Medtronic

Affinity™ CP CBAP40

Centrifugal Blood Pump with Cortiva™ BioActive Surface
LleHTpodymHa KpbBHaA NoMna ¢ 6MoaKkTnBHa NoBbpxHOCT Cortiva™
Odstrediva krevni pumpa s bioaktivnim povrchem Cortiva™
Centrifugalblodpumpe med Cortiva™ BioActive-overflade
Zentrifugalblutpumpe mit Cortiva™ BioActive Surface

®duyokevTpn avtAia aiparog pe Bloevepyn eniotpwon Cortiva™
Bomba centrifuga de sangre con superficie biocompatible Cortiva™
Cortiva™ bioaktiivse pinnakattega tsentrifugaalverepump
Bioaktiivisella Cortiva™-pinnoitteella paallystetty keskipakoveripumppu
Pompe sanguine centrifuge avec surface bioactive Cortiva™
Centrifugalna pumpa za krv s bioaktivnim premazom Cortiva™
Centrifugélis pumpa Cortiva™ bioaktiv felllettel

Biopompa centrifuga con superficie bioattiva Cortiva™

Centrifuginé kraujo pompa su ,,Cortiva™* bioaktyviuoju pavirSiumi
Centrbédzes asins siknis ar Cortiva™ biologiski aktivo parklajumu
Centrifugaalpomp met bioactieve Cortiva™-oppervlaktelaag
Sentrifugalpumpe med Cortiva™ bioaktiv overflate

Wirnikowa pompa krwi z powtokg bioaktywng Cortiva™

Bomba centrifuga de sangue com superficie bioativa Cortiva™
Pompa de sange centrifugala cu suprafata bioactiva Cortiva™
LleHTpobeHbIM HacoC 418 KpOBM C BMOaKTUBHbIM NOKpbITMEM Cortiva™
Odstrediva krvna pumpa s bioaktivnym povrchom Cortiva™
Centrifugalna ¢rpalka za kri z biolosko aktivno povrsino Cortiva™
Centrifugalna pumpa za krv sa Cortiva™ BioActive povrSinom
Centrifugalblodpump med Cortiva™ bioaktiv yta

Cortiva™ Biyo Aktif Yizeyli Santrifujli Kan Pompasi

Instructions for Use ® MHcTpyKumMu 3a ynoTpeba ® Navod k pouziti » Brugsanvisning ® Gebrauchsanweisung ® Oényieg xpriong ®
Instrucciones de uso ® Kasutusjuhend ¢ Kayttdohjeet « Mode d'emploi ® Upute za upotrebu  Hasznalati utmutaté ¢ Istruzioni per
l'uso ¢ Naudojimo instrukcijos ¢ LietoSanas pamaciba  Gebruiksaanwijzing  Bruksanvisning ® Instrukcja uzytkowania ¢ Instrugdes
de utilizacgdo * Instructiuni de utilizare ® UHCTPyKUmMA no aKcnayaTauum » Pokyny na pouzivanie ® Navodila za uporabo ¢ Uputstva
za upotrebu ¢ Bruksanvisning ¢ Kullanim Talimatlari

Caution: Federal law (USA) restricts this device to sale by or on the order of a physician. c €
0123



The following list includes trademarks or registered trademarks of Medtronic in the United States and possibly in other countries. All other trademarks are the
property of their respective owners.

B cnucbKka no-gony ca M36poeHn TbProBCKU MapKu UM PercTprpaHy TbproBcku Mapku Ha Medtronic B CALL, 1 gpyrv gbpasu. Beuuku octaHanm
THProBCKN MapKK Ca NPUTEHaHNE Ha CbOTBETHUTE UM COGCTBEHULN.

Nasledujici seznam uvadi ochranné znamky nebo registrované ochranné znamky spole¢nosti Medtronic v USA a pfipadné v jinych zemich. VSechny ostatni
ochranné znamky jsou majetkem pfislusnych vlastnika.

Folgende liste indeholder varemeaerker eller registrerede varemaerker tilhgrende Medtronic i USA og muligvis i andre lande. Alle andre varemaerker tilhgrer de
respektive ejere.

Die folgende Liste beinhaltet Marken oder eingetragene Marken von Medtronic in den USA und mdglicherweise in anderen Landern. Alle anderen Marken sind
Eigentum ihrer jeweiligen Inhaber.

O akdAouB0G KATAAOYOG TIEPIAAUBAVEL EUTIOPIKA OTjATA 1) ovjpata Katatebgvta tng Medtronic otig Hvwuéveg MoAtteieq kat iBavov oe AAAeG xwpeg. OAa
Ta AAAQ EPTIOPIKA OT)HATA €ival IBIOKTNGIa TWV AVTICTOX WV KATOXWV TOUG.

La siguiente lista incluye marcas comerciales o marcas registradas de Medtronic en los Estados Unidos y posiblemente en otros paises. Todas las marcas
comerciales son propiedad de sus propietarios respectivos.

Jargmises loendis on toodud Ameerika Uhendriikides ja ka teistes riikides asuvate ettevétte Medtronic kaubamargid véi registreeritud kaubamargid. Kaik teised
kaubamérgid on nende vastavate omanike omandid.

Seuraava luettelo sisaltdd Medtronic-yhtién tavaramerkit ja rekisterdidyt tavaramerkit Yhdysvalloissa ja mahdollisesti muissa maissa. Kaikki muut tavaramerkit
ovat niiden omistajien omaisuutta.

La liste suivante inclut des marques commerciales ou des marques déposées de Medtronic aux Etats-Unis et eventuellement dans d'autres pays. Toutes les
autres marques commerciales sont la propriété de leurs détenteurs respectifs.

Na sljede¢em popisu nalaze se registrirani zastitni znaci tvrtke Medtronic u Sjedinjenim Ameri¢kim Drzavama i, eventualno, u drugim zemljama. Svi ostali zastitni
znaci pripadaju svojim vlasnicima.

Az alabbi lista a Medtronic Egyesiilt Allamokban és valészin(ileg mas orszagokban érvényes védjegyeit vagy bejegyzett védjegyeit tartalmazza. Minden egyéb
védjegy a megfeleld tulajdonosok tulajdonat képezi.

L'elenco seguente include marchi di fabbrica o marchi registrati della Medtronic negli Stati Uniti ed eventualmente in altri Paesi. Tutti gli altri marchi di fabbrica
sono di proprieta dei rispettivi proprietari.

Tai yra ,Medtronic* prekiy Zenklai arba registruotieji prekiy Zenklai JAV ir galimai kitose Salyse. Visi kiti prekiy zenklai yra jy atitinkamy savininky nuosavybe.
Sargksté, kas noradits talak, uzskaititas kompanijas Medtronic pre¢u zimes vai ASV registrétas precu zimes. Visas citas preu zimes ir to attiecigo 1pasnieku
pasums.

In de onderstaande lijst staan de gedeponeerde of geregistreerde handelsmerken van Medtronic in de Verenigde Staten en mogelijk in andere landen. Alle
andere handelsmerken zijn het eigendom van de desbetreffende eigenaar.

Denfglgende listen inneholder varemerker eller registrerte varemerker for Medtronic i USA og eventueltiandre land. Alle andre varemerker tilherer de respektive
eierne.

Ponizsza lista zawiera znaki towarowe lub zastrzezone znaki towarowe firmy Medtronic w Stanach Zjednoczonych i prawdopodobnie w innych krajach. Wszystkie
pozostate znaki towarowe sg wtasnoscig ich prawowitych wtascicieli.

A lista que se segue inclui marcas comerciais ou marcas comerciais registadas da Medtronic nos EUA e possivelmente noutros paises. Todas as outras marcas
comerciais sao propriedade dos respetivos detentores.

Urmatoarea lista include marcile comerciale sau marcile comerciale inregistrate ale Medtronic in Statele Unite ale Americii si, posibil, in alte tari. Toate celelalte
marci comerciale sunt proprietatea detinatorilor respectivi.

CnepflyloLLpmii CNIMCOK BKKOYAET TOBApPHbIE 3HAKW U/ 3aperncTpupoBaHHble ToBapHble 3Haku Koprnopauun Medtronic B CLLA 1, BO3MOXHO, B ApYrnx CTpaHax.
Bce apyrve ToBapHble 3HaKM ABNAIOTCA COGCTBEHHOCTbIO UX BlafesbLeB.

Nasledujuci zoznam obsahuje ochranné znamky alebo registrované ochranné znamky spolo¢nosti Medtronic v USA a pripadne v d'alSich krajinach. VSetky
ostatné ochranné znamky su majetkom prislusnych vlastnikov.

Spodaj so navedene blagovne znamke ali registrirane blagovne znamke druzbe Medtronic v Zdruzenih drzavah Amerike in drugih drzavah. Vse druge blagovne
znamke so last njihovih lastnikov.

Sledecda lista obuhvata zigove ili registrovane zigove preduze¢a Medtronic u SAD i mozda u drugim zemljama. Svi drugi zasti¢eni Zigovi vlasniStvo su
odgovarajuéih vlasnika.

Foljande lista innehaller varumarken eller registrerade varuméarken som tillhér Medtronic i USA och mdjligen i andra lander. Alla 6vriga varumarken tillhor
respektive innehavare.

Asagidaki liste Medtronic sirketinin Amerika Birlesik Devletleri'nde ve muhtemelen diger llkelerdeki ticari markalarini veya tescilli ticari markalarini igerir. Diger
ticari markalarin timu ilgili sahiplerinin mulkiyetindedir.

Affinity, Cortiva, Medtronic



Explanation of symbols on product or package ¢ O6acHeH1e Ha CUMBOJIUTE BbPXY NPOAYKTa UM onaKkoBKara ¢ Vysvétleni
symboll na produktu nebo obalu ¢ Forklaring til symbolerne pa produktet eller emballagen ¢ Erlauterung der auf dem
Produkt und der Verpackung befindlichen Symbole ¢ Ete€jynon tTwv cupfoAwv 6To TPOIidV 1] 6T GUOKEVAGia *
Explicacion de los simbolos que aparecen en el producto o en el envase * Tootel voi pakendil olevate siimbolite tihendus ¢
Tuotteen tai pakkauksen symbolien selitykset ¢ Explication des symboles indiqués sur le produit et ’'emballage ¢
Objasnjenje simbola na proizvodu ili ambalazi « A terméken vagy annak csomagolasan Iévé szimbolumok magyarazata ¢
Spiegazione dei simboli presenti sul prodotto o sulla confezione * Simboliy ant gaminio arba pakuotés paaiSkinimai * Uz
produkta vai iepakojuma atrodamo simbolu skaidrojums ¢ Verklaring van de symbolen op het product of de verpakking
Forklaring av symboler pa produktet eller pakningen * Objasnienia symboli na produkcie lub opakowaniu ¢ Explicacao dos
simbolos presentes no produto ou nha embalagem ¢ Legenda simbolurilor de pe produs sau de pe ambalajul produsului ¢
O6bACHeHMe CMMBOJIOB Ha NPOAYKTe UK Ha ynakoBHe ¢ Vysvetlivky k symbolom na produkte alebo baleni ¢« Razlaga
simbolov na izdelku ali embalazi « Objasnjenje simbola na proizvodu ili pakovanju ¢ Férklaring av symboler pa produkt
eller férpackning * Uriin veya ambalaj iizerindeki sembollerin aciklamalar

Refer to the outer package label to see which symbols apply to this product. e [MornegHeTe BbHLWHWA ETUKET Ha ONaKoBKaTa, 3a Aa
BMAWTE KOM CUMBOJIM CE OTHACAT 3a TO3M NPOAYKT. * Symboly, které se vztahuji k tomuto vyrobku, naleznete na stitku na vnéjsi strané
obalu. « Se meerkaten pa den ydre emballage for de symboler, der geelder for dette produkt. ¢ Welche Symbole fir dieses Produkt
zutreffen, entnehmen Sie bitte dem Etikett auf der Verpackung. ® Avatp&€te otnv TIKETA TNG EEWTEPIKNG ouoKeuaaiag yla va deite
TI0La CUMPBOAA LOXUOUV YLa TO TIapOV Tipoiov. » Consulte la etiqueta del envase exterior para comprobar qué simbolos son aplicables
a este producto. » Valispakendi sildilt ndete, millised tingmargid selle toote puhul kehtivad.  Katso ulkopakkauksen etiketistd, mitk&
symbolit koskevat taté tuotetta. » Se référer aI'étiquette sur 'emballage extérieur pour savoir quels symboles s’appliquent a ce produit.
* Na etiketama na ambalazi pogledajte koji se simboli odnose na ovaj proizvod. * A termékre vonatkoz6 szimbolumok a csomagolason
talalhatok. « Fare riferimento all’etichetta sulla confezione esterna per sapere quali simboli si applicano a questo prodotto.  Norédami
suzinoti, kokiu simboliu pazymeétas Sis gaminys, zitrékite j iSoring pakuotés etikete. ® Skatiet areja iepakojuma markejumu, lai redzéetu
simbolus, kas attiecas uz $o izstradajumu. « Controleer het label op de buitenverpakking om te zien welke symbolen op dit product van
toepassing zijn. * Se pa etiketten pa den ytre pakningen for & fastsla hvilke symboler som gjelder for dette produktet. ® Nalezy zapoznaé
sie z etykietg na zewnetrznym opakowaniu, aby okresli¢, ktdre symbole dotyczg niniejszego produktu. ® Consultar a etiqueta exterior
da embalagem para ver quais os simbolos que se aplicam a este produto. ® Consultati eticheta dispozitivului pentru simbolurile
aplicabile acestui produs. ® CM. Ha 3TUKETKE BHELLHEN YNAKOBKU, KAKWME CUMBOJIbl MPUMEHUMbI K AAHHOMY NPOAYKTY. ® Prezrite si
oznacenie na vonkajSom obale a zistite, ktoré symboly sa vztahuju na tento produkt. ¢ Na nalepki na zunanji embalaZzi so navedeni
simboli, ki se nanasajo na ta izdelek. * Pogledajte spoljnu oznaku na pakovanju da biste videli koji se simboli primenjuju na ovaj
proizvod. ¢ Se etiketten pa ytterférpackningen fér de symboler som géller denna produkt. ¢ Bu triinde hangi sembollerin gegerli
oldugunu gérmek icin dis ambalaj etiketine bagvurun.

C € Conformité Européenne (European Conformity). This symbol means that the device fully complies with applicable
European Union Acts. ® Conformité Européenne (EBponeicKko cboTBETCTBKUE). TO3M CUMBON 03HaYaBa, Ye

YCTPOMCTBOTO OTroBaps Hanb/IHO Ha NMPUIOKMMOTO 3aKOHOAATENCTBO Ha EBponenckuA cbios. ® Conformité
Européenne (Evropska shoda). Tento symbol znamena, Ze zafizeni zcela splfiuje pozadavky pfislusnych zakonu
Evropské unie. « Conformité Européenne (Europaeisk Standard). Dette symbol betyder, at enheden fuldt ud
overholder geeldende EU-lovgivning. ® Conformité Européenne (Européische Konformitat). Dieses Symbol besagt,
dass das Gerat alle Vorschriften der einschlagigen EU-Gesetzgebung erfiillt. « Conformité Européenne (Eupwrtaikn
2uppoépdwaon). To cUPPBOAO AuTO onpaivel OTL TO TIPOIOV CUPHOPPWVETAL TTANPWG UE TOUG LOXVUOVTEG VOUOUG TNG
Evpwrnaikng ‘Evwong. ® Conformité Européenne (Conformidad Europea). Este simbolo indica que el dispositivo
cumple totalmente las Directivas europeas pertinentes. « Conformité Européenne (Euroopa vastavusmargis). See
simbol tdhendab, et seade vastab téielikult kohaldatavatele Euroopa Liidu seadustele. « Conformité Européenne
(eurooppalainen vaatimustenmukaisuus). Taméa symboli tarkoittaa, etté laite on kaikilta osin Euroopan unionin
soveltuvan lainsdadannén mukainen. « Conformité Européenne. Ce symbole signifie que 'appareil est entierement
conforme aux lois en vigueur de I'Union européenne.  Conformité Européenne (Uskladenost s europskim normama).
Taj simbol znadi da je uredaj potpuno uskladen s odgovarajuc¢im aktima Europske unije. ¢ Conformité Européenne
(europai megfelel6ség). Ez a szimbolum azt jelenti, hogy az eszkdz teljes mértékben megfelel az Eurdpai Unio
vonatkozd jogszabalyainak.  Conformité Européenne (Conformita europea). Questo simbolo indica che il dispositivo
€ pienamente conforme alle direttive europee in vigore. ® Conformité Européenne (Europos atitiktis). Sis simbolis
reiskia, kad prietaisas visiSkai atitinka taikytinus Europos Sajungos aktus. * Conformité Européenne (atbilstiba
Eiropas Savienibas prasibam). Sis simbols norada, ka ierice pilniba atbilst piemérojamo Eiropas Savienibas tiesibu
aktu prasibam. e Conformité Européenne (Europese Conformiteit). Dit symbool betekent dat het product volledig
voldoet aan de geldende Europese wetgeving. « Conformité Européenne (samsvar med europeisk standard). Dette
symbolet betyr at enheten er fullstendig i samsvar med gjeldende EU-rettsakter. « Conformité Européenne (Zgodnosc¢
z normami Unii Europejskiej). Ten symbol oznacza, ze urzadzenie spetnia wszystkie wymogi wynikajace z wtasciwych
aktow prawnych Unii Europejskiej. ® Conformité Européenne (Conformidade Europeia). Este simbolo significa que o
dispositivo esta em total conformidade com os Atos da Unido Europeia aplicaveis. ® Conformité Européenne
(Conformitate europeana). Acest simbol atesta conformitatea deplina a dispozitivului cu legislatia aplicabila a Uniunii
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Europene. * Conformité Européenne (EBponeicKkoe COOTBETCTBME). TOT CMMBOJ 0603HAYAET, YTO YCTPOMCTBO
MNOIHOCTbIO COOTBETCTBYET TPEBOBaHWAM NPUMEHWUMbIX AMpeKTvB EBponeiickoro Cotosa. ¢ Conformité Européenne
(Zhoda s poziadavkami EU). Tento symbol znamend, Ze zariadenie je v Uplnom sulade s platnymi pravnymi predpismi
Eurdpskej unie. « Conformité Européenne (evropska skladnost). Ta simbol pomeni, da je naprava v celoti skladna z
veljavnimi zakoni Evropske unije. ¢ Conformité Européenne (uskladenost sa evropskim standardima). Ovaj simbol
znaci da je uredaj u potpunosti uskladen sa vazec¢im zakonima Evropske unije. ® Conformité Européenne (Europeisk
standard). Denna symbol anger att enheten uppfyller alla géllande lagar i den Europeiska unionen. ¢ Conformité
Européenne (Avrupa Normlarina Uygunluk). Bu sembol, cihazin ylrGrliikteki Avrupa Birligi Yasalarina tam olarak
uygun oldugunu ifade eder.

