlei, naudokite naują.
–  Valykite tol, kol pašalinsite visus matomus nešvarumus.

x –  Paimkite naują „CaviWipes™“ arba „Incidin OxyWipe S™“ servetėlę ir 
nuvalykite visus išorinius įrangos paviršius.

–  Ypatingą dėmesį skirkite sunkiai valomoms prietaiso vietoms.
–  Po 3 minučių paimkite naują „CaviWipes™“ arba „Incidin OxyWipe S™“ 

servetėlę ir nuvalykite visus išorinius įrangos paviršius.
–  Įsitikinkite, kad visi prietaiso paviršiai išliktų akivaizdžiai sudrėkinti kambario 

temperatūroje tiek laiko, kiek nurodyta servetėlės gamintojo naudojimo 
instrukcijoje. Jei panaudota servetėlė tampa per sausa, kad sudrėkintų 
paviršių, naudokite naują servetėlę.

–  Kad būtų lengviau paveikti sunkiai valomas vietas, naują „CaviWipes“ arba 
„Incidin Oxy Wipe S“ servetėlę galima apvynioti aplink mentelę ar panašų 
įrankį. 

–  Po nurodyto poveikio laiko visus likučius nuvalykite minkšta, nepūkuota 
servetėle, sudrėkinta išgrynintu vandeniu.

x x –  Prijunkite vamzdelius prie įkrovos laikiklio aktyviosios skalavimo sistemos, 
kad užtikrintumėte vidaus ir išorės skalavimą.

–  Uždėkite dangčius ant tiesaus antgalio per įleidimo angą (paciento pusėje).
–  Visus kitus prietaisus sudėkite į įkrovos laikiklį.
–  Jei taikoma, ant įkrovos laikiklio uždėkite smulkių dalių laikiklį. 
–  Nenaudokite jokių pagalbinių džiovinimo (skalavimo) priemonių, nes jos gali 

likti ant paviršiaus ir pakenkti prietaisui bei jo biologiniam suderinamumui.

Dezinfekavimo plautuvo plovimo programa turėtų būti tokia:
–  1 minutė pirminio plovimo vandentiekio vandeniu;
–  5 minutės plovimo 55 °C temperatūroje su 0,5 % „neodisher® MediClean forte“

tirpalu vandentiekio vandenyje;
–  1 minutė skalavimo išgrynintu šaltu vandeniu.

x x –  Terminis dezinfekavimas išgrynintu vandeniu (be papildomos medžiagos) 
90 °C temperatūroje 1 minutę (A0 = 600) arba pritaikykite A0 vertes pagal 
vietos gaires ir taisykles.

x x –  Džiovinkite išardytus komponentus dezinfekavimo plautuve 110 °C 
temperatūroje mažiausiai 45 minutes. 

x x x –  Jei neįmanoma džiovinti dezinfekavimo plautuve arba jei liko drėgmės, 
sausai nuvalykite išorinius paviršius sausa minkšta nepūkuota servetėle arba 
atsargiai nusausinkite medicininiu suslėgtu oru.

–  Ypatingą dėmesį skirkite sunkiai pasiekiamų vietų sausumui.
x x x –  Apžiūrėkite prietaisą arba išardytus komponentus, ar ant jų neliko 

nešvarumų arba dezinfekavimo tirpalo.  Jei reikia, pakartokite plovimą ir 
dezinfekavimą.

–  Apžiūrėkite prietaisą arba išardytus komponentus, ar jie nepažeisti. 
Jei viena ar daugiau dalių pažeistos, pakeiskite naujomis.

x x –  Surinkimo nurodymai pateikiami šios naudojimo instrukcijos skyriuje 
„Įrengimas“.

x  –  Atlikite nuodugnią techninę priežiūrą arba reguliarią patikrą, kaip nurodyta 
šioje naudojimo instrukcijoje.

x x x –  Visada laikykite prietaisą sausoje, švarioje ir nedulkėtoje aplinkoje.

x –  Prieš siųsdami prietaisą techninei priežiūrai, jį iš naujo apdorokite. Jei tai 
neįmanoma arba tai galima padaryti tik iš dalies, ant pakuotės turi būti 
nurodytas galimas biologinis pavojus. Galioja vietinės procedūros ir taisyklės.

x x x –  Imkitės tinkamų priemonių, kad užtikrintumėte prietaiso ar komponentų 
vientisumą ir apsaugotumėte nuo pakartotinio užteršimo iki naudojimo, 
kaip nurodyta vietos gairėse ir taisyklėse.

PSU indai, daugkartiniai dangčiai, spaustuvai, apsauga nuo perpildymo, sandarinimo 
žiedai (išsiliejimo atveju), sieniniai laikikliai ir PC indai (išsiliejimo atveju), jungtys 
(nuimtos nuo žarnelių), laikikliai, fiksatorius

Silikoninės žarnelės (tik iki 200 cm), perjungimo vožtuvas (išsiliejimo atveju)

Siurblio korpusas, laidai, kojinis jungiklis, kojinis vakuumo reguliatorius, sieniniai 
laikikliai, vežimėlis, PC indai

Jungtys

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Paciento žarnelė (nuo surinkimo sistemos iki su pacientu besiliečiančios dalies)
Vienkartinės sterilios žarnelės

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (tik pasaulinei paskyrai)

Vienkartinės žarnelės, nesterilios

077.0952: 180 cm
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ĮSPĖJIMAS
•  Nešiojamoji radijo dažnių (RD) ryšio įranga (įskaitant periferinius įrenginius,

tokius kaip antenos kabeliai ir išorinės antenos) turi būti naudojama ne 
arčiau kaip 30 cm nuo bet kurios siurblio „Dominant Flex“ dalies, įskaitant 
gamintojo nurodytus kabelius (maitinimo laidą, kojinį jungiklį, vežimėlį). 
Priešingu atveju gali pablogėti šios įrangos veikimas.

Daugkartiniai rinkiniai

077.0701: 1 l (su užspaudžiamuoju laikikliu)
0770715: 1 l (be užspaudžiamojo laikiklio)
077.0702: 2 l (su užspaudžiamuoju laikikliu) 
077.0716: 2 l (be užspaudžiamojo laikiklio) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Vakuuminė žarnelė (nuo vakuuminio siurblio iki surinkimo sistemos)
Silikonas, 7 x 12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtrai** Kojiniai valdikliai

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  naudojimas vienam 
pacientui, žr. atitinkamą 
naudojimo instrukciją

077.0723 077.0731

Laikikliai

077.0521 077.0751/52 077.0651

Gimdymo naudojant vakuumą taurės
Daugkartinės (pakartotinis apdorojimas aprašytas VAD taurių naudojimo instrukcijoje)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Vienkartinės/sterilios

077.0792 077.0791

Priedai, skirti didelio tūrio sąrankoms

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Mėginių indeliai

077.0562/64 077.0194 077.0094
(tik pasaulinei 
paskyrai)

Sieniniai laikikliai

077.0523 077.0192
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BENDROSIOS PAKARTOTINIO APDOROJIMO 
GAIRĖS



Dominant Flex
ķirurģiskais atsūkšanas sūknis

LV

 LIETOŠANAS PAMĀCĪBA
BRĪDINĀJUMI UN DROŠUMA NORĀDES 

 BRĪDINĀJUMS! 
Norāda uz potenciāli bīstamu situāciju, kas, ja netiek novērsta,  
var izraisīt nāvi vai smagas traumas.

 UZMANĪBU!  
Norāda uz potenciāli bīstamu situāciju, kas, ja netiek novērsta,  
var izraisīt vieglas vai vidēji smagas traumas.

 AR DROŠUMU SAISTĪTS IETEIKUMS  
Norāda noderīgu informāciju par ierīces drošu lietošanu.

Dominant Flex ir apstiprināts lietošanai tikai kā norādīts šajā lietošanas 
pamācībā. Medela var garantēt sistēmas drošu darbību tikai tad,  
ja Dominant Flex tiek lietots apvienojumā ar oriģinālajiem Medela 
papildpiederumiem (savākšanas sistēmu, caurulītēm, filtriem utt. –  
skatiet sadaļu “Papildpiederumu pārskats”).

SVARĪGA PIEZĪME
•  Lūdzu, pirms lietošanas izlasiet un ievērojiet šos brīdinājumus un drošuma 

norādes. Pirms lietošanas, lūdzu, iepazīstieties arī ar saistītajiem informācijas 
signāliem un problēmu novēršanas norādēm (skatīt sadaļas “Uzstādīšana”  
un “Problēmu novēršana”). Šo lietošanas pamācību jāglabā kopā ar ierīci 
atsauces nolūkiem.

•  Lūdzu, ņemiet vērā, ka šī lietošanas pamācība ir vispārīgas norādes 
izstrādājuma lietošanai. Medicīniskos jautājumus jārisina ārstam. Piemērotu 
ķirurģisko procedūru un tehniku ievērošana ir ārsta atbildība. Katram ārstam 
jāizvērtē ārstēšanas piemērotība, pamatojoties uz savām zināšanām un 
pieredzi. Medela uzņemas atbildību par ietekmi uz Dominant Flex pamata 
drošumu, uzticamību un veiktspēju tikai tad, ja tā tiek lietota saskaņā ar 
lietošanas pamācību.

•  Piemērotu ķirurģisko procedūru un tehniku ievērošana ir ārsta atbildība. 
Katram ārstam jāizvērtē ārstēšanas piemērotība, pamatojoties uz savām 
zināšanām un pieredzi.

•  Par jebkuru nopietnu incidentu saistībā ar ierīci jāziņo Medela AG un 
attiecīgajai kompetentajai iestādei.

BRĪDINĀJUMI

 Brīdinājums! Lai samazinātu iespējamās savstarpējās piesārņošanas 
vai bioloģisko apdraudējumu risku

•  Pēc katras lietošanas reizes daļas, kuras bijušas saskarē ar aspirētiem 
sekrētiem, jātīra, jādezinficē, jāsterilizē vai jālikvidē saskaņā ar atkārtotas 
apstrādes norādījumiem.

•  Pievienotās caurulītes, kuras tiek piegādātas komplektā ar ierīci, nekad 
nedrīkst nonāk tiešā saskarē ar atsūkšanas zonu. Vienmēr jāizmanto  
sterils atsūkšanas katetrs (infekcijas risks).

 Brīdinājums! Lai samazinātu potenciālo traumu risku nepareizas 
lietošanas dēļ

•  Paredzēts lietošanai tikai medicīniski apmācītām personām, kuras ir atbilstoši 
apmācītas atsūkšanas procedūru veikšanai un aspirācijas ierīču lietošanai.

•  Skatiet lietošanas indikācijas un apsveriet risku faktorus un kontrindikācijas 
pirms Dominant Flex lietošanas. Neizlasot un neievērojot visas norādes 
šajā rokasgrāmatā pirms lietošanas, var izraisīt smagas vai nāvējošas  
pacienta traumas.

•  Nav piemērots darba videi ar zema līmeņa vakuumu, kas nepieciešams, 
piemēram, krūškurvja drenāžai bez specializētiem papildpiederumiem. 

•  Nav apstiprināts lietošanai ārpus telpām vai transportēšanas pielietojumiem.

 Brīdinājums! Lai samazinātu iespējamo ievainojuma risku uzstādīšanas 
vai lietošanas laikā

•  Šī aprīkojuma izmainīšana nav atļauta.
•  Nepievienojiet šo ierīci pasīvās drenāžas caurulītei.
•  Dominant Flex ir pārbaudīts lietošanai kopā ar papildpiederumiem, kas 

uzskaitīti sadaļā “Papildpiederumu pārskats”. Lai nodrošinātu pareizu un drošu 
darbību, izmantojiet Dominant Flex tikai ar šiem papildpiederumiem. Papildu 
informācija tiek nodrošināta atsevišķā papildpiederuma norādījumu lapā.

 Brīdinājums! Lai samazinātu iespējamo traumu risku, ko rada 
mijiedarbība ar citām ierīcēm

•  Dominant Flex nedrīkst izmantot, novietojot blakus vai krāvumā ar citu 
aprīkojumu. Ja nepieciešama izmantošana, novietojot blakus vai krāvumā  
ar citu aprīkojumu, Dominant Flex jāvēro, lai pārliecinātos par tā normālu 
darbību konfigurācijā, kādā tas tiks lietots.

•  Izmantojot papildpiederumus vai kabeļus, ko nav nodrošinājis šīs ierīces 
ražotājs, var rasties palielinātas elektromagnētiskās emisijas vai 
samazināta šī atsūkšanas sūkņa elektromagnētiskā traucējumnoturība, 
kas izraisa nepareizu darbību.

•  Portatīvo RF sakaru aprīkojumu (tostarp perifērās iekārtas, piemēram, 
antenu kabeļus un ārējas antenas) nedrīkst lietot tuvāk par 30 cm no 
jebkuras Dominant Flex sūkņa daļas, tostarp kabeļiem (elektroapgādes 
vada, kājas slēdža, ratiņiem), ko norādījis ražotājs. Pretējā gadījumā var 
rasties šī aprīkojuma veiktspējas pasliktināšanās.

 Brīdinājums! Lai samazinātu iespējamo elektriskās strāvas trieciena  
vai karstuma ietekmes, uzliesmošanas, sprādziena risku 

•  Lai novērstu elektriskās strāvas trieciena risku, šo aprīkojumu drīkst pievienot 
tikai nekustīgai elektroapgādes kontaktligzdai ar aizargzemējumu.

•  Ierīci nedrīkst izmantot, lai atsūktu sprādzienbīstamus, viegli uzliesmojošus  
vai kodīgus šķidrumus.

•  Pirms šīs ierīces atkārtotas apstrādes atvienojiet spraudni no nekustīgās 
elektroapgādes kontaktligzdas.

•  Atvienojiet spraudni no elektroapgādes kontaktligzdas pirms  
drošinātāja nomaiņas.

•  Dominant Flex ir no elektroapgādes tīkla darbināms atsūkšanas sūknis. 
Pirms atsūkšanas sūkņa pievienošanas elektroapgādei, pārliecinieties,  
ka vietējā elektroapgāde atbilst barošanas nominālajiem raksturlielumiem, 
kas norādīti uz specifikāciju plāksnītes.

PIESARDZĪBAS PASĀKUMI

 Uzmanību! Lai samazinātu iespējamās savstarpējās piesārņošanas  
vai bioloģisko apdraudējumu risku

•  Pirms atvēršanas vizuāli pārbaudiet, vai ierīces sterilais iepakojums nav bojāts.
•  Ierīces, kuru iepakojuma sistēma ir bojāta, nedrīkst izmantot.
•  Atkārtoti izmantojamas ierīces tiek piegādātas nesterilas un tās atkārtoti 

jāapstrādā pirms pirmās lietošanas reizes un pēc katras lietošanas reizes 
saskaņā ar norādēm sadaļā “Vispārīgās atkārtotās apstrādes vadlīnijas”.

•  Veicot ierīces atkārtotu apstrādi, vienmēr valkājiet individuālos aizsardzības 
līdzekļus (IAL): vienreizlietojamus cimdus un citus IAL saskaņā ar vietējām 
vadlīnijām un noteikumiem.

•  Veiciet apstrādi lietošanas vietā ar ūdensvada ūdeni (≤ 40 °C, ≤ 104 °F).  
Šīs norādes neievērošana var izraisīt atlikumu pielipšanu un tāpēc traucēt 
dezinficēšanai.

Uzmanību! Lai samazinātu potenciālo traumu risku nepareizas lietošanas dēļ
•  Nepareiza lietošana var radīt sāpes vai traumas pacientam.
•  Pacients regulāri jānovēro saskaņā ar ārsta norādēm un iestādes 

vadlīnijām. Nekavējoties jārīkojas objektīvu infekcijas vai komplikāciju 
indikāciju vai pazīmju gadījumā (piemēram, drudzis, sāpes, apsārtums, 
palielināts siltums, pietūkums vai strutaini izdalījumi). Šīs norādes 
neievērošana var radīt pacientam vērā ņemamu apdraudējumu.  
Regulāri novērojiet Dominant Flex darbības stāvokli.

•  Kad Dominant Flex tiek izmantots brūces drenāžai, negatīvo spiedienu 
jāiestata saskaņā ar speciālista norādījumiem, lai neradītu brūces bojājumus.

 Uzmanību! Lai samazinātu iespējamo ievainojuma risku uzstādīšanas 
vai lietošanas laikā

•  Ierīces statīva versijai nepieciešams vismaz 5 cm attālums no nišas sienas,  
lai novērstu ierīces pārkaršanu.

 Uzmanību! Lai samazinātu iespējamo traumu risku, ko rada mijiedarbība 
ar citām ierīcēm

•  Bezvadu sakaru aprīkojums, piemēram, bezvadu mājas tīkla ierīces, mobilie 
tālruņi, bezvadu tālruņi un to bāzes stacijas, portatīvās rācijas var ietekmēt 
Dominant Flex sūkni, tāpēc tas jātur vismaz 30 cm attālumā no aprīkojuma 
(atsūkšanas sūkņa, elektroapgādes kabeļa, kājas slēdža, ratiņiem).

 Uzmanību! Lai samazinātu iespējamo elektriskās strāvas trieciena vai  
karstuma ietekmes, uzliesmošanas, sprādziena risku

•  Lai novērstu ierīce pārkaršanu, izplūdes atveres atsūkšanas sūkņa apakšā 
nedrīkst būt aizsegtas, kamēr atsūkšanas sūknis darbojas.

 AR DROŠĪBU SAISTĪTS IETEIKUMS 
•  Drošības pārbaudēm atsūkšanas sūknim visā tā kalpošanas laikā 

nepieciešamas apkopes un uzturēšana, kas veikta saskaņā ar servisa 
rokasgrāmatu.

•  Dominant Flex aizsardzība no kardiodefibrilatora izlādes ietekmes  
ir atkarīga no piemērotu kabeļu lietošanas.

•  Atvienošana no elektroagādes tiek nodrošināta tikai, atvienojot 
elektroapgādes vada spraudni no nekustīgās elektroapgādes kontaktligzdas.

•  Trešo personu saskarnes ierīcēm (piemēram, kanulām, katetriem) jābūt 
pievienojamām veidā, kas neietekmē sūkņa veiktspēju. 

•   Pirms lietošanas pārliecinieties par sūkņa atbilstošu veiktspēju, skatīt 
sadaļu “Sagatavošana lietošanai”.

•   Izvairieties no šķidrumu saskares ar elektroapgādes vada spraudni  
vai ierīces ievades pieslēgvietu.

DROŠĪBAS NORĀDES 

•   Jebkuras kontrindikācijas attiecīgajām lietošanas indikācijām skatiet 
lietošanas pamācībā ierīcei, kas tiks izmantota kopā ar Dominant Flex. 

•  Jebkuru darbību laikā valkājiet cimdus.
•  Dominant Flex ir medicīniska ierīce, kurai nepieciešami īpaši drošības 

pasākumi attiecībā uz EMS. Tā jāuzstāda un jālieto saskaņā ar EMS 
informāciju, kas sniegta sadaļā “Tehniskā dokumentācija”.

•  Dominant Flex ir nedrošs magnētiskās rezonanses (MR) vidē. Neienesiet  
sūkni MR vidē.

•  Pārplūdes gadījumā nekavējoties informējiet iekšējo tehniskās apkalpošanas 
dienestu un veiciet darbības, kas norādītas servisa rokasgrāmatā.

•  Ikvienā no tālāk norādītajiem gadījumiem ierīci nedrīkst lietot un tā jālabo 
Medela Klientu apkalpošanas dienestam:

 –  ja elektroapgādes vads vai spraudnis ir bojāts;
 –  ja ierīce nedarbojas bez traucējumiem;
 –  ja ierīce ir bojāta;
 –  ja ierīcei novērojami skaidri drošuma defekti.
•  Novietojiet elektroapgādes vadu atstatu no karstām virsmām.
•  Elektroapgādes vada spraudnis nedrīkst nonākt saskarē ar mitrumu.
•  Nekad neatvienojiet elektrības spraudni no nekustīgās kontaktligzdas, 

velkot aiz elektrības vada!
•  Nekad neatstājiet ierīci bez uzraudzības, kad tā ir ieslēgta.
•  Sūknim tā lietošanas laikā jāatrodas vertikāli.
•  Nekad neizmantojiet ierīci augstā telpas temperatūrā, ja esat ļoti noguris  

vai vidē, kurā ir sprādzienbīstamības risks.
•  Nekad neiegremdējiet ierīci ūdenī vai citos šķidrumos.
•  Izmantojot vienreiz lietojamus, sterilus izstrādājumus, ņemiet vērā, ka tie 

nav paredzēti atkārtotai apstrādei. Atkārtota pārstrāde var izraisīt 
mehānisku, ķīmisku un/vai bioloģisku īpašību zudumu. Atkārtota 
izmantošana var izraisīt savstarpēju piesārņojumu.

•  Sazinieties ar savu vietējo Medela klientu apkalpošanas dienesta pārstāvi, 
lai saņemtu palīdzību saistībā ar izstrādājuma lietošanu.

•  Izmantojiet Medela atsūkšanas aprīkojumu tikai ķermeņa šķidrumu 
aizvadīšanai. Neizmantojiet Medela atsūkšanas aprīkojumu ķermeņa 
šķidrumu pievadīšanai.

Šo lietošanas pamācību jāglabā turpmākām atsaucēm.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:

(Tolerance: +/– 15 %)
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SAGATAVOŠANA DZEMDĪBĀM AR VAKUUMA 
PALĪDZĪBU (VAD)
Piezīme.
•  Dominant Flex jāsagatavo tādā veidā, ka iespējams viegli to atvienot  

no elektroapgādes barošanas.

b) Pievienojiet caurulīti  
no Medela VAD kausa 
pacienta savienotājam  
uz atkārtoti izmantojamās 
savākšanas sistēmas 
atsūkšanas kausa.

4.1.  Ieslēdziet sūkni, pagrieziet uz maksimālo vakuumu, 
aizspiediet caurulīti no Medela VAD kausa un līdz 
galam nospiediet vakuuma regulatoru (nospiežot 
lejup priekšdaļu ar purngalu).

4.2.  Salīdziniet maksimālo vakuumu ar specifikācijā 
norādīto, skatiet tabulu iepriekš.

5.1.  Ja pārbaude ir izturēta, nolaidiet vakuumu, atgriežot 
kājas vakuuma regulatoru nulles vakuuma jeb apkārtējā 
spiediena stāvoklī (nospiežot lejup aizmuguri ar papēdi).

5.2. Sūknis tagad ir gatavs lietošanai.

1.    Sagatavojiet sūkni un 
papildpiederumus saskaņā 
ar sadaļu  “Sagatavošana 
pirms lietošanas”.

2.1.  Pievienojiet kājas 
vakuuma regulatoru: 
sudraba krāsas adapterim 
jābūt pilnībā ievietotam 
atsūkšanas sūkņa 
drošuma komplektam.

2.2.  Pievienojiet caurulīti 
metāla adaptera 
augšdaļai.

3.1.  a) Pievienojiet caurulīti no 
Medela VAD kausa 
pacienta savienojumam  
uz vienreizlietojamā 
savācēja ieliktņa vāka VAI

PROBLĒMU NOVĒRŠANA 

Nepietiekams vakuums
Pārbaudiet, ka:
•  vakuuma regulators ir iestatīts pareizi;
•  caurulītes nav ar bojājumiem vai salūzušas. Ja nepieciešams, nomainiet;
•  visi saspraužamie savienojumi ir stingri;
•  pārplūdes aizsardzība ir deaktivēta/atvērta. Ja pārplūdes aizsardzība  

ir aktivizēta, deaktivizējiet to kā parādīts sadaļās “Uzstādīšana” un  
“Drošības komplekta sagatavošana”;

•  atsūkšanas kausā un vākā nav plaisu, trauslu vietu, krāsas izmaiņas.  
Ja nepieciešams, nomainiet;

•  vienreizlietojamā sistēmā nav plaisu, trauslu vietu, krāsas izmaiņu.  
Ja nepieciešams, nomainiet;

•  filtrs nav nosprostots. Lai pārbaudītu, vai filtrs nav nosprostots, skatiet 
norādījumu lapu, kas iekļauta filtru komplektācijā.

Ja problēmu neizdodas novērst, sazinieties ar iekšējo tehniskās 
apkalpošanas nodaļu.

Neviena LED nedeg
Dominant Flex nav pievienots elektrotīklam, vai nepieciešama  
drošinātāja nomaiņa.

Deg dzeltens LED indikators
Nebūtisks iemesls: dzeltenais LED indikators deg, bet sūkni var ieslēgt un izslēgt:
•  pēc iespējas ātrāk sazinieties ar iekšējo tehniskās apkalpošanas nodaļu 

vai pilnvaroto servisa centru.

Būtisks iemesls: dzeltenais LED indikators deg, un sūkni nevar ieslēgt un izslēgt:
•  sazinieties ar iekšējo tehniskās apkalpošanas nodaļu vai pilnvaroto 

servisa centru, lai veiktu remontu/apkopi.

Motors nedarbojas
Pārbaudiet, ka:
•  Dominant Flex ir ieslēgts. Gaidstāves LED indikatoram jādeg;
•  barošanas vada spraudnis ir pareizi ievietots nekustīgajā elektrotīkla 

kontaktligzdā un ierīces ievadē;
•  drošinātājs Dominant Flex aizmugurē nav bojāts. Informāciju ar bojāta 

drošinātāja nomaiņu skatiet sadaļā “Bojāta drošinātāja nomaiņa”.

Ja problēmu neizdodas novērst, sazinieties ar iekšējo tehniskās 
apkalpošanas nodaļu.

BOJĀTA DROŠINĀTĀJA NOMAIŅA 

BRĪDINĀJUMS!
•  Atvienojiet spraudni no elektroapgādes kontaktligzdas pirms  

drošinātāja nomaiņas. 

Izpildiet norādījumus servisa rokasgrāmatā [         200.6365] par drošinātāju 
(T 1,6 Ah, 250 VAC, 5x20 mm) nomaiņu Dominant Flex sūknim.

Versijas un atsūkšanas sūkņa galvenās sastāvdaļas

Statīva versija

Rokturis  
ar diviem 
turētājiem 
kausiem

Portatīvā versija

Mobilā versija

Vakuuma mērierīce

Vakuuma regulators
Ieslēgšanas/izslēgšanas 
poga

Drošuma komplekts

Plūsmas maiņas pogas

Standarta sliede

Mobilie ratiņi (izvēles 
papildpiederums)

Kājas ieslēgšanas/
izslēgšanas slēdzis (ratiņiem)

Visi ritenīši ar bremzēm

Darbības  
elementi un 
indikatori

Ierīces aizmugure Kabeļa turētājs  
(ar papildaprīkojuma  
ratiņiem)

Pieslēgvieta 
papildaprīkojuma  
kājas ieslēgšanas/
izslēgšanas slēdzim

Drošinātāji

Ierīces ievade

Potenciāla līdzsvarošanas vadītājs

60 l/min plūsmas ātrums
50 l/min plūsmas ātrums
40 l/min plūsmas ātrums

Ieslēgšanas/izslēgšanas poga

zaļš indikators: Sūknis ir ieslēgts
dzeltens indikators: Sūknim radusies kļūda. Skatiet sadaļu “Problēmu novēršana”
balts indikators: Sūknis darbojas

aktivizēta

deaktivizēta: 
(gatava lietošanai)

Mehāniskā  
pārplūdes  
aizsardzība

Caurulītes pieslēgvieta
Vāks ar skavām

Drošuma komplekts

Kauss, 
0,25 l

APRAKSTS 

Ievads
Dominant Flex ir augstas kvalitātes atsūkšanas sūknis, kas nodrošina 
maksimālu atsūkšanas veiktspēju daudzām atsūkšanas vajadzībām. 
Dominant Flex trīs plūsmas ātrumu izvēles iespēja sniedz elastīgumu 
atbilstoši ķirurga preferencēm. Tas lieliski apvieno vieglu rīkošanos un 
atkārtotu apstrādi ar drošuma funkcijām, lai nodrošinātu optimālu darbību. 
Jūs varat izvēlēties no visaptveroša Medela papildpiederumu klāsta,  
lai konfigurētu sūkni daudziem medicīniskiem pielietojumiem. 