Nonpyrogenic fluid path e HenuporerneH nbT Ha TedHocTTa ® Apyrogenni draha tekutiny e Ikke-pyrogen veeskebane ©
Pyrogenfreier Flissigkeitsweg ® Mn mupetoyovog Siadpopr) uypou ¢ Via de liquido apirégena ® Mitteplrogeenne
vedelikutee * Pyrogeeniton nestereitti ® Trajet des fluides apyrogéne ® Prolaz za nepirogenu tekuéinu « Nem pirogén
folyadékut  Percorso per il liquido apirogeno ® Nepirogeniné skyscio linija ® Nepirogéns Skidruma plismas celsS ¢
Niet-pyrogene vloeistofbaan  Pyrogenfri vaeskebane ¢ Niepirogenna droga przeptywu ptynu ¢ Percurso de liquidos
nao pirogénico ¢ Cale de fluid apirogena ¢ [MyTn ToKa }MUAKOCTM anuporeHHbl ® Nepyrogénna cesta tekutiny ©
Apirogena pot tekoCine  Nepirogena putanja te¢nosti  Pyrogenfri vatskebana e Pirojenik olmayan sivi yolu

Authorized representative in the European Community ® YnbaHomMoLeH npeactasuTen B EBponerickara o6LwHoCT ©
Autorizovany zastupce pro Evropskeé spoleenstvi ® Autoriseret repraesentant i EU ¢ Autorisierter Reprasentant in der
Européischen Gemeinschaft » EEouclodotnuévog avtimpoowrog otnv Evpwraikr Kowvétnta * Representante
autorizado en la Comunidad Europea ¢ Volitatud esindaja Euroopa Uhenduses ¢ Valtuutettu edustaja Euroopan
yhteisdn alueella « Représentant autorisé dans la Communauté européenne ¢ Ovlasteni predstavnik u Europskoj
zajednici * Hivatalos képviselet az Eurdpai K6z6sségben » Rappresentante autorizzato nella Comunita europea ©
|galiotasis atstovas Europos Bendrijoje * Pilnvarotais parstavis Eiropas Kopiena ¢ Geautoriseerd vertegenwoordiger
in de Europese Gemeenschap ¢ Autorisert representant i Det europeiske fellesskap ¢ Autoryzowany przedstawiciel w
Unii Europejskiej ® Representante autorizado na Comunidade Europeia  Reprezentanta autorizata in Comunitatea
Europeana * YnonHoMo4eHHbIM NpeacTaBuTesb B EBponerickom coobuiectBe ® Autorizovany zastupca pre Eurdpske
spolocenstvo ¢ Pooblas¢eni predstavnik v Evropski skupnosti ¢ Ovliasc¢eni predstavnik u Evropskoj zajednici ®
Auktoriserad representant inom EG ¢ Avrupa Toplulugu’ndaki yetkili temsilci

Sterilized using ethylene oxide ® CtepnnunaunpaHo c eTuneHoB oKkcug ¢ Sterilizovano ethylenoxidem e Steriliseret med
etylenoxid * Mit Ethylenoxid sterilisiert ® Atootelpwuevo e alBuAevogeidio » Esterilizado mediante éxido de etileno ©
Steriliseeritud etlleenoksiidiga * Steriloitu etyleenioksidilla ® Stérilisé a 'oxyde d’éthyléne ¢ Sterilizirano
etilen-oksidom ¢ Etilén-oxiddal sterilizalva * Sterilizzato a ossido di etilene ® Sterilizuota etileno oksidu e Sterilizéts,
izmantojot etilenoksidu ® Gesteriliseerd met ethyleenoxide ¢ Sterilisert med etylenoksid ¢ Sterylizowany tlenkiem
etylenu ¢ Esterilizado utilizando éxido de etileno e Sterilizat cu oxid de etilena ¢ CtepnnnsoBaHo STUIEHOKCUAOM ©
Sterilizované pomocou etylénoxidu ¢ Sterilizirano z etilenoksidom e Sterilisano koris¢enjem etilen-oksida © Steriliserad
med etylenoxid e Etilen oksit ile sterilize edilmistir

Nonsterile ® Hectepunen ¢ Nesterilni © Ikke-steril « Unsteril © Mn oteipo ® No estéril » Mittesteriilne « Epasteriili e Non
stérile ¢ Nije sterilno » Nem steril « Non sterile » Nesterilus » Nesterila » Niet-steriel  Usteril « Produkt niejatowy « Nao
estéril  Nesteril « HectepunbHo » Nesterilné  Nesterilno © Nije sterilno  Icke-steril » Steril Degildir

Do notreuse * [la He ce nanonasa nosTopHO * NepouZivejte opakované « Méa ikke genbruges ¢ Nicht wiederverwenden
* Mnv enavaypnotuorioteite ® No reutilizar « Mitte kasutada korduvalt » Ala kaytéa uudelleen ¢ Ne pas réutiliser
Nemoijte upotrebljavati viSe puta  Kizardlag egyszeri hasznalatra ® Non riutilizzare « Nenaudoti pakartotinai ® Nelietot
atkartoti » Niet opnieuw gebruiken  Skal ikke brukes flere ganger ¢ Nie stosowac ponownie ¢ Nao reutilizavel e De unica
folosinta » He ncnonbsosatk noBTOpHO * NepouZivajte opakovane  Za enkratno uporabo ¢ Nije za ponovnu upotrebu ¢
Far inte ateranvandas ¢ Yeniden kullanmayin

Do not resterilize « He cTepunuanpaiite nosTopHo * Neprovadéite resterilizaci « Mé& ikke resteriliseres » Nicht
resterilisieren « Mnv enavarootelpwveTte  No reesterilizar » Mitte steriliseerida uuesti ® Ala steriloi uudelleen ¢ Ne pas
restériliser ¢ Nemojte iznova sterilizirati ¢ Nem Ujrasterilizalhat6 ¢ Non risterilizzare ¢ Nesterilizuokite pakartotinai
Nesterilizet atkartoti » Niet opnieuw steriliseren » Skal ikke resteriliseres ¢ Nie sterylizowaé ponownie ® N&o reesterilizar
* Nu resterilizati » He ctepuansosatb nosTopHO ® Opakovane nesterilizujte ® Ne sterilizirajte znova ¢ Nije za ponovnu
sterilizaciju * Far inte omsteriliseras * Yeniden sterilize etmeyin

Use-by date * M3nonssarite go * Datum pouzitelnosti ® Kan anvendes til og med ¢ Verwendbar bis ® Huepounvia
«Xpron eEwg» * Fecha de caducidad ¢ Kolblik kuni  Viimeinen kayttopaivamaara  Date de péremption ® Rok upotrebe
* Lejarati id6 e Utilizzare entro » Naudoti iki ® Izmantot 1dz « Uiterste gebruiksdatum e Siste forbruksdag  Termin
przydatnosci do uzycia ® Utilizar antes da data ¢ A se utiliza pana la data de * Cpok rogHocTu ® Datum spotreby
Uporabno do ¢ Datum ,Upotrebljivo do“ ¢ Utgdngsdatum ¢ Son kullanma tarihi
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Lot number » Homep Ha naptuga * Cislo $arze * Partinummer » Losnummer * AplOuoc raptidag » Nimero de lote
Partii number  Erdnumero « Numéro de lot  Broj serije » Tételszam ¢ Numero di lotto ¢ Partijos numeris * Partijas
numurs ¢ Partijnummer ¢ Lotnummer ¢ Numer partii produkcyjnej ® NUmero de lote ¢ Numar de lot « Homep naptuu ¢
Cislo Sarze » Serijska Stevilka ® Broj serije * Lotnummer ¢ Lot numarasi

Quantity ® HonnyecTtso ® Mnozstvi ® Antal ® Menge ¢ lMoodtnta * Cantidad ® Kogus ® M&ara e Quantité ¢ Koli€ina ®
Mennyiség * Quantita ¢ Kiekis e Daudzums ¢ Aantal » Antall * llo$¢ » Quantidade * Cantitate * Konnyectso ® Mnozstvo ¢
Koli¢ina « Koli¢ina * Antal « Miktar

Open here * OTBOpeTe TyK * Zde oteviete » Abnes her « Hier 6ffnen » AvoiEte £5w * Abrir aqui * Avage siit » Avaa tasta ¢
Ouvrir ici » Ovdje otvoriti * Iit nyilik * Aprire qui * Atidaryti Cia * Atvert Seit » Hier openen ¢ Apnes her » Otwierac tutaj
Abrir aqui * Deschideti aici ® OTKpbiBaTb 3geck ® Tu otvorit ® Odprite tukaj ® Ovde otvoriti * Oppna héar ® Buradan agin

Consult instructions for use * Pasrnegaite nHCTpyKummnTe 3a ynotpeba * Viz navod k pouziti ® Se brugsanvisningen ¢
Gebrauchsanweisung lesen ® ZuppouAeuteite TG 0dnyieg xpriong ® Consultar instrucciones de uso © Tutvuge
kasutusjuhistega * Katso kayttdohjeet » Consulter le mode d’emploi ® Pogledajte upute za upotrebu » Lasd a hasznalati
utmutatot e Consultare le istruzioni per 'uso ¢ Skaitykite naudojimo instrukcijose  Skatit lietoSanas pamacibu e Zie
gebruiksaanwijzing * Se i bruksanvisningen ¢ Nalezy zapoznac sie z instrukcjg uzytkowania ® Consultar as instrugoes
de utilizagdo ¢ Consultati Instructiunile de utilizare « Cm. MHCTPYKUMIO MO aKcnayaTauum » Pozrite si pokyny na
pouzivanie * Glejte navodila za uporabo * Pogledajte uputstva za upotrebu ¢ Las bruksanvisningen ¢ Kullanim
talimatlarina bakin

For US audiences only e Camo 3a CALL, » Pouze pro uZivatele v USA  Geelder kuniUSA ¢ Gilt nur fir Leserin den USA
Movo yia eAdteg evtog Twv HIMA ¢ Solo aplicable en EE. UU. ¢ Ainult kasutajatele Ameerika Uhendriikides ® Koskee
vain Yhdysvaltoja * Ne s’applique qu’aux Etats-Unis ® Samo za americko trziste ® Csak egyesult allamokbeli
felhasznaloknak ¢ Esclusivamente per il mercato statunitense ® Tik JAV naudotojams e Tikai pirc€jiem ASV ¢ Alleen van
toepassing voor de VS ¢ Gjelder kun USA ¢ Dotyczy tylko odbiorcéw w USA ¢ Aplicavel apenas aos EUA « Numai pentru
SUA « TonbKo gnAa CLUA » Len pre pouzivatel'ov v USA e Samo za uporabnike v ZDA « Samo za korisnike u SAD » Géller
endast i USA e Yalnizca ABD’deki kullanicilar igin

Do not subject to impact or rough handling ® He ynpamHsBariTe HaTUCK naun rpy6o 6opaseHe ® Chrante pfed narazy
a neSetrnym zachazenim  Ma ikke udsaettes for stad eller hArdhaendet handtering  Vor StéBen, Schlagen und
unsanfter Behandlung schitzen ® Na unv umokeltat og XTurmuata 1y arndTopoug Xeptopoug » No lo someta a
impactos o manipulacién brusca ¢ L6dgid voi &kiline kasitsemine on keelatud » Al altista iskuille tai kovakouraiselle
kasittelylle « Ne pas soumettre & des chocs ou une manipulation brutale ¢ Ne izlazite proizvod udarcima ili grubom
rukovanju * Ovatosan kezelendd » Non sottoporre a caduta o a trattamento improprio ® Negalima trankyti ar neatsargiai
elgtis » Sargat no triecieniem un apieties saudzigi * Voorzichtig behandelen ¢ M4 ikke utsettes for stet eller roff
handtering ¢ Nie naraza¢ na uderzenia ani wstrzasy ¢ Nao sujeitar a impactos ou a manuseamento descuidado ¢ Nu
expuneti la impact sau la manipulare brutalad ¢ YcTpoicTso TpebyeT 6epexHoro obpatieHua ® Nevystavujte narazom
alebo nesetrnej manipulacii ® Ne izpostavljajte udarcem ali grobemu ravnanju ® Ne izlagati udaru niti grubom rukovanju
e Far inte utsattas for stotar eller ovarsam hantering ® Darbelere veya 6zensiz muameleye maruz birakmayin

Do not use if package is damaged * He nanonsBaiite, ako onakoBKara e nospegeHa ® Nepouzivejte, je-li obal
poskozeny ¢ Ma ikke anvendes, hvis emballagen er beskadlget Nicht verwenden, wenn die Verpackung beschadigt
ist « Mnv To XpNooToLE(TE EAV 1) GUOKeVATia €xel UTIooTEl {nuia * No utilizar si el envase esta dafiado ¢ Arge
kasutage, kui pakend on kahjustatud * Al4 kayta, jos pakkaus on vaurioitunut * Ne pas utiliser si 'emballage est
endommagé * Nemojte upotrebljavati ako je ambalaza oSte¢ena * Ne hasznalja fel, ha a csomagolas sérlt ¢ Non
utilizzare se I'imballaggio non € integro ® Nenaudokite, jei pakuoté pazeista  Nelietot, ja iepakojums ir bojats ¢ Niet
gebruiken als de verpakking beschadigd is ® Skal ikke brukes hvis pakningen er skadet ¢ Nie stosowac, jesli
opakowanie jest uszkodzone ® N&o utilizar se a embalagem estiver danificada ® Nu folositi daca ambalajul este
deteriorat ® He ncnonb3oBartb, ecnm ynakoBka nospexgeHa ® Nepouzivajte, ak je obal poSkodeny  Ne uporabljajte,
Ce je embalaZza poskodovana ¢ Ne koristiti ako je pakovanje ostec¢eno « Far ej anvandas om férpackningen ar skadad ¢
Ambalaj hasarliysa kullanmayin

Manufacturing site  lNpoussogcTBeH 06eKT ® Misto vyroby ¢ Fabrikationssted ¢ Produktionsstétte ® Epyootdaoio
Kataokeur|G ® Lugar de fabricacion » Tootmiskoht ¢ Valmistuspaikka ® Site de fabrication ® Mjesto proizvodnje e
Gyartohely » Luogo di fabbricazione ® Pagaminimo vieta ® Razotne ¢ Productieplaats ® Produksjonssted ¢ Zaktad
produkcyjny ¢ Local de fabrico * Locul fabricatiei  MecTo nponssoacTsa * Miesto vyroby e Kraj izdelave ¢ Mesto
proizvodnije e Tillverkningsanlédggning ¢ Uretim yeri

Keep dry * Nogabpixante cyxo ¢ Udrzujte v suchu » Skal opbevares tert  Trocken autbewahren ¢ Alatnpriote oteyvo
Mantener seco ® Hoida kuivas * Sailyta kuivassa ® A conserver dans un endroit sec ® Drzite na suhom ¢ Szarazon
tartandd * Mantenere asciutto * Laikyti sausoje vietoje ® Uzglabat sausa vieta ® Droog bewaren ¢ Skal holdes torr
Chronic¢ przed wilgocia ® Manter seco ® Pastrati intr-un spatiu uscat * XpaHutb B cyxom mecTe ® Uschovajte v suchu ©
Hranite v suhem prostoru ¢ Drzati na suvom mestu ¢ Férvaras torrt « Kuru yerde saklayin



3
et

E

Temperature limitation ® OrpaHnyeHue 3a Temneparypara ® Mezni hodnoty teploty ® Temperaturbegreensning ¢
Temperaturbereich ¢ ‘Opla Beppokpaaiag ¢ Limitacién de la temperatura ® Temperatuuripiirang ® LAmpétilarajoitus
Limite de température  Ogranienje temperature « Hémérsékleti hatarok  Limiti di temperatura  Temperaturos
apribojimas * Temperaturas ierobezojums ® Temperatuurbereik  Krav til temperatur ® Dopuszczalna temperatura ©
Limite de temperatura ¢ Limite de temperatura ¢ Mpegensl Temnepatypsl ® Hraniéné hodnoty teploty ® Temperaturna
omejitev ® OgraniCenje temperature ® Temperaturbegransning ® Sicaklik sinirlamasi