Paredzētā lietošana/nolūks
Dominant Flex atsūkšanas sūkņa paredzētais lietojums ir nermainīga 
vakuuma radīšana diapazonā no 0 līdz –95 kPa.

Lietošanas indikācijas
Dominant Flex atsūkšanas sūknis ir paredzēts visiem pielietojumiem, kuriem 
nepieciešams vakuums, piemēram, vispārējā ķirurģijai, liposukcijai, endoskopijai, 
epikarda ablācijai, nazofaringeālai atsūkšanai, neiroķirurģijai, sirds koronāro 
asinsvadu šuntēšanai bez sirds apstādināšanas, ķeizargriezienam/dzemdībām  
ar vakuuma palīdzību un brūču drenāžai slimnīcas, klīnikas un ārsta prakses vidē.

Kontrindikācijas
Dominant Flex atsūkšanas sūknim nav zināmu kontrindikāciju.

Paredzētais lietotājs
Dominant Flex jālieto tikai veselības aprūpes speciālistiem, kas pārzina 
atsūkšanas procedūras, un personālam, kas nodarbojas ar atkārtotu apstrādi.  
Šīm personām nedrīkst būt dzirdes traucējumi vai kurlums, un tām jābūt 
atbilstošām redzes spējām.

Paredzētā pacientu populācija
Dominant Flex ir paredzēts lietot pacientiem, kuriem novērojami tie apstākļi, 
kas norādīti lietošanas indikācijās.

Nevēlamas blakusparādības
Nav zināmu nevēlamu blakusparādību, kuras saistītas ar Dominant Flex 
atsūkšanas sūkni.

PĀRSKATS 

Vakuuma definīcija
Medicīnisko aspirācijas ierīču pielietojumam vakuums parasti tiek definēts  
kā atšķirība (absolūtos skaitļos) starp absolūto spiedienu un atmosfēras 
spiedienu vai kā negatīva vērtība kilopaskālos (kPa). Piemēram, šajā 
dokumentā norāde –10 kPa vienmēr norādīs uz spiediena diapazonu,  
kas norādīts kPa zem apkārtējās vides atmosfēras spiediena (saskaņā ar  
EN ISO 10079:1999 terminiem un definīcijām).

UZSTĀDĪŠANA 

1. Pārbaudiet sākotnējo piegādi
Pārbaudiet Dominant Flex piegādes iepakojumu, vai tas satur visu nepieciešamo, 
kā arī vispārējo stāvokli.

Dominant Flex 
pārnēsājamā  
versija

 071.0002

Dominant Flex 
ratiņu versija

 071.0003

1. Pievienojiet Dominant Flex elektroapgādei.

1.    Pārbaudiet sūkni pirms lietošanas, ievērojot norādes 
sadaļā “Sagatavošana pirms lietošanas”.

2.1.  Pievienojiet elektrības vadu ierīces ievadei atsūkšanas 
sūkņa aizmugurē. Izmantojiet stiprinājuma kronšteinu, 
lai nostiprinātu vadu ievades pieslēgvietā.

2.2.  Pievienojiet elektrības vada spraudni nekustīgajai 
elektroapgādes kontaktligzdai.

3.1.  Tiek veikta iekšējā pašpārbaude. Kad iedegas 
zaļais LED indikators, ierīce ir gatava lietošanai.

LIETOŠANAS NORĀDES 

BRĪDINĀJUMS!
•  Dominant Flex ir no elektroapgādes tīkla darbināms atsūkšanas sūknis. 

Pirms atsūkšanas sūkņa pievienošanas elektroapgādei, pārliecinieties,  
vai vietējā elektroapgāde atbilst barošanas nominālajiem raksturlielumiem, 
kas norādīti uz specifikāciju plāksnītes.

Piezīme.
•  Dominant Flex jāsagatavo tādā veidā, ka iespējams viegli to atvienot  

no tīkla elektroapgādes.
• Jebkuru darbību laikā valkājiet cimdus.

2. Pārbaudiet maksimālo vakuumu.

1.1.  Ieslēdziet Dominant Flex. Sūknis norādīs plūsmas 
ātrumu 50 l/min.

2.1.  Pagrieziet vakuuma regulatoru pa labi, lai iestatītu 
maksimālo vakuumu.

Augstums virs jūras līmeņa:
Vakuuma specifikācijas:

Maks. vakuums:

1.1.  Mainiet plūsmas ātrumu atbilstoši lietotāja izvēlei. 
Pēc sūkņa ieslēgšanas (vai nu ar kājas slēdzi, vai ar 
pogu uz sūkņa), tas sāks darboties 50 l/min režīmā.

1.2.  Pieskarieties lai mainītu uz:  
60 l/min 
50 l/min 
40 l/min

UZMANĪBU!
•  Kad Dominant Flex tiek izmantots brūces drenāžai, negatīvo spiedienu 

jāiestata saskaņā ar speciālista norādījumiem, lai neradītu brūces bojājumus.

3. Plūsmas ātruma maiņa

4. Vakuuma līmeņa maiņa
2.1.  Aizspiediet pacienta caurulīti.
2.2.  Pagrieziet vakuuma regulatoru, lai atlasītu pareizo 

vakuumu atbilstoši konkrētajam pielietojumam.  
Lai palielinātu vakuumu, grieziet regulatoru 
pulksteņrādītāja virzienā.

2.3.  Pārbaudiet iestatījumu vakuuma mērierīcē.

vai
vai

5. Darbības pēc lietošanas pabeigšanas
1.1. Pieskarieties ieslēgšanas/izslēgšanas pogai, lai 
izslēgtu atsūkšanas sūkni.

2.1.  Atvienojiet barošanas vada spraudni no 
elektroapgādes avota.

3.    Notīriet un dezinficējiet Dominant Flex. Skatiet 
sadaļu “Vispārīgās atkārtotās apstrādes vadlīnijas”.

 +3000 m –64 kPa
  –480 mmHg
 +2000 m –74 kPa
  –555 mmHg
 +1000 m –84 kPa  
  –630 mmHg
 +500 m –89 kPa 
  –668 mmHg
 0 m –95 kPa 
  –713 mmHg (Pielaide: +/-15 %)

3.1. Noslēdziet pacienta caurulītes galu ar īkšķi.
3.2.  Salīdziniet maksimālo vakuumu ar specifikāciju 

(sniegta tālāk). Ja vakuums netiek sasniegts,  
skatiet sadaļu “Problēmu novēršana” un 
“Nepietiekams vakuums”.

BRĪDINĀJUMS
•  Pēc katras lietošanas reizes daļas, kuras bijušas saskarē ar aspirētiem 

sekrētiem, jātīra, jādezinficē, jāsterilizē vai jālikvidē saskaņā ar atkārtotas 
apstrādes norādījumiem.

4. Savākšanas sistēmu salikšana
Lai skatītu salikšanas instrukcijas un visu informāciju, kas saistīta ar papildpiede-
rumu un savākšanas sistēmas lietošanu, lūdzu, skatiet norāžu lapās Medela 
vienreizlietojamai savākšanas sistēmai, Medela atkārtoti lietojamai savākšanas 
sistēmai un Medela vienreizlietojamam filtram, kas iekļautas attiecīgo vienumu 
komplektācijā.

3. Papildaprīkojuma kājas slēdža pievienošana

1.1.  Pievienojiet papildaprīkojuma kājas  
slēdzi sūknim ievietojot spraudni.

1.2. Pārbaudiet pareizu kājas slēdža darbību.

Elektroapgādes 
vads, sešstūra 
atslēga

  Skatīt servisa 
rokasgrāmatu

Atkārtoti 
lietojams kauss 
0,25 l

 077.0125

Silikona caurulīte  
ø 7x12 mm ar  
2 savienotājiem

  077.0922
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 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.
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4. Papildaprīkojuma skavas turētāja salikšana (izmantojot izvēles ratiņus)

1.1. Nospiediet un turiet nospiestu zilo atlaišanas pogu.
1.2.  Pievienojiet skavas turētāju standarta sliedei, 

atlaižot zilo pogu.

5. Drošuma komplekta sagatavošana

1.1.  Pievienojiet vākam mehānisko pārplūdes 
aizsardzības ierīci. Uzmanīgi pavelciet uz leju,  
lai pārliecinātos, ka tā ir atvērta/deaktivēta.

1.2. Pievienojiet vāku kausam.
1.3. Aizveriet divas vāka skavas.

2.1. Pievienojiet drošuma komplektu sūknim.

3.1.  Atkārtotai apstrādei noņemiet drošuma komplektu  
no sūkņa un izjauciet, veicot darbības 1.3., 1.2. un 1.1. 
pretēji.

1.1.

1.2.

SAGATAVOŠANA LIETOŠANAI 

BRĪDINĀJUMI
•  Paredzēts lietošanai tikai medicīniski apmācītām personām, kuras ir atbilstoši 

apmācītas atsūkšanas procedūru veikšanai un aspirācijas ierīču lietošanai.

Piezīme.
•  Jebkuru darbību laikā valkājiet cimdus.

PIESARDZĪBAS PASĀKUMI
•  Dominant Flex lietošanas laikā jāatrodas vertikāli.
•  Ierīces statīva versijai nepieciešams vismaz 5 cm attālums līdz nišas sienai,  

lai novērstu ierīces pārkaršanu. Nišas aizmugurei jābūt atvērtai.
•  Pirms lietošanas sterilie papildpiederumi jāpārbauda, lai pārliecinātos par 

iepakojuma veselumu.

1. Pārbaude pirms lietošanas
•  Pirms lietošanas pārbaudiet Dominant Flex sistēmu, vai tai nav barošanas 

vada vai spraudņa bojājumu, acīmredzamu ierīces bojājumu vai drošuma 
defektu, kā arī pareizu ierīces darbību.

•  Pārbaudiet Dominant Flex piegādes iepakojumu, vai tas satur visu 
nepieciešamo, kā arī vispārējo stāvokli.

•  Pirms lietošanas pārbaudiet visus papildpiederumus. 
1. Atsūkšanas kausus, vākus un ieliktņus, vai tiem nav plaisu, trauslu vai 
krāsu mainījušu plankumu.  
Ja nepieciešams, nomainiet. 
2. Caurulītes – vai nav plaisu, trauslu vietu un, vai savienotāji ir stingri 
pievienoti.  
Ja nepieciešams, nomainiet. 
3. Kā papildu drošuma pārbaudi veiciet sistēmas (tostarp kausu) atsūknēšanu 
līdz maksimālajam vakuumam pirms faktiskās lietošanas.

1.1.

1.2.

2.1.

3.1.

1.3.

2. Noņemiet transportēšanas bloķētāju

1.1. Noņemiet sarkano uzlīmi. 
1.2. Izskrūvējiet 3 skrūves un saglabājiet tās turpmākai 
lietošanai.

3. Mobilās versijas (ja pieejama) sagatavošana

1.1.  Novietojiet ratiņu augšdaļu uz apakšējās daļas, 
pārliecinoties, ka caurules savienojas kā parādīts attēlā.

1.2.  Savienojiet daļas ar 4 skrūvēm.

2.1.  Novietojiet sūkni uz ratiņiem. Nodrošiniet, ka sūkņa 
priekšpuse un standarta sliede ir vērsta uz priekšu.

2.2.  Pievienojiet sūkni ar 4 skrūvēm.
2.3.  Pievienojiet kabeļa turētāju ar divām skrūvēm  

pie sūkņa.

2. Pamata konfigurācijas salikšana

1.1.  Pārliecinietie, vai Drošuma komplekts ir piestiprināts, 
pie Dominant Flex. Skatiet sadaļas “Uzstādīšana”  
un “Drošuma komplekta sagatavošana”.

2.1.  Ja nepieciešams, pievienojiet drošuma komplektam 
filtru ar bultu vērstu plūsmas virzienā.

3.    Pievienojiet visus nepieciešamos papildpiederumus 
atbilstoši Jūsu vajadzībām. Skatiet sadaļu 
“Papildpiederumu pārskats”.

UZMANĪBU!
•  Atkārtoti izmantojamas ierīces tiek piegādātas nesterilas un tās atkārtoti 

jāapstrādā pirms pirmās lietošanas reizes un pēc katras lietošanas reizes 
saskaņā ar norādēm sadaļā “Vispārīgās atkārtotās apstrādes vadlīnijas”



©
M

ed
el

a 
A

G
/1

01
04

66
43

/2
02

4-
03

/A
/L

V

Norāda atbilstību ES 
prasībām attiecībā uz 
medicīniskām ierīcēm.

Norāda, ka izstrādājums 
atbilst papildu ASV un 
Kanādas lietošanas  
drošības prasībām par 
medicīnas elektroiekārtām.

Norāda sistēmas juridiskās 
specifikācijas.

Izlasiet un ievērojiet 
lietošanas instrukcijas.

Vispārīgs drošības 
brīdinājuma simbols, ar ko 
tiek apzīmēta ar drošību 
saistīta informācija.

Norāda uz ar drošumu 
saistītu ieteikumu.

Norāda zemējumu (zemi). Norāda sistēmas klasi, 
saistībā ar elektrisko drošumu.

Norāda aizsargzemējumu 
(zemi)

Norāda aizsardzību kaitīgu 
ietekmi, ko rada cietu 
svešķermeņu iekļūšana  
un saskare ar ūdeni.

Norāda CF veida 
pielietojamo daļu.

MRI nedrošs. Turiet atstatu 
no magnētiskās rezonanses 
attēlveidošanas (MRI) 
aprīkojuma.

Norāda uz traucējumu 
rašanā iespējamību, 
atrodoties tāda aprīkojuma 
tuvumā, kas marķēts  
ar šo simbolu.

Norāda potenciālu 
izlīdzināšanas vadītāja 
savienojuma vietu. 

Norāda kājas slēdža 
pievienošanas pieslēgvietu.

Norāda ražotāju. Norāda ražošanas datumu. Norāda, ka ierīci nedrīkst 
izmantot pēc norādītā 
datuma.

Norāda medicīnisko ierīci, 
kas ir paredzēta tikai 
vienreizējai lietošanai.

Norāda izstrādājuma  
daļas numuru.

Norāda izstrādājuma 
sērijas numuru.

Norāda ražotāja  
partijas kodu.

Nosaka temperatūras 
diapazonu (piemēram, 
darbībai, transportēšanai 
vai uzglabāšanai).

Nosaka relatīvā mitruma 
diapazonu (piemēram, 
darbībai, transportēšanai 
vai uzglabāšanai).

Norāda atmosfēras 
spiediena diapazonu, 
kādam medicīnisko  
ierīci var droši pakļaut.

Norāda nelietot ierīci, ja 
iepakojums ir bojāts.

No elektriskajām vai 
elektroniskajām ierīcēm 
neatbrīvojieties kopā ar 
nešķirotiem sadzīves 
atkritumiem (atbrīvojieties 
no izstrādājuma saskaņā  
ar vietējiem noteikumiem).

Jāsargā no saules stariem. Trausls izstrādājums. 
Jāapietas uzmanīgi.

Jāsargā no lietus.  
Jāglabā sausos apstākļos.

Norāda maksimālo 
sistēmas vakuuma līmeni.

Norāda sistēmas plūsmas 
ātruma līmeņus.

Norāda sistēmas 
elektriskās specifikācijas.

Norāda sistēmas svaru. Norāda sistēmas  
izmērus (a x p x d).

Norāda vienumu skaitu.

MD
Norāda, ka priekšmets ir 
medicīniska ierīce.

XXX

YY

Norāda iepakojuma materiāla 
pārstrādi, ko definē kods “XX” 
un saīsinājums “YYY”.

Norāda, ka iepakojumu var 
pārstrādāt.

Norāda turēt ar šo pusi  
uz augšu.

Norāda drošinātāju.

#
Norāda modeļa numuru.

X

Norāda atsevišķo ierīču 
daudzumu (x) iepakojumā.

Norāda skatīt lietošanas 
pamācību.

Norāda, ka ierīce ir sterilizēta, 
izmantojot etilēnoksīdu.

Norāda vienas sterilās 
barjeras sistēmu.

Norāda vienas sterilās 
barjeras sistēmu ar 
aizsargiepakojumu ārpusē.

UDI
Norāda, ka datu nesējs 
ietver ierīces unikālā 
identifikatora informāciju.

Šis simbols identificē radio 
frekvenču identifikācijas 
birku.

Norāda pilnvaroto pārstāvi. Norāda uz organizāciju, 
kas izplata medicīnisko 
ierīci atrašanās vietā.

AC

ZĪMES UN SIMBOLI

GARANTIJA UN APKALPOŠANA 

Garantija
Medela AG garantē, ka ierīces materiāliem un veiktajiem darbiem nebūs 
defektu 5 gadu laikā no piegādes datuma. Šajā laika posmā materiāli, kuriem 
radušies defekti, bez maksas tiks aizstāti ar jauniem materiāliem, ja vien defekti 
nebūs radušies, nepareizi lietojot ierīci. Tas neattiecas uz daļām, kuras lietošanas 
laikā pakļautas dabīgajam nodilumam. Lai nodrošinātu atbilstību garantijai, kā 
arī garantētu Medela produktu kalpošanas optimumu, mēs iesakām kopā ar 
mūsu sūkņiem lietot tikai Medela papildpiederumus.
Medela AG nekādā gadījumā nebūs atbildīgs par prasījumiem, kas pārsniedz 
aprakstīto garantijas tvērumu, tostarp atbildību par izrietošiem zaudējumiem,  
ko izraisījusi nepareiza darbība, nepiemērota lietošana, neatļauti remontu vai 
nepareiza salikšana vai izjaukšana.  
Medela neuzņemsies pienākumus aizvietot bojātās detaļas, ja sūkņa remontu 
būs veikušas neautorizētas personas.  
Šī garantija attiecas uz ierīci, kura tiek nodota Medela servisa centrā.

Apkopes/ikdienas pārbaudes
Uzturēšanas un remonta darbus atsūkšanas sūknim, tā moduļiem vai 
papildpiederumiem jāveic tikai autorizētam uzturēšanas personālam ar 
atbilstošu apmācību. Medela iesaka veikt regulāro pārbaudi 1x gadā 
saskaņā ar Medela servisa rokasgrāmatu [         200.6365], kas pēc 
pieprasījuma ir pieejama angļu valodā.

LIKVIDĒŠANA 

•  Rīkojieties un likvidējiet visus izstrādājumus saskaņā ar pieņemtu 
medicīnisko praksi un piemērojamām vietējām vadlīnijām un noteikumiem.

•  Pirms likvidēšanas atkārtoti apstrādājiet atkārtoti lietojamās ierīces. 
Apstrādājiet autoklāvā piederumus, kas ir piesārņoti ar ķermeņa šķidrumiem.

Sūknis un elektriskās daļas
•  Jautājiet tirdzniecības vietā vai sazinieties ar vietējo pašvaldību par 

atbilstošiem atkritumu savākšanas punktiem.
•  Dominant Flex jālikvidē saskaņā ar Eiropas direktīvu 2012/19/ES par EEIA.
•  Elektrisko vai elektronisko aprīkojumu neizmetiet kopā ar nešķirotiem 

sadzīves atkritumiem, bet savāciet to atsevišķi.
•  Eiropas Savienībā/Šveicē/Apvienotajā Karalistē ražotājam vai izstrādājuma

pārdevējam jāpieņem atpakaļ nolietotais aprīkojums. Citās valstīs var būt 
līdzīgas savākšanas un pārstrādes sistēmas. Lūdzam ievērot attiecīgos 
valsts elektrotehnikas un elektronikas utilizēšanas likumus un noteikumus.

•  Atsevišķa atkritumu savākšana un izlietotā aprīkojuma pārstrāde tā 
iznīcināšanas laikā palīdzēs saglabāt dabas resursus un nodrošinās 
to pārstrādi tādā veidā, kas aizsargā cilvēku veselību un vidi.

TEHNISKĀ DOKUMENTĀCIJA 

EMS
Dominant Flex ir veikta EMS testēšana atbilstoši prasībām standarta IEC 60601-
1-2:2014/AMD1:2020, 4.1. redakcijas punktiem 7 un 8.9. Dominant Flex ir 
medicīniska ierīce, kurai nepieciešami īpaši drošības pasākumu un kura 
jāuzstāda un jānodod ekspluatācijā saskaņā ar EMS informāciju. 
Dominant Flex nav būtiskas veiktspējas kā definēts standartā IEC 60601-1.

BRĪDINĀJUMI
•  Dominant Flex nedrīkst izmantot, novietojot blakus vai krāvumā ar citu 

aprīkojumu. Ja nepieciešama izmantošana, novietojot blakus vai krāvumā 
ar citu aprīkojumu, Dominant Flex jāvēro, lai pārliecinātos par tā normālu 
darbību konfigurācijā, kādā tas tiks lietots.

•  Izmantojot papildpiederumus vai kabeļus, ko nav nodrošinājis šīs ierīces 
ražotājs, var rasties palielinātas elektromagnētiskās emisijas vai samazināta 
šī atsūkšanas sūkņa elektromagnētiskā traucējumnoturība, kas izraisa 
nepareizu darbību.

UZMANĪBU!
•  Bezvadu sakaru aprīkojums, piemēram, bezvadu mājas tīkla ierīces, 

mobilie tālruņi, bezvadu tālruņi un to bāzes stacijas, portatīvās rācijas, 
radiofrekvenču identifikācija var ietekmēt Dominant Flex sūkni, tāpēc tas 
jātur vismaz 30 cm attālumā no aprīkojuma (atsūkšanas sūkņa, 
elektroapgādes kabeļa, kājas slēdža, ratiņiem).

Elektromagnētiskās emisijas
Dominant Flex ir apstiprināts lietošanai tikai tālāk norādītajās 
elektromagnētiskajās vidēs: profesionālas veselības aprūpes iestādes vide 
un mājas veselības aprūpes vide.

Emisiju testi Atbilstība Elektromagnētiskā vide – vadlīnijas

RF emisijas
CISPR 11

1. grupa Dominant Flex izmanto RF enerģiju tikai tā 
iekšējai darbībai. Tāpēc tā radītās RF 
emisijas ir ļoti zemas un, visticamāk,  
neradīs nekādus traucējumus tuvu  
stāvošam elektroniskajam aprīkojumam.

RF emisijas
CISPR 11

B klase Dominant Flex ir piemērots lietošanai visās 
vidēs, tostarp mājsaimniecības vidēs un 
vidēs, kuras tieši pievienotas publiskajam 
zemsprieguma elektroapgādes tīklam,  
kas apgādā dzīvojamās ēkas.Harmoniskās emisijas 

IEC 61000-3-2
A klase

Sprieguma svārstības/
mirgošanas emisijas
IEC 61000-3-3

Atbilst

Elektromagētiskā imunitāte
Dominant Flex ir apstiprināts lietošanai tikai tālāk norādītajās 
elektromagnētiskajās vidēs: profesionālas veselības aprūpes iestādes vide 
un mājas veselības aprūpes vide.

Imunitātes testi

Elektrostatiskā
izlāde (ESD)
IEC 61000-4-2

IEC 60601-1-2 
testa līmenis

±8 kV saskarē
±15 kV gaisā

Atbilstības
līmenis

±8 kV saskarē
±15 kV gaisā

Elektromagnētiskā 
vide – vadlīnijas

Grīdām jābūt koka, 
betona vai ar 
keramiskām flīzēm.  
Ja grīdām sintētiska 
materiāla segums,  
relatīvajam gaisa 
mitrumam jābūt 
vismaz 30 %.

Elektriskās straujie 
pārejas procesi/
impulsu paketes
IEC 61000-4-4

±2 kV 
elektroapgādes 
līnijām
±1 kV 
ievades/
izvades līnijām

±2 kV 
elektroapgādes 
līnijām
±1 kV
ievades/
izvades līnijām

Elektroapgādes 
kvalitātei jāatbilst 
tipiskai komerciālai 
vai slimnīcas videi.

Pārsprieguma 
impulss
IEC 61000-4-5

±1 kV 
diferenciālajamā 
režīmā
±2 kV 
no līnijas uz zemi

±1 kV 
diferenciālajamā 
režīmā
±2 kV
no līnijas uz zemi

Elektroapgādes 
kvalitātei jāatbilst 
tipiskai komerciālai 
vai slimnīcas videi.

Sprieguma kritumi, 
īslaicīgi 
pārtraukumi un 
sprieguma 
izmaiņas 
elektroapgādes 
ievades līnijās
IEC 61000-4-11

0 % UT
0,5 cikliem pie 0°, 
45°, 90°, 135°, 180°, 
225°, 270° un 315°

0 % UT
1 ciklam

70 % UT
25 cikliem pie  
50 Hz vienas fāzes: 
pie 0°
un 30 cikliem pie 
60 Hz vienai fāzei: 
pie 0°

0 % UT
250 cikliem  
pie 50 Hz
un 300 cikliem pie 
60 Hz

0 % UT
0,5 cikliem pie 0°, 
45°, 90°, 135°, 180°, 
225°, 270° un 315°

0 % UT
1 ciklam

70 % UT
25 cikliem pie  
50 Hz vienas fāzes: 
pie 0°
un 30 cikliem pie 
60 Hz vienai fāzei: 
pie 0°

0 % UT
250 cikliem  
pie 50 Hz
un 300 cikliem pie 
60 Hz

Elektroapgādes 
kvalitātei jāatbilst 
tipiskai komerciālai 
vai slimnīcas videi.  
Ja lietotājam 
nepieciešama 
Dominant Flex 
nepārtraukta 
darbība 
elektroapgādes 
pārtraukumu laikā, 
ieteicams Dominant 
Flex darbināt no 
nepārtrauktās 
barošanas avota vai 
akumulatora.

Elektroapgādes 
frekvences 
(50/60 Hz)
magnētiskais lauks
IEC 61000-4-8

30 A/m 30 A/m Elektroapgādes 
magnētiskajiem 
laukiem jābūt tipiskas 
komerciālas vai 
slimnīcas vides 
līmeņos.

Tuvuma 
magnētiskie lauki
IEC 61000-4-39

8 A/m
30 kHz — NS

65 A/m
134,2 kHz —  
IM 2,1 kHz

7,5 A/m
13,56 MHz —  
IM 50 kHz

8 A/m
30 kHz — NS

65 A/m
134,2 kHz — IM 
2,1 kHz

7,5 A/m
13,56 MHz —  
IM 50 kHz

Magnētiskā lauka 
intensitātei jāatbilst 
tipiskai komerciālai 
vai slimnīcas videi.

PIEZĪME.  UT ir maiņstrāvas elektroapgādes spriegums pirms testa līmeņa pielietošanas.
NV: nepārtraukta sinusoīda 
IM: impulsa modulācija

Elektromagētiskā imunitāte
Dominant Flex ir apstiprināts lietošanai tikai tālāk norādītajās 
elektromagnētiskajās vidēs: profesionālas veselības aprūpes iestādes vide 
un mājas veselības aprūpes vide.

Imunitātes 
testi

Vadītās RF
IEC 61000-4-6

Izstarotās RF
IEC 61000-4-3

IEC 60601-1-2 
testa līmenis

3 Vrms
0,15–80 MHz

6 Vrms ISM un 
amatieru radio 
viļņu joslās  
no 0,15 līdz 
80 MHz

10 V/m
no 80 MHz līdz 
2,7 GHz

Atbilstības
līmenis

3 Vrms

6 Vrms

10 V/m

Elektromagnētiskā vide –  
vadlīnijas

Portatīvo un mobilo RF sakaru 
aprīkojumu nedrīkst lietot jebkuras 
Dominant Flex daļas, tostarp kabeļu, 
tuvumā, tuvāk par ieteicamo 
nošķiršanas attālumu, kas 
aprēķināts pēc vienādojuma, kas 
piemērojams raidītāja frekvencei.

Ieteicamais nošķiršanas attālums

d = 1,2 √ P 

d = 0,35 √ P 
no 80 MHz līdz 800 MHz

d = 0,7 √ P 
no 800 MHz līdz 2,7 GHz

kur P ir raidītāja maksimālā 
nominālā izejas jauda vatos (W) 
saskaņā ar raidītāja ražotāju  
un d ir ieteicamais nošķiršanas 
attālums metros (m).
Lauka stiprumiem no fiksētiem RF 
raidītājiem, ko nosaka atrašanās 
vietas elektromagnētiskā izpēte,a 
jābūt mazākiem par atbilstības 
līmeni katrā frekvenču diapazonā.b

Traucējumi var rasties tāda 
aprīkojuma tuvumā, kas apzīmēts 
ar šādu simbolu:

1. PIEZĪME Pie 80 MHz un 800 MHz ir piemērojams augstākais frekvenču diapazons.
2. PIEZĪME  Šīs vadlīnijas var nebūt piemērojamas visās situācijās. Elektromagnētisko 

viļņu izplatību ietekmē absorbēšana un atstarošanās no ēkām, 
priekšmetiem un cilvēkiem.

3. PIEZĪME  Tuvie lauki no RF bezvadu sakaru aprīkojuma tika testēti saskaņā ar IEC 
60601-1-2:2014/AMD1:2020, 9. tabulu

A  Lauka stiprumu no fiksētiem RF raidītājiem, piemēram, radio (mobilo, bezvadu) tālruņu 
un virszemes mobilo radio, amatieru radio, AM un FM radiostaciju un TV raidītājiem 
nav iespējams teorētiski precīzi paredzēt. Lai novērtētu elektromagnētisko vidi, ko 
veido fiksētie RF raidītāji, jāapsver vietas elektromagnētiskā izpēte. Ja izmērītais 
lauka stiprums vietā, kurā tiek lietots Dominant Flex, pārsniedz piemērojamos iepriekš 
minētos RF atbilstības līmeņus, Dominant Flex jānovēro, lai pārliecinātos par tā 
normālu darbību. Ja tiek novērota nepareiza darbība, var būt nepieciešamas  
papildu darbības, piemēram, Dominant Flex pagriešana vai pārvietošana.

b   Frekvenču diapazonā no 150 kHz līdz 80 MHz lauka stiprumam jābūt mazākam  
nekā 10 V/m.

Frekvenču tabula
Frekvenču tabula portatīvajiem un mobilajiem raidītājiem, kuriem  
ieteicamais nošķiršanas attālums ir 30 cm (12 collas):

Josla (MHz) 

380–390
430–470
704–787
800–960
1700–1990

2400–2570
5100–5800

Pakalpojums

TETRA 400
GMRS 460, FRS 460
LTE 13., 17. josla
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE 5. josla
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE 1., 3., 4., 25. josla; 
UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, LTE 7. josla
WLAN 802.11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com
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Medela AG
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6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Ieliktņi

       077.0083/84
       077.0194 (tikai globālajiem klientiem)
       101035340 (tikai globālajiem klientiem)

077.0086/87

Atkārtoti lietojami vāki

077.0450 077.0440    077.0420/30 077.1021 077.1013 

Polikarbonāta kausi  
(maks. 4 x 2,5 l)

PSU atkārtoti lietojami kausi  
(maks. 4 x 5 l)

Fiksācijas 
aizspiednis

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silikons, 7 x 12 mm* Silikons, 5 x 10 mm Silikons, 6,5 x 11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  var izmantot ar VAD kausiem 
(atkārtotas apstrādes norādījumus skatiet 
VAD kausu lietošanas pamācībā)

PAPILDPIEDERUMU PĀRSKATS 

BRĪDINĀJUMS!
•  Dominant Flex ir pārbaudīts lietošanai kopā ar papildpiederumiem, kas 

uzskaitīti šajā lapā. Lai nodrošinātu pareizu un drošu darbību, izmantojiet 
Dominant Flex tikai ar šiem papildpiederumiem. Papildu informācija tiek 
nodrošināta atsevišķā papildpiederuma norādījumu lapā.

 AR DROŠUMU SAISTĪTS IETEIKUMS
•  Trešo personu saskarnes ierīcēm (piemēram, kanulām, katetriem) jābūt 

pievienojamām veidā, kas neietekmē sūkņa veiktspēju. Pirms lietošanas 
nodrošiniet pareizu funkcionēšanu un vakuuma līmeņu uzturēšanu.

017.0015

077.0711

071.0034

071.0003, statīva 
versija

071.0002, portatīvā versija  
(nav parādīta šajā attēlā)

TEHNISKĀS SPECIFIKĀCIJAS
augsts vakuums
–95 kPa/–713 mmHg
Pielaide: ±15 %

Mērīts jūras līmenī (0 m), atmosfēras spiedienā: 
1013,25 hPa 
Lūdzu, ņemiet vērā: vakuuma līmenis mainās 
atkarībā no atrašanās vietas (atmosfēras 
spiediena, mitruma un temperatūras).

augsta plūsma
40, 50 vai 60 l/min.
Pielaide: +10 l/min.

Mērīts jūras līmenī (0 m), atmosfēras spiedienā: 
1013,25 hPa 
Lūdzu, ņemiet vērā: plūsma mainās atkarībā no 
atrašanās vietas (atmosfēras spiediena, mitruma  
un temperatūras).

9,3 kg
20,5 mārciņas
Statīva versija

100–240 V, 50/60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

A x P x D (statīva versija)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 collas

AC

Transportēšanas/uzglabāšanas apstākļi

Lietošanas apstākļi

x x x –  Atbilstoši ISO 17664-2 medicīniskās ierīces ražotājs ir apstiprinājis šīs 
norādes kā tādas, kas spēj sagatavot medicīnisko ierīci atkārtotai lietošanai. 
Apstrādātājs joprojām ir atbildīgs par to, lai nodrošinātu, ka apstrāde, tādā 
veidā, kādā tā faktiski tiek veikta apstrādes vietā, izmantojot aprīkojumu 
materiālus un personālu, sasniedz vēlamo rezultātu. Tam nepieciešama 
procesa pārbaude un/vai validācija un regulāra uzraudzīšana.

–  Ūdens kvalitātes specifikāciju skatiet standartā AAMI TIR34. 
x x –  Mazgāšanas-dezinfekcijas ierīcei jābūt kvalificētai atbilstoši ISO 15883 

sērijas standartam. Tīrīšana un dezinfekcija tika validēta ISO 15883 
sertificētā mazgāšanas-dezinfekcijas ierīcē akreditētā laboratorijā.

–  Visām izjauktajām detaļām jābūt droši nostiprinātām turētājos/uz 
stiprinājuma vietām.

–  Nepārkrāmējiet mazgāšanas-dezinfekcijas ierīci. Sakārtojiet izjauktās 
detaļas tādā veidā, lai neviena zona nepaliktu nemazgāta un tīrīšanas 
šķidrumi piekļūtu iekšējām un ārējām virsmām.

x x x –  Ja redzamas nodiluma vai bojājumu pazīmes, izmetiet ierīci (vai sastāvdaļu, 
ja piemērojams) vai veiciet tās remontu.

x x x –  Vienmēr valkājiet individuālos aizsardzības līdzekļus (IAL): vienreizlietojamus 
cimdus un citus IAL saskaņā ar vietējām vadlīnijām un noteikumiem.

–  Veiciet apstrādi lietošanas vietā ar ūdensvada ūdeni (≤ 40 °C, ≤ 104 °F). 
Šīs norādes neievērošana var izraisīt atlikumu pielipšanu un tāpēc traucēt 
dezinficēšanai.

x x x –  Ja ierīce tiek izmantota pacientam, kuram ir saslimšana, kuras patogēnus 
nevar likvidēt ar tālāk norādīto procedūru, ierīce jāutilizē.

–  Skatiet tīrīšanas un dezinfekcijas līdzekļa ražotāja lietošanas pamācību, 
tostarp, bet ne tikai, attiecībā uz apstrādes laikiem un drošības pasākumiem.

–  Veiciet apstrādi lietošanas vietā tūlīt pēc ierīces lietošanas (pirms netīrumi 
piekalst uz ierīces).

x –  Atvienojiet barošanas vadu no elektroapgādes avota.
–  Izvairieties no šķidrumu saskares ar elektroapgādes vada spraudni vai 

ierīces ievades pieslēgvietu.
–  Nekad neiegremdējiet vai neskalojiet ierīci ar ūdeni vai citiem šķidrumiem. 

Nesmidziniet tīrīšanas vai dezinfekcijas līdzekli tieši uz ierīces.
x x –  Noslaukiet ierīces ārējās virsmas, lai noņemtu visus lielos netīrumus, ar 

mīkstu bezplūksnu salveti, kas samitrināta ūdensvada ūdenī. Ievērojiet 
rūpību, lai izslaucītu grūti tīrāmās (un dezinficējamās) vietas, piemēram, 
spraugas, necaurejošus kanālus un sarežģītas formas.

x –  Gadījumā, ja piesārņots caurulītes ar savienotājiem lūmens vai savienojuma 
virsma starp savienotāju un caurulīti (ja savienotāju nevar izņemt), vai kanāli 
apmaiņas vārstā, likvidējiet ierīci saskaņā ar piemērojamām procedūrām 
piesārņotiem materiāliem.

x x –  Izjauciet līdz atsevišķām daļām pirms turpmākām darbībām (skatiet 
uzstādīšanas norādījumus).

– Atvienojiet savienotāju(-s) no caurulītēm, ja tās ir netīras.
– Noņemiet gredzenblīves no savienotājiem, ja tie ir netīri.
–  Uzmanīgi atskrūvējiet Torx skrūvi uz turētāja, saspiediet atsperi, nospiežot 

pogu. Pēc skrūves izskrūvēšanas lēni atlaidiet nospiežamo pogu. Pēc tam 
izņemiet nospiežamo pogu un atsperi. Pēc tam izņemiet apakšējo spali, 
vispirms aizverot skavu un pēc tam velkot.

x –  Ja nepieciešams lielo netīrumu noņemšanai, ievietojiet izjauktās sastāvdaļas 
ūdensvada ūdenī uz 10 minūtēm un noslaukiet redzamos traipus ar mīkstu, 
bezplūksnu salveti, kas piesūcināta ar ūdensvada ūdeni.

x x –  Ja atlikušie netīrumi ir piekaltuši pie ierīces, netīrumi jāizmērcē, lai enzīmi 
varētu efektīvi iedarboties.

x –  Noslaukiet visas ierīces ārējās virsmas ar CaviWipes™ vai Incidin OxyWipe 
S™ salveti.

–  Noslaukiet grūti tīrāmās vietas (piemēram, vietas, kur savienojas daļas, 
kuras nevar izjaukt).

–  Kad salvete kļūst netīra, izmantojiet jaunu tīrīšanas un dezinfekcijas salveti.
–  Tīriet līdz visi redzamie netīrumi ir notīrīti.

x –  Paņemiet jaunu CaviWipes™ vai Incidin OxyWipe S™ salveti un noslaukiet 
visas aprīkojuma ārējās virsmas.

–  Pievērsiet īpašu vērību ierīces grūti tīrāmajām vietām.
–  Pēc 3 minūtēm paņemiet jaunu CaviWipes™ vai Incidin OxyWipe S™ 

salveti un noslaukiet visas aprīkojuma ārējās virsmas.
–  Nodrošiniet, ka visas ierīces virsmas saglabājas redzami mitras istabas 

temperatūrā laiku, kāds norādīts salvešu ražotāja lietošanas pamācībā. Ja 
izmantotā salvete kļūst pārāk sausa, lai mitrinātu virsmu, izmantojiet jaunu salveti.

–  Lai veicinātu apstrādi grūti tīrāmās zonās, jaunu CaviWipes vai Incidin 
Oxy Wipe S salveti var aptīt ap lāpstiņu vai līdzīgu priekšmetu. 

–  Pēc norādītā iedarbības laika notīriet visus atlikumus ar mīkstu
 bezplūksnu salveti, kas samitrināta ar attīrītu ūdeni.

x x –  Savienojiet caurulītes, lai aktvizētu statīva skalošanas sistēmu un nodrošinātu 
iekšpuses un ārpuses skalošanu.

–  Novietojiet vākus uz taisnas sprauslas caur ieplūdi (pacienta pusi).
–  Novietojiet visas pārējās ierīces statīvā.
–  Ja piemērojams, novietojiet uz statīva mazo detaļu statīvu. 
–  Neizmantojiet nekādus žāvēšanas palīglīdzekļus (skalošanas vielas), jo tās 

var palikt uz virsmas, radot kaitīgu ietekmi uz ierīci un bioloģisko saderību.

Mazgāšanas-dezinfekcijas ierīces tīrīšanas programmai jāveic šādi cikli:
–  1 minūte sākotnējā tīrīšana ar ūdensvada ūdeni
–  5 minūtes tīrīšana 55 °C temperatūrā ar neodisher® MediClean forte 0,5 % 

šķīdumu ūdensvada ūdenī
–  1 minūte skalošana ar attīrītu aukstu ūdeni

x x –  Termiskā dezinfekcija ar attīrītu ūdeni (bez ķīmiska dezinfekcijas līdzekļa) 
90 °C temperatūrā 1 minūti (A0=600) vai pielāgojiet A0 vērtības atbilstoši 
vietējām vadlīnijām un noteikumiem.

x x –  Žāvējiet izjauktās sastāvdaļas mazgāšanas–dezinfekcijas ierīcē 110 °C 
temperatūrā vismaz 45 minūtes. 

x x x –  Ja žāvēšana mazgāšanas–dezinfekcijas ierīcē nav iespējama vai atlikušā 
mitruma gadījumā, noslaukiet ārējās virsmas ar sausu, bezplūksnu drānu 
vai rūpīgi nožāvējiet ar medicīniskas klases saspiestu gaisu.

–  Pievērsiet īpašu uzmanību, lai grūti sasniedzamās vietas būtu sausas.
x x x –  Vizuāli pārbaudiet ierīci un izjauktās sastāvdaļas, vai uz tām nav netīrumu vai 

dezinfekcijas šķīduma atlieku. Ja nepieciešams, atkārtojiet tīrīšanu un dezinfekciju.
–  Vizuāli pārbaudiet ierīci vai izjauktās sastāvdaļas, vai tām nav bojājumu. 

Ja vienai vai vairākām daļām ir jebkādi bojājumi, nomainiet tās ar jaunām.
x x –  Norādes par atkārtotu salikšanu skatiet šīs lietošanas pamācības sadaļā 

“Uzstādīšana”.
x  –  Veiciet pilnas apkopes vai ikdienas pārbaudi kā norādīts šajā lietošanas 

pamācībā.
x x x –  Vienmēr glabājiet ierīci sausā, tīrā vidē bez putekļiem.

x –  Atkārtoti apstrādājiet ierīci pirms nosūtīt to remontam. Ja tas nav iespējams, 
vai iespējams tikai pa daļām, iepakojumam jānorāda uz iespējamo 
bioloģisko apdraudējumu. Piemērojamas vietējās procedūras un vadlīnijas. 

x x x –  Veiciet atbilstošus pasākumus, lai nodrošinātu ierīces vai 
sastāvdaļu veselumu un aizsargātu pret atkārtotu piesārņošanu līdz 
lietošanai saskaņā ar vietējām vadlīnijām un noteikumiem.

PSU kausi, atkārtoti lietojamie vāki, skavas, pārplūdes aizsardzība, gredzenblīves  
(ja nonākušas saskarē ar šķidrumiem), savienotāji (atvienoti no caurulītēm), turētāji, 
fiksācijas aizspiedņi

Silikona caurulītes (tikai līdz 200 cm garas), apmaiņas vārsts (ja nonācis saskarē 
ar šķidrumiem)

Sūkņa korpuss, kabeļi, kājas slēdzis, kājas vakuuma regulators, sienas turētāji, ratiņi, 
polikarbonāta kausi

Savienotāji

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Pacienta caurulītes (no savākšanas sistēmas līdz pacientam pielietojamai daļai)
Vienreizlietojama sterila caurulīte

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (tikai globāliem klientiem)

Vienreizlietojama caurulīte, nesterila

077.0952: 180 cm
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BRĪDINĀJUMS!
•  Portatīvo RF sakaru aprīkojumu (tostarp perifērās iekārtas, piemēram, antenu

kabeļus un ārējas antenas) nedrīkst lietot tuvāk par 30 cm no jebkuras 
Dominant Flex sūkņa daļas, tostarp kabeļiem (elektroapgādes vada, kājas 
slēdža, ratiņiem), ko norādījis ražotājs. Pretējā gadījumā var rasties 
šī aprīkojuma veiktspējas pasliktināšanās.

Atkārtoti lietojami komplekti

077.0701: 1 l (ar spaiļu turētāju)
0770715: 1 l (bez spaiļu turētāja)
077.0702: 2 l (ar spaiļu turētāju) 
077.0716: 2 l (bez spaiļu turētāja) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Vakuuma caurulītes (no atsūkšanas sūkņa uz savākšanas sistēmu)
Silikons, 7 x 12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtri** Kājas vadība

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  lietošanai vienam 
pacientam, skatīt attiecīgo 
lietošanas pamācību

077.0723 077.0731

Turētāji

077.0521 077.0751/52 077.0651

Kausiņi dzemdībām ar vakuuma palīdzību
Atkārtoti izmantojami (atkārtotas apstrādes norādījumus skatiet VAD kausu lietošanas 
pamācībā)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Vienreizlietojami/strerili

077.0792 077.0791

Papildpiederumi liela tilpuma konfigurācijām

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Paraugu kausiņi

077.0562/64 077.0194 077.0094

Sienas turētāji

077.0523 077.0192
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Dominant Flex
Pompă pentru aspirație chirurgicală RO

 INSTRUCȚIUNI DE UTILIZARE
AVERTISMENTE ȘI INSTRUCȚIUNI PRIVIND 
SIGURANȚA 

 AVERTISMENTE 
Indică o posibilă situație periculoasă care, dacă nu este evitată,  
poate conduce la deces sau la vătămări grave.

 PRECAUȚII  
Indică o posibilă situație periculoasă care, dacă nu este evitată,  
poate conduce la vătămări minore sau moderate.

 SFAT DE SIGURANȚĂ  
Indică informații utile despre utilizarea în siguranță a dispozitivului.

Dominant Flex este aprobat exclusiv pentru utilizare așa cum este descris în 
aceste instrucțiuni de utilizate. Medela poate garanta funcționarea în 
siguranță a sistemului doar atunci când produsul Dominant Flex este utilizat 
în combinație cu accesoriile originale Medela (sistem de colectare, tuburi, 
filtre, etc. – consultați capitolul „Prezentare generală accesorii”).

NOTĂ IMPORTANTĂ
•  Vă rugăm să citiți și să respectați aceste avertismente și instrucțiuni de 

siguranță înainte de utilizare. De asemenea, vă rugăm să vă familiarizați 
cu semnalele de informații asociate și cu instrucțiunile de depanare înainte 
de utilizare (consultați capitolele „Instalare” și „Depanare”). 
Aceste instrucțiuni de utilizare trebuie să fie păstrate alături de dispozitiv, 
pentru referință.

•  Vă rugăm să rețineți că aceste instrucțiuni de utilizare sunt un ghid general 
pentru utilizarea produsului. Problemele medicale trebuie abordate de un 
medic. Respectarea procedurilor și a tehnicilor chirurgicale adecvate este 
responsabilitatea medicului. Fiecare medic trebuie să evalueze caracterul 
adecvat al tratamentului pe baza propriilor cunoștințe și a experienței. 
Medela are responsabilitatea pentru efectul asupra siguranței de bază, 
fiabilității și performanței produsului Dominant Flex doar dacă este utilizat 
în conformitate cu instrucțiunile de utilizare.

•  Respectarea procedurilor și a tehnicilor chirurgicale adecvate este 
responsabilitatea medicului. Fiecare medic trebuie să evalueze caracterul 
adecvat al tratamentului pe baza propriilor cunoștințe și a experienței.

•  Orice incident grav survenit în legătură cu dispozitiviul trebuie raportat 
companiei Medela AG și autorității competente relevante.

AVERTISMENTE

 Avertisment: Pentru a reduce riscul de potențială contaminare 
încrucișată sau de expunere la pericole biologice

•  După fiecare utilizare, piesele care au intrat în contact cu secrețiile 
aspirate trebuie să fie curățate, dezinfectate, sterilizate sau eliminate, 
în conformitate cu instrucțiunile de reprocesare.

•  Tubulatura de conectare furnizată cu dispozitivul nu trebuie să intre 
niciodată în contact direct cu zona de aspirație. Trebuie să fie utilizat 
întotdeauna un cateter steril de aspirație (risc de infecție).

 Avertisment: Pentru a reduce riscul unei potențiale vătămări din cauza 
utilizării incorecte

•  A se utiliza doar de către persoanele instruite medical care au fost 
instruite în mod adecvat cu privire la procedurile de aspirație și la 
utilizarea aspiratoarelor.

•  Consultați indicațiile de utilizare și luați în considerare factorii de risc și 
contraindicațiile înainte de a utiliza dispozitivul Dominant Flex. Necitirea și 
nerespectarea tuturor instrucțiunilor din acest manual înainte de utilizare 
poate duce la rănirea gravă sau fatală  
a pacientului.

•  Nu este potrivit pentru setare la un vacuum scăzut, așa cum este necesar, 
de exemplu, pentru drenajul toracic fără accesorii specializate. 

•  Nu este aprobat pentru utilizarea în exterior sau pentru aplicații de 
transport.

 Avertisment: Pentru a reduce riscul de potențială vătămare în timpul 
configurării sau al funcționării

•  Nu este permisă nicio modificare a acestui echipament.
•  A nu se conecta acest dispozitiv la un tub de drenaj pasiv.
•  Dominant Flex a fost verificat în combinație cu accesoriile enumerate în 

„Prezentare generală accesorii”. Pentru o funcționare corectă și sigură, 
utilizați Dominant Flex doar cu aceste accesorii. Mai multe informații sunt 
furnizate în fișa de instrucțiuni a accesoriului individual.

 Avertisment: Pentru a reduce riscul de potențială vătămare cauzată  
de interferența cu alte dispozitive

•  Dominant Flex nu trebuie folosit lângă alte echipamente sau pe acestea. 
Dacă este necesară utilizarea în apropierea altui echipament sau așezat 
pe alt echipament, dispozitivul Dominant Flex trebuie să fie monitorizat 
pentru a verifica funcționarea normală în configurația în care va fi utilizat.

•  Folosirea de accesorii sau cabluri, altele decât cele furnizate de 
producătorul acestui dispozitiv, poate duce la creșterea emisiilor 
electromagnetice sau la scăderea imunității electromagnetice a acestei 
pompe de aspirație și poate duce la funcționarea necorespunzătoare.

•  Echipamentele portabile de comunicație RF (inclusiv periferice, cum ar fi 
cablurile de antenă și antene externe) nu trebuie utilizate la o distanță mai 
mică de 30 cm de orice parte a pompei Dominant Flex, inclusiv cablurile 
(cablu de alimentare, comutator de picior, cărucior) specificate de 
producător. În caz contrar, ar putea rezulta o degradare a performanței 
acestui echipament.

 Avertisment: Pentru a reduce riscul potențial de electrocutare sau  
de expunere la căldură, incendiu, explozie 

•  Pentru a evita riscul de electrocutare, acest echipament trebuie conectat 
numai la o priză fixă cu împământare de protecție.

•  Dispozitivul nu trebuie utilizat pentru aspirarea lichidelor explozive, ușor 
inflamabile sau corozive.

•  Înainte de a reprocesa dispozitivul, scoateți ștecărul din priza fixă.
•  Deconectați ștecărul de la sursa de alimentare înainte de a înlocui siguranța.
•  Dominant Flex este o pompă de aspirație alimentată de la rețea. Înainte 

de a conecta pompa de aspirație la alimentare, vă rugăm să verificați 
faptul că sursa dvs. locală de alimentare este în conformitate cu puterea 
nominală de pe plăcuța cu specificații.

PRECAUȚII

 Atenție: Pentru a reduce riscul de potențială contaminare încrucișată  
sau de expunere la pericole biologice

•  Inspectați vizual ambalajul steril al dispozitivului pentru deteriorări înainte 
de a îl deschide.

•  Dispozitivele cu un sistem de ambalare deteriorat nu trebuie să fie utilizate.
•  Dispozitvele reutilizabile sunt livrate nesterile și trebuie să fie reprocesate 

înainte de prima utilizare și după fiecare utilizare, conform capitolului 
„Instrucțiuni generale de reprocesare”.

•  Atunci când reprocesați dispozitive, purtați întotdeauna echipament 
personal de protecție (EPP): mănuși de unică folosință și alt EPP conform 
instrucțiunilor și reglementărilor locale.

•  Tratament la punctul de utilizare cu apă de la robinet (≤40 °C, ≤104 °F). 
Încălcarea acestor instrucțiuni poate duce la fixarea reziduurilor și astfel se 
poate inhiba dezinfecția.

 Atenție: Pentru a reduce riscul unei potențiale vătămări din cauza 
utilizării incorecte

•  Utilizarea incorectă poate cauza durere și vătămare pacientului.
•  Pacientul trebuie să fie monitorizat în mod regulat conform instrucțiunilor 

medicului și conform instrucțiunilor unității. Indicațiile obiective sau semnele 
unei posibile infecții sau complicații trebuie îndeplinite imediat (de exemplu, 
febră, durere, roșeață, căldură crescută, umflături sau secreții purulente).  
Nerespectarea poate duce la un pericol considerabil pentru pacient.  
Monitorizați în mod frecvent starea de funcționare a dispozitivului 
Dominant Flex.

•  Când dispozitivul Dominant Flex este utilizat pentru drenajul rănilor, 
presiunea negativă trebuie să fie setată conform instrucțiunilor 
specialistului, pentru a nu cauza deteriorării ale rănii.

 Atenție: Pentru a reduce riscul de potențială vătămare în timpul 
configurării sau al funcționării

•  Versiunea pentru raft necesită o distanță minimă de 5 cm de incintă  
pentru a preveni supraîncălzirea dispozitivului.

 Atenție: Pentru a reduce riscul de potențială vătămare cauzată de 
interferența cu alte dispozitive

•  Echipamentele de comunicare fără fir precum dispozitivele pentru rețele 
fără fir pentru acasă, telefoanele mobile, telefoanele fără fir și stațiile de 
bază ale acestora, stațiile de emisie-recepție pot afecta pompa Dominant 
Flex și trebuie menținute la o distanță de cel puțin 30 cm față de echipament 
(pompa de aspirație, cablu de rețea, comutator de picior, cărucior).

 Atenție: Pentru a reduce riscul potențial de electrocutare sau de 
expunere la căldură, incendiu, explozie

•  Pentru a preveni supraîncălzirea dispozitivului, evacuarea din partea 
inferioară a pompei de aspirație trebuie să fie liberă când pompa de 
aspirație este în funcțiune.

 SFAT PRIVIND SIGURANȚA 
•  Pentru testele de siguranță, pompa de aspirație necesită service și reparații 

pe toată durata sa de viață, în conformitate cu manualul de service.
•  Protecția dispozitivului Dominant Flex împotriva efectelor descărcării unui 

defibrilator cardiac depinde de utilizarea cablurilor adecvate.
•  Separarea de alimentarea electrică este asigurată doar prin deconectarea  

ștecărului de la priza de alimentare.
•  Dispozitivele de interfață ale terților (de exemplu, canule, catetere) trebuie 

să poată fi atașate fără a afecta performanța pompei. 
•   Asigurați funcționarea corespunzătoare a pompei de aspirație înainte de 

utilizare, consultați secțiunea despre pregătirea pentru utilizare.
•   Evitați contactul fluidelor cu extremitățile ștecărului sau cu orificiul de 

admisie al aparatului.

INSTRUCȚIUNI PRIVIND SIGURANȚA 

•   Vă rugăm să consultați IDU ale dispozitivelor pentru utilizarea cu 
Dominant Flex pentru orice contraindicații în indicațiile specifice de utilizare. 

•  Purtați mănuși pentru toate operațiunile.
•  Dominant Flex este un dispozitiv medical care necesită măsuri speciale de 

siguranță cu privire la EMC. Trebuie să fie instalat și pus în funcțiune în 
conformitate cu informațiile EMC din capitolul „Documentație tehnică”.