Fragile, handle with care ® YynauBo, pa6oteTte BHMMaTenHo * Kiehké, manipulujte opatrné  Skrabelig, skal hdndteres
med forsigtighed  Vorsicht: zerbrechlich « EUBpauaoTo, xelploteite ye mpoooxn © Fragil, manipular con cuidado ©
Kergestipurunev! Ettevaatust kasitsemisel! « Helposti sarkyva, késittele varovasti  Fragile, & manipuler avec
précaution ® Lomljivo, pazljivo rukovati ® Torékeny, 6vatosan kezelendd ¢ Fragile, maneggiare con cura ® Trapus, elgtis
atsargiai ® Plistoss, rikoties uzmanigi ® Breekbaar, voorzichtig hanteren ¢ M& handteres med forsiktighet ¢ Delikatne,
zachowac ostroznos¢ e Fragil, manusear com cuidado * Fragil, manipulati cu atentie * Xpynkoe, o6patwantech ¢
OCTOPOXKHOCTbIO ® Krehké, manipulujte opatrne ¢ Lomljivo, ravnajte pazljivo ® Lomljivo, rukujte pazljivo « Omtalig,
hanteras varsamt » Kirilabilir, dikkatle tasiyin

Humidity limitation ® OrpaHuyeHune 3a BnaxHocT ® Mezni hodnota vihkosti ® Graense for Iuftfugtighed
Luftfeuchtigkeitsbereich ¢ MNeplopiopog vypaciag  Limitacion de la humedad © Niiskuspiirang ® Kosteusrajoitus ¢
Limite d’humidité « Ograni¢enje vlaznosti ® A paratartalom hatarértékei ¢ Limiti di umidita  Oro drégmes apribojimas ©
Mitruma ierobezojums ¢ Vochtigheidsbereik © Krav til fuktighet ® Ograniczenia wilgotnosci ¢ Limites de humidade
Limite de umiditate ® OrpaHnyeHue no BnaxHocTh © Hraniéné hodnoty vihkosti ® Omejitev vlaznosti  Ograni¢enje
vlaznosti vazduha * Begransning for luftfuktighet « Nemlilik sinirlamasi

Atmospheric pressure limitation ¢ OrpaH1yeHue 3a atmocdepHOTO HanaraHe ® Mezni hodnota atmosférického tlaku ©
Greense for atmosfeerisk tryk » Luftdruckbereich ¢ MNeploplopodg atpoodalpikng tieong ¢ Limitacion de la presion
atmosférica ® Ohurchupiirang ¢ limanpainerajoitus ® Limite de pression atmosphérique * Ograni¢enje atmosferskog
tlaka » A Iégnyomas hatarértékei ¢ Limiti della pressione atmosferica ® Atmosferos slégio apribojimas ¢ Atmosféras
spiediena ierobezojums * Atmosferische-drukbereik ® Krav til atmosfeeretrykk ¢ Ograniczenia wartosci cisnienia
atmosferycznego ¢ Limites de presséo atmosférica ¢ Limite de presiune atmosferica ¢ Npegen atmochepHoro
fasneHua ¢ Hrani¢né hodnoty atmosférického tlaku ¢ Razpon vrednosti atmosferskega tlaka ® Ogranienje
atmosferskog pritiska ® Gréans for atmosfériskt tryck ¢ Atmosfer basinci sinirlamasi

Date of manufacture ¢ Jlata Ha npon3BogcTso ® Datum vyroby ¢ Fabrikationsdato ® Herstellungsdatum ¢ Huepounvia
Kataokeur|g ® Fecha de fabricacion » Tootmiskuupéev ¢ Valmistuspaivamaéra » Date de fabrication ® Datum
proizvodnje * Gyartas ideje » Data di fabbricazione « Pagaminimo data ® RaZzoSanas datums ¢ Productiedatum e
Produksjonsdato ¢ Data produkcji * Data de fabrico ¢ Data fabricarii » [lata narotosnenus * Datum vyroby ¢ Datum
izdelave * Datum proizvodnje e Tillverkningsdatum e Uretim tarihi

Serial number ¢ CepreH Homep © Sériové Cislo ® Serienummer ® Seriennummer ® AplB0g oelpdg ® Numero de serie ®
Seerianumber ¢ Sarjanumero ® Numéro de série * Serijski broj ¢ Sorozatszam ¢ Numero di serie ® Serijos numeris ¢
Sérijas numurs ® Serienummer ¢ Serienummer * Numer seryjny ® Nimero de série ® Numar de serie ® CepuiiHbIi
Homep © Sérioveé Cislo » Serijska Stevilka ® Serijski broj  Serienummer ¢ Seri numarasi

Catalog number » KatanoxeH Homep © Katalogové Cislo ® Katalognummer ¢ Katalognummer  Api8u6g kataAdyou ©
Numero de catélogo * Kataloogi number ¢ Luettelonumero * Numéro de référence  Kataloski broj « Kataldgusszam e
Numero di catalogo * Katalogo numeris ® Kataloga numurs  Catalogusnummer ¢ Artikkelnummer e Numer katalogowy
* Numero de catalogo * Numar de catalog  Homep no Katanory ¢ Kataldgové Cislo » KataloSka Stevilka ® Kataloski broj
» Katalognummer ¢ Katalog numarasi

Corrugated recycles * Pugenosanu peumknampanm npogykTu © Vinita lepenka k recyklaci ® Genindvundet balgepap ©
Recycelbarer Karton ¢ To xaptovi avakukAwvetal * Embalaje ondulado reciclable ¢ Taaskasutatavad pakendid ¢
Kierratettava aaltopahvipakkaus ¢ Matériaux recyclables ¢ Reciklazna klasa valovitog kartona ¢ Ujrahasznosithaté
hullampapir ¢ Riciclo dei corrugati ® Pakartotinai panaudotas gofruotas kartonas ¢ Gofrétu materialu parstrade ¢
Recyclebaar karton ¢ Pappgjenvinning ¢ Falista czes¢ zdatna do recyklingu » Cartéo reciclado * Materiale reciclate
gofrate e lTodpmpoBaHHbIN KAPTOH, NoAexalmi nepepaboTKe ® Recyklovatelny vinity papier ® Valovita embalaza za
reciklazo * Talasasti karton pogodan za recikliranje * Atervinning av kartong och emballage ¢ Oluklu geri déniisimli

Recycle ¢ Peunrninpate ¢ Recyklace » Genbrug ¢ Recycelbar ¢ AvakukAworn ¢ Reciclar » Taaskasutus ¢ Kierrata
Recycler » Reciklirati  Ujrahasznosithat6  Riciclare » Perdirbimas © Parstrade  Recyclen ¢ Kan resirkuleres ¢
Recykling * Reciclar » Reciclati * NMoanexut nepepaboTtke * Recyklovatelné « Za reciklazo » Recikliranje « Lamnas till
atervinning ¢ Geri Dénlisim

Manufacturer ¢ [Mpoussoguten * Vyrobce © Fabrikant ® Hersteller e Kataokeuaotnq ¢ Fabricante » Tootja * Valmistaja ®
Fabricant  Proizvodac ¢ Gyarto  Fabbricante  Gamintojas ® RaZotéajs  Fabrikant » Produsent » Producent  Fabricante
* Producator « Npounssogutens ® Vyrobca e Izdelovalec ¢ Proizvodac e Tillverkare » Uretici
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Do not dispose of this product in the unsorted municipal waste stream. Dispose of this product according to local
regulations. See http://recycling.Medtronic.com for instructions on proper disposal of this product. ® He nsxsbpnavire
TO3M NPOAYKT NPU HECOPTUPAHM 0BLLECTBEHM OTNAAbLUN. N3XBBPAANTE TO3W NPOAYKT B CbOTBETCTBUE C MECTHUTE
pasnopenbu. Buxte yebcanTa http://recycling.Medtronic.com 3a MHCTPYKLMM OTHOCHO NPAaBUIHOTO U3XBBbPJ/ISHE Ha
TO3K NpoayKT. ® Tento produkt nelikvidujte s netfidénym komunalnim odpadem. Likvidaci tohoto produktu provedte
v souladu s mistnimi pfedpisy. Pokyny ke spravnému zpUsobu likvidace tohoto vyrobku naleznete na adrese
http://recycling.Medtronic.com. * Produktet ma ikke bortskaffes som usorteret husholdningsaffald. Bortskaf dette
produkt i overensstemmelse med lokale love og regler. Se http://recycling.Medtronic.com for vejledning vedrgrende
korrekt bortskaffelse af dette produkt. e Dieses Produkt darf nicht mit dem Restmill/Hausmll entsorgt werden. Bei der
Entsorgung dieses Produkts sind die einschlagigen Vorschriften zu beachten. Anweisungen zur ordnungsgemaien
Entsorgung dieses Produkts finden Sie unter http://recycling.Medtronic.com. ¢ Mnv anoppimntete 10 TapdV Poidv
OTa KoLvA SNUOTIKA amoppifata ota omoia dev yivetal Slahoyn. Aloppidte To TTApOV TiPoidv cUNPWVA [E TOUG
TOTIKOUG KAVOVIOUOUG. Ma 08nyieq OXETIKA PE TN CWOoTH andppufn Tou TIapovTog POIOVTog, eTOKEDOEITE TN
StevBuvon http://recycling.Medtronic.com. ® No desechar este producto en los contenedores para residuos
municipales sin clasificar. Deseche este producto de acuerdo con la normativa local. Consulte i
http://recycling.Medtronic.com para obtener instrucciones acerca de la correcta eliminacion de este producto. ® Arge
visake seda toodet sorteerimata olmejaatmete hulka. Kérvaldage toode vastavalt kohalikele eeskirjadele. Toote Gige
kdrvaldamise suunised leiate aadressilt http://recycling.Medtronic.com.  Ala havita tuotetta lajittelemattoman
yhdyskuntajatteen mukana. Havita tuote paikallisten maaraysten mukaisesti. Katso ohjeet tuotteen asianmukaisesta
havittdmisesta osoitteesta http://recycling.Medtronic.com. ¢ Ne pas mettre ce produit au rebut dans une décharge
municipale ne pratiquant pas le tri des déchets. Respecter la réglementation locale en vigueur en la matiére. Consulter
le site Web http://recycling.Medtronic.com pour obtenir des instructions sur la mise au rebut correcte de ce produit.
Ne bacajte ovaj proizvod u nerazvrstani gradski otpad. Proizvod odlozite u otpad u skladu s lokalnim propisima. Upute
o pravilnom odlaganju ovog proizvoda u otpad potrazite na web-stranici http://recycling.Medtronic.com. ¢ A terméket
tilos a valogatas nélkuli (nem szelektiv), kommunalis hulladék k6zé elhelyezni. A terméket a helyi eldirdsoknak
megfeleléen artalmatlanitsa. A http://recycling.Medtronic.com webhelyen tajékozédhat a termék megfelelé
artalmatlanitasardl. « Non eliminare questo prodotto insieme ai rifiuti solidi urbani non differenziati. Attenersi alle
normative in vigore per il corretto smaltimento. Consultare la pagina http://recycling.Medtronic.com per le istruzioni
sullo smaltimento corretto del prodotto. « NeiSmeskite Sio gaminio su neriSiuotomis buitinémis atliekomis. Sj gamin;
iSmeskite atsizvelgdami j vietinius reikalavimus. Adresu http://recycling.Medtronic.com pateikiamos instrukcijos dél
tinkamo Sio gaminio utilizavimo. ® Neizmetiet So izstradajumu kopa ar neskirotiem sadzives atkritumiem. Atbrivojieties
no §T1izstradajuma saskana ar vietéjiem noteikumiem. Noradijumus par 8T izstradajuma pareizu likvidéSanu skatiet
vietné http://recycling.Medtronic.com. ¢ Niet met het gewone huisvuil wegwerpen. Werp dit product weg volgens de
lokale afvalverwerkingsregels. Zie http://recycling.Medtronic.com voor instructies voor de correcte afvoer van dit
product. e Dette produktet skal ikke kastes i usortert kommunalt avfall. Produktet skal kastes i samsvar med lokale
retningslinjer. P& nettstedet http://recycling.Medtronic.com finner du instruksjoner for riktig deponering av dette
produktet. ® Produktu nie wolno wyrzuca¢ do niesegregowanych odpadéw komunalnych. Produkt nalezy utylizowaé
zgodnie z lokalnymi przepisami. Instrukcje prawidtowej utylizacji produktu znajdujg sie pod adresem
http://recycling.Medtronic.com. ¢ Nao eliminar este produto juntamente com outros residuos urbanos néo triados.
Elimine este produto de acordo com as regulamentagdes locais. Consulte http://recycling.Medtronic.com para obter
instrugcoes sobre métodos de eliminacao adequados deste produto. ® Nu aruncati acest produs la categoria deseurilor
municipale nesortate. Scoateti din uz acest produs respectand reglementarile locale. Pentru instructiuni privind
scoaterea din uz corespunzatoare a acestui produs, consultati http://recycling.Medtronic.com. e He BbiGpacbiBanTe
JaHHbIA NPOAYKT BMECTE C HEOTCOPTUPOBAHHbIM BbITOBLIM MyCOPOM. YTUAN3UPYHTE AAHHbIN NPOAYKT B
COOTBETCTBUM C TPEHOBAHUAMM MECTHOIO 3aKOHOAATENbCTBA. YKasaHuA No Hag/exatlemn yTmanMsaumm npogyKra
cM. no agpecy http://recycling.Medtronic.com. ® Nevyhadzujte tento produkt do netriedeného komunalneho odpadu.
Tento produkt zlikvidujte v sulade s miestnymi predpismi. Pokyny na spravnu likvidaciu tohto produktu najdete na
webovej lokalite http://recycling.Medtronic.com. ¢ Tega izdelka ne odlagajte med neloene skupne odpadke. Izdelek
odstranite v skladu z lokalnimi predpisi. Oglejte si navodila za ustrezno odstranjevanije tega izdelka na naslovu
http://recycling.Medtronic.com. ¢ OdloZite uredaj na predvidenu lokaciju za recikliranje. Odlozite ovaj proizvod u
skladu sa lokalnim propisima. Uputstva o pravilnom odlaganju ovog proizvoda potrazite na veb-lokaciji
http://recycling.Medtronic.com. « Kassera inte produkten bland osorterat kommunalt avfall. Kassera produkten enligt
lokala foreskrifter. Anvisningar om hur produkten ska kasseras finns pa http://recycling.Medtronic.com. ¢ Bu Uriini
ayrnim yapilmayan belediye atik zincirinde bertaraf etmeyin. Bu Uriinu yerel diizenlemelere uygun olarak bertaraf edin.
Bu Urlinln gerektigi gibi bertaraf edilmesiyle ilgili talimatlar igin http://recycling.Medtronic.com adresine basvurun.

This way up * C Tasu cTpaHa Harope ¢ Timto smérem nahoru ¢ Denne side op ¢ Diese Seite oben ¢ [Mpog Tanidvw ¢ Esta
cara hacia arriba * See kdlg tlespoole » Taméa puoli yléspéin * Placer ce cété vers le haut « Ova strana gore ¢ Allitva
tarolando » Questa parte rivolta verso I'alto ® Sia puse j virSy ¢ Virspuse uz augsu * Deze kant boven ® Denne siden opp ©



Ta strong do gory » Manter esta parte virada para cima ¢ Cu aceasta parte in sus ® 310l cTopoHo BBEpX ® Touto
stranou nahor ¢ Navzgor v to smer ¢ Ova strana nagore * Denna sida upp ® Bu taraf yukariya bakar



1 Description

The Affinity CP centrifugal blood pump with Cortiva bioactive surface (CBAP40) is intended for use in extracorporeal circulation
procedures. It is designed to move blood by centrifugal force generated by a combination of a smooth rotating cone and low-profile
impeller fins. Energy is transferred from the pump in the form of pressure and velocity as the blood is driven toward the outlet port of
the pump. To limit friction and heat generation, the Affinity CP centrifugal blood pump with Cortiva bioactive surface utilizes a
pivot-bearing design on a dual ceramic pivot.

The Affinity CP centrifugal blood pump with Cortiva bioactive surface has been sterilized using ethylene oxide.

Products coated with Cortiva bioactive surface include a “CB” prefix in the model number. Additional information regarding Cortiva
bioactive surface is available in Chapter 7.

The Affinity CP centrifugal blood pump with Cortiva bioactive surface couples to a remote magnetic drive unit called the external drive
motor model 560A, which interfaces with a Medtronic pump speed controller. It also couples with the emergency handcrank

model HC150A in the event of controller or power failure. Refer to the appropriate Medtronic pump speed controller operator’s manual
for additional information about the external drive motor and the emergency handcrank.

The Affinity CP centrifugal blood pump with Cortiva bioactive surface also couples with the Affinity CP adapter to enable the pump to
be operated with the Stéckert™ and Sorin™ centrifugal pump systems or the Sarns™ and Terumo™ centrifugal systems.

The adapter may not be available in your country. Contact your Medtronic representative to confirm if the adapter is available.

For additional information on using the Affinity CP adapter or operating the Medtronic pump speed controller or accessories, refer to
the instructions for use or operator’s manual.

Figure 1. Affinity CP centrifugal blood pump with Cortiva bioactive surface

1 Inlet port
2 Outlet port

2 Indications for use

The Affinity CP centrifugal blood pump with Cortiva bioactive surface is used to pump blood through the extracorporeal bypass circuit
for extracorporeal circulatory support for periods appropriate to cardiopulmonary bypass (up to 6 hours).

Itis also indicated for use in extracorporeal support systems (for periods up to 6 hours) not requiring complete cardiopulmonary bypass
(for example, valvuloplasty, circulatory support during mitral valve reoperation, surgery of the vena cava or aorta, liver transplants).

The Affinity CP centrifugal blood pump with Cortiva bioactive surface is driven by the external drive motor or the emergency handcrank.
The Affinity CP centrifugal blood pump with Cortiva bioactive surface is intended for use with Medtronic controllers or may be used with
the Stdckert and Sorin centrifugal pump systems or the Sarns and Terumo centrifugal systems by attaching the Affinity CP adapter.
3 Contraindications

The Affinity CP centrifugal blood pump with Cortiva bioactive surface is contraindicated for use as a cardiotomy suction device. Use
the device only as indicated.