•  Dispozitivul Dominant Flex nu este sigur în mediu de rezonanță magnetică 
(RM). Nu introduceți pompa în mediu RM.

•  În caz de scurgeri, informați serviciul tehnic intern imediat și efectuați 
sarcinile din manualul de service.

•  În fiecare dintre următoarele cazuri, dispozitivul nu trebuie utilizat și trebuie 
reparat de către Serviciul Clienți Medela:

 –  în cazul în care cablul de alimentare sau ștecărul este deteriorat
 –  dacă dispozitivul nu funcționează perfect
 –  dacă dispozitivul este deteriorat
 –  dacă dispozitivul prezintă defecte clare de siguranță.
•  Țineți cablul de alimentare departe de suprafețele fierbinți.
•  Ștecărul de alimentare nu trebuie să intre în contact cu umezeala.
•  Nu trageți niciodată ștecărul de alimentare din prizele fixe trăgând de 

cablul de alimentare!
•  Nu lăsați niciodată dispozitivul nesupravegheat în timp ce este pornit.
•  Pompa trebuie să stea dreaptă în timpul utilizării.
•  Nu utilizați niciodată dispozitivul în spații cu temperaturi ridicate, dacă 

sunteți foarte obosit(ă) sau într-un mediu în care există risc de explozie.
•  Nu așezați niciodată dispozitivul în apă sau în alte lichide.
•  Atunci când utilizați produse sterile, de unică folosință, vă rugăm să rețineți 

că acestea nu sunt destinate reprocesării. Reprocesarea poate provoca 
pierderea caracteristicilor mecanice, chimice și/sau biologice. Reutilizarea 
poate cauza contaminarea încrucișată.

•  Contactați reprezentantul de servicii clienți local Medela pentru asistență 
privind funcționarea produsului.

•  Utilizați echipamentul de aspirație Medela doar pentru îndepărtarea 
fluidelor corporale. Nu utilizați echipamentul de aspirație Medela pentru 
administrarea de fluide corporale.

Aceste instrucțiuni de utilizare trebuie să fie păstrate pentru referință viitoare.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:
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CONFIGURARE LIVRARE ASISTATĂ CU VACUUM 

Notă
•  Dispozitivul Dominant Flex va fi instalat astfel încât deconectarea  

de la alimentarea electrică să se poată efectua cu ușurință.

b) Atașați tubul de la cupa 
Medela VAD la conectorul 
pacientului pe recipientul 
de aspirație al sistemului 
de colectare reutilizabil.

4.1  Porniți pompa la setare de vacuum maxim, prindeți tubul  
de la cupa Medela VAD și apăsați complet regulatorul de 
vacuum (înainte și în jos, utilizând partea frontală tălpii).

4.2  Comparați vacumuul maxim conform specificației, 
consultați tabelul de mai sus.

5.1  Dacă este în regulă, eliberați vacuumul prin readucerea 
regulatorului de vacuum pentru picior la starea de 
repaus „vacuum zero sau presiune ambientală”  
(spate și în jos folosind călcâiul piciorului).

5.2 Pompa este acum pregătită de utilizare.

1.    Configurați pompa și 
accesoriile conform 
capitolului „Pregătire 
înainte de utilizare”.

2.1  Conectați regulatorul 
de vacuum de picior: 
adaptorul argintiu trebuie 
să fie complet fixat în setul 
de siguranță al pompei de 
aspirație.

2.2  Atașați tubulatura în 
partea superioară 
a adaptorului metalic.

3.1  a) Atașați tubul de la cupa 
Medela VAD la conexiunea 
pacientului pe capacul 
căptușelii pentru colectare 
de unică folosință SAU

DEPANARE 

Vacuum insuficient
Verificați că:
•  regulatorul de vacuum este configurat corect.
•  tubulatura nu este defectă sau stricată. Dacă este necesar, înlocuiți-o.
•  toate conexiunile sunt strânse.
•  protecția de scurgere este dezactivată/deschisă. Dacă protecția de 

scurgere este activată, dezactivați-o așa cum se arată în capitolul 
„Instalare” și „Configurare set de siguranță”.

•  recipientul de aspirație și capacul nu prezintă crăpături, zone fragile, 
decolorare. Dacă este necesar, înlocuiți-o.

•  sistemul de unică folosință nu prezintă fisuri, zone fragile, decolorare.  
Dacă este necesar, înlocuiți.

•  filtrul nu este înfundat. Pentru a verifica dacă filtrul este înfundat, consultați 
fișa cu instrucțiuni furnizată cu filtrele.

Dacă problema nu poate fi rezolvată, contactați departamentul tehnic intern.

Lumina LED nu se aprinde
Dominant Flex nu este conectat la alimentare electrică sau siguranța 
necesită înlocuire.

Indicator LED galben aprins
Caz minor: indicator LED galben aprins, dar pompa poate fi  
pornită și oprită:
•  contactați departamentul tehnic intern sau centrul dvs. de service 

autorizat cu prima ocazie posibilă.

Caz major: indicatorul LED galebn este aprins și pompa nu poate fi pornită 
și oprită:
•  contactați departamentul tehnic intern sau centrul dvs. de service 

autorizat pentru reparații/mentenanță.

Motorul nu funcționează
Verificați că:
•  Dominant Flex este pornit. Lumina LED de standby trebuie să se aprindă.
•  ștecărul este introdus corect în priza fixă și în orificiul aparatului.
•  siguranța din partea din spate a dispozitivului Dominant Flex nu este 

defectă. Pentru a înlocui siguranța defectă, urmați pașii din capitolul 
„Înlocuirea siguranței defecte”.

Dacă problema nu poate fi rezolvată, contactați departamentul tehnic intern.

ÎNLOCUIREA SIGURANȚEI DEFECTE 

AVERTISMENT
•  Deconectați ștecărul de la sursa de alimentare înainte de a înlocui siguranța. 

Vă rugăm să urmați instrucțiunile din manualul de service [         200.6365], 
cum se înlocuiesc siguranțele (T 1,6AH, 250 VAC, 5x20 mm) pompei 
Dominant Flex.

Versiunile și elementele principale ale pompei de aspirație

Versiunea pentru raft

Mâner cu 
două 
suporturi 
pentru 
recipiente
Versiunea portabilă

Versiunea mobilă

Vacuummetru

Regulator vacuum
Buton de pornire/oprire

Set de siguranță
Butoane pentru modificare 
debit

Șină standardCărucior mobil  
(accesoriu opțional)

Comutator de picior 
de pornire/oprire 
(cărucior)

Toate roțile cu frâne

Elemente de 
funcționare  
și indicatori

Spatele dispozitivului
Suport cablu  
(cu cărucior 
opțional)

Port pentru 
comutator de 
picior de 
pornire/oprire

Siguranțe

Orificiu aparat

Conductor echipotențial

Debit 60 l/min
Debit 50 l/min
Debit 40 l/min

Buton de  
pornire/oprire
lumină verde: Pompa este pornită
lumină galbenă: Pompa are o eroare. Consultați tabelul „Depanare”
lumină albă: Pompa funcționează

activat:

dezactivat: 
(gata de 
utilizare)

Protecție  
scurgere  
mecanică

Orificiu pentru tub
Capac cu cleme

Set de siguranță

Recipient, 
0,25 l

DESCRIERE 

Introducere
Dominant Flex este o pompă de aspirație de calitate superioară, care 
furnizează performanță maximă de aspirație în cazul multor nevoi legate de 
aspirație. Opțiunea Dominant Flex de trei debite selectabile oferă flexibilitate 
în funcție de preferințele chirurgului. Combină în mod ideal manevrarea 
și reprocesarea ușoară cu caracteristicile de siguranță pentru a asigura 
o funcționare optimă. Puteți alege dintr-o gamă completă de accesorii de 
la Medela pentru a configura pompa pentru multe aplicații medicale. 

Utilizarea preconizată/scopul preconizat
Utilizarea preconizată a pompei de aspirație Dominant Flex este crearea  
unui vacuum constant într-un interval de la 0 la –95 kPa.

Indicații de utilizare
Pompa de aspirație Dominant Flex este indicată pentru toate aplicațiile care 
necesită vacuum, precum chirurgia generală, liposucția, endoscopia, ablația 
epicardică, aspirația nazofaringiană, neurochirurgia, OPCAB, cezariană/
naștere asistată cu vacuum și drenajul plăgii în spitale, clinici și cabinete 
medicale.

Contraindicații
Nu există contraindicații cunoscute pentru pompa de aspirație Dominant Flex.

Utilizator preconizat
Dominant Flex trebuie utilizat numai de profesioniști din domeniul sănătății 
familiarizați cu procedurile de aspirație și de personalul dedicat reprocesării.  
Aceste persoane nu trebuie să sufere deficiențe de auz sau să fie surde și 
trebuie să aibă o acuitate vizuală adecvată.

Populația de pacienți preconizată
Dominant Flex este destinat utilizării numai la pacienții care prezintă afecțiuni 
așa cum sunt descrise în indicațiile de utilizare.

Efecte secundare nedorite
Nu sunt cunoscute efecte secundare nedorite asociate cu pompa de 
aspirație Dominant Flex.

PREZENTARE GENERALĂ 

Definiția vacuumului
În aplicarea dispozitivelor medicale de aspirație, vacuumul este în mod 
normal dat ca diferența (în cifre absolute) între presiunea absolută și 
presiunea atmosferică sau ca valori negative în Kilopascal (kPa). În acest 
document, indicația de –10 kPa, de exemplu, se referă întotdeauna la un 
interval de presiune în kPa sub presiunea ambientală atmosferică 
(conform termenilor și definițiilor EN ISO 10079:1999).

INSTALARE 

1 Verificați livrarea inițială
Verificați pachetul de livrare al produsului Dominant Flex pentru caracterul 
complet și starea generală.

Versiunea portabilă 
a dispozitivului 
Dominant Flex

 071.0002

Versiunea pentru raft 
a dispozitivului 
Dominant Flex

 071.0003

1 Conectați Dominant Flex la alimentarea electrică

1.    Verificați pompa înainte de a o utiliza, urmând 
instrucțiunile din capitolul „Pregătire înainte de utilizare”.

2.1  Conectați cablul de alimentare la orificiul de intrare 
al aparatului din spatele pompei de aspirație. 
Utilizați suportul de montare pentru a fixa cablul în 
portul de intrare.

2.2  Conectați ștecărul cablului de alimentare la o priză 
fixă de alimentare.

3.1  Este efectuată o autotestare. Atunci când lumina 
LED verde se aprinde, dispozitivul este pregătit 
de utilizare.

INSTRUCȚIUNI DE OPERARE 

AVERTIZARE
•  Dominant Flex este o pompă de aspirație alimentată de la rețea. Înainte de 

a conecta pompa de aspirație la alimentare, vă rugăm să verificați faptul 
că sursa dvs. locală de alimentare este în conformitate cu puterea 
nominală de pe plăcuța cu specificații.

Notă
•  Produsul Dominant Flex va fi instalat astfel încât deconectarea de la priză 

să se poată efectua cu ușurință.
• Purtați mănuși pentru toate operațiunile.

2 Verificați vacuumul maxim

1.1  Porniți Dominant Flex. Pompa va indica un debit de 
50 l/min.

2.1  Rotiți regulatorul de vacuum spre dreapta pentru 
a seta vacuumul maxim.

Altitudine deasupra 
nivelului mării:

Specificații vacuum:

Max. Vacuum:

1.1  Modificați debitul în funcție de preferințele 
operatorului. După pornirea pompei (fie prin 
comutatorul de picior, fie prin butonul de pe pompă), 
va începe să funcționeze în modul 50 l/min.

1.2  Atingeți pentru a schimba la:  
60 l/min 
50 l/min 
40 l/min

ATENȚIE
•  Când dispozitivul Dominant Flex este utilizat pentru drenajul rănilor, 

presiunea negativă trebuie să fie setată conform instrucțiunilor 
specialistului, pentru a nu cauza deteriorării are rănii.

3 Modificarea debitului

4 Modificarea nivelului de vacuum
2.1  Prindeți tubul pacientului.
2.2  Rotiți regulatorul de vacuum pentru a selecta vacumuul 

corect în funcție de aplicația specifică. Pentru a crește 
vacuumul, rotiți regulatorul în sens orar.

2.3  Verificați setarea vacuummetrului.

sau
sau

5 Scoaterea din funcțiune după utilizare
1.1  Atingeți butonul pornire/oprire pentru a opri pompa 

de aspirație.

2.1  Deconectați ștecărul de la sursa de energie 
electrică.

3.    Curățați și dezinfectați dispozitivul Dominant Flex. 
Consultați capitolul „Instrucțiuni generale de 
reprocesare”.

 + 3000 m – 64 kPa
  – 480 mmHg
 + 2000 m – 74 kPa
  – 555 mmHg
 + 1000 m – 84 kPa  
  – 630 mmHg
 + 500 m – 89 kPa 
  – 668 mmHg
 0 m – 95 kPa 
  – 713 mmHg (Toleranță: +/– 15 %)

3.1 Etanșați capătul tubului pacientului cu degetul mare.
3.2  Comparați vacuumul maxim conform specificației 

(mai jos). Consultați capitolul „Depanare” și 
„Vacuum insuficient” dacă vacuumul nu este atins.

AVERTISMENT
•  După fiecare utilizare, piesele care au intrat în contact cu secrețiile 

aspirate trebuie să fie curățate, dezinfectate, sterilizate sau eliminate, 
în conformitate cu instrucțiunile de reprocesare.

4 Asamblarea sistemelor de colectare
Vă rugăm să consultați fișele de instrucțiuni ale Sistemului de colectare de 
unică folosință Medela, sistemului de colectare reutilizabil Medela și filtrului 
de unică folosință Medela furnizate împreună cu articolele asociate pentru 
a găsi instrucțiunile de asamblare și toate informațiile legate de utilizarea 
accesoriilor și a sistemului de colectare.

3 Asamblarea comutatorului de picior opțional

1,1  Conectați comutatorul de picior opțional la pompă  
prin conectarea la priză.

1.2  Testați funcționarea corectă a comutatorului de picior.

Cablu de alimentare, 
cheie imbus

  Consultați 
manualul de 
service

Recipient reutilizabil, 
0,25 l

 077.0125

Tubulatură 
din silicon  
ø 7x12 mm cu  
2 piese de cuplare

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device
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OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.
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4 Asamblarea clemei opționale (la utilizarea căruciorului opțional)

1.1 Apăsați și mențineți butonul de eliberare albastru.
1.2  Atașați clema la șina standard prin eliberarea 

butonului albastru.

5 Configurarea setului de siguranță

1.1  Atașați protecția de scurgere mecanică la capac.  
Trageți ușor în jos pentru a vă asigura că este 
deschis/dezactivat.

1.2 Atașați capacul la recipient.
1.3 Închideți cele două cleme ale capacului.

2.1 Atașați setul de siguranță la pompă.

3.1  Pentru reprocesare, îndepărtați setul de siguranță 
de pe pompă și dezasamblați prin inversarea 
pașilor 1.3, 1.2 și 1.1.

1.1

1.2

PREGĂTIREA PENTRU UTILIZARE 

AVERTIZĂRI
•  A se utiliza doar de către persoanele instruite medical care au fost instruite 

în mod adecvat cu privire la procedurile de aspirație și la utilizarea 
aspiratoarelor.

Notă
•  Purtați mănuși pentru toate operațiunile.

PRECAUȚII
•  Dominant Flex trebuie să rămână în poziție verticală în timpul utilizării.
•  Versiunea pentru raft necesită o distanță minimă de 5 cm de incintă pentru 

a preveni supraîncălzirea dispozitivului. Spatele incintei trebuie să fie deschis.
•  Accesoriile sterile trebuie să fie verificate pentru a asigura integritatea 

ambalajului înainte de utilizare.

1 Verificați înainte de utilizare
•  Verificați sistemul Dominant Flex înainte de utilizare pentru deteriorări ale 

cablului de alimentare sau ale ștecărului, deteriorări evidente ale dispozitivului 
sau defecte de siguranță și de funcționare corectă a dispozitivului.

•  Verificați caracterul complet și starea generală a pachetului de livrare al 
dispozitivului Dominant Flex.

•  Verificați toate accesoriile înainte de utilizare: 
1. recipiente de aspirație, capace și căptușeli pentru a nu prezenta 
crăpături, zone fragile și zone defectuoase. Înlocuiți-le, dacă este necesar. 
2. Tuburile pentru a nu prezenta crăpături, zone fragile și conectorii pentru 
a fi ferm atașați. Înlocuiți-le, dacă este necesar. 
3. Ca un test suplimentar de siguranță, vidați sistemul (inclusiv recipientele) 
la vacuum maxim înainte de utilizarea efectivă.

1.1

1.2

2.1

3.1

1.3

2 Îndepărtați blocajul pentru transport

1.1 Îndepărtați abțibildul roșu. 
1.2 Îndepărtați 3 șuruburi și păstrați-le pentru utilizare 
ulterioară.

3 Configurați versiunea mobilă (dacă este disponibilă)

1.1  Poziționați partea superioară a căruciorului pe 
partea inferioară, asigurându-vă că tubulatura 
se potrivește așa cum se arată.

1.2  Conectați piesele cu 4 șuruburi.

2.1  Poziționați pompa pe cărucior. Asigurați-vă că 
partea din față a pompei și șina standard sunt 
îndreptate în față.

2.2  Conectați pompa cu 4 șuruburi.
2.3  Atașați suportul pentru cablu cu două șuruburi 

la pompă.

2 Asamblarea configurației de bază

1.1  Asigurați-vă că setul de siguranță este atașat  
la Dominant Flex. Consultați capitolul „Instalare”  
și capitolul „Configurare set de siguranță”.

2.1  Dacă este necesar, atașați un filtru setului de 
siguranță cu  
săgeata orientată spre direcția debitului.

3.    Atașați toate accesoriile necesare conform nevoilor 
dvs. Consultați „Prezentare generală accesorii”.

ATENȚIE
•  Dispozitvele reutilizabile sunt livrate nesterile și trebuie să fie reprocesate 

înainte de prima utilizare și după fiecare utilizare, conform capitolului 
„Instrucțiuni generale de reprocesare”.
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Indică conformitatea cu 
cerințele UE cu privire la 
dispozitivele medicale.

Indică respectarea cerințelor 
suplimentare de siguranță 
din SUA și Canada pentru 
echipamentele 
electromedicale.

Indică specificațiile legale 
ale sistemului.

Citiți și urmați instrucțiunile 
de utilizare.

Simbolul general pentru 
alertă de siguranță indică 
informații care privesc 
siguranța.

Indică un sfat legat de 
siguranță.

Indică împământarea. Indică clasa sistemului 
legată de siguranța 
electrică.

Indică împământarea de 
protecție

Indică protecția împotriva 
consecințelor dăunătoare 
ale infiltrării obiectelor 
solide și a apei.

Indică o piesă aplicată de 
tip CF.

Nesigur în mediul IRM - ți-
neți departe de 
echipamentele de 
imagistică prin rezonanță 
magnetică (IRM).

Indică faptul că pot apărea 
interferențe în apropierea 
echipamentelor marcate cu 
acest simbol.

Indică conexiunea 
conductorului 
echipotențial. 

Indică portul de conectare 
pentru comutatorul de 
picior.

Indică  
producătorul.

Indică data fabricației. Indică faptul că dispozitivul 
nu trebuie utilizat după data 
afișată.

Indică un dispozitiv medical 
care este destinat unei 
singure utilizări.

Indică numărul de catalog 
al dispozitivului.

Indică numărul de serie al 
dispozitivului.

Indică codul lotului atribuit 
de către producător.

Definește un interval de 
temperatură (de exemplu, 
pentru operare, transport 
sau depozitare).

Definește un interval de 
umiditate relativă (de 
exemplu, pentru operare, 
transport sau depozitare).

Indică intervalul de presiune 
atmosferică la care 
dispozitivul medical poate fi 
expus în siguranță.

Indică să nu folosiți 
dispozitivul dacă ambalajul 
este deteriorat.

Nu eliminați echipamentele 
electrice sau electronice 
împreună cu deșeurile 
municipale nesortate 
(eliminați dispozitivul conform 
reglementărilor locale).

A se proteja de lumina 
soarelui.

Conține articole fragile. 
A se manevra cu atenție.

A se proteja de ploaie.  
A se păstra la loc uscat.

Indică nivelul maxim de 
vacuum al sistemului.

Indică nivelurile de debit 
ale sistemului.

Indică specificațiile 
electrice ale sistemului.

Indică greutatea  
sistemului.

Indică dimensiunile  
(î x l x a) ale sistemului.

Indică numărul de articole.

MD
Identifică faptul că articolul 
este un dispozitiv medical.

XXX

YY

Indică reciclarea 
materialului de ambalare 
definit cu codul „XX” și cu 
abrevierea „YYY”.

Indică faptul că ambalajul 
poate fi reciclat.

Indică faptul că aceasta 
este partea superioară.

Indică siguranța.

#
Indică numărul modelului.

X

Indică cantitatea (x) de 
dispozitive individuale din 
pachet.

Indică necesitatea de a 
consulta instrucțiunile de 
utilizare.

Indică faptul că dispozitivul 
este sterilizat utilizând oxid 
de etilenă.

Indică un sistem cu barieră 
sterilă unică.

Indică un sistem cu barieră 
sterilă unică cu ambalaj 
exterior protector.

UDI
Indică un suport care 
conține informații unice de 
identificare a dispozitivului.

Acest simbol identifică  
o etichetă de identificare a 
frecvenței radio.

Indică reprezentantul 
autorizat.

Indică entitatea care 
distribuie local dispozitivul 
medical.

AC

SEMNE ȘI SIMBOLURI

GARANȚIE ȘI SERVICE 

Garanție
Medela AG garantează că dispozitivul nu va prezenta defecte de materiale și 
de fabricație pe o perioadă de 5 ani de la data livrării. Materialele defectuoase 
vor fi înlocuite gratuit în această perioadă dacă defecțiunile nu sunt cauza 
abuzului sau utilizării necorespunzătoare. Acest lucru nu se va aplica pieselor 
supuse uzurii și ruperii la utilizare. Pentru a se asigura respectarea acestei 
garanții precum și serviciile optime oferite de produsele Medela, recomandăm 
utilizarea exclusivă a accesoriilor Medela cu pompele noastre.
În nici un caz compania Medela AG nu va fi răspunzătoare pentru pretențiile 
care depășesc domeniul de aplicare a garanției descrise, inclusiv 
răspunderea pentru daune consecutive, cauzate de operare incorectă, 
utilizare necorespunzătoare, reparații neautorizate sau asamblare sau 
dezasamblare necorespunzătoare.  
Dreptul de înlocuire a componentelor defectuoase nu va fi recunoscut de 
Medela dacă s-au efectuat asupra pompei orice operațiuni de către 
persoane neautorizate. Această garanție se supune obligației de a returna 
dispozitivul la un centru de service Medela.

Service/verificare de rutină
Lucrările de întreținere și service la pompa de aspirație, modulele sau 
accesoriile acesteia trebuie efectuate numai de personal de întreținere 
autorizat care a fost instruit. Medela recomandă efectuarea verificării de 
rutină o dată pe an conform manualului de service Medela [         200.6365], 
care este disponibil în limba română la cerere.

ELIMINAREA 

•  Manipulați și eliminați toate produsele în conformitate cu practica 
medicală acceptată și cu ghidurile și reglementările locale aplicabile.

•  Reprocesați dispozitivele reutilizabile înainte de eliminare. Autoclavizați 
accesoriile care sunt contaminate cu fluide corporale.

Pompe și piese electrice
•  Întrebați la punctele de vânzare sau contactați autoritățile locale pentru 

unitățile corespunzătoare de colectare a deșeurilor de echipamente.
•  Dispozitivul Dominant Flex trebuie eliminat în conformitate cu directiva 

europeană 2012/19/UE DEEE.
•  Nu eliminați echipamentele electrice sau electronice împreună cu deșeurile

municipale nesortate, ci colectați-le separat.
•  În Uniunea Europeană/Elveția/Regatul Unit, producătorul sau distribuitorul

acestora trebuie să primească înapoi deșeurile de echipamente. Alte țări 
pot avea sisteme similare de colectare și reciclare. Respectați legislația și 
reglementările specifice din țara dumneavoastră privind eliminarea 
echipamentelor electrice și electronice.

•  Colectarea separată și reciclarea deșeurilor de echipamente în momentul 
în care acestea trebuie eliminate vor contribui la conservarea resurselor 
naturale și vor asigura reciclarea acestora într-o manieră care protejează 
sănătatea oamenilor și mediul.

DOCUMENTAȚIE TEHNICĂ 

EMC
Dispozitivul Dominant Flex este testat EMC în conformitate cu cerințele  
IEC 60601-1-2:2014/AMD1:2020 Ediția 4.1 conform clauzelor 7 și 8.9.  
Dominant Flex este un dispozitiv medical care necesită precauții speciale de 
siguranță și trebuie instalat și pus în funcțiune în conformitate cu informațiile 
EMC. Dominant Flex nu are o performanță esențială așa cum este definită în 
IEC 60601-1.

AVERTISMENTE
•  Dominant Flex nu trebuie folosit lângă alte echipamente sau pe acestea. 

Dacă este necesară utilizarea în apropierea altui echipament sau așezat 
pe alt echipament, dispozitivul Dominant Flex trebuie să fie monitorizat 
pentru a verifica funcționarea normală în configurația în care va fi utilizat.

•  Folosirea de accesorii sau cabluri, altele decât cele furnizate de 
producătorul acestui dispozitiv, poate duce la creșterea emisiilor 
electromagnetice sau la scăderea imunității electromagnetice a acestei 
pompe de aspirație și poate duce la funcționarea necorespunzătoare.

ATENȚIE
•  Echipamentele de comunicare fără fir precum dispozitivele pentru rețele fără 

fir pentru acasă, telefoanele mobile, telefoanele fără fir și stațiile de bază ale
acestora, stațiile de emisie-recepție, RFID, pot afecta pompa Dominant Flex 
și trebuie menținute la o distanță de cel puțin 30 cm față de echipament 
(pompa de aspirație, cablu de alimentare, comutator de picior, cărucior).

Emisii electromagnetice
Dispozitivul Dominant Flex este aprobat doar pentru următoarele medii 
electromagnetice: mediul unei unități de asistență medicală profesională și 
mediul de îngrijire medicală la domiciliu.

Teste de emisii Conformitate Mediu electromagnetic – instrucțiuni

Emisii RF
CISPR 11

Grupa 1 Dominant Flex folosește energie RF numai 
pentru funcția sa internă. Prin urmare, 
emisiile sale de RF sunt foarte scăzute și nu 
sunt susceptibile de a provoca interferențe 
cu echipamentele electronice din apropiere.

Emisii RF
CISPR 11

Clasa B Dominant Flex este potrivit pentru utilizare în 
toate unitățile, inclusiv în unitățile casnice și 
în cele conectate direct la rețeaua publică 
de alimentare cu energie electrică de joasă 
tensiune care alimentează clădirile utilizate 
în scopuri casnice.

Emisii armonice
IEC 61000-3-2

Clasa A

Fluctuații de tensiune/
emisii intermitente
IEC 61000-3-3

În conformitate

Imunitate electromagnetică
Dispozitivul Dominant Flex este aprobat doar pentru următoarele medii 
electromagnetice: mediul unei unități de asistență medicală profesională și 
mediul de îngrijire medicală la domiciliu.

Teste de imunitate

Descărcare 
electrostatică 
(ESD)
IEC 61000-4-2

Nivel de testare 
IEC 60601-1-2

± 8 kV contact
± 15 kV aer

Nivel
de conformitate

± 8 kV contact
± 15 kV aer

Mediu 
electromagnetic  
– instrucțiuni

Podelele trebuie să 
fie din lemn, beton 
sau gresie ceramică. 
Dacă podelele sunt 
acoperite cu material 
sintetic, umiditatea 
relativă trebuie să fie 
de cel puțin 30%.

Tranzitoriu electric 
rapid/impuls
IEC 61000-4-4

± 2 kV 
pentru 
liniile de alimentare
± 1 kV 
pentru liniile de 
intrare/ieșire

± 2 kV 
pentru 
liniile de alimentare
± 1 kV
pentru liniile de 
intrare/ieșire

Calitatea alimentării 
de la rețea trebuie să 
fie cea a unui mediu 
comercial tipic sau 
spitalicesc.

Supratensiune
IEC 61000-4-5

± 1 kV 
mod diferențial
± 2 kV 
linie de 
împământare

± 1 kV 
mod diferențial
± 2 kV
linie de 
împământare

Calitatea alimentării 
de la rețea trebuie să 
fie cea a unui mediu 
comercial tipic sau 
spitalicesc.

Scăderi de 
tensiune, 
întreruperi scurte și 
variații de tensiune 
pe liniile de intrare 
de alimentare 
IEC 61000-4-11

0 % UT
pentru 0,5 ciclu la 0°, 
45°, 90°, 135°, 180°, 
225°, 270° și 315°

0 % UT
pentru 1 ciclu

70 % UT
pentru 25 de cicluri 
la 50 Hz monofazat: 
la 0°
și pentru 30 de 
cicluri la 60 Hz 
monofazat: la 0°

0 % UT
pentru 250 de cicluri  
la 50 Hz
și pentru 300 de 
cicluri la 60 Hz

0 % UT
pentru 0,5 ciclu la 0°, 
45°, 90°, 135°, 180°, 
225°, 270° și 315°

0 % UT
pentru 1 ciclu

70 % UT
pentru 25 de cicluri 
la 50 Hz monofazat: 
la 0°
și pentru 30 de 
cicluri la 60 Hz 
monofazat: la 0°

0 % UT
pentru 250 de cicluri  
la 50 Hz
și pentru 300 de 
cicluri la 60 Hz

Calitatea alimentării 
de la rețea trebuie să 
fie cea a unui mediu 
comercial tipic sau 
spitalicesc. Dacă 
utilizatorul 
dispozitivului 
Dominant Flex 
necesită o 
funcționare continuă 
în timpul 
întreruperilor de 
alimentare cu energie 
electrică, se 
recomandă ca 
Dominant Flex să fie 
alimentat de la o 
sursă de alimentare 
neîntreruptibilă sau 
de la o baterie.

Câmp magnetic 
frecvență de 
alimentare 
(50/60 Hz)
IEC 61000-4-8

30 A/m 30 A/m Câmpurile magnetice 
pentru frecvența de 
alimentare trebuie să 
fie la nivelurile unui 
mediu comercial tipic 
sau spitalicesc.

Câmpuri 
magnetice de 
proximitate
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Intensitatea câmpului 
magnetic trebuie să 
fie cea a unui mediu 
tipic sau comercial 
sau spitalicesc.

NOTĂ  UT reprezintă voltajul inițial de curent alternativ înainte de aplicarea nivelului 
de testare. 
CW: Undă continuă  
PM: Modularea pulsului

Imunitate electromagnetică
Dispozitivul Dominant Flex este aprobat doar pentru următoarele medii 
electromagnetice: mediul unei unități de asistență medicală profesională 
și mediul de îngrijire medicală la domiciliu.

Teste 
de imunitate

RF condusă
IEC 61000-4-6

RF radiată
IEC 61000-4-3

Nivel de testare 
IEC 60601-1-2

3 Vrms
0,15–80 MHz

6 Vrms în ISM și 
benzi de radio 
amator între 
0,15 și 80 MHz

10 V/m
de la 80 MHz la  
2,7 GHz

Nivel de 
conformitate

3 Vrms

6 Vrms

10 V/m

Mediu electromagnetic – 
instrucțiuni

Echipamentele de comunicații RF 
portabile și mobile nu trebuie 
utilizate mai aproape de nicio 
parte a dispozitivului Dominant 
Flex, inclusiv de cabluri, decât 
distanța de separare recomandată 
calculată din ecuația aplicabilă 
frecvenței transmițătorului.

Distanță de separare 
recomandată

d = 1,2 √ P 

d = 0,35 √ P 
de la 80 MHz la 800 MHz

d = 0,7 √ P 
de la 800 MHz la 2,7 GHz

unde P este puterea maximă de 
ieșire a transmițătorului în wați 
(W), conform producătorului 
emițătorului și d este distanța de 
separare recomandată în metri (m).
Intensitatea câmpului de la 
transmițătoarele RF fixe, așa 
cum este determinată de o 
cercetare electromagnetică a 
amplasamentului,a trebuie să fie mai 
mică decât nivelul de conformitate 
în fiecare domeniu de frecvență.b
Pot apărea interferențe în 
apropierea echipamentelor 
marcate cu următorul simbol:

NOTA 1 La 80 MHz și 800 MHz, se aplică intervalul de frecvență mai înaltă.
NOTA 2  Este posibil ca aceste linii directoare să nu se aplice în toate situațiile. 

Propagarea electromagnetică este afectată de absorbția și reflexia din 
structuri, obiecte și oameni.

NOTA 3  Câmpurile de proximitate de la echipamentele de comunicații fără fir RF au 
fost testate conform Tabelului 9 din IEC 60601-1-2:2014/AMD1:2020

a   Puterea câmpului de la transmițătoarele RF fixe, cum ar fi stațiile de bază pentru 
telefoane radio (celulare/ fără fir) și radiouri mobile terestre, radio amatori, transmisii 
radio AM și FM și transmisii TV nu poate fi prezisă teoretic cu acuratețe. Pentru a 
evalua mediul electromagnetic datorat transmițătoarelor RF fixe, ar trebui luat în 
considerare un studiu electromagnetic efectuat la fața locului. Dacă intensitatea 
măsurată a câmpului în locația în care sunt utilizate dispozitivele Dominant Flex 
depășește nivelul de conformitate RF aplicabil de mai sus, dispozitivele Dominant 
Flex trebuie observate pentru a verifica funcționarea normală. Dacă se observă 
o funcționare anormală, pot fi necesare măsuri suplimentare, cum ar fi reorientarea 
sau relocarea dispozitivului Dominant Flex.

b   Pe intervalul de frecvență de la 150 kHz la 80 MHz, intensitatea câmpului ar trebui să 
fie mai mică de 10 V/m.

Tabel de frecvențe
Tabel cu frecvențele emițătoarelor portabile și mobile pentru care distanța 
de separare recomandată este de 30 cm (12 inci):

Bandă (MHz) 

380–390
430–470
704–787
800–960
1 700–1 990

2 400–2 570
5 100–5 800

Service

TETRA 400
GMRS 460, FRS 460
LTE Band 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE Band 5
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE Band 1, 3, 4, 25; 
UMTS
Bluetooth, WLAN, 802,11 b/g/n, RFID 2450, LTE Band 7
WLAN 802,11 a/n

Medela AG
Lättichstrasse 4b
6340 Baar, Switzerland
www.medela.com

ADRESE

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
Fax  +41 41 562 51 00
customercare@medela.ch

Căptușeli

       077.0083/84
       077.0194 (numai pentru cont global)
       101035340 (numai pentru cont global)

077.0086/87

Capace reutilizabile

077.0450 077.0440    077.0420/30 077.1021 077.1013 

Recipiente PC  
(max. 4 x 2,5 l)

Recipiente reutilizabile PSU  
(max. 4 x 5 l)

Clemă de 
blocare

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1 l 
077.0120: 2 l
077.0130: 3 l
077.0150: 5 l

077.0102

1,5 l 2,5 l

Silicon, 7x12 mm* Silicon, 5x10 mm Silicon, 6,5x11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

  077.0970: 2500 cm 077.0961: 180 cm 

*  se poate utiliza cu cupele VAD 
(pentru reprocesare, consultați instrucțiunile 
pentru utilizarea cupelor VAD)

PREZENTARE GENERALĂ ACCESORII

AVERTISMENT
•  Dispozitivul Dominant Flex a fost verificat în combinație cu accesoriile 

enumerate pe această pagină. Pentru o funcționare corectă și sigură, 
utilizați Dominant Flex doar cu aceste accesorii. Mai multe informații sunt 
furnizate în fișa de instrucțiuni a accesoriului individual.

 SFAT LEGAT DE SIGURANȚĂ
•  Dispozitivele de interfață ale terților (de exemplu, canule, catetere) trebuie să

poată fi atașate fără a afecta performanța pompei. Asigurați funcționarea 
corectă și menținerea nivelurilor de vacuum înainte de utilizare.

017.0015

077.0711

071.0034

071.0003, versiunea 
pentru raft

071.0002, versiunea 
portabilă  
(nu este arătată în 
această imagine)

SPECIFICAȚII TEHNICE
vacuum ridicat
–95 kPa/–713 mmHg
Toleranță: ± 15 %

Măsurat la nivelul mării (0 m), presiune atmosferică: 
1013,25 hPa 
Vă rugăm să rețineți: nivelul de vacuum variază în 
funcție de locație (presiune atmosferică, umiditate 
și temperatură).

debit ridicat
40, 50 sau 60 l/min.
Toleranță: + 10 l/min.

Măsurat la nivelul mării (0 m), presiune atmosferică: 
1013,25 hPa 
Vă rugăm să rețineți: debitul variază în funcție 
de locație (presiune atmosferică, umiditate 
și temperatură).

9,3 kg
20,5 lbs
Versiunea pentru raft

100–240 V, 50 / 60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

Î x L x A (versiunea pentru raft)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 inci

AC

Condiții de transport/depozitare

Condiții de funcționare

x x x –  Conform ISO 17664-2, aceste instrucțiuni au fost validate de producătorul 
dispozitivului medical ca fiind capabile să pregătească un dispozitiv medical 
pentru reutilizare. Rămâne responsabilitatea procesatorului să se asigure 
că procesarea, așa cum este efectuată efectiv cu ajutorul echipamentelor, 
materialelor și personalului din unitatea de prelucrare, produce rezultatul 
dorit. Acest lucru necesită verificarea și/sau validarea și monitorizarea de 
rutină a procesului.

–  Pentru specificații cu privire la calitatea apei, consultați AAMI TIR34. 
x x –  Aparatul de spălat-dezinfectat trebuie să fie calificat conform seriei ISO 

15883; curățarea și dezinfecția au fost validate într-un aparat de spălat-
dezinfectat certificat ISO 15883 al unui laborator acreditat.

–  Toate piesele demontate trebuie fixate în siguranță în suporturi/pe puncte 
de fixare.

–  Nu supraîncărcați aparatul de spălat-dezinfectat. Aranjați piesele 
demontate în așa fel încât să nu rămână zone nespălate, iar suprafețele 
interioare și exterioare să fie atinse de lichidele de curățare.

x x x –  Eliminați sau reparați dispozitivul (sau componenta, după caz) dacă prezintă 
semne vizibile de uzură sau de deteriorare.

x x x –  Purtați întotdeauna echipament personal de protecție (EPP): mănuși de unică 
folosință și alt EPP conform instrucțiunilor și reglementărilor locale.

–  Tratament la punctul de utilizare cu apă de la robinet (≤40 °C, ≤104 °F). 
Încălcarea acestor instrucțiuni poate duce la fixarea reziduurilor și astfel se 
poate inhiba dezinfecția.

x x x –  Dacă dispozitivul este utilizat la un pacient care suferă de o boală și ai cărui 
agenți patogeni nu pot fi eliminați cu procedura descrisă mai jos, 
dispozitivul trebuie eliminat.

–  Consultați instrucțiunile de utilizare ale producătorului agentului de curățare 
și dezinfecție, inclusiv, dar fără a se limita la, timpii de expunere și măsurile 
de siguranță.

–  Efectuați tratamentul la punctul de utilizare direct după utilizarea 
dispozitivului (înainte ca murdăria să se usuce pe dispozitiv).

x –  Deconectați cablul de alimentare de la sursa de alimentare electrică.
–  Evitați contactul fluidelor cu extremitățile ștecărului sau cu orificiul de admisie 

al aparatului.
–  Nu scufundați niciodată dispozitivul în sau nu clătiți cu apă sau alte lichide. 

Nu pulverizați agent de curățare și dezinfectant direct pe dispozitiv.
x x –  Ștergeți suprafețele externe ale dispozitivului pentru a îndepărta toată 

murdăria cu un șervețel moale, care nu lasă scame, umezit cu apă de la 
robinet. Aveți grijă să ștergeți zonele dificil de curățat (și de dezinfectat), cum 
ar fi adânciturile, capetele greu accesibile și geometria complexă.

x –  În cazul contaminării lumenului tubului cu conectori sau a zonei de îmbinare 
dintre piesa de conectare și furtun (dacă conectorul nu poate fi îndepărtat) 
sau în canalele supapei de schimbare, eliminați dispozitivul conform 
procedurilor aplicabile pentru material contaminat.

x x –  Demontați în părți individuale înainte de a continua (consultați instrucțiunile de 
instalare).

– Scoateți piesele de conectare din furtunul tubulaturii dacă sunt murdare.
– Scoateți garniturile inelare de pe piesa de conectare dacă sunt murdare.
–  Deschideți cu grijă șurubul Torx de pe suport, comprimați arcul apăsând 

butonul. După îndepărtarea șurubului, eliberați încet butonul de comandă. 
Apoi, îndepărtați butonul de comandă și arcul. Apoi îndepărtați 
gheara inferioară prin închiderea clemei și apoi trăgând.

x –  Dacă este necesar, și pentru îndepărtarea murdăriei grosiere, puneți 
componentele demontate în apă de la robinet timp de 10 minute și ștergeți 
petele vizibile cu un șervețel moale, care nu lasă scame, înmuiat în apă de 
la robinet.

x x –  Dacă murdăria reziduală s-a uscat pe dispozitiv, aceasta trebuie rehidratată 
înainte ca enzimele să poată fi eficiente.

x –  Ștergeți toate suprafețele externe ale dispozitivului cu CaviWipes™ sau 
Incidin OxyWipe S™.

–  Ștergeți zonele greu de curățat (de exemplu, acolo unde se întâlnesc 
componentele care nu pot fi demontate).

–  Utilizați un șervețel nou de curățare și de dezinfectare atunci când 
șervețelele sunt contaminate.

–  Curățați până când toată murdăria vizibilă este îndepărtată.
x –  Luați un șervețel nou CaviWipes™ sau Incidin OxyWipe S™ și ștergeți toate 

suprafețele externe ale echipamentului.
–  Acordați o atenție deosebită zonelor greu de curățat ale dispozitivului.
–  După 3 minute, luați un șervețel nou CaviWipes™ sau Incidin OxyWipe S™ 

și ștergeți toate suprafețele externe ale echipamentului.
–  Asigurați-vă că toate suprafețele dispozitivului rămân vizibil umezite la 

temperatura camerei pentru timpul specificat în instrucțiunile de utilizare ale 
producătorului șervețelului. Dacă șervețelul folosit devine prea uscat pentru 
a umezi suprafața, utilizați un șervețel nou.

–  Pentru a ajuta la expunerea zonelor dificil de curățat, un șervețel nou 
CaviWipes sau Incidin Oxy Wipe S poate fi înfășurat în jurul unei spatule sau 
a unei ustensile similare. 

–  După expunerea prescrisă, îndepărtați orice reziduuri folosind un șervețel 
moale, care nu lasă scame, umezit cu apă purificată.

x x –  Conectați tuburile la sistemul de clătire activă a suportului de încărcare 
pentru a asigura clătirea interiorului și a exteriorului.

–  Așezați capacele pe duza dreaptă prin orificiul dispozitivului (partea 
pacientului).

–  Poziționați toate celelalte dispozitive în suportul de încărcare.
–  Dacă este cazul, poziționați suportul pentru piese mici pe suportul de 

încărcare. 
–  Nu folosiți nici un produs auxiliar de uscare (agenți de clătire), deoarece 

aceștia ar putea rămâne pe suprafață, dăunând dispozitivului și 
biocompatibilității acestuia.

Programul de curățare al aparatului de spălat-dezinfectat trebuie să respecte 
următoarele:
–  1 minute pre-curățare cu apă de la robinet
–  5 minute de curățare la 55°C cu 0,5 % soluție de neodisher® MediClean 

forte în apă de la robinet
–  clătire 1 minut cu apă rece purificată

x x –  Dezinfecție termică cu apă purificată (fără agent suplimentar) la 90°C 
timp de 1 minut (A0=600) sau adaptați valorile A0 conform ghidurilor și 
reglementărilor locale.

x x –  Uscați componentele demontate în aparatul de spălat-dezinfectat la 110°C 
timp de cel puțin 45 de minute. 

x x x –  Dacă uscarea în aparatul de spălat-dezinfectat nu este posibilă sau în caz 
de umiditate reziduală, ștergeți suprafețele externe cu un șervețel uscat, 
moale, care nu lasă scame sau uscați cu atenție cu aer comprimat de uz 
medical.

–  Acordați o atenție deosebită uscării zonelor greu accesibile.
x x x –  Inspectați vizual dispozitivul sau componentele demontate pentru orice 

murdărie rămasă sau soluție dezinfectantă. Dacă este necesar, repetați 
curățarea și dezinfectarea.

–  Inspectați vizual dispozitivul sau componentele demontate pentru 
deteriorări. În cazul oricărei deteriorări ale uneia sau mai multor piese, 
înlocuiți-le cu altele noi.

x x –  Consultați secțiunea de instalare din aceste instrucțiuni de utilizare pentru 
îndrumări privind reasamblarea.

x  –  Efectuați service complet sau verificarea de rutină așa cum este indicat în 
aceste instrucțiuni de utilizare.

x x x –  Depozitați întotdeauna dispozitivul într-un mediu uscat, curat și fără praf.

x –  Reprocesați dispozitivul înainte de a-l trimite la service. Dacă acest lucru nu 
este posibil sau poate fi efectuat doar pe piese, ambalajul trebuie să indice 
un potențial pericol biologic. Se aplică proceduri și linii directoare locale. 

x x x –  Luați măsurile corespunzătoare pentru a asigura integritatea dispozitivului 
sau a componentelor și pentru a proteja împotriva recontaminarii până la 
utilizare, conform ghidurilor și reglementărilor locale.

Recipiente PSU, capace reutilizabile, cleme, portecție scurgere, garnituri inelare (în caz de revărsare), suporturi pentru perete și 
recipiente PC (în caz de revărsare), conectori (demontați de pe tuburi), suporturi, clemă de blocare

Tubulatură din silicon (doar până la 200 cm), supapă de schimbare (în cazul unei revărsări)
Carcasa pompei, cabluri, comutator de picior, regulator de vacuum de picior, suporturi de perete, cărucior, recipiente PC

Conectori

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Tubulatură pacient (de la sistemul de colectare la piesa aplicată la pacient)
Tubulatură sterilă de unică folosință

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

  077.0193: 300 cm (numai pentru cont global)

Tubulatură de unică folosință, nesterilă

077.0952: 180 cm
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AVERTIZARE
•  Echipamentele portabile de comunicație RF (inclusiv periferice, cum ar fi 

cablurile de antenă și antene externe) nu trebuie utilizate la o distanță mai
mică de 30 cm de orice parte a pompei Dominant Flex, inclusiv cablurile 
(cablu de alimentare, comutator de picior, cărucior) specificate de 
producător. În caz contrar, ar putea rezulta o degradare a performanței 
acestui echipament.

Seturi reutilizabile

077.0701: 1 l (cu clemă)
0770715: 1 l (fără clemă)
077.0702: 2 l (cu clemă) 
077.0716: 2 l (fără clemă) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Tubulatură vacuum (de la pompa de aspirație la sistemul de colectare)
Silicon, 7x12  mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtre** Controale de picior

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  utilizare pentru un singur 
pacient, consultați IDU 
corespondent

077.0723 077.0731

Suporturi

077.0521 077.0751/52 077.0651

Cupe livrare asistată cu vacuum
Reutilizabile (pentru procesare, consultați instrucțiunile pentru utilizarea cupelor VAD)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

De unică folosință/sterile

077.0792 077.0791

Accesorii pentru setări de volum mare

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Cupe specimen

077.0562/64 077.0194 077.0094
(numai pentru 
cont global)

Suporturi de perete

077.0523 077.0192
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Dominant Flex
Cerrahi Emme Pompası

TR

 KULLANIM YÖNERGELERI
UYARILAR VE GÜVENLIK YÖNERGELERI 

 UYARILAR 
Önlenmediği takdirde ölüm veya ciddi yaralanmayla sonuçlanabilecek 
olası bir tehlikeli durumu belirtir.

 DİKKAT EDİLECEK HUSUSLAR  
Önlenmediği takdirde ölüm veya ciddi yaralanmayla sonuçlanabilecek 
olası bir tehlikeli durumu belirtir.

 GÜVENLİKLE İLGİLİ İPUCU  
Cihazın güvenli kullanımı hakkında faydalı bilgileri gösterir.

Dominant Flex, yalnızca bu kullanım yönergelerinde açıklanan kullanım 
için onaylanmıştır. Medela, sistemin güvenli çalışmasını yalnızca Dominant 
Flex orijinal Medela aksesuarları (toplama sistemi, hortumlar, filtreler vb.) 
ile birlikte kullanıldığında garanti edebilir; bkz. "Aksesuarlara genel 
bakış" Bölümü.

ÖNEMLİ NOT
•  Çalıştırmadan önce lütfen bu uyarıları ve güvenlik yönergelerini okuyun 

ve bunlara uyun. Lütfen ürünü çalıştırmadan önce ilgili bilgi sinyallerini 
ve sorun giderme yönergelerini de öğrenin (bkz. "Kurulum" ve "Sorun 
Giderme" Bölümleri). 
Bu kullanım yönergeleri, gerektiğinde başvurmak için cihazla birlikte 
saklanmalıdır.

•  Lütfen bu yönergelerin ürünün kullanımı için olan genel bir kılavuz 
olduğunu dikkate alın. Tıbbi hususların hekim tarafından ele alınması 
gerekmektedir. Doğru cerrahi prosedür ve tekniklere uyulması hekimin 
sorumluluğundadır. Her hekim tedavinin uygunluğunu kendi bilgilerine 
ve deneyimlerine dayanarak değerlendirmelidir. Medela, Dominant 
Flex'in temel güvenliği, güvenilirliği ve performansı üzerindeki etkisinden, 
yalnızca ürünün kullanım yönergelerine uygun olarak kullanılması 
halinde sorumludur.

•  Doğru cerrahi prosedür ve tekniklere uyulması hekimin sorumluluğundadır. 
Her hekim tedavinin uygunluğunu kendi bilgilerine ve deneyimlerine 
dayanarak değerlendirmelidir.

•  Ürünle ilgili olarak meydana gelen tüm ciddi olaylar Medela AG'ye ve 
ilgili Yetkili Makama bildirilmelidir.

UYARILAR

 Uyarı: Olası çapraz kontaminasyon veya biyolojik tehlikelere maruz 
kalma riskini azaltmak için

•  Her kullanımdan sonra, aspire edilen salgılarla temas etmiş olan parçalar 
yeniden işleme yönergelerine göre temizlenmeli, dezenfekte edilmeli, 
sterilize edilmeli veya bertaraf edilmelidir.

•  Cihazla birlikte verilen bağlantı hortumu hiçbir zaman emme alanıyla 
doğrudan temas etmemelidir. Daima steril bir emme kateteri 
kullanılmalıdır (enfeksiyon riski).

Uyarı: Yanlış kullanıma bağlı olası yaralanma riskini azaltmak için
•  Yalnızca emme prosedürleri ve aspiratör kullanımı konusunda yeterli 

eğitim almış olan, tıbbi eğitime sahip kişiler tarafından kullanıma yöneliktir.
•  Dominant Flex’i kullanmadan önce kullanım endikasyonlarına bakın ve risk 

faktörlerini ve kontrendikasyonları göz önünde bulundurun. Kullanmadan 
önce bu el kitabındaki tüm yönergelerin okunmaması ve bunlara 
uyulmaması hastanın ciddi veya ölümcül şekilde yaralanmasına 
neden olabilir.

•  Özel aksesuarlar olmaksızın, örneğin torasik drenaj için gerektiği gibi 
düşük vakumda ayarlamaya uygun değildir. 

•  Dış mekanda kullanım veya nakliye uygulamaları için onaylı değildir.

 Uyarı: Kurulum veya çalıştırma sırasında olası yaralanma riskini 
azaltmak için

•  Bu ekipmanda hiçbir değişiklik yapılmasına izin verilmez.
•  Bu cihazı pasif bir drenaj hortumuna bağlamayın.
•  Dominant Flex, "Aksesuarlara genel bakış" bölümünde sıralanan 

aksesuarlarla birlikte doğrulanmıştır. Doğru ve güvenli çalıştırma için 
Dominant Flex'i yalnızca bu aksesuarlarla kullanın. Daha fazla bilgi, 
her bir aksesuarın yönerge sayfasında verilmiştir.

 Uyarı: Diğer cihazlarla olan girişim nedeniyle olası yaralanma riskini 
azaltmak için

•  Dominant Flex, diğer ekipmanlarla bitişik olarak veya üst üste 
kullanılmamalıdır. Dominant Flex’in bitişik veya üst üste kullanımı 
gerekliyse, kullanılacağı yapılandırmada normal çalıştığını 
doğrulamak için gözlemlenmelidir.

•  Bu cihazın üreticisi tarafından sağlananlar dışındaki aksesuarların 
veya kabloların kullanılması, bu emme pompasının elektromanyetik 
emisyonlarının artmasına veya elektromanyetik bağışıklığının azalmasına 
ve hatalı çalışmasına neden olabilir.

•  Taşınabilir RF iletişim ekipmanı (anten kabloları ve harici antenler gibi 
çevre birimleri dahil), üretici tarafından belirtilen kablolar (elektrik kablosu, 
ayak pedalı, araba) dahil olmak üzere, Dominant Flex pompasının 
herhangi bir parçasına 30 cm'den daha yakın kullanılmamalıdır. 
Aksi takdirde, bu durum, bu ekipmanın performansının düşmesine 
neden olabilir.

 Uyarı: Olası elektrik çarpması veya ısıya, yangına, patlamaya 
maruz kalma riskini azaltmak için 

•  Elektrik çarpması riskini önlemek için, bu ekipman yalnızca koruyucu 
topraklaması olan sabit bir elektrik prizine bağlanmalıdır.

•  Cihaz patlayıcı, kolay alevlenen veya aşındırıcı nitelikteki sıvıların 
emilmesi için kullanılmamalıdır.

•  Cihazı yeniden işlemeden önce, fişi sabit elektrik prizinden çıkarın.
•  Sigortayı değiştirmeden önce elektrik fişini elektrik kaynağından çıkarın.
•  Dominant Flex elektrik kaynağına bağlı olarak çalışan bir emme 

pompasıdır. Emme pompasını elektrik prizine bağlamadan önce, 
lütfen yerel elektrik kaynağınızın teknik özellik plakasındaki güç 
değerine uygun olduğunu doğrulayın.

DİKKAT EDİLECEK HUSUSLAR

 Dikkat: Olası çapraz kontaminasyon veya biyolojik tehlikelere 
maruz kalma riskini azaltmak için

•  Açmadan önce cihazın steril ambalajında hasar olup olmadığını gözle 
kontrol edin.

•  Hasarlı ambalaj sistemine sahip cihazlar kullanılmamalıdır.
•  Yeniden kullanılabilir cihazlar steril olmayan olarak teslim edilir ve ilk 

kullanımdan önce ve her kullanımdan sonra "Genel Yeniden İşleme 
Kılavuzları" bölümüne göre yeniden işlenmelidir.

•  Cihazları yeniden işlerken daima kişisel koruyucu ekipman (PPE) kullanın: 
tek kullanımlık eldivenler ve yerel kılavuzlara ve düzenlemelere uygun 
diğer KKE'ler.

•  Musluk suyu (≤40 °C, ≤104 °F) ile kullanım noktasında arıtma. Bunun ihlali, 
kalıntının sabitlenmesine ve dolayısıyla dezenfeksiyonun engellenmesine 
neden olabilir.