4 Warnings

Read all warnings, precautions, and instructions for use carefully prior to use. Failure to read and follow all instructions, or failure to
observe all stated warnings, could cause serious injury or death to the patient.
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4.1 Affinity CP centrifugal blood pump

The centrifugal blood pump has not been qualified through in vitro, in vivo, or clinical studies for long-term use (longer than 6 hours)
as a bridge-to-transplant or for pending recovery of the natural heart.

The Affinity CP centrifugal blood pump and the Affinity CP adapter are not compatible with operation in a pulsatile mode.

Do not use the centrifugal blood pump with an external drive motor or adapter that it is not compatible with because this may result
in reduced performance, decoupling, or damage.

Ensure that the centrifugal blood pump and circuit have been debubbled and primed properly before initiating bypass to minimize
the risk of air reaching the patient. The use of an arterial filter is recommended. You must visually confirm that all air has been
removed from the bearing assembly.

Never clamp or restrict flow proximally to the pump; doing so may result in pump failure. If flow is occluded at the inlet, the pump
may run at high rpms and possibly generate a high vacuum greater than 500 mmHg.

Do not operate the centrifugal blood pump unprimed; damage to the internal components will occur.

Massive air entry into the centrifugal blood pump deprimes the pump and stops blood flow. Stop the pump and remove air before
resuming circulation.

Never operate the pump without fluid.

Do not operate the centrifugal blood pump at rotational speeds greater than the specified maximum (4000 rpm). Doing so may
result in excessive wear to the pivot bearings.

Do not expose the centrifugal blood pump to liquid chemical agents, because they may affect the integrity of this device. Anesthetic
liquids, such as isoflurane, are known to degrade polycarbonate plastics. Avoid contact of these solutions with the centrifugal
blood pump.

To prevent retrograde blood flow when the centrifugal blood pump outlet tubing is open, establish and maintain a minimum pump
speed that overcomes line and patient resistance. If positive flow cannot be maintained, the pump outlet tubing must be clamped
to isolate flow from the patient. Failure to do so could allow retrograde flow and exsanguinate the patient.

To prevent retrograde flow, arterial lines must always be clamped distally when the centrifugal blood pump is at rest.

Always have a spare Affinity CP centrifugal blood pump and backup equipment available with appropriate protocol for
replacement. If the centrifugal blood pump needs to be replaced during circulatory support, the potential risk to the patient should
be evaluated before changing the pump.

Frequent patient and device monitoring is recommended; do not leave the centrifugal blood pump unattended while in use.
Monitor flow rate carefully for signs of occlusion throughout the circuit.

Do not operate the centrifugal blood pump for more than 30 seconds in the absence of flow. The temperature within the pump could
rise, and increased cellular damage may result.

The centrifugal blood pump must be handled using aseptic technique.

4.2 Affinity CP adapter

Always have a spare Affinity CP adapter and backup equipment available with appropriate protocol for replacement. If the adapter
needs to be replaced during circulatory support, the potential risk to the patient should be evaluated before changing the adapter.

Ensure that the adapter is properly attached to the drive motor. Verify that the adapter is locked onto the drive motor. Improper
attachment may adversely affect pump performance.

Ensure that the pump is properly attached to the adapter. The pump should be secure under the retaining ledge and the retaining
latch of the adapter. Verify that the pump is locked securely and in close contact with the adapter receptacle. Improper attachment
may adversely affect pump performance.

The Affinity CP centrifugal blood pump and the Affinity CP adapter are not compatible with operation in a pulsatile mode.
Do not use the adapter at speeds greater than 3600 rpm. The adapter is not qualified for speeds greater than 3600 rpm.
Do not sterilize the adapter. Sterilization may damage the adapter.

The adapter is not serviceable. Do not disassemble the adapter because the performance of the adapter may be adversely
affected. If the adapter has been tampered with, do not use it.

5 Precautions
Caution: This device should only be used by clinicians thoroughly trained in extracorporeal circulation procedures.

5.1 Affinity CP centrifugal blood pump

Do not forcefully strike or drop the centrifugal blood pump. Shock may cause damage to the device, which may cause the device
to malfunction.
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The fluid pathway of the centrifugal blood pump is sterile and nonpyrogenic. Inspect the device and package carefully before use.
Do not use if the unit package or the product has been damaged or soiled, or if caps are not in place.

The centrifugal blood pump was designed for single patient use only. Do not reuse, reprocess, or resterilize this product. Reuse,
reprocessing, or resterilization may compromise the structural integrity of the device and/or create a risk of contamination of the
device, which could result in patient injury, iliness, or death.

Follow hospital protocol for maintaining adequate heparinization for a period appropriate to cardiopulmonary bypass (up to
6 hours). Formation of thrombus in the circuit may increase the risk of damage to the perfusion system equipment.

Attach tubing in @ manner that prevents kinks or restrictions that may alter flow.

Do not use excessive force to install tubing on the pump because damage to the pump might occur.
Take care to prevent damage to connectors when repositioning or attaching tubing.

Do not place the centrifugal blood pump near items adversely affected by magnetic fields.

Follow a strict anticoagulation protocol and routinely monitor anticoagulation during all procedures. Adequate heparinization
should be maintained per institution CPB protocol.

Refer to the package labeling or instructions for use for storage temperature requirements.
Itis the user’s responsibility to dispose of the devices in accordance with local regulations and hospital procedures.

5.2 Affinity CP adapter

Use the Affinity CP adapter as described in the instructions for use provided with the adapter.
Use the Medtronic Affinity CP adapter only with the Medtronic Affinity CP centrifugal blood pumps.

Use the Stéckert and Sorin centrifugal pump systems and the Sarns and Terumo centrifugal systems as described in the
instructions for use accompanying each device.

Inspect the adapter for physical damage before use. Do not use the adapter if it appears to be damaged. Return the damaged
product to a Medtronic representative.

The adapter contains magnets. Keep the adapter away from metals, magnetic tapes, and magnets.
Do not strike or drop the adapter. A shock may damage the adapter.
Do not insert or remove the adapter or the pump until the drive motor has completely stopped.

When inserting the adapter on the drive motor, ensure that the underside of the adapter is in close contact with the receptacle of
the drive motor and that the receptacle latch is in the locked position.

During use, do not bump or strike the adapter or the circuit components to reduce the risk of the adapter and pump detaching from
the drive motor or any tubing connections. If detachment occurs, refer to Chapter 9.

Do not store at extremes of temperature and humidity. Avoid storing the adapter in direct sunlight.

For complete installation information, refer to the instructions for use provided with the Stdckert and Sorin centrifugal pump
systems or the Sarns and Terumo centrifugal systems.

Prime the pump before starting circulation. Operate the pump, coupled to the drive motor with the adapter, at maximum RPM to
check for vibration, unusual noises, lack of flow, and other anomalies. If an anomaly is noted, refer to Chapter 9.

When using the Affinity CP centrifugal blood pump and the Affinity CP adapter with a compatible system that displays inlet
pressure, use a measured value for inlet pressure rather than a calculated value. A calculated value is based on characteristic
curves that are not representative of the Affinity CP centrifugal blood pump and may result in inaccurate readings.

Do not use alcohol-based solutions, other organic solvents, or concentrated acids or bases on the adapter. The adapter may be
damaged by these solutions.

Do not use the adapter after the Use-by date on the device label.
Refer to the package labeling or instructions for use for storage temperature requirements.
Itis the user’s responsibility to dispose of the devices in accordance with local regulations and hospital procedures.

6 Adverse effects

The following known adverse effects are associated with the use of the Affinity CP centrifugal blood pump with Cortiva bioactive
surface (CBAP40):

blood loss

coagulopathy

death

embolism

excessive blood component activation or thrombogenicity
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e exsanguination

* hemolysis

* hemolytic anemia

* infection

* ischemia

* neurological dysfunction
* organ dysfunction

7 Information for products with Cortiva bioactive surface

The primary blood-contacting surfaces of the product are coated with Cortiva bioactive surface. This coated surface enhances blood
compatibility and provides a blood-contacting surface that is thromboresistant. Cortiva bioactive surface contains nonleaching
heparin derived from porcine intestinal mucosa’.

Caution: Product coated with Cortiva bioactive surface is intended for single use only. Resterilization may adversely affect the Cortiva
bioactive surface.

Caution: Follow a strict anticoagulation protocol and routinely monitor anticoagulation during all procedures.
Warning: Do not store product coated with Cortiva bioactive surface above 40°C (104°F).

8 Instructions for use

If using the Affinity CP centrifugal blood pump without the Affinity CP adapter, refer to Section 8.1, Section 8.2, Section 8.7, and
Section 8.8 of these instructions for use.

If using the Affinity CP centrifugal blood pump with the Affinity CP adapter, refer to Section 8.3, Section 8.4, Section 8.5, Section 8.6,
Section 8.7, and Section 8.8 of these instructions for use.
8.1 Installing the Affinity CP centrifugal blood pump on the Medtronic external drive motor model 560A

Connect the external drive motor model 560A to the appropriate Medtronic controller. For complete installation information, refer to the
appropriate Medtronic controller operator’s manual.
1. Slide the Affinity CP centrifugal blood pump into the external drive motor model 560A (Figure 2) until the thumb latch pin engages.
Figure 2. Installing and removing the Affinity CP centrifugal blood pump
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1 Thumb latch with locking pin on external drive motor model 560A

Note: Whenever possible, install the pump at the lowest point in the circuit, directly below the reservoir.
2. Prime the centrifugal blood pump according to the procedures described in Section 8.7 of these instructions for use.
Caution: Operating the centrifugal blood pump without priming the pump may cause damage to the centrifugal blood pump.

3. Turnthe rpm knob to the clicked-off position. As the knob is turned to zero, the user will feel a slight pressure and hear a click. The
black button on the knob serves as the pointer to the rpm settings.

Warning: Use of the Affinity CP centrifugal blood pump beyond the labeled recommendations may result in failure of the
centrifugal blood pump, reduced pumping capacity, leaks, excessive blood trauma, or degradation or corrosion of blood contact
materials that may pass through the blood to the patient.

Caution: Installing the centrifugal blood pump with the drive motor revolving may harm the pump.
4. Proceed with extracorporeal circulation. Refer to the instructions for use supplied with each device.

1 Nonleaching is defined as heparin at a level 0.1 IU/mL, as measured through clinically relevant extraction conditions.
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8.2 Removing the Affinity CP centrifugal blood pump from the Medtronic external drive motor model 560A
Remove and discard the pump after each procedure. Discard the pump according to local and hospital protocols.

1. Push the drive motor thumb latch to release the centrifugal blood pump (Figure 2).

2. Slide the centrifugal blood pump out of the drive motor receptacle (Figure 2).
8.3 Inserting the Affinity CP adapter

The Medtronic Affinity CP adapter (Figure 3) is intended to be used to enable the Medtronic Affinity CP centrifugal blood pump
(model CBAP40) to be operated with the Stockert and Sorin centrifugal pump systems or the Sarns and Terumo centrifugal systems.

Figure 3. Affinity CP adapter

1 Retaining ledge 3 Retaining latch
2 Adapter receptacle

The adapter uses magnetic coupling to transfer drive motor torque to the disposable centrifugal blood pump.
The adapter is supplied nonsterile.

The use of the adapter does not require modification of the Stéckert and Sorin centrifugal pump systems or the Sarns and Terumo
centrifugal systems.

The adapter is designed for multiple uses with different patients. The adapter may be reused until the Use-by Date on the device label.
The adapter may not be available in your country. Contact your Medtronic representative to confirm if the adapter is available.

8.4 Inserting the Affinity CP adapter on the Stockert™ and Sorin™ centrifugal pump systems

Caution: For complete installation information, refer to the instructions for use provided with the Stdckert and Sorin centrifugal pump
systems.

Note: Before inserting the adapter on the drive motor, inspect the adapter for visible biocontamination, such as blood or foreign
material. If necessary, clean the adapter or drive motor receptacle according to the instructions in Chapter 10.

Note: These instructions also apply when the adapter is used with a compatible handcrank from the Stdckert and Sorin centrifugal
pump systems.

Insert the Affinity CP adapter on the drive motor of the Stéckert and Sorin centrifugal pump systems by performing the following steps:

1. Seat the bottom of the adapter into the receptacle of the drive motor. Push down the retaining key on the drive motor during this
process.

2. Completely insert the adapter into the drive motor receptacle (Figure 4).
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Figure 4. Inserting the Affinity CP adapter into the Stdckert and Sorin centrifugal pump system’s drive motor

1 Affinity CP adapter 3 Drive motor
2 Retaining key 4 Drive motor receptacle

3. Torotate the adapter to the desired location, press the retaining key, turn the adapter, and ensure that the retaining key locks into
the notch on the underside of the adapter.

Warning: Ensure that the adapter is properly attached to the drive motor. Verify that the adapter is locked onto the drive motor.
Improper attachment may adversely affect adapter performance.

Caution: When inserting the adapter on the drive motor, ensure that the underside of the adapter is in close contact with the
receptacle of the drive motor and that the retaining key is in the locked position.
8.5 Inserting the Affinity CP adapter on the Sarns™ and Terumo™ centrifugal systems

Caution: For complete installation information, refer to the instructions for use provided with the Sarns and Terumo centrifugal
systems.

Caution: During use, do not bump or strike the adapter or the circuit components to reduce the risk of the adapter and pump detaching
from the drive motor or any tubing connections. If detachment occurs, refer to Chapter 9.

Note: Before inserting the adapter on the drive motor, inspect the adapter for visible biocontamination, such as blood or foreign
material. If necessary, clean the adapter or drive motor receptacle according to the instructions in Chapter 10.

Note: These instructions also apply when the adapter is used with a compatible handcrank from the Sarns and Terumo centrifugal
systems.

Insert the Affinity CP adapter on the drive motor of the Sarns and Terumo centrifugal systems by performing the following steps:

1. Open the receptacle latch of the drive motor and remove the protective cover from the drive motor receptacle.
2. Position the bottom of the adapter over the drive motor receptacle. Slip the adapter under the receptacle clip (Figure 5).
Figure 5. Inserting the Affinity CP adapter into the Sarns and Terumo centrifugal system’s drive motor
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3.

8.6

1 Affinity CP adapter 4 Receptacle latch
2 Drive motor receptacle 5 Drive motor
3 Receptacle clip

Open the receptacle latch and press the adapter into place. Release the latch to secure the adapter in place.

Warning: Ensure that the adapter is properly attached to the drive motor. Verify that the adapter is locked onto the drive motor.
Improper attachment may adversely affect adapter performance.

Caution: When inserting the adapter on the drive motor, ensure that the underside of the adapter is in close contact with the
receptacle of the drive motor and that the receptacle latch is in the locked position.

Inserting the Affinity CP centrifugal blood pump on the Affinity CP adapter

Insert the Affinity CP centrifugal blood pump on the Affinity CP adapter by performing the following steps:

1.
2.

8.7

Position the bottom of the pump over the adapter receptacle. Slip the pump under the retaining ledge.

Open the retaining latch and press the pump into place (Figure 6). Release the retaining latch and adjust the pump until the
retaining latch locks.

Figure 6. Inserting the Affinity CP centrifugal blood pump onto the Affinity CP adapter

1 Affinity CP centrifugal blood pump 3 Drive motor
2 Affinity CP adapter

Warning: Ensure that the pump is properly attached to the adapter. The pump should be secure under the retaining ledge and
the retaining latch of the adapter. Verify that the pump is locked securely and in close contact with the adapter receptacle.
Improper attachment may adversely affect pump performance.

To rotate the pump to the desired location, press the retaining latch, turn the pump, and release the retaining latch. Adjust the
pump until the retaining latch locks into place.

Caution: Prime the pump before starting circulation according to the directions in the pump’s instructions for use. Operate the
pump, coupled to the drive motor with the adapter, at maximum RPM to check for vibration, unusual noises, lack of flow, and other
anomalies. If an anomaly is noted, refer to Chapter 9.

Proceed with extracorporeal circulation. Refer to the instructions for use supplied with each device.

Warning: Always have a spare Affinity CP adapter and backup equipment available with the appropriate protocol for
replacement. If the adapter needs to be replaced during circulatory support, the potential risk to the patient should be evaluated
before changing the adapter.

Warning: The Affinity CP centrifugal blood pump and the Affinity CP adapter are not compatible with operation in a pulsatile
mode.

Warning: Do not use the adapter at speeds greater than 3600 rpm. The adapter is not qualified for speeds greater than 3600 rpm.

Priming the Affinity CP centrifugal blood pump circuit

. Using accepted aseptic technique to maintain a sterile fluid pathway, attach the appropriate tubing to the inlet and outlet ports of

the centrifugal blood pump.
If possible, flush the circuit and the pump with carbon dioxide (CO5).

Using gravity, fill the centrifugal blood pump with priming solution to a point beyond the pump outlet port and clamp. Remove air
from the outlet tubing.

Warning: Ensure that the centrifugal blood pump and circuit have been debubbled and primed properly before initiating bypass
to minimize the risk of air reaching the patient. The use of an arterial filter is recommended.

Warning: Massive air entry into the centrifugal blood pump causes the pump to deprime and blood flow to stop. Stop the pump
and remove air before resuming circulation.
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Caution: Do not strike the centrifugal blood pump with instruments. Shock may cause damage to the device, which may cause
device malfunction.

4. With the outlet tubing clamped, turn on the Medtronic controller power.

5. Connect the flow probe to the circuit tubing according to the appropriate compatible system operator's manual. If using a
Medtronic controller, zero the flow probe according to the appropriate Medtronic controller operator’s manual.

6. With the outlet tubing still clamped, turn the rpm knob of the Medtronic controller to the desired level to adequately prime and
debubble the circuit. Observe the pump for leakage or other anomalies.

Warning: Do not operate the centrifugal blood pump for more than 30 seconds in the absence of flow. The temperature within the
pump could rise, and increased cellular damage may result.

7. Set the rpm knob to zero and recheck the integrity of the centrifugal blood pump.

Warning: If leaks are found, remove the centrifugal blood pump and replace with a new, sterile pump. If other anomalies are found,
refer to Chapter 9. Repeat Step 1 to Step 7 to prime.

8. If no anomalies are noted, continue priming the circuit.
9. Verify all connections and the integrity and flow of the circuit before use.

Warning: Do not operate the centrifugal blood pump with its inlet tubing clamped, as negative pressure would be generated in
the pump and air bubbles may be formed in the blood.

8.8 Affinity CP centrifugal blood pump checklist

Follow the protocol specified by your clinical team. Information from this blood pump bypass checklist can be used to revise, upgrade,
or expand existing checklists appropriately.
1. Equipment assembly
¢ Mount external drive motor model 560A or drive unit from a compatible system.
* Check that all electrical connections are secure.
e Test control module power and display.
* Check date and integrity of sterile blood pump (and disposable probe if applicable) package(s).
* If using the adapter, check the Use-by Date on the device label.
¢ Check that flow transducer/sensor/disposable probe are sized properly.
¢ Assemble perfusion circuit in a sterile manner.
* Allow sufficient tubing length for standby drive unit or handcrank.
¢ Connect flow transducer/sensor/disposable probe to circuit in correct location and flow direction.
2. Prime pump and circuit
¢ Check the circuit to ensure that no kinks or occlusions are present.
e CO, flush pump and circuit, if indicated; turn off COs.
* Gravity prime and debubble pump and perfusion circuit.
¢ Check pump for leaks, irregular motion, and noise.
* Check circuit for visible air.
e Check that all tubing connections are secure.
¢ Clamp pump outlet tubing completely.
e Clamp venous return tubing completely.
3. Operating parameters
Perform the following, per the appropriate compatible system operator’s manual:
* Calibrate transducers/sensors according to the manufacturer’s instructions.
* Set and verify low/high flow alarms and other available safety systems.
4. Emergency backup equipment
Ensure that the following equipment is available:
e Backup power
* Appropriate handcrank and drive unit from a compatible system
¢ Spare Affinity CP centrifugal blood pump and disposable probe
¢ If using the adapter, have a spare Affinity CP adapter available
* Appropriate controller from a compatible system
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5. Perfusion
¢ Achieve minimum pump flow before unclamping lines.
* Monitor control module for messages and alarms.
e Monitor perfusion circuit for visible air and kinks in the lines.
e Maintain minimum pump flow before clamping lines.
6. Cleanup
e Turn off power.
e Properly discard disposable components.
¢ Clean motor and flow transducer/sensor.
 If using the adapter, clean it according to the instructions in the Storage and Cleaning section.
7. Check equipment
¢ Inspect and verify that equipment is operational.
* Maintain indicated preventive maintenance schedule.
¢ Ensure that batteries are charged to full capacity.

9 Troubleshooting guide

This section covers 3 situations that may occur when using a centrifugal blood pump. Follow the clinical protocol specified by the
hospital and consider the following troubleshooting suggestions.

9.1 Pump failure

Anunusual or high-pitched sound indicates that pump failure is occurring. Replace the Affinity CP centrifugal blood pump immediately.

9.2 Lack of flow

If the pump does not rotate or there is no flow, consider the following:
* Verify that the pump and the drive motor are properly connected.

If using the adapter, consider the following:

» Verify that the pump is properly connected to the adapter. Ensure that the pump is secure under the retaining ledge and the
retaining latch of the adapter.

» \Verify that the adapter is properly connected to the drive motor.
¢ Reduce the pump speed to zero and restart the drive motor.
¢ Follow hospital protocol to reestablish flow.

9.3 Unusual noise
If the pump vibrates or makes a grinding noise, consider the following:

» Consider replacing the pump if the vibration or grinding noise continues.
If using the adapter, consider the following:

» Verify that the pump is properly connected to the adapter. Ensure that the pump is secure under the retaining ledge and the
retaining latch of the adapter.

» Verify that the adapter is properly connected to the drive motor.

¢ Reduce the pump speed to zero and restart the drive motor.

* Follow hospital protocol to reestablish flow.

» Consider replacing the pump or the adapter if the vibration or grinding noise continues.

10 Storage and cleaning of the Affinity CP adapter
Warning: Do not sterilize the adapter. Sterilization may damage the adapter.
Caution: Do not store at extremes of temperature and humidity. Avoid storing the adapter in direct sunlight.

Caution: Do not use alcohol-based solutions, other organic solvents, or concentrated acids or bases on the adapter. The adapter may
be damaged by these solutions.

Follow your hospital’s protocol to clean or disinfect the adapter and consider the following:
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* Use only hospital-approved disinfectants to clean the adapter. The following solutions are acceptable for cleaning or disinfecting
the adapter: water, Betadine™, hydrogen peroxide, and mild detergent. After cleaning, wipe the adapter with a sponge or soft cloth
and water.

* Immediately remove any contamination from the adapter by using a sponge or soft cloth and water.

* If contamination cannot be removed with a sponge or soft cloth and water, the adapter may be immersed in water for up to
10 minutes. Do not immerse the adapter in any other liquids.

11 Service

Warning: The adapter is not serviceable. Do not disassemble the adapter because the performance of the adapter may be adversely
affected. If the adapter has been tampered with, do not use it.

12 Specifications for the Affinity CP centrifugal blood pump with Cortiva bioactive surface

Part number: CBAP40

Priming volume: 40 mL (approximate)

Inlet/Qutlet ID: 9.5 mm (3/8in)

Maximum operating pressure: 760 mmHg (101 kPa)

Maximum flow rate: 10 L/min

Maximum outlet pressure: 700 mmHg (93.3 kPa)

Maximum pump speed: * 4000 rpm (with Medtronic external motor drive 560A)

e 3600 rpm (with Affinity CP adapter on Stdckert and Sorin centrifugal pump systems or
Sarns and Terumo centrifugal systems)

Compatible systems: Medtronic speed controller systems (with external motor drive model 560A, emergency hand-
crank model HC150A)

Store the product at room temperature.

12.1 Transport range

Temperature: -30°C to 40°C (-22°F to 105°F)
Humidity: 20% to 85% noncondensing

13 Specifications for the Affinity CP adapter

Part number: AP40AST
Compatible pump: Affinity CP centrifugal blood pump with Cortiva bioactive surface (CBAP40)
Compatible systems: e Stdckert and Sorin centrifugal pump systems (with drive unit models 60-01-04 and

60-01-00 and emergency drive unit models 60-01-35 and 60-01-50)

e Sarns and Terumo centrifugal systems (drive unit model 164267 and manual drive unit
model 164268)

Maximum adapter speed: 3600 rpm
IP rating: P47

13.1 Gross dimensions

Weight: 3159 (0.69 Ib)
Height: 28 mm (1.1in)
Diameter: 94 mm (3.7 in)

13.2 Storage and transport environment

Temperature: -30°C to 70°C (-22°F to 158°F)
Humidity: 15% to 93% noncondensing
Atmospheric pressure: 70 kPa to 106.3 kPa
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13.3 Operating environment

Temperature: 10°C to 40°C (50°F to 104°F)
Humidity: 20% to 75% noncondensing
Atmospheric pressure: 70 kPa to 106.3 kPa

14 Flow rate of Affinity CP centrifugal blood pump

Note: The actual obtainable flow is dependent on afterload of the pump which results from the extracorporeal circuit components and
the patient’s arterial resistance.

Note: Pressure drop is the difference between the outlet of the pump and the inlet of the pump.

Figure 7. Hydraulic performance of the Affinity CP centrifugal blood pump
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15 Limited warranty
The following LIMITED WARRANTY applies to United States customers only:
A. This LIMITED WARRANTY is available solely to the original purchaser of the Affinity CP centrifugal blood pump with Cortiva
bioactive surface, Model CBAP40 (hereinafter, referred to as “Product”).

(1) Inthe event that the Product fails to function within normal tolerances due to a defect in materials or workmanship within a
period of one (1) year, commencing with the delivery of the Product to the purchaser, Medtronic will at its sole option: (a)
repair or replace any defective part or parts of the Product; (b) issue a credit to the purchaser equal to the Purchase Price
(as defined in Subsection A(2) below) against the purchase price of the replacement Product; or (c) provide a functionally
comparable replacement Product at no charge.

(2) As used herein, Purchase Price shall mean the lesser of (i) the net invoiced price of the original Product, (ii) the price of
currently functional comparable equipment, or (iii) the price of replacement equipment.

B. To qualify for the repair, replacement or credit set forth in Section A above, the following conditions must be met:
(1) The Product must be returned to Medtronic within sixty (60) days after discovery of the defect;

(2) The Product must not have been used other than in strict accordance with the Instructions for Use, must not have been used
on more than a single patient, and must not have been altered or repaired in any way which, in the judgment of Medtronic,
affects the stability and reliability of the Product. The Product must not have been subjected to misuse, abuse or accident;
and

(3) The Use-by date for the Product must not have passed.
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C. This LIMITED WARRANTY is limited to its express terms. In particular:

(1) Except as expressly provided by this LIMITED WARRANTY, MEDTRONIC IS NOT RESPONSIBLE FOR ANY DIRECT,
INCIDENTAL OR CONSEQUENTIAL DAMAGES BASED ON ANY DEFECT, FAILURE OR MALFUNCTION OF THE
PRODUCT, WHETHER THE CLAIM IS BASED ON WARRANTY, CONTRACT, TORT OR OTHERWISE.

(2) This LIMITED WARRANTY is made only to the purchaser of the Equipment. AS TO ALL OTHERS, MEDTRONIC MAKES
NO OTHER WARRANTY, EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE WHETHER ARISING FROM STATUTE, COMMON
LAW, CUSTOM OR OTHERWISE. NO EXPRESS OR IMPLIED WARRANTY TO THE PURCHASER SHALL EXTEND
BEYOND THE PERIOD SPECIFIED IN A(1) ABOVE. THIS LIMITED WARRANTY SHALL BE THE EXCLUSIVE REMEDY
AVAILABLE TO ANY PERSON.

D. The exclusions and limitations set out above are not intended to, and should not be construed so as to contravene mandatory
provisions of applicable law. If any part or term of this LIMITED WARRANTY is held to be illegal, unenforceable or in conflict with
applicable law by a court of competent jurisdiction, the validity of the remaining portions of the LIMITED WARRANTY shall not be
affected, and all rights and obligations shall be construed and enforced as if this LIMITED WARRANTY did not contain the
particular part or term held to be invalid.

E. No person has any authority to bind Medtronic to any representation, condition or warranty except this LIMITED WARRANTY.

16 Limited warranty?
The following Limited Warranty applies to customers outside the United States:

A. This LIMITED WARRANTY is available only to the original purchaser of the Medtronic Affinity CP centrifugal blood pump with
Cortiva bioactive surface, Model CBAP40 (hereinafter referred to as “Product”). In the event that the Product fails to function to
the specifications set forth in the Instructions for Use, Medtronic will issue a credit, equal to the original Product purchase price
(but not to exceed the value of the replacement Product) against the purchase of any Medtronic replacement Product used for that
patient. THE WARNINGS CONTAINED IN THE PRODUCT LABELING ARE CONSIDERED AN INTEGRAL PART OF THIS
LIMITED WARRANTY. CONTACT YOUR LOCAL MEDTRONIC REPRESENTATIVE TO OBTAIN INFORMATION ON HOW TO
PROCESS A CLAIM UNDER THIS LIMITED WARRANTY.

B. To qualify for the LIMITED WARRANTY, these conditions must be met:

(1) The Product must be used prior to its Use-by date.

(2) The Product must be returned to Medtronic within 60 days after use and shall be the property of Medtronic.

(38) The Product must not have been used for any other patient, must not have been misused, altered, abused or subject to
accident, and the Product must not have been altered or repaired in any way which, in the judgment of Medtronic, affects
its stability and reliability.

C. This LIMITED WARRANTY is limited to its express terms. In particular:

(1) In no event shall any replacement credit be granted where there is evidence of improper handling, improper implantation
or material alteration of the replaced Product.

(2) Medtronicis notresponsible for any incidental or consequential damages based on any use, defect or failure of the Product,
whether the claim is based on warranty, contract, tort or otherwise.

D. The exclusions and limitations set out above are not intended to, and should not be construed so as to, contravene mandatory
provisions of applicable law. If any part or term of this LIMITED WARRANTY is held by any court of competent jurisdiction to be
illegal, unenforceable or in conflict with applicable law, the validity of the remaining portion of the LIMITED WARRANTY shall not
be affected, and all rights and obligations shall be construed and enforced as if this LIMITED WARRANTY did not contain the
particular part or term held to be invalid.

2 This LIMITED WARRANTY is provided by Medtronic, 710 Medtronic Parkway, Minneapolis, MN 55432. It applies only outside the
United States.
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1 OnucaHue

LieHTpodyHaTta KpbeHa nomna Affinity CP ¢ 6noakTtreBHa noBbpxHocT Cortiva (CBAP40) e npegHasHa4yeHa 3a ynotpeba npu
npoLeaypHn Ha eKcTpakopnopasnHa uMpKynaums. NpoekTrpana e fa npuaBUKBa KpbBTa Ypes LLeHTpOo6eKHa cuna, KOATO ce
Ccb34aBa OT KOMBMHALMA OT MaAbK 3aBbpTaLl KOHYC M HUCKONPOMKWIHM NEPKU Ha poTop. EHepruaTa ce TpaHcdhopmmpa oT nomnara
noA opmMa Ha HanAraHe 1 CKOPOCT, A0KaTO KPpbBTa Ce M3TNIaCKBa KbM U3XO4HWUSA NOPT Ha nomnara. 3a ja orpaHuyu TPUeHeTo U
Cb34aBaHeTo Ha TOMNJIMHA, LeHTpodyxHaTa KpbBHa nomna Affinity CP ¢ 6uoakTreHa noBbpxHocT Cortiva e npoexkTnpaHa ga
M3MoN3Ba AM3aliH CbC Ca4MeH narep BbPXy ABOMHa KepaMMyHa Hocella oc.

LieHTpodyxHaTta KpbeHa nomna Affinity CP ¢ 6rnoakTneHa noBbpxHocT Cortiva e cTepunmsmpaHa ¢ eTUAEHOB OKCUA.

MpoayKTnTe, NOKPUTK C BHMoaKTMBHA NOBBPXHOCT Cortiva, BKAo4BaT npedumkc ,CB* B Homepa Ha mogena. [lonbaHuTenHa
MHdopMaLmMa OTHOCHO BrMoaKTMBHaTa NoBbPXHOCT Cortiva e Ha pasnonoxeHune B haea 7.

LleHTpodymHaTa KpbBHa nomna Affinity CP ¢ 6uoakTmBHa noBbpxHOCT Cortiva ce casosBa ¢ AUCTaHUMOHHO MarHUTHO YCTPOMUCTBO,
Hape4eHO BbHLLUEH 3aABuKBaLL MOTOp Mogen 560A, KOeTo B3aMMOZeNCTBa C KOHTpoJiepa 3a CKOpPOCT Ha nomnarta Ha Medtronic.
CoLuo TaKa ce caBosBa C MaHvBenaTa 3a aBapuinHo 3axpaHsaHe mogen HC150A B ciyyan Ha rpeLuka Ha KOHTponepa wim B
3axpaHBaHeTo. BuxTe CHOTBETHOTO PBHKOBOACTBO 3a OMNeparopa Ha KOHTpoepa 3a CKopocTTa Ha nomnara Ha Medtronic 3a
JOMbJHUTENHA MHpOPMALMA OTHOCHO BbHLUHMA 3a4BUBALL MOTOP M MaHMBeaTa 3a aBapuMHO 3axpaHBaHe.

LleHTpodymHaTa kKpbBHa nomna Affinity CP ¢ 6noaktnBHa noBbpxHocT Cortiva cbLo Taka ce caBosBsa u ¢ agantepa Affinity CP,
KOMTO AaBa Bb3MOXHOCT 3a paboTa Ha nomnara CbC CUCTEMUTE 3a LLeHTPodyHHK nomnu Stdckert™ mn Sorin™ man ¢
LeHTpodyHHUTE cnucTeMmn Sarns™ m Terumo™.

ApanTepbT MOXe [a He Cce Npej/ara BbB Ballara Abprasa. CBbpieTe ce ¢ npeacrtasuTensa Ha Medtronic, 3a ga nposepute ganm
ajanTepbT ce npegnara.

3a fonbAHMTENHA MHbOPMaLMA OTHOCHO M3Mo13BaHeTo Ha aganTtepa Affinity CP unu sa paboTaTa ¢ KOHTpOosiepa 3a CKOpoCTTa Ha
nomnara Ha Medtronic unn akcecoapuTe pasriefanTe MHCTPYKUMKUTE 3a ynoTpeda uam pbKOBOACTBOTO 3a oneparopa.

durypa 1. LieHtpodyxHa KpbBHa nomna Affinity CP ¢ 6uoakTvBHa nosbpxHocT Cortiva

1 BxoaeH nopt
2 WaxopeH nopt

2 lMoka3saHuA 3a ynoTpeba

LleHTpodyHaTa KpbBHa nomna Affinity CP ¢ 6uoaktnBHa nosbpxHocT Cortiva e npegHasHaveHa fa nsnomnsa KpbBTa npes
eHcTpaKopnopasHa 6annac cuctema 3a noagbpxaHe Ha eKCTpaKopnopasHOTO KpbBOOGPALLEeHWE MO Bpeme Ha
KapavonyamoHaneH 6avnac (4o 6 vaca).