Dikkat: Yanlış kullanıma bağlı olası yaralanma riskini azaltmak için
•  Yanlış kullanım hastada ağrıya ve yaralanmaya neden olabilir.
•  Hasta, hekimlerin yönergelerine ve kurumun kılavuzlarına uygun olarak, 

düzenli aralıklarla izlenmelidir. Olası bir enfeksiyon veya komplikasyonun 
nesnel belirtileri veya bulguları derhal ele alınmalıdır (ör. ateş, ağrı, 
kızarıklık, artan sıcaklık, şişme veya cerahatli akıntı).  
Buna uyulmaması hasta açısından önemli tehlikelere yol açabilir.  
Çalışma durumu için Dominant Flex'i sık aralıklarla izleyin.

•  Dominant Flex yara drenajı için kullanıldığında, negatif basınç uzmanın 
yönergelerine göre ayarlanmalı ve yara oluşumuna yol açabilecek 
herhangi bir hasara neden olmamalıdır.

 Dikkat: Kurulum veya çalıştırma sırasında olası yaralanma riskini 
azaltmak için

•  Raf versiyonu, cihazın aşırı ısınmasını önlemek için, muhafazaya  
en az 5 cm mesafe bırakılmasını gerektirir.

 Dikkat: Diğer cihazlarla olan girişim nedeniyle olası yaralanma 
riskini azaltmak için

•  Kablosuz ev ağı cihazları, cep telefonları, kablosuz telefonlar ve bunlara 
ait baz istasyonları, telsizler gibi kablosuz iletişim araçları, Dominant Flex 
pompayı etkileyebilir; bu nedenle, ekipmana (emme pompası, 
elektrik kablosu, ayak pedalı, el arabası) en az 30 cm 
mesafede tutulmalıdır.

 Dikkat: Olası elektrik çarpması veya ısıya, yangına, patlamaya 
maruz kalma riskini azaltmak için

•  Cihazın aşırı ısınmasını önlemek için, emme pompasının alt 
kısmındaki egzozun önünde, emme pompası çalışır durumdayken 
hiçbir engel bulunmamalıdır.

 GÜVENLİKLE İLGİLİ İPUCU 
•  Güvenlik testleri için, emme pompasının servis kullanım kılavuzuna uygun 

olarak servis ömrü boyunca servis ve onarım gerekliliği bulunmaktadır.
•  Dominant Flex’in bir kardiyak defibrilatörde meydana gelen deşarjın 

etkilerine karşı korunması, uygun kabloların kullanılmasına bağlıdır.
•  Elektrik kaynağıyla bağlantıyı kesme, sadece elektrik fişinin ve sabit 

elektrik prizinin arasındaki bağlantının kesilmesi ile sağlanır.
•  Üçüncü taraf arayüz cihazları (ör. kanüller, kateterler) pompanın 

performansını etkilemeden takılabilmelidir. 
•   Kullanmadan önce emme pompasının düzgün çalıştığından emin olun, 

kullanıma hazırlama konusunda  bölümüne bakın.
•   Sıvıların elektrik fişinin uçlarına veya cihaz giriş portuna temas 

etmesini önleyin.

GÜVENLIK YÖNERGELERI 

•   Özel kullanım endikasyonlarındaki herhangi bir kontrendikasyon 
için lütfen Dominant Flex ile birlikte kullanılacak cihazların Kullanım 
Yönergelerine bakın. 

•  Tüm işlemler için eldiven giyin.
•  Dominant Flex EMC (Elektromanyetik Uyumluluk) ile ilgili özel güvenlik 

önlemleri gerektiren tıbbi bir cihazdır. "Teknik dokümantasyon" 
bölümündeki EMC bilgilerine uygun olarak kurulmalı ve çalıştırılmalıdır.

•  Dominant Flex Manyetik Rezonans (MR) açısından Güvenli Değildir. 
Pompayı MR ortamına taşımayın.

•  Taşma olması durumunda derhal dahili teknik servisi bilgilendirin ve servis 
kılavuzundaki işlemleri gerçekleştirin.

•  Aşağıdaki durumların her birinde cihaz kullanılmamalı ve Medela Müşteri 
Hizmetleri tarafından onarılmalıdır:

 –  elektrik kablosu veya fiş hasarlıysa
 –  cihaz mükemmel biçimde çalışmıyorsa
 –  cihaz hasarlı ise
 –  cihaz net güvenlik kusurları görülüyorsa.
•  Elektrik kablosunu sıcak yüzeylerden uzak tutun.
•  Elektrik kablosu nemle temas etmemelidir.
•  Elektrik fişini asla elektrik kablosundan çekerek sabit elektrik 

prizinden çıkarmayın!
•  Cihaz açıkken cihazı hiçbir zaman gözetimsiz bırakmayın.
•  Pompa kullanım sırasında dik durmalıdır.
•  Cihazı hiçbir zaman yüksek oda sıcaklıklarında, çok yorgun 

olduğunuzda veya patlama riski olan bir ortamda kullanmayın.
•  Cihazı hiçbir zaman suyun veya diğer sıvıların içine koymayın.
•  Tek kullanımlık, steril ürünler kullanırken, bunların yeniden işlenmek 

üzere tasarlanmadığını lütfen akılda bulundurun. Yeniden işleme mekanik, 
kimyasal ve/veya biyolojik özelliklerin kaybolmasına neden olabilir. 
Başka bir kişide kullanılması kontaminasyona neden olabilir.

•  Ürün işlemleriyle ilgili yardım için bulunduğunuz yerdeki Medela müşteri 
hizmetleri temsilcinizle iletişime geçin.

•  Medela emme ekipmanını sadece vücut sıvılarının giderilmesi amacıyla 
kullanın. Medela emme ekipmanını vücut sıvılarının uygulanması 
için kullanmayın.

Bu kullanım yönergeleri, ileride başvurmak amacıyla saklanmalıdır.

20  |  Vacuum Assisted Delivery setup

2. 2.1  Connect the foot vacuum 
regulator: the silver adapter 
must be fully seated in the 
Safety Set of the suction 
pump. 

2.2 Attach tubing to top of 
metal adapter.

4. 4.1 Switch on pump, turn to 
max. vacuum, clamp tubing 
from suction cup and fully 
depress the vacuum  
regulator (forward and 
down, using ball of foot).

4.2 Compare maximum  
vacuum according to  
specification (on left).	  

8  Vacuum Assisted Delivery setup
CAUTIONS
The Dominant Flex is to be set up in such a way, that a separation from the mains 
supply can be easily managed.

1. Set up pump and accessories according to chapter 6.

3a 3.1 Attach tubing from suction 
cup to patient connection 
on the lid of the liner.

3b 3.1 Attach tubing from suction 
cup to patient connector 
on suction jar of the reus-
able collection system.

or

5. 5.1  If OK, release vacuum by 
returning foot vacuum  
regulator to resting «zero 
pressure» state (rear and 
down using heel of foot).

5.2 The pump is now ready 
for use.

	  

 + 2000 m  – 72 kPa 
   – 540 mmHg
  + 1000 m  – 84 kPa  
   – 630 mmHg
  + 500 m  – 89 kPa 
   – 668 mmHg
  0 m  – 95 kPa 
   – 713 mmHg

Altitude 
above 
sea level:

Specifications:

Max. Vacuum:

(Tolerance: +/– 15 %)
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VAKUM DESTEKLI İLETIM AYARLARI 

Not
•  Dominant Flex, onu elektrik güç kaynağından ayırma sürecinin kolayca 

yönetilebileceği bir şekilde kurulmalıdır.

b) Medela VAD 
kabındaki hortumu 
yeniden kullanılabilir 
toplama sisteminin 
emme kavanozundaki 
hasta konektörüne takın.

4.1  Pompayı açın, maksimum vakuma getirin, Medela 
VAD kabından gelen hortumu kelepçeleyin ve vakum 
regülatörüne tamamen basın (ayak topuğunuzun 
yuvarlak kısmıyla, ileri ve aşağı).

4.2  Maksimum vakumu spesifikasyona göre karşılaştırın, 
yukarıdaki tabloya bakın.

5.1  Tamam ise, ayak vakum regülatörünü dinlenme 
konumu olan "sıfır vakum veya ortam basıncı" 
durumuna getirerek (topuk veya ayakla arkaya 
ve aşağı) vakumu serbest bırakın.

5.2 Pompa artık kullanıma hazırdır.

1.    Pompayı ve aksesuarları 
"Kullanım öncesi hazırlık" 
bölümüne göre ayarlayın.

2.1  Ayak vakum 
regülatörünü bağlayın: 
Gümüş renkli adaptör, 
emme pompasının 
Güvenlik Setine tam 
olarak oturmalıdır.

2.2  Hortumu metal 
adaptörün üstüne takın.

3.1  a) Medela VAD 
kabından gelen hortumu 
şuraya takın: Tek 
kullanımlık toplama 
torbasının kapağındaki 
hasta bağlantısı VEYA

SORUN GİDERME 

Yetersiz vakum
Şunları doğrulayın:
•  vakum regülatörünün doğru ayarlandığını.
•  hortumun arızalı veya kırık olmadığını. Gerekirse yenisiyle değiştirin.
•  tüm fiş bağlantıları sıkı olduğunu.
•  taşmaya karşı korumanın devre dışı/açık olduğunu. Taşmaya karşı 

koruması etkinleştirilmişse onu, "Kurulum" ve "Güvenlik Setinin 
Ayarlanması" bölümlerinde gösterildiği gibi devre dışı bırakın.

•  Emme kavanozu ve kapağında çatlak, kırılgan alanlar, 
renk değişikliği olmadığını.  
Gerekirse değiştirin.

•  Atılabilir sistemde çatlak, kırılgan alan, renk değişikliği olmadığını.  
Gerekirse değiştirin.

•  Filtrenin tıkanmış olmadığını. Filtrenin tıkanmış olup olmadığını test 
etmek için, filtrelerle birlikte verilen yönerge sayfasına bakın.

Sorun giderilemezse, dahili teknik birim ile iletişime geçin.

LED ışığının yanmaması
Dominant Flex elektrik kaynağına bağlı değildir veya sigortanın 
değiştirilmesi gereklidir.

Sarı LED göstergesinin yanması
Önemsiz sorun: Sarı LED göstergesi yanıyor ancak pompa 
açılıp kapatılabiliyor:
•   Mümkün olan ilk fırsatta dahili teknik birimle veya yetkili servis 

merkezinizle iletişime geçin.

Önemli sorun: Sarı LED göstergesi yanıyor ve pompa 
açılıp kapatılamıyor:
•  Onarım/bakım için dahili teknik birimle veya yetkili servis merkezinizle 

iletişime geçin.

Motor çalışmıyor
Aşağıdakileri doğrulayın:
•  Dominant Flex'in açık olduğunu. Yedek LED'in yanması gerekir.
•  Elektrik fişinin sabit elektrik prizine ve cihaz girişine doğru şekilde 

takılmış olduğunu.
•  Dominant Flex'in arkasındaki sigortanın arızalı olmadığını. 

Arızalı sigortayı değiştirmek için "Arızalı sigortanın değiştirilmesi" 
bölümündeki talimata uyun.

Sorun giderilemezse, dahili teknik birim ile iletişime geçin.

KUSURLU SIGORTAYI DEĞIŞTIRME 

UYARI
•  Sigortayı değiştirmeden önce elektrik fişini elektrik kaynağından çıkarın. 

Dominant Flex pompasının sigortalarının (T 1.6AH, 250 VAC, 5x20 mm) 
nasıl değiştirileceğine dair servis el kitabındaki [         200.6365] yönergeye 
lütfen uyun.

Emme pompasının versiyonları ve ana elemanları

Raf versiyonu

Kavanozlar 
için iki 
tutucusu 
bulunan sap

Taşınabilir versiyon

Mobil versiyon

Vakum ölçer

Vakum regülatorü
Açma/kapatma düğmesi

Güvenlik seti

Akış değiştirme düğmeleri

Standart rayMobile araba  
(isteğe bağlı aksesuar)

Açma/kapama için 
ayak pedalı (araba)

Tüm tekerlekler frenli

Çalıştırma  
elemanları 
ve göstergeleri

Cihazın arka kısmı Kablo tutucu  
(isteğe bağlı  
araba ile)

İsteğe bağlı 
açma/kapama  
ayak pedalı 
için port

Sigortalar

Cihaz girişi

Eşpotansiyelli iletken

60 l/dk. akış hızı
50 l/dk. akış hızı
40 l/dk. akış hızı

Açma/kapatma düğmesi

yeşil ışık: Pompa açık durumdadır.
sarı ışık: Pompada hata bulunmaktadır. “Sorun Giderme” bölümüne bakın
beyaz ışık: Pompa çalışır durumdadır

devrede:

devre dışı: 
(kullanıma hazır)

Mekanik  
taşmaya 
karşı koruma

Hortum portu
Kelepçelerle 
birlikte kapak

Güvenlik Seti

Kavanoz, 
0,25 l

AÇIKLAMA 

Giriş
Dominant Flex, birçok emme ihtiyacı için maksimum emme performansı 
sağlayan, yüksek kaliteli bir emme pompasıdır. Dominant Flex'in seçilebilir 
üç akış hızı seçeneği, cerrahın tercihine bağlı olarak esneklik sağlar. Olası 
en iyi çalışmayı sağlamak için, kolay kullanım ve yeniden işlemeyi güvenlik 
özellikleriyle ideal bir şekilde birleştirir. Pompayı birçok tıbbi uygulamaya 
göre yapılandırmak için Medela'nın kapsamlı aksesuar yelpazesi içinden 
seçim yapabilirsiniz. 

Kullanım amacı/hedefi
Dominant Flex emme pompasının kullanım amacı, 0 ila –95 kPa aralığında 
sabit bir vakum oluşturmaktır.

Kullanım endikasyonları
Dominant Flex emme pompası, hastane, klinik ve doktor muayenehanelerinde 
genel cerrahi, liposuction, endoskopi, epikardiyal ablasyon, nazofaringeal 
aspirasyon, beyin cerrahisi, OPCAB, vakum destekli sezaryen/doğum ve 
yara drenajı gibi, vakum gerektiren tüm uygulamalar için endikedir.

Kontrendikasyonlar
Dominant Flex emme pompasının bilinen bir kontrendikasyonu 
bulunmamaktadır.

Amaçlanan kullanıcı
Dominant Flex, yalnızca aspirasyon prosedürlerine aşina olan sağlık uzmanları 
ve yeniden işleme konusunda uzman personel tarafından çalıştırılmalıdır.  
Bu kişiler işitme güçlüğü yaşamamalı veya sağır olmamalı ve yeterli görme 
yetisine sahip olmalıdır.

Amaçlanan hasta popülasyonu
Dominant Flex, yalnızca kullanım endikasyonlarında açıklanan koşulları 
sergileyen hastalarda kullanılmak üzere tasarlanmıştır.

İstenmeyen yan etkiler
Dominant Flex emme pompası ile ilişkili, bilinen istenmeyen hiçbir yan 
etki bulunmamaktadır.

GENEL BILGILER 

Vakumun tanımı
Tıbbi aspirasyon cihazlarının uygulanmasında, vakum normal olarak 
mutlak basınç ile atmosfer basıncı arasındaki fark (mutlak rakamlarla) 
veya Kilopaskal (kPa) birimindeki negatif değerler olarak verilir. Bu belgede, 
örneğin –10 kPa göstergesi, her zaman atmosferik ortam basıncının altında 
kPa birimindeki bir basınç aralığını ifade eder (EN ISO 10079:1999 
terimlerine ve tanımlarına göre).

KURULUM 

1 İlk teslimatı kontrol edin
Dominant Flex teslimat ambalajını eksiksizlik ve genel durum açısından 
kontrol edin.

Dominant Flex 
taşınabilir versiyonu

 071.0002

Dominant Flex raf 
versiyonu

 071.0003

1 Dominant Flex'i elektrik güç kaynağına bağlayın
1.    Kullanmadan önce, "Kullanımdan önce hazırlık" 

bölümündeki yönergeye uyarak pompayı kontrol edin.
2.1  Elektrik kablosunu emme pompasının arkasındaki 

cihaz girişine bağlayın. Kabloyu giriş portuna 
sabitlemek için monte etmeye yönelik braketi kullanın.

2.2  Elektrik kablosunun elektrik fişini sabit bir elektrik 
prizine takın.

3.1  Dahili bir kendi kendine test gerçekleştirilir. Yeşil LED 
yandığında cihaz kullanıma hazırdır.

ÇALIŞTIRMA YÖNERGELERI 

UYARI
•  Dominant Flex elektrik kaynağına bağlı olarak çalışan bir emme 

pompasıdır. Emme pompasını elektrik prizine bağlamadan önce, 
lütfen yerel elektrik kaynağınızın teknik özellik plakasındaki güç 
değerine uygun olduğunu doğrulayın.

Not
•  Dominant Flex, onu elektrik güç kaynağından ayırma sürecinin kolayca 

yönetilebileceği bir şekilde kurulmalıdır.
• Tüm işlemler için eldiven giyin.

2 Maksimum vakumu doğrulayın

1.1  Dominant Flex’i açın. Pompa, 50 l/dk.'lık bir akış 
hızı gösterecektir.

2.1  Maksimum vakumu ayarlamak için vakum 
regülatörünü sağa çevirin.

Deniz seviyesinin 
yukarısındaki rakım:

Vakum spesifikasyonları:
Maks. Vakum:

1.1  Akış hızını operatörün tercihine göre değiştirin. 
Pompa açıldıktan sonra (ayak pedalı veya 
pompa üzerindeki düğme ile) 50 l/dk. 
modunda çalışmaya başlayacaktır.

1.2  Şu değerlere değiştirmek için dokunun:  
60 l/dk. 
50 l/min 
40 l/dk.

DİKKAT
•  Dominant Flex yara drenajı için kullanıldığında, negatif basınç uzmanın 

yönergelerine göre ayarlanmalı ve yara oluşumuna yol açabilecek 
herhangi bir hasara neden olmamalıdır.

3 Akış oranını değiştirme

4 Vakum seviyesini değiştirme
2.1  Hasta hortumunu kelepçeleyin.
2.2  Söz konusu uygulamaya göre doğru vakumu seçmek 

için vakum regülatörünü çevirin. Vakumu artırmak 
için regülatörü saat yönünde çevirin.

2.3  Ayar için vakum göstergesini kontrol edin.

veya
veya

5 Kullanımdan sonra çalışma dışı bırakma
1.1 Emme pompasını kapatmak için açma/kapama 
düğmesine dokunun.

2.1  Elektrik fişini elektrik kaynağından çıkarın.
3.  Dominant Flex'i temizleyin ve dezenfekte edin. 

"Genel Yeniden İşleme Kılavuzları" bölümüne bakın.

 +3000 m –64 kPa
  –480 mmHg
 +2000 m –74 kPa
  –555 mmHg
 +1000 m –84 kPa  
  –630 mmHg
 +500 m –89 kPa 
  –668 mmHg
 0 m –95 kPa 
  –713 mmHg (Tolerans: +/–%15 )

3.1 Hasta hortumunun ucunu baş parmağınızla kapatın.
3.2  Maksimum vakumu spesifikasyona göre karşılaştırın 

(aşağıdadır). Vakuma ulaşılmazsa "Sorun Giderme" 
ve "Yetersiz Vakum" bölümlerine bakın.

UYARI
•  Her kullanımdan sonra, aspire edilen salgılarla temas etmiş olan parçalar 

yeniden işleme yönergelerine göre temizlenmeli, dezenfekte edilmeli, 
sterilize edilmeli veya bertaraf edilmelidir.

4 Toplama sistemlerinin montajı
Montaj yönergelerini ve aksesuarlar ile toplama sisteminin kullanımıyla 
ilgili tüm bilgileri bulmak için, lütfen Medela Tek Kullanımlık Toplama Sistemi, 
Medela Yeniden Kullanılabilir Toplama sistemi ve ilgili ürünlerle birlikte 
verilen Medela Atılabilir filtrenin yönerge sayfalarına bakın.

3 İsteğe bağlı ayak pedalının montajı

1.1  İsteğe bağlı ayak pedalını fişe takarak 
pompaya bağlayın.

1.2 Ayak pedalının doğru çalışıp çalışmadığını test edin.

Elektrik kablosu, 
Alyan anahtarı

  Bkz. servis 
el kitabı

Yeniden 
kullanılabilir 
kavanoz 0,25 l

 077.0125

Silikon Hortum 
ø 7x12 mm; 
2 bağlantı 
parçası ile

  077.0922

	  

	  

Dominant Flex

Surgical Suction Pump

EN

 INSTRUCTIONS FOR USE

WARNINGS AND SAFETY INSTRUCTIONS 

 WARNINGS 

Indicates a potentially hazardous situation which, if not avoided, could result  

in death or serious injury.

 CAUTIONS  

Indicates a potentially hazardous situation which, if not avoided, could result  

in minor or moderate injury.

 Safety related tip  

Indicating useful information about the safe use of the device.

The Dominant Flex is approved exclusively for the use as described in these instructions 

for use. Medela can only guarantee the safe functioning of the system when  

the Dominant Flex is used in combination with the original Medela accessories 

(collection system, tubings, filters etc. – see chapter “Accessories overview”.

Please read and observe these warning and safety instructions before operation. 

Please also familiarize yourself with associated information signals and troubleshooting 

instructions before operation (see chapter “Installation” and “Troubleshooting”). 

These instructions for use must be kept with the device for later reference.

Please note that these instructions for use are a general guide for the use of the product. 

Medical matters must be addressed by a physician. Medela is only responsible for the 

effect on basic safety, reliability and performance of the Dominant Flex if it is used in 

accordance with the instructions for use.

Any serious incident that has occurred in relation to the device should be reported to 

Medela AG and the relevant Competent Authority.

CAUTION: U.S. Federal law restricts this device to sale by or on the order of a physician.  

Subject to change.

WARNINGS

Warning: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  After each use, the parts that have been in contact with the aspirated secretions are to 

be cleaned, disinfected, sterilised or disposed of according to the chapter “General 

Reprocessing Guidelines”.

•  The connecting tubing supplied with the device must never come into direct contact 

with the suction area. A sterile suction catheter must always be used (risk of infection).

Warning: To reduce the risk of potential injury due to incorrect use

•  For use only by medically trained persons who have been adequately trained in 

suction procedures and in the use of aspirators.

•  Consult the indications for use and consider risk factors and contraindications before 

using the Dominant Flex. Failure to read and follow all instructions in this manual prior 

to use may result in serious or fatal injury of the patient.

•  Not suitable for setting at a low vacuum, as needed for example for thoracic drainage 

without specialized accessories. Not approved for outdoor use or transport 

applications.

Warning: To reduce the risk of potential injury during setup or operation

•  No modification of this equipment is allowed.

•  Do not connect this device to a passive drainage tube.

•  Dominant Flex was verified in combination with the accessories listed in “Accessories 

overview”. For correct and safe operation, use Dominant Flex with these accessories 

only. Further information is supplied on the instruction sheet of the individual 

accessory.

Warning: To reduce the risk of potential electric shock or exposure to heat, fire, explosion 

•  To avoid risk of electric shock, this equipment must only be connected to a fixed mains 

socket with protective earth.

•  The device must not be used for suctioning explosive, easily flammable or corrosive 

liquids.

•  Before cleaning the device, pull the plug out of the fixed mains socket.

•  The Dominant Flex pump may shortly shut down with electrostatic discharge (ESD) 

events at the DC port of 15 kV.

CAUTIONS

Caution: To reduce the risk of potential cross-contamination or exposure to biological 

hazards

•  Visually inspect sterile packaging of the device for damage before opening.

•  Devices with a damaged packaging system must not be used.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to the chapter “General Reprocessing Guidelines”.

Caution: To reduce the risk of potential injury due to incorrect use

•  Incorrect use can cause pain and injury to the patient.

•  The patient should be monitored regularly according to the physicians’ instructions 

and facility guidelines. Objective indications or signs of a possible infection or 

complication must be met immediately (e.g. fever, pain, redness, increased warmth, 

swelling or purulent discharge). Non-observance can lead to considerable danger  

of the patient. Monitor the Dominant Flex frequently for operating status.

•  When the Dominant Flex is used for wound drainage, the negative pressure should be 

set according to instruction of the specialist and not cause any wound damage.

Caution: To reduce the risk of potential injury during setup or operation

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent 

overheating of the device.

Caution: To reduce the risk of potential injury due to interference with other devices

•  Wireless communications equipment such as wireless home network devices,  

mobile phones, cordless telephones and their base stations, walkie-talkie can affect 

the Dominant Flex pump and should be kept at least a distance 1 ft (30 cm) away  

from the equipment.

Caution: To reduce the risk of potential electric shock or exposure to heat, fire, explosion

•  To prevent the device from overheating, the exhaust at the bottom of the unit must  

be unobstructed when the unit is operational.

 Safety related tip 

•  For safety tests, the device requires service and repair throughout its service life  

in accordance with the service manual.

•  The protection of the Medela Dominant Flex against the effects of the discharge  

of a cardiac defibrillator is dependent upon the use of appropriate cables.

•  Separation from the mains is only assured through the disconnection of the mains plug 

and the fixed mains socket.

•  Third party interfacing medical devices (e.g. cannulas, catheters)  must be able to be 

attached safely without impacting the performance of the pump. Ensure proper 

functioning and maintenance of vacuum levels prior use.

SAFETY INSTRUCTIONS 

•  Dominant Flex is a medical device that requires specific safety measures in regard to 

EMC. It must be installed and put into operation in accordance with the attached EMC 

information in Technical documentation. 

•  Please consult the IFU of the devices for use with the Dominant Flex for any contra- 

indications in the specific indications for use. 

•  The Medela Dominant Flex is a medical device that requires special safety measures 

in regard to EMC. It must be installed and put into operation in accordance with the 

EMC information in in chapter “Technical documentation”.

•  The Dominant Flex Suction Pump is Magnetic Resonance (MR) Unsafe. Do not take  

the pump into the MR environment.

•  In the case of overflow, inform the internal technical service immediately and perform 

the tasks in the service manual.

•  In each of the following cases, the device must not be used and it must be repaired  

by Medela Customer Service:

 –  if the power cord or the plug are damaged

 –  if the device is not functioning perfectly

 –  if the device is damaged

 –  if the device shows clear safety defects.

•  Keep the power supply cord away from hot surfaces.

•  The mains plug must not come into contact with moisture.

•  Never pull the mains plug out of the fixed mains socket by pulling on the power supply 

cord!

•  Never leave the device unattended when it is switched on.

•  The pump must stand upright during use.

•  Never use the device at high room temperatures, while bathing or showering,  

if you are very tired or in an environment where there is a risk of explosion.

•  Never place the device in water or other liquids.

•  When using single use, sterile products, please note that they are not intended to be 

reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological 

characteristics. Reuse could cause cross contamination.

•  Contact your local Medela customer service representative for assistance with product 

operations.

These instructions for use must be kept for later reference.

DESCRIPTION 

Introduction

The Dominant Flex is a high-quality suction pump. It is powered by a piston/cylinder 

system and provides maximum suction performance for many suctioning needs.  

The Dominant Flex’s option of three selectable flow rates gives flexibility depending on 

surgeon preference. It ideally combines easy handling and cleaning with safety features 

to ensure optimal operation. You can choose from a comprehensive range of accessories 

from Medela to configure the pump to many medical applications. The device should not 

be used adjacent to or stacked with other equipment. If adjacent or stacked use is 

necessary, the device should be observed to verify normal operation in the configuration 

in which it will be used.

Intended use/purpose

Intended use of the Dominant Flex suction pump is the creation of a constant vacuum in 

the range of 0 to –95 kPa.

Indications for use

The Dominant Flex suction pump is indicated for all applications requiring vacuum such 

as general surgery, liposuction, endoscopy, epicardial ablation, nasopharyngeal suction, 

neurosurgery, OPCAB, vacuum assisted cesarian/delivery and wound drainage in 

hospital, clinic and doctors practice settings.

Contraindications

There are no known contraindications for the Dominant Flex suction pump.