TA e NoKasaHa CbLUo 3a ynoTpeta CbC CUCTEMM 3a EKCTPAKOPMNOPa/IHO KpbBoOBpaLLeHWe (3a Neproa A0 6 Yaca), KOUTO He U3UCKBAT
MbJIEH KapauonyiMoHasieH 6ainac (HanpuMep BaBYN0NIACTMKA, NOALbPIHAHE Ha KPbBOOGPALLEHUETO Mo Bpeme Ha peorepaums
Ha MUTpasiHaTa Kiana, onepauua Ha Kyxarta BeHa WM aopTara, YHepHOAPOGHA TpaHCnaHTaums).

LleHTpodyHaTta kpbeHa nomna Affinity CP ¢ 6noaktneHa nosbpxHOCT Cortiva ce 3aaBuHBa C NOMOLLTA Ha BbHLIHMA 3aBUKBaLL,
ABUraTen uan maHuBeaTa 3a aBapuiHU CUTyaumu.

LleHTpodymHaTa KpbBHa nomna Affinity CP ¢ 6uoakTmBHa noBbpxHOCT Cortiva e npegHasHadveHa 3a ynotpeba ¢ KOHTPOepUTe Ha
Medtronic nnn Moxe aa ce u3non3Ba CbC CUCTEMUTE 3a LEeHTPOdYyHHM noMnn Stdckert n Sorin nau ¢ LEHTPOPYKHUTE CUCTEMMU
Sarns 1 Terumo 4pes npuKpensHe Ha agantepa Affinity CP.

3 lMpoTuBonokasaHuA

LleHTpodymHaTa KpbBHa nomna Affinity CP ¢ 6MoakTnBHa noBbpxHOCT Cortiva e NpoTMBONOKa3Ha 3a M3NoJi3BaHe KaTto acnmparop
npu KapamMoToMuaA. N3nonssarite yCTPOMCTBOTO CaMO KAKTO € NOCOYEHO.
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4 TMpepynpeXaeHUa

MpoyeTeTe BHMMATENHO BCUYKU NpeaynpeXaAeHUa, NpeanasHu MePKU 1 MHCTPYKLUMK 3a ynoTpeba npeam paboTa. AKO He cTe
NpoYesiv 1 He cnefBaTe BCUYKU MHCTPYKUMK MK He cbbofaBaTte BCUYKKU NPeaynpexaeHuns, ToBa MOXe Aa NPUYMHU CEPUO3HO
yBPEHAAHE WM CMBPT Ha NaumeHTa.

4.1 LeHTpodyHHa KpbBHa nomna Affinity CP

LieHTpodyKHaTa KpbBHa MOMMNa He € OKa4YeCTBEHA B MH BUTPO, UH BUBO WUJ/IM KJIMHUYHW NPOYYBaHMSA 3a L b/rOCPOYHa ynoTpe6a
(noBeye OT 6 Yaca) KaTo MOCT KbM TPaHCMIaHTaUMA MK 32 Bb3CTAHOBABaHE HA ECTECTBEHOTO CbpLie.

LleHTpodymHaTa KpbBHa nomna Affinity CP 1 agantepbT Affinity CP He ca cbBMecTvMM 3a paboTa B NyAcHpaLL, PEHUM.

He nanonseaiite LeHTpodyKHaTa KpbBHa NOMMNa C BbHLUEH 3aJBUMKBALL, MOTOP M/IW afanTep, C KOUTO HE € CbBMECTMMA, TbH
KaTo TOBa MOeE fa A0oBeje A0 HamasieHa NPOU3BOAUTENIHOCT, pasfBoABaHe Uau nospesa.

YBepeTe ce, Ye LeHTpodyKHaATa KpbBHA MOMMNA U Bepurata He CbAbpHaT MexypyeTa U Ye ca NoAroTBEHW NPaBUIIHO Npeau
WHULMaNM3aumaTa Ha 6ainaca, 3a fa ce Hamaau 4o MUHUMYM PUCKBT OT HaB/M3aHe Ha Bb3AyX B nauueHTa. MNpenopbysa ce
M3Mnon3BaHeTo Ha apTepuasneH tunTbp. Heobxoarmo e BU3yanHo Aa NOTBbPAUTE, Ye BCUYKUAT Bb3AYX € NpemaxHat ot
narepHvsa Mogyn.

HuKora He KnamnupawTe UM orpaHuyaBanTe NOTOKa NPOKCUMAaJIHO OT MoMnaTa — TOBa MOXe Aa foBefe A0 OTKas Ha nomnara.
AKO NOTOKBT € 3anyLleH Npy BXOAa, € Bb3MOXHO noMnara fa paboTu Npu BUCOKM 06OPOTH U BEPOATHO Aa reHepupa BaKyyM,
no-BMCOK oT 500 mmHg.

He pa60TeTe C LJ,eHTpObe)-I-(HaTa KpbBHa nomna, ako T4 € HenogroTeeHa, Toea We gosee A0 noBpeaa Ha BbTPEeLHUTe
KOMMOHEHTM!.

MacuBHOTO HaBM3aHe Ha Bb34yX B LI,eHTpObe)-I-(HaTa HpPpbBHa nomMna npeKbCcBa pa60TaTa Ha nomMmnara 1 cnmpa KpbBHKUA NOTOK.
CnpeTe nomnara n OTCTpaHeTe Bb3ayXa npegu a Bb3cTaHOBUTE HpbBOO6anJ,eHMeTO.

Hwkora He pa60TeTe C nomMnara, aKo B HeA HAMa Te4YHOCT.

He nsnonseanTe LeHTpodyKHaTa KpbBHA NOMMa NPM NO-BUCOKU CKOPOCTM OT NOCOYeHMA MaKcumyM (4000 06./MuH.). ToBa
MOXe fJa foBefe A0 NPEKOMEPHO M3HOCBAHE Ha HocellaTta oc.

LieHTpodymxHaTa KpbBHa NoMmna He TpsbBa fa ce usnara Ha eMCTBUETO Ha TEYHU XMMMYECKM BELLECTBA, Thil KaTo Te MoraT Ja
HapyLlaT LenocTTa Ha YyCTPOMCTBOTO. MI3BECTHO €, Ye TEYHM aHeCTETULM KaTo U3odulypaH MoraT a pasrpagaaTt
nosiMKap6oHaTHUTE naacTMacu. KOHTaKTbT MeXy Te3u pasTBOpK U LEeHTPOdYKHaTa KpbBHA nomna Tpsbea fa ce U3tArsa.

3a fa ce NpegoTBpaTH peTporpaseH KPbBOTOK, KOraTo € 0TBOpeHa M3xoasALiaTa Tpbba Ha LeHTpodyHHaTa KpbBHA NoMna,
yCTaHOBETE M NOAAbPHANTe MUHUMAIHA CKOPOCT Ha Nomnara, KOATo Aa NPeoAo0/isBa ChNPOTUBIEHUETO Ha JIMHUATA U
naumeHTa. AKO He MOMeE Aa ce NOALbPHA NONOKMUTENEH NOTOK, M3xXoaaALaTa Tpbba TpabBa 4a ce Knamnvpa, 3a 4a ce M3oaupa
MOTOKBT OT NauueHTa. AKO He ycneeTe Ja HanpaBuTe TOBa, PETPOrpagHUAT KPbBOTOK MOME 4a AOBEAE A0 06e3KbpBABaHe Ha
naumeHTa.

3a ga npepoTBpaTMTe PETPOrpageH KPbBOTOK, apTepuaHUTe IMHUMK TPABGBa BMHAru Aa ca KaamnuMpaHu UCTasiHo, Korato
LUeHTpodyHHaTa KpbBHa NoMna He paboTy.

BuHarn TpA6Ba ga umarte HaMyHU pesepBHa LeHTpodyHa KpbeHa nomna Affinity CP n pesepsHo o6opyasaHe ¢ noaxoaaALLy
NMPOTOKOA 3a NoAMAHA. AKO MMa Hy}Ja OT CMAHa Ha LeHTpodyKHaTa KpbBHa MOMMa No BpemMe Ha NogabpwaHe Ha
KpbBOOOPALLEHNETO, MOTEHUMANHUAT PUCK 3a NauMeHTa TpAabsa ga 6bae U3YMCIeH Npean CMAHaTa Ha nomnara.
MpenopbyBa ce YeCTO MOHUTOPUPAaHE Ha NauMeHTa 1 YCTPOMCTBOTO; HE OCTaBANTE LEHTPOMYKHATa KpbBHA nomna 6e3
HabaaeHre no Bpeme Ha pabota. Cnefete BHMMATENIHO CKOPOCTTa Ha NOTOKa 3a 6en1e3n Ha 3anylBaHe BbB Bepurata.

He ocTtaBawTe ueHTpodyHaTa KpbBHa nomMna aa pabotu noseye ot 30 ceKkyHaM 6e3 NoToK. TeMnepartyparta B nomnara Moxe
Ja ce NoBWLLM M TOBA MOXeE Aa foBefe [0 YBEMYEHO yBpeXAaHe Ha KNIETKUTe.

C U,eHTpObe)-HHaTa KpbBHa nomna Tpﬂ6Ba pace 60paBVI, KaTo Cce n3nons3sar acenTU4HU TeXHUKN.

4.2 Apantep Affinity CP

BuHaru Tpsa6sa aa umate HannyHu pesepseH agantep Affinity CP 1 pe3epBHO 060pyaBaHe ¢ NoaxoasLLy, NPOTOKO/ 3a NogMsAHa.
AKO UMa Hy}¥Ja OT CMAHa Ha aganTepa no Bpeme Ha noagbpxaHe Ha KpbBOOOPALLEHWETO, NOTEHLMAIHUAT PUCK 3a NauueHTa
TpAbBa Aa 6bae U3YUCIEH Npean CMaHaTa Ha aganTepa.

YBeperte ce, 4ye agantepbT € NPUKPEeneH NpaBuHO KbM 3aABUKBaLLMA MOTOP. [poBepeTe fanu aganTepbT € 3aK/04eH KbM
3a4BuKBaLLMA MOTOP. HenpaBnIHOTO NPUKPenaHe MOXe Aa NoBAnAE HeBaronpuATHO BbPXy paboTara Ha nomnara.
YBeperte ce, 4e nomnara e NnpuKpeneHa npaBuIHO KbM agantepa. [TomnaTa TpA6Ba Aa e 3axBaHaTa noj 3agbprHalima puo 1
3agbprealiara niacTvHa Ha agantepa. [poBepeTe fgasv nomnara e 3aKk/iodeHa 1 ganv e gonpsaHa o bykcara Ha aganTepa.
HenpaBuaHOTO NpUKpenaHe MOXKe Aa NoBavae HebAaronpuUATHO BbpXy paboTtara Ha nomnara.

LleHTpodymwHaTa kKpbBHa nomna Affinity CP u agantepbT Affinity CP He ca cbBMecTvMM 3a paboTa B NyAcupaLL, PEXUM.
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ApanTepbT He TpsAGBa Aa ce U3Mnos3Ba Npu CKOPOCTH, NO-BUCOKM OT 3600 06./MUH. AfanTepbT He e KBannduumpaH 3a
CKOPOCTH, NO-BUCOKM OT 3600 06./MUH.

ApanTepbT He TpabBa Aa ce cTepunmanpa. CTepuamsnpaHeTo Moxe Aa nospeamn agantepa.

ApanTepbT He NOAJIEXMN HA CEPBU3HA NOAAPBIKKA. AJanTepbT He TpsbBa Aa ce pasriobsaBa, Thil KaTo paboTara My MOXe fa
ce nosvsae HebnaronpuaTHO. AKO ca U3BBbPLUBAHWU HAIKAKBW NMPOMEHU MO aJanTepa, He ro U3noassanTe.

5 MNMpepna3sHu mepkKu

BHumaHwue: ToBa yCTPOMCTBO TPAGBA Aa ce M3Moa3Ba camo OT OT/IMYHO 06Y4eHM KIMHULMCTH B NPOLIeAypUTE C EKCTPaKoprnopasHo
KpbBOOGpaLleHue.

5.1 LleHTpodyHHa KpbBHa nomna Affinity CP

He yapawnTe v nsnycKkamTe LeHTpodyKHaTa KpbBHA NOMNa. YaapbT MOXe Aa NoBpeam yCTPOMCTBOTO, KOETO MOXKE Aa AoBeje
[0 HenpasuIHO GYyHKLMOHUPAHe.

MbTAT Ha TEYHOCTTA Ha LieHTPOdYyHKHaTa KpbBHA NOMMNa € CTepuseH u HenuporeHeH. OrneaariTe yCTPOMCTBOTO M OMaKoBKaTa
BHUMATENIHO Npeau ynotpeba. He nanonssanTte, aKo OnakoBKaTta UM NPOAyKTbT ca 6Uan NoBpeaeHU NI 3aMBbPCEHU, UK aKO
KanaykuTte He ca Ha MACTOTO CHU.

LleHTpodywHaTa KpbBHa NOMNA € NpeAHa3HavYeHa 3a egHoKpaTHa ynotpeba camo npu eauH naumeHT. He nanonseaunre, He
06paboTBaiTe N HE CTEPUAN3UPANTE NPOAYKTa NOBTOPHO. [oBTOPHUTE ynoTpeba, 06paboTKa uam cTepuansaumsa morat ga
KOMNPOMETUPAT CTPYKTYpHaTa LASOCT Ha YCTPOMCTBOTO U/W/M Aa Cb3AasaTt PUCK OT 3aMbpCcABaHE Ha YCTPOMCTBOTO, KOETO Aa
JoBeje A0 HapaHABaHe Ha nauueHTa, 3abonfaBaHe an CMbPT.

CneppaviTe NpoToKoNa Ha 60HMYHOTO 3aBeAEHUE 3a NOALbPIKAHE Ha afeKBaTHa XenapuMHM3auma 3a nepuos, NOAXOAALL Npu
KapauonyamoHaneH 6arnac (o 6 yaca). O6pasyBaHeTo Ha TPOMOK BbB Bepurata MOXe Ja NOBWLLM PUCKA OT NOBpeaa Ha
obopyasaHeTo Ha nepdy3noHHaTa cucTema.

I'IpMHpeneTe Tp'b6VITe Mo Ha4YMH, KOWTO He NO3BOJISIBA MbHKM WM CTECHEHWUS, KOUTO Morat Aa NPOMEHAT NoToKa.

He usnonsBarite npeKomMmepHa cuia npu MOHTUPaHETO Ha Tp1:>6VITe KbM Nnomnara, Thil KaTo ToBa MOXe Aa AoBeae A0 noepeja
Ha nomMmnara.

BHumaBaiTe Aa He noBpeanTe KOHeKTopuTe npn peno3nmymMoHnpaHeTo UM UK NPU NPUKPENBaHETO Ha Tp'b6VITe.

He nocTtaBsiTe LueHTpodyHHaTa KpbBHA NOMMNA 6130 0 MEXaHWU3MU, KOUTO CE BJIMASAT HEGAronpusaTHO OT MarHUTHUTE
noneta.

CneppaiiTe CTPMKTEH NPOTOKO/ 32 aHTMKOAryiaLms v pyTUHHO CefeTe aHTUKoarynauusTa no BpeMe Ha BCUYKM NPOoLeaypM.
TpsbBa fa ce nogabpKa afieKBaTHa XenaprHU3aLus cnopes npoToKosia 3a KapAuonyMoHaieH 6annac Ha MeMLMHCKOTO
3aBefeHve.

BuTe eTMHETUTE Ha OMaKoBKaTa UK MHCTPYKLMKUTE 3a ynoTpe6a OTHOCHO M3MCKBaHUATA 3a Temrneparypara Ha CbXxpaHeHue.
MoTPe6UTENAT HOCK OTFOBOPHOCT 3a U3XBbP/IAHE Ha YCTPOMCTBaTa B CbOTBETCTBUE C MECTHUTE Pasnopeadu U 6OAHUYHK
npoueaypu.

5.2 Apantep Affinity CP

MsnonssawTe agantepa Affinity CP cnopes MHCTPYKUMUTE 3a ynoTpeba, NpeaoCTaBeHn C Hero.
M3nonseanTte agantepa Affinity CP Ha Medtronic camo ¢ ueHTpodyHUTe KpbBHWM noMnu Affinity CP Ha Medtronic.

M3nonseaiTe cuctemuTe 3a LeHTpodyHHM noMnu Stéckert n Sorin 1 LeHTpodyRHUTE cucTemmn Sarns 1 Terumo cnopeg,
MHCTPYKLUMUTE 3a ynoTpeba, npuapymasallim BCAKO YCTPOMCTBO.

MNpeaun ynotpeba npoBepeTe agantepa 3a pusnyecka nospega. AgantepbT He TpAbBa ga ce 13nonisBa, ako uarexaa
nospeaeH. BbpHeTe noBpeaeHUA NPOAYKT Ha npeacTasuTen Ha Medtronic.

ApanTepbT Cbabpa marHuTw. [NaseTe agantepa ganey oT MeTaau, MarHUTHU JIEHTU U MarHUTH.

AfanTepbT He TPA6Ba Aa Ce yapAa UK u3nycka. AgantepbT MOXKE fa ce NoBpean oT yaap.

ApanTepbT WM nomnara He TpsabBa Aa Ce NOoCTaBAT UK U3BaMAAT, NPeay 3aABUHKBALLMAT MOTOP Aa € CNPAA HaMmb/IHO.
HKorarto noctaBsaTe agantepa BbpXy 3aZBMKBaLLMA MOTOP, Ce YBEPETE, Ye JoIHATa CTpaHa Ha aganTepa e B 6/1M30CT fo byKkcaTa
Ha 3aJBUWKBaLLMA MOTOP M Ye 3aabpialiara niacTuHa Ha GyKcaTa € B 3aKJII04EHO MOJIOKEHUE.