Intended user

The Dominant Flex should only be operated by health care professionals familiar with 

suctioning procedures. These persons must not be hard of hearing or deaf and must have 

adequate visual faculty.

Intended patient population

The Dominant Flex is intended to be used on patients only exhibiting conditions as 

described in the indications for use.

Undesirable side effects

There are no known undesirable side effects associated with the Dominant Flex suction 

pump.

Important note

Compliance with proper surgical procedures and techniques is the responsibility of the 

physician. Each physician must evaluate the appropriateness of the treatment based on 

his own knowledge and experience.

OVERVIEW 

Definition of vacuum

By the application of medical aspiration devices, vacuum is normally given as the 

difference (in absolute figures) between absolute pressure and atmospheric pressure or 

as negative values in Kilopascal (kPa). In this document, the indication of –10 kPa for 

example always refers to a pressure range in kPa below atmospheric ambient pressure 

(according to terms and definitions of EN ISO 10079:1999).

Dominant Flex 

portable version

 071.0002

Dominant Flex rack 

version

 071.0003

Mains plug/ 

Allen key

  See service 

manual

Reusable jar 0.25l

 077.0125

Silicone Tubing  

ø 7x12  mm with  

2 coupling pieces

  077.0922

Instructions for use

2 Remove transport lock

1.1 Remove the red note. 

1.2 Remove 3 screws and store them for later use.

3 Set up mobile version (if available)

1.1  Position top part of trolley on bottom part, making sure  

the tubing fits as shown.

1.2  Connect parts with 4 screws.

2.1  Position pump on trolley. Make sure that the front of the pump 

and the standard rail point forward.

2.2  Connect pump with 4 screws.

2.3  Attach the cable holder with the two screws to the pump.

4 Assembly of the optional clampholder (when using the optional trolley)

1.1 Press and hold the blue release knob.

1.2  Attach the clampholder to the standard rail by releasing  

the blue knob.

5 Set up the Safety Set

1.1  Attach the mechanical overflow protection to the lid.  

Pull gently downwards to make sure it is open/deactivated.

1.2 Attach the lid to the jar.

1.3 Close the two lid clamps.

2.1 Attach the Safety Set to the pump.

PREPARATION FOR USE 

WARNING

•  For use only by medically trained persons who have been adequately trained in suction 

procedures and in the use of aspirators.

CAUTIONS

•  The Dominant Flex must remain in an upright position during use.

•  The rack version requires a minimum distance of 5 cm to the enclosure to prevent from 

overheating of the device. The back of the enclosure must be open.

•  Sterile accessories must be checked to ensure the integrity of the packaging before use.

•  Non sterile and reusable accessories must be cleaned, disinfected and/or sterilized 

according to chapter “General Reprocessing Guidelines”.

Checks before use

•  Check the Dominant Flex system before use for damage of the power cord or plug, 

obvious device damage or safety defects and proper functioning of the device.

 –  i. Check for completeness and general condition of the Dominant Flex delivery 

package.

 –  ii. Check all accessories prior to use: 

1. suction jars, lids and liners for cracks, brittle and flawed spots.  

Replace if necessary. 

2. Tubing for cracks, brittle areas and that connectors are firmly attached.  

Replace if necessary. 

3. As an additional safety test, evacuate the system (including jars) to maximum 

vacuum before actual use.

Assembly of the basic configuration

1.1  Make sure that the Safety Set is attached to the Dominant 

Flex. See chapter “Installation” and “Set up the Safety Set”.

2.1  If required attach a filter to the Safety Set with the arrow 

pointing in the flow direction.

3.    Attach all necessary accessories according to your needs. 

See “Accessories overview”.

Assembly of the optional foot switch

1.1  Connect the optional foot switch to the pump by plugging  

in the plug.

1.2 Test the correct functioning of the foot switch.

Assembly of collection systems

Please refer to the instructions of use of the Medela Disposable Collection System, 

Medela Reusable Collection system and Medela Disposable filter provided with  

the associated articles to find the assembly instructions and all information related  

to the use of the accessories and collection system.

1 Connect Dominant Flex to mains power

1.    Check the pump before use following the instruction in 

chapter “Preparation before use”.

2.1  Connect the power cord to the appliance inlet at the back  

of the Dominant Flex. Use the mounting bracket to secure  

the cord in the inlet port.

2.2  Plug in the mains plug of the power cord to a fixed mains 

socket.

3.1  An internal self-test is performed. When the green LED lights 

up, the device is ready for use.

2 Check maximal vacuum for functional check

1.1  Switch on the Dominant Flex. The pump will indicate a flow 

rate of 50 l/min.

2.1  Turn the vacuum regulator to the right to set maximum 

vacuum.

3.1 Seal the end of the patient Tubing with your thumb.

3.2  Compare the maximum vacuum according to the specifica-

tion (below). See chapter “Troubleshooting” and “Insufficient 

vacuum” if vacuum is not reached.

Altitude above sea level:
Vacuum specifications: Max. Vacuum:

Versions and main elements of the pump

Rack version
Handle with 

two holders 

for jars

Portable version

Mobile version

Vacuum gauge

Vacuum regulator

On/off button

Safety Set

Flow change buttons

Standard rail

Mobile trolley  

(optional accessory)

Foot on/off switch 

(trolley)

All castors with 

brakes

1.1  Change flow rate accord- ing to operator preference. After 

switching on the pump (with either the foot switch or the 

button on the pump), it will start running in the 50l/min. mode.

1.2  Touch to change to:  

60 l/min: turbo mode 

50 l/min: nominal mode 

40 l/min: whisper mode

CAUTION

•  When the Dominant Flex is used for wound drainage, the negative pressure should  

be set according to instruction of the specialist and not cause any wound damage

3 Changing flow rate

4 Changing vacuum level

2.1  Clamp patient tubing.

2.2  Turn vacuum regulator to select the correct vacuum 

according to the particular application.

2.3  Check vacuum gauge for setting.

5 Placing out of operation after use

1.1 Touch on/off button to switch off the Dominant Flex.

2.1  Disconnect the mains plug from the fixed mains socket.

3.    Clean and disinfect the Dominant Flex. See chapter “General 

Reprocessing Guidelines”.

1.1
1.2

1.3

or

or

Overview of products and reprocessing steps

x
x

x 1. Disassembly

Separate all individual parts before cleaning, disinfecting and 

sterilizing.

x 2. Manual Cleaning

Materials and equipment

–  Personal Protective Equipment (PPE: disposable gloves, proper 

protective gear) 

–  Soft, dry and lint-free nonwoven wipes

–  Cleaning and disinfectant wipe. Please use a validated wipe 

(or equivalent) to clean and disinfect the device. This device has 

been validated for use with CaviWipes™ and Incidin OxyWipe 

S™.

Initial cleaning

Perform initial cleaning directly after the use of the device (within 

a maximum of 2 hours after use of the device). Wipe the surface of 

the device to remove all coarse soiling with a lint-free nonwoven 

wipe moistened with water (<40 °C, <104 °F). 

Manual cleaning before disinfection

–  Wipe all external surfaces of the equipment with a cleaning and 

disinfectant wipe.

–  Pay special attention to the hard to reach areas of the device.

–  Use a new cleaning and disinfectant wipe when the wipe is 

contaminated.

–  Clean until all visible soil is removed.

–  Also refer to the instructions for use of the wipe manufacturer.
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Operating elements  

and indicators

Back of device

Cable holder  

(with optional  

trolley)

Port for optional  

foot on/off switch

Medela 077.0723

Fuses

Appliance inlet

Equipotential conductor

60 l/min flow rate (turbo mode)

50 l/min flow rate (nominal mode)

40 l/min flow rate (whisper mode)

On/off button

green light: Pump is plugged in

yellow light: Pump has an error. Refer to chapter “Troubleshooting”

white light: Pump is running

activated:

deactivated: 

(ready for use)

Mechanical  

overflow  

protection

Tubing port

Lid with clamps

Safety Set Jar, 0.25 l

VACUUM ASSISTED DELIVERY SETUP 

CAUTION

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.
1.    Set up pump and accessories 

according to chapter 

“Preparation before use”.

2.1  Connect the foot vacuum 

regulator: the silver adapter 

must be fully seated in the 

Safety Set of the suction 

pump.

2.2  Attach tubing to top of metal 

adapter.

3.1  Attach tubing from suction 

cup to patient connection on 

the lid of the liner OR

3.1  Attach tubing from suction cup to patient connector on 

suction jar of the reusable collection system.

4.1  Switch on pump, turn to max. vacuum, clamp tubing  

from suction cup and fully depress the vacuum regulator 

(forward and down, using ball of foot).

4.2  Compare maximum vacuum according to specification, see 

table above.

5.1  If OK, release vacuum by returning foot vacuum regulator to 

resting “zero pressure” state (rear and down using heel of 

foot).

5.2 The pump is now ready for use.

TROUBLESHOOTING 

No LED lit

The Dominant Flex is not connected to the mains or the fuse needs replacement.

Yellow LED indicator lit

Minor case: yellow LED indicator lit but the pump can be switched on and off:

•  contact the internal technical department or your authorised service center at next 

possible occasion.

Major case: yellow LED indicator lit and pump cannot be switched on and off:

•  contact the internal technical department or your authorised service center for repairs/

maintenance.

Motor not running

Check to ensure:

•  the Dominant Flex is switched on. The standby LED must be illuminated.

•  the mains plug is inserted correctly into the fixed mains socket and into the appliance 

inlet.

•  the fuse on the back of the Dominant Flex is not defective. For replacing the defective 

fuse follow chapter “Replacing defective fuse” below.

If the fault cannot be rectified, please contact the internal technical department.

Insufficient vacuum

Check if:

•  the vacuum regulator is set correctly.

•  the tubing is not defective or broken. If necessary, replace.

•  all plug-in connections are tight.

•  the overflow protection is deactivated/open. If the overflow protection is activated, 

deactivate it as shown under chapter “Installation” and “Set up the Safety Set”.

•  the suction jar/lid have no cracks, brittle areas, discolouration. If necessary, replace.

•  the disposable system has no cracks, brittle areas, discolouration. If necessary, replace.

•  the filter is not clogged. To test if the filter is clogged refer to instruction for use provided 

with the filters.

If the fault cannot be rectified, please contact the internal technical department.

REPLACING DEFECTIVE FUSE 

WARNING

•  Before replacing the fuse, pull the mains plug out of the fixed mains socket. Please 

follow the instruction in the service manual [ref 200.6365], how to replace fuses  

(T 1.6AH, 250 VAC, 5x20 mm) of the device.

GENERAL REPROCESSING GUIDELINES 

WARNINGS

•  Wear gloves for all operations.

•  After each use, the parts that have been in contact with aspirated secretions are to be 

cleaned, disinfected, sterilized or disposed of according to the table below.

Before cleaning the device, pull the mains plug out of the fixed 

mains socket.

 Safety related tip 

•  Avoid contact of fluids with the ends of the mains plug or appliance inlet port.

The following cleaning and reprocessing processes have been validated according to 

international standards and guidelines. It is the responsibility of the user/processor to 

ensure that the cleaning/reprocessing procedure is performed using equipment, 

materials and personnel which are suitable to ensure the effectiveness of the process. 

Any deviation from the following instructions should be validated by the user/processor 

to ensure effectiveness of the process.

Notes

•  The product is delivered non-sterile. Before first use, as well as after each use,  

the product must be cleaned and disinfected according to a validated procedure.

•  If the product is used on a patient who suffers from a disease whose pathogens  

cannot be eliminated with conventional, standardized procedures, the product must  

be disposed. 

•  Please carefully consult the instructions for use of the respective cleaning and 

disinfection products regarding their use

•  When preparing and applying chemical solutions, the manufacturer’s instructions 

regarding mixing ratios and dwell times must be followed closely. Using false mixing 

ratios or extended dwell times can lead to product damage.

•  Use of the cleaning and disinfecting procedures mentioned here does not by itself 

guarantee disinfection, unless the staff follows the recognized and validated 

reprocessing procedure.

•  Do not use any disinfectants that contain phenols, chlorine components or peracetic 

acid without corrosion protection.

•  The manufacturer cannot held liable for any damages/consequential damages  

caused by incorrect operation, inappropriate use, use by unauthorized persons  

or unauthorized repairs. If in doubt, consult your local Medela customer service 

representative or your technical service department. 

The product is a medical device. Avoid subjecting it to serious strains, such as heavy 

impacts. Discard the device if any signs of degradation are evident. If in doubt, consult 

your local Medela customer service representative or your technical service department. 

Service life

The device has been validated for tbd cycles of reprocessing, corresponding to a 

lifecycle of tbd years and consistent with the material warranty of the device.

x 3. Manual Disinfection

–  Use a new cleaning and disinfectant wipe to wipe all surfaces.

–  Pay special attention to the hard to reach areas of the device.

–  Make sure all surfaces of the device remain visibly moistened at 

room temperature for the time specified in the instructions for use 

of the wipe manufacturer. If the used wipe is getting too dry to 

moisten the surface use a new wipe. 

–  For exposure/drying time, if applicable, follow the instructions for 

use of the wipe manufacturer.

–  Following the exposure times, if applicable, and in the presence 

of visible residuals, remove any excess disinfectant solution using 

a soft, lint-free cloth slightly moistened with purified water.

x 4. Drying and inspection

–  Refer to the instructions for use of the wipe manufacturer for 

exposure or drying times, if applicable, before attempting to 

further process the device.

–  Dry the external surface using a dry, soft lint-free cloth, wipe  

until the external surfaces are dry or (with care) use medical 

grade compressed air.

–  Pay special attention regarding the dryness of the hard to reach 

areas of the device.

–  Visually inspect the equipment for any remaining soil or disinfec-

tant solution. If necessary, repeat the cleaning and disinfection 

procedure using a new cleaning and disinfectant wipe.

x
x

5. Automatic Cleaning

These device spare parts were validated with neodisher®  

MediClean forte (Dr. Weigert, Hamburg, Germany).

Materials and equipment

–  Automatic washer-disinfector with validated procedure

–  Small part sieves for safe fixation in the device

–  Alkaline cleaner. Please use a validated chemical agent  

(or equivalent) to clean the device spare parts. This device  

spare parts have been validated for use with neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany)

–  Suitable adapter to connect the tubing with a water nozzle  

of the washer disinfector 

–  Tap water

–  Purified water for final rinse

Process

–  If necessary, and for the removal of coarse dirt, place the 

medical devices in cold water for 5–10 minutes and wipe off 

visible staining with a soft lint-free cloth soaked in water.

–  Rinse the inner lumen of the tube with water to remove coarse 

dirt before putting it into the washer disinfector

–  A combined cleaning and disinfection process should take  

place in a fully automatic washer-disinfector.

–  Use a small part sieve tray from the manufacturer of your 

washer-disinfector. All medical device spare parts must be  

safely fixed in the carriers/fixation points.

–  Arrange the device parts in such a way that no areas are left 

unwashed and inner and outer surfaces are reached by the 

rinsing medium. Do not overload the washer-disinfector. 

Connect the tubing to a suitable adapter.

–  Do not use any drying aids (rinsing agents) for the last wash 

cycle. These could remain on the surface causing interactions 

that damage the device parts.

The following cleaning cycle should be performed with a device 

validated according to international standards and guidelines 

Your automated cleaning program should adhere to or exceed  

the following recommendations:

–  1 minute pre-cleaning with tap water 

–  5 minutes cleaning at 55 °C with 0.5 % solution of neodisher® 

MediClean forte (Dr. Weigert, Hamburg, Germany) in tap water

–  1 minute rinsing with purified cold water

x
x

6. Automatic Disinfection

Thermal disinfection

–  Thermal disinfection with purified water at 90 °C for 1 minute or 

5 minutes for critical devices or in conformance with the national 

requirements according to the A0 value (without an additional 

agent) 

–  Drying at 110 °C for at least 15 minutes if the machine cycle 

includes a drying step 

–  Unload the washer-disinfector 

–  If the machine cycle does not include a drying step, dry the  

devices in an oven at 110 °C for at least 15 minutes. Alternatively, 

dry the device spare parts with a clean and dry soft lint-free 

cloth or use medical grade compressed air to further dry the 

device. 

x
x

7. Sterilization

Conduct sterilization using the validated steam sterilization 

process as indicated.

Packaging

Always wrap the product in sterilization pouches that are conform 

to the current version of DIN EN ISO 11607-1 standards (e.g. peel 

pouches). Do not pack more than one medical device per pouch.

All relevant information regarding contents (i.e. sterilization 

method and date, expiry date, batch number and, if applicable, 

sterilization device number) needs to be clearly marked on the 

packaging.

Note: Ensure that the peel pouch packaging is not damaged 

(punctured) by the medical device.

Steam Sterilization

The steam sterilization procedure by means of a fractional pre-va-

cuum with low pressure ventilation cycles is recommended when in 

accordance with the relative national requirements. The following 

process (sterilizer compliant to current version of AAMI ST79 and 

ISO 17665-1) is proven to be adequate and are minimum required 

parameters:

Note: A successful sterilization can only be performed reliably if 

the sterilization procedure is validated.

Sterilization temperature: 
132 °C 134 °C

Exposure time: 

4 mins 3 mins

Drying: 

20–30 minutes at 100 mbar

Number of pre-vacuum pulses: 3

x
x

x 8. Visual Inspection after Reprocessing

After reprocessing, the sterilization packaging must be inspected 

for possible damage and remaining water. If the sterile packaging 

is compromised, the components need to be packaged and 

sterilized again.

x
x

9. Storage

Storage of the Sterile Packaging

Always store the dry, undamaged, sterile packaging in a dry, 

clean, and dust free environment.

INSTALLATION 

1 Check initial delivery

Check the delivery package of the Dominant Flex for completeness and general 

condition.

Lid for safety jar, 

overflow protection 

device

 077.0450

OPERATING INSTRUCTIONS 

CAUTIONS

•  The Dominant Flex is to be set up in such a way, that a separation from the mains supply 

can be easily managed.

•  The Dominant Flex is a mains-powered suction pump. Before you plug in the device, 

please check that your local power supply is the same as the voltage given on the 

specification plate.
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4 İsteğe bağlı kelepçe tutucunun montajı (isteğe bağlı araba kullanılırken)

1.1 Mavi serbest bırakma düğmesini basılı tutun.
1.2  Mavi döner düğmeyi serbest bırakarak kelepçeyi 

standart raya takın.

5 Güvenlik Setini Ayarlama

1.1  Mekanik taşmaya karşı korumayı kapağa takın.  
Açık/devre dışı olduğundan emin olmak için hafifçe 
aşağı doğru çekin.

1.2 Kapağı kavanoza takın.
1.3 İki kapak kelepçesini kapatın.

2.1 Güvenlik setini pompaya takın.

3.1  Yeniden işleme için, güvenlik setini pompadan çıkarın 
ve 1.3, 1.2 ve 1.1 adımlarını tersine uygulayarak 
sökün.

1.1

1.2

KULLANIMA HAZIRLAMA 

UYARILAR
•  Yalnızca emme prosedürleri ve aspiratör kullanımı konusunda yeterli eğitim 

almış olan, tıbbi eğitime sahip kişiler tarafından kullanıma yöneliktir.

Not
•  Tüm işlemler için eldiven giyin.

DİKKAT EDİLECEK HUSUSLAR
•  Dominant Flex kullanım sırasında dik konumda kalmalıdır.
•  Raf versiyonu, cihazın aşırı ısınmasını önlemek için, muhafazaya en 

az 5 cm mesafe bırakılmasını gerektirir. Muhafazanın arka kısmının 
açık olması gereklidir.

•  Steril aksesuarlar kullanılmadan önce ambalajın bütünlüğünden emin 
olmak için kontrol edilmelidir.

1 Kullanımdan önce kontrol edin
•  Kullanmadan önce Dominant Flex sisteminde elektrik kablosu veya fişinde 

hasar, bariz cihaz hasarı veya güvenlik kusurları olup olmadığını ve cihazın 
doğru şekilde çalışıp çalışmadığını kontrol edin.

•  Dominant Flex teslimat ambalajının eksiksizliğini ve genel durumunu 
kontrol edin.

•  Kullanmadan önce tüm aksesuarları kontrol edin: 
1. Emme kavanozları, kapakları ve torbalarındaki çatlaklar, kırılgan 
ve kusurlu noktalar.  
Gerekirse değiştirin. 
2. Hortumlardaki çatlaklar, kırılgan alanlar ve konektörlerin sıkıca 
tutturulmuş olması.  
Gerekirse değiştirin. 
3. Ek bir güvenlik testi olarak, gerçek anlamda kullanmadan önce sistemi 
(kavanozlar dahil) maksimum vakuma gelecek şekilde boşaltın.

1.1

1.2

2.1

3.1

1.3

2 Taşıma kilidini çıkarın

1.1 Kırmızı notu kaldırın. 
1.2  3 vidayı çıkarın ve daha sonra kullanmak 

üzere saklayın.

3 Mobil sürümü kurun (varsa)

1.1  Arabanın üst kısmını alt kısmın üzerine yerleştirin ve 
hortumun gösterildiği gibi oturduğundan emin olun.

1.2  Parçaları 4 vida ile yerlerine takın.

2.1  Pompayı araba üzerinde konumlandırın. Pompanın 
ön tarafının ve standart rayın ileriye bakıyor 
olduğundan emin olun.

2.2  Pompayı 4 vida ile yerine takın.
2.3  Kablo tutucuyu iki vida ile pompaya takın.

2 Temel yapılandırmanın montajı

1.1  Güvenlik Setinin Dominant Flex’e takılı olduğundan 
emin olun. “Kurulum” ve “Güvenlik Setini Ayarlama” 
bölümlerine bakın.

2.1  Gerekirse, ok akış yönünü gösterecek şekilde 
Güvenlik Setine bir filtre takın.

3.     İhtiyaçlarınıza göre gerekli olan tüm aksesuarları 
takın. Bkz. “Aksesuarlara genel bakış”.

DİKKAT
•  Yeniden kullanılabilir cihazlar steril olmayan olarak teslim edilir ve ilk 

kullanımdan önce ve her kullanımdan sonra "Genel Yeniden İşleme 
Kılavuzları" bölümüne göre yeniden işlenmelidir.
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Tıbbi cihazlarla ilgili AB 
gerekliliklerine uygunluğu 
gösterir.

Tıbbi elektrikli ekipmanlara 
ilişkin ABD ve Kanada’daki 
ek güvenlik gerekliliklerine 
uygunluğu belirtir.

Sistemin yasal 
spesifikasyonlarını belirtir.

Kullanım yönergelerini 
okuyun ve takip edin.

Genel güvenlik uyarı 
sembolü, güvenlikle ilgili 
bilgileri gösterir.

Güvenlikle ilgili ipucunu 
belirtir.

Topraklamayı (yer) belirtir. Sistemin elektrik güvenliği 
ile ilgili sınıfını belirtir.

Koruyucu topraklamayı 
(yer) belirtir.

Katı yabancı maddelerin 
ve suyun girmesiyle 
oluşabilecek tehlikeli etkilere 
karşı korumayı belirtir.

Tip CF uygulamalı parçayı 
belirtir.

MRG Açısından Güvensiz: 
Manyetik rezonans 
görüntüleme (MRG) 
ekipmanından uzakta tutun.

Bu sembolle işaretlenmiş 
ekipmanın yakınında 
girişimlerin meydana 
gelebileceğini belirtir.

Eşpotansiyelli iletken 
bağlantısını belirtir. 

Ayak pedalı için olan 
bağlantı portunu belirtir.

Üreticiyi belirtir. Üretim tarihini belirtir. Cihazın gösterilen tarihten 
sonra kullanılmaması 
gerektiğini belirtir.

Yalnızca tek bir kullanım 
için tasarlanmış bir tıbbi 
cihazı belirtir.

Cihazın parça numarasını 
gösterir.

Cihazın seri numarasını 
gösterir.

Üreticinin seri kodunu 
belirtir.

Sıcaklık aralığını belirtir 
(ör. çalıştırma, taşıma 
ve saklama için).

Bağıl nem aralığını belirtir 
(ör. çalıştırma, taşıma ve 
saklama için).

Tıbbi cihazın güvenli bir 
şekilde maruz kalabileceği 
atmosfer basıncı aralığını 
belirtir.

Ambalaj hasarlı ise cihazın 
kullanılmaması gerektiğini
belirtir.

Elektrikli veya elektronik 
cihazları, sınıflandırılmamış 
evsel atıklarla birlikte 
bertaraf etmeyin (Cihazı, 
yerel düzenlemelere uygun 
şekilde bertaraf edin).

Güneş ışığından uzak tutun. Kırılabilir ürün içerir. 
Dikkatli taşıyın.

Yağmurdan uzak tutun.  
Kuru koşullarda saklayın.

Sistemin maksimum vakum 
seviyesini belirtir.

Sistemin akış seviyelerini 
belirtir.

Sistemin elektriksel 
spesifikasyonlarını belirtir.

Sistemin ağırlığını 
belirtir.

Sistemin boyutlarını  
(y x g x d) belirtir.

Kalemlerin sayısını belirtir.

MD
Ürünün tıbbi cihaz 
olduğunu belirtir.

XXX

YY

 “XX” kodu ve “YYY”kısaltması 
ile tanımlanan ambalaj 
malzemesinin geri 
dönüşümünü belirtir.

Ambalajın geri 
dönüştürülebildiğini 
gösterir.

Bu tarafın yukarı bakması 
gerektiğini belirtir.

Sigortayı belirtir.

#
Model numarasını belirtir.

X

Ambalajdaki ayrı ayrı 
cihazların sayısını (x) belirtir.

Kullanım yönergelerine 
bakılması gerektiğini 
belirtir.

Cihazın etilen oksit 
kullanılarak sterilize 
edildiğini belirtir.

Tekli steril bariyer sistemini 
belirtir.

Dışında koruyucu ambalaj 
bulunan tekli steril bariyer 
sistemini belirtir.

UDI
Benzersiz cihaz tanımlama 
bilgilerini içeren bir 
taşıyıcıyı belirtir.

Bu sembol bir radyo 
frekansı kimlik etiketini 
ifade eder.

Yetkili temsilciyi belirtir. Tıbbi cihazın yerel olarak 
dağıtımını yapan tüzel 
kişiyi belirtir.

AC

İŞARETLER VE SEMBOLLER

GARANTI VE SERVIS IŞLEMLERI 

Garanti
Medela AG, cihazın teslim tarihinden itibaren 5 yıllık dönem boyunca 
malzeme ve işçilikteki kusurlardan muaf olacağını garanti eder. Arızalı 
malzeme, kötüye kullanım veya yanlış uygulamadan kaynaklanmıyorsa, 
bu dönem boyunca ücretsiz olarak değiştirilir. Bu, kullanım sırasında aşınma 
ve yıpranmaya maruz kalan parçalar için geçerli olmayacaktır. Bu garantiye 
uygunluğu ve Medela ürünleri için olası en iyi hizmeti sağlamak amacıyla, 
pompalarımız ile özel olarak Medela aksesuarlarının kullanılmasını öneririz.
Medela AG hiçbir durumda, yanlış çalıştırma, uygunsuz kullanım, yetki dışı 
onarımlar veya uygunsuz montaj ya da sökme işleminden kaynaklanan 
dolaylı hasarlar için sorumluluk dahil olmak üzere, açıklanan garanti 
kapsamını aşan taleplerden sorumlu olmayacaktır.  
Arızalı parçaların değiştirilmesi hakkı, yetkisiz kişiler tarafından pompa 
üzerinde herhangi bir çalışma yürütülürse Medela tarafından tanınmaz.  
Bu garanti cihazın Medela servis merkezine iade edilmesine tabidir.

Servis işlemleri/rutin kontrol
Emme pompası, modülleri veya aksesuarları üzerindeki bakım ve servis 
çalışmaları yalnızca eğitimli olan yetkili bakım personeli tarafından 
yapılmalıdır. Medela, rutin kontrolün yılda 1 kez, talep üzerine İngilizce 
olarak sunulan Medela servis el kitabına [          200.6365] göre 
yapılmasını önerir.

BERTARAF 

•  Tüm ürünleri kabul edilen tıbbi uygulamalara ve geçerli yerel kılavuzlara 
ve düzenlemelere uygun olarak kullanın ve bertaraf edin.

•  Yeniden kullanılabilen cihazları atmadan önce yeniden işlemden geçirin.
Vücut sıvılarıyla kontamine olmuş aksesuarları otoklavlayın.

Pompa ve elektrikli parçalar
•  Atık ekipman için uygun toplama noktalarını satış noktasında sorun 

veya bunun için yerel makamlarla iletişime geçin.
•  Dominant Flex, 2012/19/EU sayılı Avrupa direktifi WEEE'ye uygun olarak 

bertaraf edilmelidir.
•  Elektrikli veya elektronik cihazları sınıflandırılmamış belediye atıklarıyla

birlikte atmayın, bunun yerine ayrı olarak toplayın.
•  Avrupa Birliği'nde/İsviçre'de/Birleşik Krallık'ta, üretici veya onun satıcısı atık 

ekipmanı geri almalıdır. Diğer ülkelerin benzer toplama ve geri dönüşüm 
sistemleri olabilir. Lütfen, ülkenizdeki, elektrikli ve elektronik ekipmanların 
elden çıkarılmasına ilişkin kanunlara ve kurallara uygun hareket edin.

•  Bertaraf etme sırasında atık ekipmanınızın ayrı olarak toplanması ve geri 
dönüştürülmesi doğal kaynakların korunmasına yardımcı olacak ve 
ekipmanın insan sağlığını ve çevreyi koruyacak şekilde geri 
dönüştürülmesini sağlayacaktır.

TEKNIK DOKÜMANTASYON 

EMC
Dominant Flex IEC 60601-1-2:2014/AMD1:2020 belgesinin 4.1 Basımındaki 
7 ve 8.9 hükümlerine uygun olarak, EMC testlerinden geçirilmiştir.  
Dominant Flex, özel güvenlik önlemleri gerektiren ve EMC bilgilerine uygun 
olarak kurulması ve çalıştırılması gereken tıbbi bir cihazdır. Dominant Flex, 
IEC 60601-1'de tanımlandığı gibi temel bir performansa sahip değildir.

UYARILAR
•  Dominant Flex, diğer ekipmanlarla bitişik olarak veya üst üste 

kullanılmamalıdır. Dominant Flex’in bitişik veya üst üste kullanımı 
gerekliyse, kullanılacağı yapılandırmada normal çalıştığını doğrulamak
için gözlemlenmelidir.

•  Bu cihazın üreticisi tarafından sağlananlar dışındaki aksesuarların 
veya kabloların kullanılması, bu emme pompasının elektromanyetik 
emisyonlarının artmasına veya elektromanyetik bağışıklığının azalmasına
ve hatalı çalışmasına neden olabilir.

DİKKAT
•  Kablosuz ev ağı cihazları, cep telefonları, kablosuz telefonlar ve bunlara ait 

baz istasyonları, telsizler, RFID gibi kablosuz iletişim araçları, Dominant Flex 
pompayı etkileyebilir; bu nedenle, ekipmana (emme pompası, elektrik 
kablosu, ayak pedalı, el arabası) en az 30 cm mesafede tutulmalıdır.

Elektromanyetik emisyonlar
Dominant Flex yalnızca şu elektromanyetik ortamlar için onaylanmıştır: 
profesyonel sağlık kurumu ortamı ve evde sağlık hizmeti ortamı.

Emisyon Testleri Uyum Elektromanyetik ortam –  
kılavuzluk

RF emisyonları
CISPR 11

Grup 1 Dominant Flex RF enerjisini yalnızca dahili 
işleyişi için kullanır. Bu nedenle, RF 
emisyonları çok düşüktür ve yakındaki 
elektronik ekipmanlarla herhangi bir 
girişime neden olması olası değildir.

RF emisyonları
CISPR 11

Sınıf B Dominant Flex oturum amaçlı binalar 
ve oturum amacıyla kullanılan binaları 
besleyen kamusal düşük voltajlı güç 
kaynağı ağına doğrudan bağlı olanlar 
da dahil olmak üzere, tüm binalarda 
kullanıma uygundur.

Harmonik emisyonlar
IEC 61000-3-2

Sınıf A

Voltajda dalgalanmalar/
titremeli emisyonlar
IEC 61000-3-3

Uyumludur

Elektromanyetik bağışıklık
Dominant Flex yalnızca şu elektromanyetik ortamlar için onaylanmıştır: 
profesyonel sağlık kurumu ortamı ve evde sağlık hizmeti ortamı.

Bağışıklık Testleri

Elektrostatik
Deşarj (ESD)
IEC 61000-4-2

IEC 60601-1-2 
test seviyesi

±8 kV temas
± 15 kV hava

Uyum
seviyesi

±8 kV temas
± 15 kV hava

Elektromanyetik 
ortam – kılavuzluk

Zeminler ahşap, 
beton veya seramik 
karo olmalıdır. 
Zeminler sentetik 
malzeme ile kaplıysa,  
bağıl nem oranı en az 
%30 olmalıdır.

Hızlı geçici elektrik 
akımı/patlaması
IEC 61000-4-4

±2 kV 
güç kaynağı 
hatları için
±1 kV 
giriş/
çıkış hatları için

±2 kV 
güç kaynağı 
hatları için
±1 kV 
giriş/
çıkış hatları için

Şebeke güç kalitesi, 
tipik bir ticari 
veya hastane 
ortamınınkiyle 
aynı olmalıdır.

Ani artış
IEC 61000-4-5

±1 kV 
diferansiyel mod
±2 kV 
hattan toprağa

±1 kV 
diferansiyel mod
±2 kV 
hattan toprağa

Şebeke güç kalitesi, 
tipik bir ticari 
veya hastane 
ortamınınkiyle 
aynı olmalıdır.

Güç kaynağı 
giriş hatlarındaki
 voltaj düşüşleri, 
kısa kesintiler ve 
voltajdaki 
değişiklikler IEC 
61000-4-11

%0 UT
; 0°, 45°, 90°, 135°, 
180°, 225°, 270° ve 
315°’de 0,5 döngü 
için

0 % UT
; 1 döngü için

%70 UT
25 döngü için,  
50 Hz tekli fazda: 
0°’de
 ve 30 döngü için, 
60 Hz tekli fazda: 
0°’de

%0  UT
; 250 döngü için,  
50 Hz’de
ve 300 döngü için, 
60 Hz’de

%0 UT
; 0°, 45°, 90°, 135°, 
180°, 225°, 270° ve 
315°’de 0,5 döngü 
için

0 % UT
; 1 döngü için

%70 UT
25 döngü için,  
50 Hz tekli fazda: 
0°’de
 ve 30 döngü için, 
60 Hz tekli fazda: 
0°’de

%0  UT
; 250 döngü için,  
50 Hz’de
ve 300 döngü için, 
60 Hz’de

Şebeke güç kalitesi, 
tipik bir ticari 
veya hastane 
ortamınınkiyle aynı 
olmalıdır. Dominant 
Flex kullanıcısı, 
cihazın elektrik 
kesintileri sırasında 
çalışmaya devam 
etmesini gerekli 
kılıyorsa, Dominant 
Flex'in kesintisiz bir 
güç kaynağından 
veya bir aküden güç 
alması önerilir.

Güç sıklığı 
(50/60 Hz)
manyetik alan
IEC 61000-4-8

30 A/m 30 A/m Güç frekansı 
manyetik alanları, 
tipik bir ticari ortam 
veya hastane 
ortamının 
seviyelerinde 
olmalıdır.

Yakınlık manyetik 
alanları
IEC 61000-4-39

8 A/m
30 kHz – CW

65 A/m
134,2 kHz –  
PM 2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

8 A/m
30 kHz – CW

65 A/m
134,2 kHz – PM 
2,1 kHz

7,5 A/m
13,56 MHz –  
PM 50 kHz

Manyetik alan 
yoğunluğu, tipik veya 
ticari ortam veya 
hastane ortamındaki 
yoğunluk olmalıdır.

NOT  UT test seviyesinin uygulanmasından önceki Alternatif Akımlı şebeke voltajıdır. 
CW: Kesintisiz Dalga  
PM: Atım Modülasyonu

Elektromanyetik bağışıklık
Dominant Flex yalnızca şu elektromanyetik ortamlar için onaylanmıştır: 
profesyonel sağlık kurumu ortamı ve evde sağlık hizmeti ortamı.

Bağışıklık 
Testleri

İletilen RF
IEC 61000-4-6

Yayılan RF
IEC 61000-4-3

IEC 60601-1-2 
test seviyesi

3 Vrms
0,15–80 MHz

ISM ve amatör 
radyo 
bantlarında 
0,15 ile 80 MHz 
arasında 
6 Vrms

10 V/m
80 MHz ila  
2,7 GHz

Uyum
seviyesi

3 Vrms

6 Vrms

10 V/m

Elektromanyetik ortam – 
kılavuzluk

Taşınabilir ve mobil RF iletişim 
ekipmanı, kablolar da dahil olmak 
üzere, Dominant Flex'in herhangi 
bir parçasına, vericinin frekansı 
için geçerli denkleme göre 
hesaplanan, önerilen ayırma 
mesafesinden daha yakında 
kullanılmamalıdır.

Tavsiye edilen ayırma mesafesi

d = 1,2 √ P 

d = 0,35 √ P 
80 MHz ila 800 MHz

d = 0,7 √ P 
800 MHz ila 2,7 GHz

burada P vericinin üreticisine 
göre watt (W) biriminde vericinin 
maksimum çıkış gücü değeri ve 
d metre (m) biriminde önerilen 
ayırma mesafesidir.
Elektromanyetik saha araştırması 
ile belirlenen sabit RF 
vericilerinden gelen alan güçleri,a 
Her frekans aralığındaki uyum 
seviyesinden daha düşük 
olmalıdır.b

Aşağıdaki sembolle işaretlenmiş 
ekipmanın yakınında 
girişim oluşabilir:

NOT 1 80 MHz ile 800 MHz’de, daha yüksek frekans aralığı geçerlidir.
NOT 2  Bu kılavuzlar her durumda geçerli olmayabilir. Elektromanyetik yayılım, 

binalardan, nesnelerden ve insanlardan gelen emilim ve yansımadan etkilenir.
NOT 3  RF kablosuz iletişim ekipmanından kaynaklanan yakınlık alanları IEC 

60601-1-2:2014/AMD1:2020 Tablo 9'a göre test edilmiştir.

a  Radyo (hücresel/kablosuz) telefonlar ve kara mobil telsizleri, amatör radyo 
ve FM radyo yayını ve TV yayını için baz istasyonları gibi sabit RF vericilerinden 
elde edilen alan güçleri teorik olarak doğru bir şekilde tahmin edilemez. Sabit RF 
vericilerinden kaynaklanan elektromanyetik ortamı değerlendirmek için bir 
elektromanyetik alan araştırmasının yapılması değerlendirilmelidir. Dominant 
Flex’in kullanıldığı yerde ölçülen alan gücü, yukarıdaki geçerli RF uyum seviyesini 
aşarsa, Dominant Flex normal olarak çalıştığını doğrulamak için gözlemlenmelidir. 
Anormal çalışma gözlemlenirse, Dominant Flex'in doğrultusunun veya yerinin 
değiştirilmesi gibi ek önlemler gerekebilir.

b  150 kHz ila 80 MHz frekans aralığında, alan kuvvetleri 10 V/m'den az olmalıdır.

Frekans tablosu
Tavsiye edilen ayırma mesafesinin 30 cm (12 inç) olduğu taşınabilir ve 
mobil vericilerin frekanslarını içeren tablo:

Bant (MHz) 

380–390
430–470
704–787
800–960
1 700–1 990

2 400–2 570
5 100–5 800

Servis

TETRA 400
GMRS 460, FRS 460
LTE Bandı 13, 17
GSM 800/900, TETRA 800, iDEN 820, CDMA 850, LTE Bandı 5
GSM 1800; CDMA 1900; GSM 1900; DECT; LTE Bandı 1, 3, 4, 25; 
UMTS
Bluetooth, WLAN, 802.11 b/g/n, RFID 2450, LTE Bandı 7
WLAN 802.11 a/n

Medela AG
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6340 Baar, Switzerland
www.medela.com

ADRESLER

International Sales
Medela AG
Lättichstrasse 4b
6340 Baar
Switzerland
Phone  +41 41 562 51 51
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Torbalar

      077.0083/84
       077.0194 (sadece küresel hesap için)
     101035340 (sadece küresel hesap için)

077.0086/87

Yeniden kullanılabilir kapaklar

077.0450 077.0440  077.0420/30 077.1021 077.1013 

PC kavanozları 
(maks. 4 x 2,5 l)

PSU Yeniden kullanılabilir 
kavanozları (maks. 4 x 5 l)

Kilitleme 
kancası

077.0082  
(1,5 l)

077.0085  
(2,5 l)

077.0125: 0,25 l 
077.0155: 0,5 l 
077.0110: 1  l 
077.0120: 2  l
077.0130: 3  l
077.0150: 5  l

077.0102

1,5 l 2,5 l

Silikon, 7x12 mm* Silikon, 5x10 mm Silikon, 6,5x11,7 mm

 077.0053: 32 cm 
 077.0054: 50 cm
 077.0055: 120 cm
 077.0056: 150 cm
 077.0051: 200 cm
 077.0052: 2500 cm

 077.0970: 2500 cm 077.0961: 180 cm 

*  VAD kapları ile birlikte kullanılabilir 
(yeniden işleme için, bkz. 
VAD kaplarına dair kullanım yönergeleri)

AKSESUARLARA GENEL BAKIŞ 

UYARI
•  Dominant Flex, bu sayfada sıralanan aksesuarlarla birlikte doğrulanmıştır. 

Doğru ve güvenli çalıştırma için Dominant Flex'i yalnızca bu aksesuarlarla 
kullanın. Daha fazla bilgi, her bir aksesuarın yönerge sayfasında verilmiştir.

 GÜVENLİKLE İLGİLİ İPUCU
•  Üçüncü taraf arayüz cihazları (ör. kanüller, kateterler) pompanın 

performansını etkilemeden takılabilmelidir. Kullanmadan önce vakum
seviyelerinin düzgün biçimde çalışmasını ve sürdürülmesini sağlayın.

017.0015

077.0711

071.0034

071.0003, raf versiyonu

071.0002, taşınabilir 
versiyon  
(Bu resimde 
gösterilmemektedir)

TEKNIK ÖZELLIKLER
yüksek vakum
–95 kPa/–713 mmHg
Tolerans: ±%15

Deniz seviyesinde (0 m) ölçülmüştür, atmosfer 
basıncı: 1013,25 hPa 
Lütfen dikkate alın: Vakum düzeyi konuma 
(atmosferik basınç, nem ve sıcaklık) bağlı 
olarak değişir.

yüksek akış
40, 50 veya 60 l/dk.
Tolerans: + 10 l/dk.

Deniz seviyesinde (0 m) ölçülmüştür, atmosfer 
basıncı: 1013,25 hPa 
Lütfen dikkate alın: Akış konuma (atmosfer basıncı, 
nem ve sıcaklık) bağlı olarak değişir.

9,3 kg
20,5 libre
Raf versiyonu

100–240 V, 50 / 60 Hz
120 W

ISO 13485
CE (93/42/EEC), IIa

Y x G x D (raf versiyonu)
210 x 305 x 375 mm
8,2 x 12,0 x 14,8 inç

AC

Taşıma/Saklama koşulları

Çalıştırma koşulları

x x x –  ISO 17664-2 gereğince, bu yönergelerin, tıbbi cihazın üreticisi tarafından tıbbi 
cihazı yeniden kullanıma hazırlayabilecek kapasitede olduğu doğrulanmıştır. 
İşleme tesisindeki ekipman, malzeme ve personel kullanılarak fiilen 
gerçekleştirilen işleme işleminin istenen sonuca ulaşmasını sağlamak, işleyicinin 
sorumluluğundadır. Bu, sürecin doğrulanmasını ve/veya onaylanmasını ve 
rutin olarak izlenmesini gerektirir.

–  Su kalitelerinin spesifikasyonu için bkz. AAMI TIR34. 
x x –  Yıkayıcı-dezenfektör ISO 15883 serisine uygun nitelikte olacaktır. 

Temizlik ve dezenfeksiyon, akredite bir laboratuvarın ISO 15883 sertifikalı 
yıkayıcı-dezenfektöründe doğrulanmıştır.

–  Sökülen tüm parçalar taşıyıcılara/sabitleme noktalarına güvenli bir 
şekilde sabitlenmelidir.

–  Yıkayıcı-dezenfektörü aşırı yüklemeyin. Sökülen parçaları, yıkanmamış 
alan kalmayacak ve temizleme sıvılarının iç ve dış yüzeylere ulaşacağı 
şekilde düzenleyin.

x x x –  Gözle görülür aşınma veya hasar belirtileri gösteriyorsa cihazı (veya geçerli 
ise bileşeni) atın veya servisini yapın.

x x x –  Her zaman kişisel koruyucu ekipman (PPE) kullanın: tek kullanımlık eldivenler 
ve yerel kılavuzlara ve düzenlemelere uygun diğer KKE'ler.

–  Musluk suyu (≤40 °C, ≤104 °F) ile kullanım noktasında arıtma. Bunun ihlali, 
kalıntının sabitlenmesine ve dolayısıyla dezenfeksiyonun engellenmesine 
neden olabilir.

x x x –  Cihaz, patojenleri aşağıda belirtilen prosedürle ortadan kaldırılamayan 
bir hastalığın bulunduğu bir hastada kullanılırsa, cihaz bertaraf edilmelidir.

–  Maruz kalma süreleri ve güvenlik önlemleri dahil ancak bunlarla sınırlı 
olmamak üzere, temizlik ve dezenfeksiyon maddesi üreticisinin kullanım 
yönergelerine bakın.

–  Cihazı kullandıktan hemen sonra (kirler cihazın üzerinde kurumadan önce) 
kullanım noktasında arıtma işlemi uygulayın.

x –  Güç kablosunu elektrik güç kaynağından çıkarın.
–  Sıvıların elektrik fişinin uçlarına veya cihaz giriş portuna temas etmesini önleyin.
–  Cihazı asla suya veya diğer sıvılara batırmayın veya bunlarla durulamayın. 

Temizlik maddesi ve dezenfektanı doğrudan cihazın üzerine püskürtmeyin.
x x –  Tüm kaba kiri temizlemek için cihazın dış yüzeylerini, musluk suyuyla 

nemlendirilmiş, yumuşak, tüy bırakmayan bir mendil ile silin. Yarıklar, 
girintiler ve karmaşık geometrik alanlar gibi temizlenmesi (ve dezenfekte 
edilmesi) zor alanlardan uzak kalarak silmeye özen gösterin.

x –  Hortumların lümeninde konektörlerle veya konektör parçası ile hortum 
arasındaki birleşme alanında (konektör çıkarılamıyorsa) veya değiştirme 
valfinin kanallarında kirlenme olması durumunda, cihazı kontamine malzeme 
için geçerli olan prosedürlere göre bertaraf edin.

x x –  Devam etmeden önce tek tek parçalar halinde sökün (kurulum yönergelerine bakın).
– Konektör parçasını/parçalarını kirlenmişse hortumun tüp kısmından çıkarın.
– O-ringler kirli ise onları konektör parçasından çıkarın.
–  Tutucu üzerindeki Torx Vidasını dikkatlice açın, düğmeye basarak yayı sıkıştırın. 

Vidayı çıkardıktan sonra, basma düğmesini yavaşça bırakın. Ardından, basma 
düğmesini ve yayı çıkarın. Ardından, kelepçeyi kapatıp çekerek alt tırnağı çıkarın.

x –  Gerekirse ve kaba kirin çıkarılması için, sökülmüş olan bileşenleri 10 dakika 
boyunca musluk suyu içine koyun ve musluk suyuna batırılmış yumuşak, 
tüy bırakmayan bir bezle görünür lekeleri silin.

x x –  Cihaz üzerinde kalan kir kurumuşsa, enzimlerin etkili olabilmesi için kirin 
yeniden nemlendirilmesi gerekir.

x –  Cihazın tüm dış yüzeylerini CaviWipes™ veya Incidin OxyWipe S™ ile silin.
–  Temizlenmesi zor alanlardan (örneğin, sökülemeyen bileşenlerin buluştuğu 

yerlerden) silin.
–  Mendil kirlendiğinde yeni bir temizleme ve dezenfekte etme mendili kullanın.
–  Görünür tüm kirler giderilene kadar temizleyin.

x –  Yeni bir CaviWipes™ veya Incidin OxyWipe S™ mendili alın ve ekipmanın 
tüm dış yüzeylerini silin.

–  Cihazın temizlenmesi zor bölgelerine özellikle dikkat edin.
–  3 dakika sonra yeni bir CaviWipes™ veya Incidin OxyWipe S™ mendil alın 

ve ekipmanın tüm dış yüzeylerini silin.
–  Cihazın tüm yüzeylerinin, mendil üreticisinin kullanım yönergelerinde belirtilen 

süre boyunca oda sıcaklığında, gözle görülür şekilde nemli kaldığından emin 
olun. Kullanılan mendil yüzeyi nemlendiremeyecek kadar kuruyorsa yeni bir 
mendil kullanın.

–  Temizlenmesi zor alanların açığa çıkmasına yardımcı olmak için, bir spatula 
veya benzeri bir aletin etrafına, yeni bir CaviWipes veya Incidin Oxy Wipe S 
mendil sarılabilir. 

–  Öngörülen maruz kalmadan sonra, saf suyla nemlendirilmiş yumuşak, 
tüy bırakmayan bir bez kullanarak kalıntıları temizleyin.

x x –  İç ve dış kısımların durulanmasını sağlamak için tüpleri yük taşıyıcının aktif 
durulama sistemine bağlayın.

–  Kapakları giriş (hasta tarafında) yoluyla düz hortum başına yerleştirin.
–  Diğer tüm cihazları yük taşıyıcıda konumlandırın.
–  Geçerli ise, küçük parçalar için olan taşıyıcıyı yük taşıyıcıda konumlandırın. 
–  Yüzeyde kalarak, cihaza ve biyolojik uyumluluğuna zararlı bir etki yaratabileceğinden, 

herhangi bir kurutma yardımcı maddesi (durulama ajanları) kullanmayın.

Yıkayıcı-dezenfektörün temizlik programı aşağıdakilere uygun olmalıdır
–  Musluk suyuyla 1 dakika ön temizleme
–  Musluk suyunda %0,5 neodisher® MediClean forte çözeltisi ile 55 °C'de 5 

dakika temizleme
–  Arıtılmış soğuk suyla 1 dakika durulama

x x –  Arıtılmış suyla (ek bir madde olmadan) 90 °C'de 1 dakika süreyle termal 
dezenfeksiyon (A0=600) uygulayın veya A0 değerlerini yerel kılavuzlara 
ve düzenlemelere göre uyarlayın.

x x –  Sökülen bileşenleri yıkayıcı-dezenfektörde 110 °C'de en az 45 dakika kurutun.
x x x –  Yıkayıcı-dezenfektörde kurutmanın mümkün olmaması veya nem kalması 

durumunda, dış yüzeyleri kuru, yumuşak, tüy bırakmayan bir bezle silin 
veya tıbbi sınıf basınçlı hava ile dikkatlice kurulayın.

–  Ulaşılması zor alanların kuruluğuna özellikle dikkat edin.
x x x –  Cihazı veya sökülen bileşenleri, kir veya dezenfekte etme solüsyonu kalıp 

kalmadığını anlamak için görsel olarak inceleyin. Gerekirse temizlik ve 
dezenfeksiyon işlemlerini tekrarlayın.

–  Cihazda veya sökülmüş olan bileşenlerde hasar olup olmadığını görsel 
olarak inceleyin. 
Bir veya daha fazla parçada herhangi bir hasar olması durumunda, 
bunları yenileriyle değiştirin.

x x –  Yeniden montajla ilgili rehberlik için bu Kullanım Talimatı'ndaki kurulum 
bölümüne bakın.

x  –  Bu Kullanım Talimatı'nda belirtildiği gibi eksiksiz servis veya rutin kontrol 
gerçekleştirin.

x x x –  Cihazı her zaman kuru, temiz ve tozsuz bir ortamda saklayın.

x –  Cihazı servise göndermeden önce yeniden işlemden geçirin. Bu mümkün 
değilse veya yalnızca parçalar halinde yapılabiliyorsa, ambalaj potansiyel 
biyolojik tehlikeyi belirtecektir. Yerel prosedürler ve kılavuzlar geçerlidir. 

x x x –  Cihazın veya bileşenlerin sağlamlığını temin etmek ve yerel kılavuzlara 
ve düzenlemelere göre kullanıma kadar yeniden kontaminasyona karşı 
korumak için uygun önlemleri alın.

PSU kavanozları, yeniden kullanılabilir kapaklar, kelepçeler, taşmaya karşı koruma, 
O-ringler (üzerine dökülme durumunda), duvar için tutucular ve PC kavanozları 
(dökülme durumunda), konektörler (tüpten sökülmüş olarak), tutucular, kilitleme kancası

Silikon hortum (sadece 200 cm'ye kadar), değiştirme valfi (dökülme durumunda)

Pompa gövdesi, kablolar, ayak pedalı, ayak vakum regülatörü, duvar için 
tutucular, araba, PC kavanozları

Konektörler

077.0161 077.1017 077.1020 077.0100
077.0101

077.0097
077.0098

077.1019 077.1018

Hasta hortumları (toplama sisteminden hastaya uygulanan parçaya)
Atılabilir Steril Hortum

077.0170: 150 cm 077.0184: 150 cm 077.0951: 180 cm

 077.0193: 300 cm (sadece küresel hesap için)

Atılabilir hortum; steril olmayan

077.0952: 180 cm
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UYARI
•  Taşınabilir RF iletişim ekipmanı (anten kabloları ve harici antenler gibi çevre 

birimleri dahil), üretici tarafından belirtilen kablolar (elektrik kablosu, ayak 
pedalı, araba) dahil olmak üzere, Dominant Flex pompasının herhangi bir 
parçasına 30 cm'den daha yakın kullanılmamalıdır. Aksi takdirde, bu durum, 
bu ekipmanın performansının düşmesine neden olabilir.

Yeniden kullanılabilir setler

077.0701: 1 l (kelepçe tutucusu ile)
0770715: 1 l (kelepçe tutucusu olmadan)
077.0702: 2 l (kelepçe tutucusu ile) 
077.0716: 2 l (kelepçe tutucusu olmadan) 
077.0703: 3 l
077.0705: 5 l

077.0704: 2 x 3 l 
077.0706: 2 x 5 l
077.0707: 2 x 2 l

Vakum hortumu (emme pompasından toplama sistemine)
Silikon, 7x12 mm

077.0054: 50 cm
077.0901: 100 cm
077.0902: 200 cm
077.0905: 500 cm
077.0900: 2500 cm

077.0931: 25 cm 
077.0185: 60 cm

077.0921: 30 cm
077.0922: 60 cm
077.0189: 300 cm

077.0154: 25 cm
077.0911: 33 cm
077.0912: 60 cm
077.0913: 100 cm

Filtreler** Ayak kontrolleri

077.0571
077.0572
077.0573
077.0575
101035263
101035264
101035265

**  tek hastada kullanım, bkz. 
ilgili Kullanım Talimatı

077.0723 077.0731

Tutucular

077.0521 077.0751/52 077.0651

Vakum Destekli İletim kapları
Yeniden kullanılabilir (yeniden işleme için, bkz. VAD kaplarına dair kullanım yönergeleri)

077.0175/76 077.0080 077.0171/72
077.0173/74

077.0761/62 077.0078

Tek kullanımlık/steril

077.0792 077.0791

Yüksek hacimli kurulumlar için olan aksesuarlar

077.0563 077.0561 077.0188

077.0542 077.0158
077.0160

077.0095

Numune kapları

077.0562/64 077.0194 077.0094
(sadece küresel 
hesap için)

Duvar için tutucular

077.0523 077.0192
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