Mo Bpeme Ha ynoTpeba aganTepbT UM KOMNOHEHTUTE HA Bepurara He TpAabBa fa Ce HaTUCKAT UK YAPAT, 3a Aa Ce HaMau
PUCKBT OT OTKa4YBaHe Ha ajantepa v nomnarta oT 3a4BUMKBaLLMA MOTOP UM OT BPBH3KM C TPBOUTE. AKO Bb3HMKHE OTKayBaHe,
BUXKTe [haBa 9.

Ja He ce cbxpaHsaBa Npu KpanHW TeMNepaTypu 1 BNarHOCT. N36srealite CbxpaHABaHETO Ha aganTepa Npy nNpsaxka cibHYeBa
CBET/INHA.
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* 3a nb/Ha MHOPMALMA OTHOCHO MOHTUPAHETO BUIKTE MHCTPYKLUWUTE 3a yNnoTpebda, NpelocTaBeHn CbC CUCTEMUTE 3a
ueHTpodyHHM nomnu Stéckert 1 Sorin naK ¢ LeHTPOPYHHUTE cucTemn Sarns 1 Terumo.

* T[logroTBeTe nomnara Nnpegy NycKaHe Ha KPbBOOOPaLLEHNETO. 3agelcTBalTe NnoMnara, CABOeEHa KbM 3aBUKBaLLWUA MOTOP C
ajanTepa, C MakCumMmasHa CKOpPOCT, 3a a NPOBepUTe 3a BUOpaLms, HeOb1YaiH1 LIYMOBE, OTCBCTBME Ha NOTOK U Apyru
aHoManun. AKo 3abesiexnTe HAKaKBa aHoManusa, BMKTe [hasa 9.

* [pu n3nonsBaHeTo Ha LeHTpodyHaTa KpbeHa nomna Affinity CP n agantep Affinity CP cbc cbBMecTMMa cuctema, KoATo
oTpasfBa BXOAHO HanpereHue, U3non3samnTe MamepeHa CTOMHOCT 3a BXOAHOTO HanpereHe BMeCTO M341CIeHa CTOMHOCT.
M34mcneHaTa CTOMHOCT Ce OCHOBaBa Ha XapaKTEPUCTUYHN KPUBM, KOUTO HE Ca NPeACTaBUTE/IHU 3a LEHTPOdyKHATa KPpbBHA
nomna Affinity CP, u moxke faa posege A0 HeEnpaBuaHa UHTEPNPETALMSA.

* He 13nonaeaiite asKOX0HW PA3TBOPH, APYTY OPraHUYHK Pa3TBOPUTEIN UM KOHLEHTPUPAHW KUCENHM UM OCHOBU BbPXY
aganTepa. AganTepbT MOMe Aa ce NoBpean OT Te3n pasTBOPM.

* He nanonssaiTe agantepa cnep garara ,/3nonssaite fo“, ykasaHa Ha eTMKeTa Ha yCTPOMCTBOTO.

* BuKTe eTMKeTUTE Ha ONaKoBKaTa UM MHCTPYKLMKUTE 3a ynoTpeba OTHOCHO M3UCKBaHUATA 3a TeMnepartypara Ha CbXpaHeHue.

e [oTpebnTenaT HOCK OTFOBOPHOCT 3a M3XBbPJIAHE Ha YyCTPOMCTBaTa B CbOTBETCTBME C MECTHUTE Pasnopesdm U GOMHUYHK
npoueaypw.

6 HemenaHu peakuuun

CnepHWTe N3BECTHM CTPaHWUYHKU epeKTM Ce CBBP3BAT C ynoTpebarta Ha LeHTpodykHaTa KpbaHa nomna Affinity CP ¢ 6uoaKkTuBHa
nosbpxHocT Cortiva (CBAP40):

* KpbBo3aryba

* Koarysnonatus

* CMBPT

* embonmsa

* MpeKoMepHa aKTUBaLMsA HA KPbBHM KOMMOHEHTU UM TPOMOOrEHHOCT

* CMDBPT OT KpaiHa KpbBo3aryba

* Xxemonusa

* XEMOJIUTMYHA aHEMMSA

* WHbeKuuA

* ucxemus

* HEBPOJIOFMYHO Pa3CTPONCTBO

* opraHHa gnchyHKUMA

7 JonbrHUTeNHa UHdOpMaLMA 3a NPOAYKTUTE ¢ GUoaKTMBHA NoBbpPXHOCT Cortiva

OCHOBHUTE KOHTaKTHM MOBBPXHOCTHU HA NPOAYKTA C KpbBTa Ca NMOKPUTU C B1oaKTMBHA NoBbpXHOCT Cortiva. Ta3u NOBBPXHOCT C
NMOKPUTHE NOBULLABA CbBMECTUMOCTTA C KPbBTA M OCUIypABa KOHTAaKTHa NOBBPXHOCT C KPBbBTA, KOATO € TPOMBOYyCTOMYMBA.
BuoaKTuBHaTa NOBBbPXHOCT Cortiva Chabpa HENPONYCHIUB XernapuH, Noy4eH OT CBMHCKA YpeBHa MyKosa'.

BHumaHwue: [poayKTH, NOKpUTH € B1oaKkTMBHA NoBbPXHOCT Cortiva, ca npegHa3HaYeHn camo 3a eHOKpaTHa ynoTpeoba.
MoBTOpHaTa CTEpUAN3aLMA MOXKE Aa NOBAUAE HEONAroNnpmMATHO Ha BUOaKTMBHaTa NOBBPXHOCT Cortiva.

BHumaHue: CneppaiTe CTPMKTEH NPOTOKON 3a aHTUKOArynaums u pyTMHHO CNefeTe aHTUKoarynaumusaTa no BpeMe Ha BCUYKK
npoueaypu.
MpeaynpexpaeHune: He cbxpaHaBarTe NPoAyKT, MOKPUT C B1MoaKTMBHA NoBbpXHOCT Cortiva, npu Temneparypa Hag 40°C (104°F).

8 UHCcTpyKuMM 3a ynoTpeba

AKo nsnonssare LeHTpodykHaTa KpbBHa nomna Affinity CP 6e3 agantepa Affinity CP, BuxTe Pasgen 8.1, Pasgen 8.2, Pasgen 8.7 n
Paspgen 8.8 oT HacToAWMTE MHCTPYKLUMK 3a ynoTpebda.

AKo nsnonseare LeHTpodywHaTa KpbeHa nomna Affinity CP c agantepa Affinity CP, BuxkTe Pasgen 8.3, Pasgen 8.4, Pasgen 8.5,
Paspgen 8.6, Pasgen 8.7 v Pasgen 8.8 oT HacToALWMTE MHCTPYKLMKU 3a ynoTpeba.

1 HenponyckanMeocTTa ce onpeaens KaTto xenapuH Ha HWBo <0,1 1U/mL, naMepeHo Ypes KAMHUYHO peNieBaHTHM YCIOBUA Ha
eKCTpaKumA.
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8.1 MoHTupaHe Ha ueHTpodyHHaTa KpbBHa nomna Affinity CP Kbm BbHILHMA 3apBUKBaLLy, moTop moaen 560A
Ha Medtronic

CBbpreTe BbHLWHMA 3a4BUKBaLL, MOTOp Moaen 560A KbMm noaxogAwma KoHTponaep Ha Medtronic. 3a nbaHa nHdopmauua 0THOCHO
MOHTMPAHETO Ce OOBPHETE KbM MOAXOAALLOTO PHKOBOACTBO Ha oneparopa 3a KoHTposep Ha Medtronic.

1. Mnb3HeTe LueHTpodyHHaTa KpbBHa nomna Affinity CP BbB BbHLIHKWA 3aaBUKBaLL, MOTOp Moaen 560A (Purypa 2), foKaTo
OTKJ/Il0YBaHaTa C nasew, K/4anKka ce 3agencrsa.
durypa 2. MoHTMpaHe 1 NpemaxBaHe Ha ueHTpodyHaTa KpbBHa nomna Affinity CP

MY N M

=4 =B 14

1

oJ oJ >

1 OTKAlOYBaHa C Nasew, KaloYasika CbC 3aKoYBaLy, LT Ha BbHLWHWA 3a4BWKBaLL MOTOP Mogen 560A

3abenemHKa: HoraTo e BBb3MOXHO, MHCTaﬂMpaVITe nomnaTa B HaM-HUCKaTa TOYKa OT BepuraTta, JUPEKTHO Mo pe3epBoapa.

2. MoaroTeeTe LeHTpodyKHaTa KpbBHA NOMMa B CbOTBETCTBME C NPOLEAYypUTe, onncaHu B Pasgen 8.7 oT HacToAwmTe
WMHCTPYKLMK 3a ynoTpe6a.

BHuMaHue: Pa6oTara ¢ LeHTpodyHHaTa KpbBHa nomna, 6e3 Aa e NoAroTBeHa, MoMe Aa AoBefe A0 nospeaa Ha
LIeHTPOGYHHaTa Kp'bBHA NMomna.

3. 3aBbpTeTe KOMYeTo 32 060POTH [0 USKJIIOYEHO MOJOHEHME. KOraTo KON4YeTo ce 3aBbPTH A0 Hya, NOTPEBUTENAT Le YCeTU JIeK
HaTWCK W LLe Yye LipaKBaHe. YepHUAT ByTOH Ha KOMYETO CYHM KaTo NoKasasel, 3a HACTPOWKUTE HA 060POTUTE B MUHYTA.

MpeaynpexaeHune: M3nonsesaHeTo Ha LeHTpodyHaTa KpbBHa nomna Affinity CP n3sbH nocoveHnTe NpenopbKry MOXe Aa
JoBefie A0 OTKAa3 Ha LieHTpodyKHaTa KpbBHa NOMNA, HaMasieH NOMMEH KanauuTeT, Ted, NPEKOMEepPHa KpbBHa TpaBma 1an
paspyLUeHWEe N KOPO3Ks Ha Matepuanunte, BM3ally B KOHTAKT C KPpbBTa, KOUTO MOraTt Aa NnpeMnHaT B KpbBTa Ha naumeHTa.

BHumaHue: MOHTVIpaHe Ha Ll,eHTpOCDy}KHaTa KpbBHa NnomMmna c BbpTAL Ce 3aBMHBaLL, MOTOP MOXe Aa noBpeau nomMmnara.

4. TMpopbKeTe C eKCTPaKopnopaaHOTO KpbBoobpalleHne. BuTe MHCTPYKUMKUTE 3a ynoTpeba, NpefocTaBeHu C BCAKO
YCTPOMCTBO.

8.2 MNpemaxBaHe Ha LeHTpodyHHaTa KpbBHa nomna Affinity CP oT BbHILIHMA 3aaBUHBaLL, MOTOp Mopaen 560A
Ha Medtronic

Cnep BcaKa yn0Tpe6a cBaJieTe U U3XBbpieTe nomnara. |/|3XB'pr'IeTe nomnarta CbracHO MECTHUTE U BOTHUYHM NPOTOKON.

1. HaTtucHeTe oTK/IlO4BaHaTa ¢ naseLl, Kayasika Ha 3a4BUKBaLLMA MOTOp, 3a Aa 0CBOGOAUTE LEHTPOdYKHATA KpbBHA NoMMa
(Purypa 2).
2. NaTemeTe LeHTpodyKHaTa KpbBHA NOMMNa OT ByKcaTa Ha 3aABukKBaLLmMa motop (Purypa 2).

8.3 BrapsaHe Ha apganTtepa Affinity CP

AgantepbT Affinity CP (Purypa 3) Ha Medtronic e npegHasHayeH 3a paboTa Ha LeHTpodyKHUTE KpbBHKU nomnu Affinity CP Ha
Medtronic (mogen CBAP40) cbc cucTemmTe 3a LeHTpodyHM noMnn Stdckert n Sorin nnaun ¢ ueHTpodyHUTE cucTeMu Sarns u
Terumo.
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durypa 3. Agantep Affinity CP

1 3agbpxauw, pvb 3 3agbpralla nnactmHa
2 Bykca Ha apganTtepa

AjanTepbT U3MN0/13Ba MarHWTHO CBbP3BaHe, 3a Aa nNpejaje BbpTALLMA MOMEHT Ha 3a4BUKBALLMA MOTOP KbM LEHTPOdYHKHaTa
KpbBHA Nomna 3a eJHOKpaTHa ynotpe6a.

ApanTepbT Cce 4OCTaBA HECTEPUJIEH.

3a n3non3BaHeTo Ha ajanTepa He € Hy¥Ha NPOMAHa Ha CUCTEMUTE 3a LLeHTPodyKHKM nomnu Stdckert 1 Sorin uan Ha
LeHTpodyHHUTE cucteMmn Sarns 1 Terumo.

ApanTepbT e Cb3[aLeH 3a MHOrOKpaTHa ynoTpeba ¢ pas/iMiHy naumMeHTn. AgantepbT MOXE Aa Ce M3MoA3Ba MHOIOKpaTHO A0
parara ,M3nonseaw go“, nocodeHa Bbpxy ETMKETa Ha YCTPOMCTBOTO.

Ap,anTep'bT MOXe fa He ce npejsiara BbB BallaTta bpiasa. CB'bp)-I-{eTe ce c npeacrtaBuTena Ha Medtronic, 3a ga nposepuvTe gaim
afjanTepbT ce npeanara.
8.4 MNocraBAHe Ha apanTtepa Affinity CP Bbpxy cuctemute 3a ueHTpodyxHu nomnu Stéckert™ u Sorin™

BHumaHwue: 3a nbaHa nHbopmMaLmMa OTHOCHO MOHTUPAHETO BUKTE MHCTPYKLMWUTE 3a ynoTpeba, NpefoCTaBeHn CbC CUCTEMUTE 3a
ueHTpodyHHK nomnu Stdckert 1 Sorin.

3ab6enekKa: Npegu noctassHe Ha aganTepa BbpXy 3aBUKBALLMSA MOTOP NPOBEPETE aAanTepa 3a BUANMo 61Mo3amMbpcaBaHe, KaTo
HanpuvmMep KpbB WK Yy an matepuun. AKO e Heo6xoAMMO, NoYncTeTe ByKcaTa Ha aganTepa Wav Ha 3aABUHKBaLLMA MOTOP B
CBHOTBETCTBME C MHCTPYKLMKMTE B [NaBa 10.

3abenemKa: Tean MHCTPYKLUMM BaXKaT W KOraTo aganTepbT Ce M3N0A3Ba 3ae4HO CbC CbBMECTMMA pbYHa MaHWBe 1A OT CUCTEMUTE
3a ueHTpodyxHM nomnu Stéckert n Sorin.

BkapaiTe agantepa Affinity CP B 3agBuKBaLLMA MOTOP Ha CUCTEMUTE 3a LeHTPodyHM nomnu Stdckert n Sorin, KaTo U3NbAHUTE
CNefHUTE CTBINKMU:

1. lMocTaBeTe fgonHaTa cTpaHa Ha ajanTepa B 6yKcara Ha 3aiBUBaLLMA MOTOP. JpbTe 3aabpHaLlMsa KoY Ha 3aBUHBALLMA
MOTOP HaTUCHAT HaZ0/1y Mo Bpeme Ha TO3u NpoLec.

2. Brapaliite agantepa n3uano B bykcara Ha 3aaBumBaLLma motop (Purypa 4).
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durypa 4. BkapsaHe Ha aganTtepa Affinity CP B 3aaBuKBaLLmMA MOTOP Ha CUCTEMUTE 3a LEHTPOdYHHKM nomnu Stdckert n Sorin

1 Apantep Affinity CP 3 3agsuBaLl MOTOP
2 3apgbprall Koy 4 ByKca Ha 3a4BUXBaLLMA MOTOP

3. 3a pa 3aBbpTuTe aganTepa Ao HenaHata nosvums, HaTUCHEeTe 3abpHallms KoY, 3aBbpTeTe agantepa, cies KOeTo ce
yBepeTe, Ye 3abpHallMAT KoY Ce 3aK/to4Ba BbB BA/TbOHATUHATA OT Jo/iHaTa CcTpaHa Ha aganTepa.
MpepynpemaeHune: YeepeTe ce, Ye aganTepbT e NPUKPeneH NpaBuiHO KbM 3aABuBaLLmMs MoTop. MNpoBepeTe aanu
ajanTepbT € 3aK/oYeH KbM 3aiBUKBALLMA MOTOP. HenpaBuIHOTO NpUKpensHe MOXe fa NoBJ/vsie HeG1aronpUATHO BbPXY
pa6oTara Ha aganTepa.
BHumaHue: HoraTto noctasATe agantepa BbpXy 3a/iBUHKBALLMA MOTOP, Ce yBEPETe, Ye Jo/iHaTa CTpaHa Ha aganTtepa € B
61M30CT Ao 6yKcaTa Ha 3a/iBUHBALLMS MOTOP U Ye 3a4bpHalLMAT KU € B 3aK/II0YEHO MOJIOKEHME.

8.5 MocraBAHe Ha apanTtepa Affinity CP Bbpxy ueHTpodyxHUTEe cuctemm Sarns™ n Terumo™

BHuMaHwue: 3a nb/iHa MHpopMaLua OTHOCHO MOHTUPAHETO BUKTE MHCTPYKLMKUTE 3a ynoTpeba, NPefoCTaBeHN C LEHTPOdYHHUTE
cuctemu Sarns v Terumo.

BHumaHume: o Bpeme Ha ynoTpeba agantepbT UK KOMNOHEHTUTE Ha Bepurata He TpsabBa a ce HaTUCKaT v yapAT, 3a aa ce
Hamas/iM PUCKBbT OT OTKa4BaHe Ha aganTtepa v noMmnara oT 3aABUIKBaLLMA MOTOP WK OT BPb3KK C TPOUTE. AKO Bb3HUKHE
OTKayBaHe, BMKTe [NnaBa 9.

3ab6enemKa: Npegu noctaBsHe Ha aganTepa BbpXy 3aBUKBALLMSA MOTOP NPOBEPETE afanTepa 3a BUANMo 61Mo3amMbpcaBaHe, KaTo
Hanpumep KPbB UK YyKAM MaTepun. AKO € He06xo4MMO, NoYMCTETE ByKcaTa Ha aganTepa UK Ha 3aABUIKBALLMA MOTOP B
CBHOTBETCTBME C MHCTPYKLMKTE B [NaBa 10.

3abenemKa: Tean MHCTPYKLMM BarKaT M KOrato agantepbT Ce U3M0A3Ba 3ae4HO CbC CbBMECTMMA pbYHa MaHUBesia oT
LEHTPOYHHUTE cUCTEMM Sarns 1 Terumo.

Bkaparite agantepa Affinity CP B 3aaBuBaLLMA MOTOP Ha LEHTPOPYHKHUTE cUCTEMM Sarns 1 Terumo, Kato U3NBbAHWUTE C/iegHuUTe
CTBIMKMU:

1. OTBOpeTe 3agbpalliara nnacTMHa Ha byKcarta Ha 3a4BMKBaLLMA MOTOP, C/lef, KOETO OTCTPaHETE 3aLMTHOTO NOKPUTUE OT
OyKcara Ha 3agBuKBaLLMA MOTOP.

2. lNocTaBeTe gonHarta cTpaHa Ha aganTtepa Hag 6yKcaTa Ha 3aaBuKBaLLmMA moTop. MNab3HeTe aganTtepa nog ckobara Ha byKcarta
(Purypa 5).
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durypa 5. BkapsaHe Ha aganTtepa Affinity CP B 3agBuBaLLMA MOTOP Ha LEHTPOPYHHUTE cucTeMu Sarns 1 Terumo

1 Apantep Affinity CP 4 3apbpmalia nnactvHa Ha bykcarta
2 Bykca Ha 3apBUKBaLLMA MOTOP 5 3apsuBaLy, MOTOp
3 Ckoba Ha byKcata

3. OTBOpeTe 3agbpallara njiacTuHa Ha 6yKcara, C/iefl KOeTo HaTUCHeTe aganTtepa Ha MacToTo My. OcBo6oeTe 3aAbpHallara
naacTuHa, 3a fa 3acTonopuTe agantepa.

MpepynpexpeHune: YeepeTe ce, 4e aaantTepbT € NPUKPENeH NpaBuaHO KbM 3agBuMBaLLma MoTop. [posepeTe ganu
aAanTepbT € 3aK/I04eH KbM 3aBUIKBALLMA MOTOP. HenpaBnnHOTO NpUKpensaHe MOoXe Aa NoB/vae HebnaronpuaTHO BbpXy
paboTara Ha aganTepa.

BHumaHue: Horato noctasaTe ajanTtepa Bbpxy 3aaBuBallMAa MOTOP, Ce yBepeTe, 4e Jo1HaTa CTpaHa Ha ajantepa e B
62130CT Ao 6y|-(CE'lTa Ha 3ajBuHBaLLMA MOTOP U He 3aabprallara niacTtruHa Ha 6yHC&Ta € B 3aHJ/1l04EHO NOJI0KeHue.

8.6 lMoctaBAHe Ha LeHTpodyKHaTa KpbBHa nomna Affinity CP Bbpxy apganTtepa Affinity CP
BrapariTe ueHTpodyHaTta KpbeHa nomna Affinity CP B agantepa Affinity CP, Kato usnbiHUTe cnegHUTe CTHMKU:

1. MNocTaBeTte pgonHarta cTpaHa Ha noMmnara Hag, 6ykcata Ha aganTtepa. [Nab3HeTe nomnara nog 3agbprHawma puo.

2. OTBOpeTe 3aabpralLata N1acTuHa, Cies KOeTo HaTUCHETE nomnara Ha MACTOTo M (Purypa 6). OcBobogeTe 3agbpraliara
nnacTvHa, cnej KOeTo HamMecTeTe noMmrara, JOKaTo 3abprHallara NiacTMHa ce 3aKJIoun.

durypa 6. lNoctaesaHe Ha LeHTpodyKHaTa KpbBHa nomna Affinity CP Bbpxy agantepa Affinity CP

1 LeHTpodymHa KpbaHa nomna Affinity CP 3 3aasukBaLy, MOTOP
2 Apantep Affinity CP

MpepynpexaeHue: YeepeTe ce, Ye nomnara e NpuKpeneHa npaBuHO KbM aganTtepa. [Nomnata TpabBa Aa e 3axsaHaTa nog,
3aabpHalma pubd 1 3agbprallara nnactuHa Ha agantepa. lNposepete ganv nomnara e 3aKao4eHa 1 janu e gonpsaHa o
6yKcaTa Ha aganTtepa. HenpaBuaHOTO NpUKpensaHe MOXe Aa NOB/MAE He6AaronpuATHO BbpXy paboTara Ha noMmnara.

3. 3a ga 3aBbpTUTE NOMNATa A0 ¥enaHara nosuuma, HaTUCHETe 3agbprHallara nJacTuHa, 3aBbpTeTe noMnara, e KoeTo
ocBobojeTe 3agbprHallarta nnactmHa. Hamectete nomnara, JOKaTo 3agbpallara naacTiHa ce 3aK/io4mM Ha MACTOTO CH.
BHumaHwue: MNogroteete nomnara npean Ha4ai0To Ha KpbBOOBPAaLLEHMETO CNOpes YKasaHuATa B MUHCTPYKLUMUTE 3a ynoTpeda
Ha nomnara. 3agencTeanTe nomnara, CABOEHa KbM 3a4BUKBALLMA MOTOP C agantepa, C MaKCMMasiHa CKOpOCT, 3a Aa
npoBepuTe 3a BUbpauma, HeO6N4aiH1 LLYMOBE, OTCBHCTBUE Ha MOTOK M APYrv aHOMaIMK. AKO 3a6e/1IenTe HAKaKBa aHoManus,
BvTe Mhasa 9.
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4.

8.7

MpoabiKeTe C EKCTPaAKOPMNOPasHOTO KpbBOOBPAaLLEHWE. BUkTe MHCTPYKLMUTE 3a ynoTpeba, NPeAoCTaBeEHN C BCAKO
YCTPOMCTBO.

MpepynpexaeHne: BuHarv Tpa6Ba Aa umare HanmvHu peaepseH aganTep Affinity CP 1 pesepBHo o60pyaBsaHe ¢ Noaxoaswmsa
NPOTOKO/ 3a NoAMsAHa. AKO MMa Hy¥/a OT CMsiHa Ha aganTepa Mo Bpeme Ha NogabpaHe Ha KpbBoo6palleHHeTo,
NOTEHUMANHUAT PUCK 3a NauueHTa TpAbBa Aa 6bae M3YMC/IeH Npeay cMaAHaTa Ha aganTtepa.

MpepynpexaeHune: LUeHtpodykHata KpbeHa nomna Affinity CP v agantepbT Affinity CP He ca cbBMecTMMM 3a paboTa B
nyscupaLL, peEXUM.

MpepynpexaeHue: AgantepsT He TpAGBA Aa ce M3N0J3Ba NPU CKOPOCTH, MO-BUCOKKM OT 3600 06./MUH. AfanTepbT He e
KBannuumpaH 3a CKOpoCTH, NO-BUCOKM OT 3600 06./MUH.

MoarotoBKa Ha Bepurarta Ha LeHTpodyKHaTa KpbBHa nomna Affinity CP

KaTo nsnonseare npuMeTH acenTUYHWU TEXHWUKM 3a NOALbPIKAHE HA CTEPUIIEH MbT HA TEYHOCTTA, NPUKPENeTe NOAXOAALMTE
TPBOM KbM BXOAHWSA U U3XOLHUSA MOPT Ha LIEHTPOdyKHATa KpbBHA Nomna.

AKO e Bb3MOXKHO, NPOMUITE Bepurara 1 nomnara ¢ BbriepogeH guokeung (COs).

HaTto usnonsearte cunara Ha TEHECTTa, Hamb/IHETE LEHTPOdYKHATa KpbBHA NOMMA C MOArOTBUTE/IEH PA3TBOP A0 TOYKA c/ej
U3XOZHWA NOPT W KnamnupanTe. MpemaxHeTe Bb3ayxa OT U3XOLHWUTE TPBOM.

MpepynpemaeHune: YeepeTe ce, He LEHTPODYKHATA KpbBHA MOMMA W Bepurarta He CbAbpHaT MexypyeTa v Ye ca NoAroTBEeHU
NpaBWIHO NPean MHULManU3aumuATa Ha 6ainaca, 3a a ce Hamasv 0 MUHUMYM PUCKBT OT HAaB/M3aHe Ha Bb3AyX B NauueHTa.
MpenopbyBa ce M3MNoa3BaHETO Ha apTepuaneH GUATHP.

MpepynpexaeHne: HaBM3aHeTO Ha roNAMO KOIMHECTBO Bb3AYX B LEHTPOMYHHATA KPpbBHA NMOMMAa BOAM A0 pa3cTpoiBaHe
Ha nomnara 1 cnvpaHe Ha KpbBOoTOKa. CnpeTe nomnara v oTCTpaHeTe Bb3ayxa Npean Aa Bb3CTaHOBUTE KPbBOOGPALLEHWETO.

BHumaHue: He yapsiTe LeHTpodyHKHaTa KpbBHA NOMMA C MHCTPYMEHTW. YAapbT MOXKE Aa NOBPELM YCTPOMCTBOTO, KOETO
MOMe fa fosefe A0 HenpasuIHO BYHKLMOHMPaHE.

Cnepg KaTo nsxogAwara Tp'b6a € KnamnumpaHa, BK/Ilo4eTe 3axpaHBaHeTO Ha KOHTpoJiepa Ha Medtronic.

CBebpieTe coHAaTa Ha NOTOKa KbM TPbEUTE Ha BepuraTta B CbOTBETCTBUE C PbHOBOACTBOTO 3a oneparopa 3a noaxoasiiara
CbBMECTMMA cucTeMa. AKO M3Moni3BaTte KOHTposiep Ha Medtronic, HynnpaiiTe coHaaTa Ha NOTOKa B CbOTBETCTBUE C
NOAXOAALLOTO PHKOBOACTBO 3a onepartopa Ha KoHTposiepa Ha Medtronic.

[oKaTo naxogHara Tpbba Bce olle e KamnupaHa, 3aBbpTeTe KonyeTo 3a rpm (06./MWH) Ha KoHTpoaepa Ha Medtronic go
eslaHOTO HMBO, 3a 4a NOAroTBMUTE BepuraTa afeKBaTHoO 1 Aa A 06e3Bb3ayLnTe. Habnogasaite nomnara sa nponycKaHe Ha
TEYHOCT WX 3a APYrY aHOMaUK.

MpepynpemaeHune: He ocTasaAiiTe LeHTpodyHHATa KpbBHA NoMna ga pa6oTy noseye ot 30 ceKyHan 6e3 NOTOK.
Temnepartyparta B noMnaTta MOMe fa Ce NOBULLIX M TOBa MOMeE [a AoBede A0 YBE/MYEHO YBPemAaHe Ha KIETHUTE.

3aBbpTETE KONYETO 3a rpm (060POTH) A0 HyNa U MPOBEPETE OTHOBO LE/IOCTTA Ha LEHTPOdYKHATa KpbBHaA Nomna.

MpepynpexpaeHue: AKO OTKPUETE TeY, OTCTPAHETE LEeHTPOdYKHaTa KpbBHA NOMMNa U i CMEHETE C HOBa, CTepUIHA nomna. AKO
OTKpWeTe Apyrv1 aHomanuu, BuxTe Masa 9. MosTopete CTbnKa 1 go CTbnKa 7 3a No4roToBKa.

AHO He 3abennsBare aHOMa MK, MPOMb/IMETE C NOArOTOBKATA Ha Bepurara.
MpoBepeTe BCUYKM CbeAUHEHMS, LIeSIOCTTa 1 NOTOKa Ha BepuraTa npeau ynotpeéa.

MpeaynpexaeHune: He paboTeTe C LeHTPOhyHHaTa KpbBHA NOMMA NPW K1amMmnmMpaHu BXOAHW TPBOM, T KaTo LLe Ce reHepupa
oTpuLATEe/IHO HasIAraHe B NoMnara v B KpbBTa Morar Aa ce 06pasyBaT Bb34yLUHK Mexyp4yeTa.

8.8 CnucbK 3a npoBepKa Ha ueHTpodyHHaTta KpbBHa nomna Affinity CP

CnepggaiiTe onpegeneHu1si MPOTOKO/ OT BalMs KAMHMUYEH ekun. MHbopMaumaTa oT To3u CNMCHK 3a NPOBEpKa Ha KpbBHAaTa nomMna
3a Gaiinac Moe Aa ce 13nosi3Ba CbOTBETHO 3a pEBM3NpaHe, 0BHOBSABaHE WM pasluMpsBaHe Ha CbLLECTBYBaLLMTE CNICHLUM 3a
npoBepKa.

1.

Crno6asaHe Ha 06opyaBaHETO
¢ MOHTHpaNTe BbHILUHWA 3aBUKBALL, MOTOP Moaen 560A unu 3aaBuKBaLL e1EMEHT OT CbBMECTUMa CUCTeEMA.
¢ [poBepeTe fanu BCUYKN ENEKTPUHECKU CHEANHUTENN Ca HAAEHAHN.
e TecTBalTe 3axpaHBaAHETO Ha yrNpaBasaBaLLua MOAY/ U AUCTIIEN.

e [lpoBepeTe patata u LenoCcTTa Ha onakoBKarta(MTe) Ha cTepuiHaTa KpbBHa Nomna (M Ha CMeHAemMaTa CoHAa, aKko e
NPWUAOKMUMO).

¢ AKo u3nonseare aganTepa, NpoBepeTe Aatata ,M3nonssan Jo“, ykasaHa Ha eTUKETa Ha YCTPOMUCTBOTO.
* [lpoBepeTe Aanu TpaHCAOCePbT/CEH30PbT/CMEHiIEMATa COHAA Ca C MPaBUIHUTE pasMepH.
¢ Crno6ete nepdysmoHHaTa Bepura Kato cnassare CTePU/IHOCT.
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* QOcrTaBeTe AoCTaTbyHa AbAKMHA HA TPBOUTE 3a 3aBUIKBALL, €/1eMEHT MJIM MaHUBE/IA B PEXMM Ha FOTOBHOCT.

* CBbpmeTe TpaHcatocepa/ceH30pa/cMeHsAeMaTa CoHAa KbM Bepurata Ha NpaBuiHUTE MACTO M MNOCOKA Ha ABUKEHME.
2. NoaroTroBKa Ha nomnarta U Bepurara

* [poBepete Bepurata, 3a fa ce yBepuTe, 4e HAMa NperbBaHUAa AN 3anyLIBaHUA.

* AKO e yKasaHo, npomuiTe nomnarta u sepurata ¢ CO,; naknoyete CO,.

* [logroTBeTe, KaTO M3MOA3BATE CUlaTa Ha TeKECTTa, U 06e3Bb3ayLLeTe noMmnara n nepdysmoHHaTa Bepura.

¢ [lpoBepeTe nomnara Aa NpoTU4aHe, HePaBHOMEPHO ABUKEHUE U LLYM.

» [poBepete Bepurarta 3a BUANM Bb3AYyX.

* [lpoBepeTe Aa/ M BCUHKM CbEAUHEHNSA HA TPBOUTE Ca HaJEeH aHW.

¢ HnamnupanTte HanbAHO M3xoasauiaTa Tpbba Ha nomnara.

¢ HKnamnupaiiTe Hanb/HO Bb3BpaTHaTa BEHO3Ha Tpbha.
3. Pa6oTHu napameTpu

M3BbpLUETE CIEAHOTO CNOpes CbOTBETHOTO PbKOBOACTBO 3a oneparopa Ha CbBMecTMMara cucTema:

* HannbpupanTe TpaHcaoCepuTe/CEH30pUTE CNOPEA MHCTPYKUMAUTE HA NPOU3BOAUTENS.

* HactpoWiTe 1 npoBepeTe anapMmuTe 3a HUCHK/BUCOK MOTOK M APYrM Bb3MOMXKHW CUCTEMM 3@ CUIYPHOCT.
4. Pe3epBHO 06GopyaBaHe Npu CMewHoCT

YBepeTe ce, Ye cnegHoTo 060pyaBaHe € Ha/IMYHO:

¢ PesepBHO 3axpaHBaHe

* [ogxopAwa pbyHa MaHMBeNa U 3aABUKBALL MOAYN OT CbBMECTUMA cucTema

* PesepBHa ueHTpodyHa KpbBHa nomna Affinity CP n cmeHsema coHpa

* AKO u3nonseare agantepa, Tpabsa ga umare Hann4veH pesepseH agantep Affinity CP

* [NopxopAw, KOHTPOEpP OT CbBMECTMMA cUCTEMA
5. MNMepoysua

e JlocTUrHeTe MMHMMaJIEH MOTOK Ha Momnarta, Npeau fa ceaavTe KaamnuTe oT JIMHUKUTE.

e Cnepete ynpaBnsasaluma MOAyN 3a CbOBLEHUA U anapMu.

* Cnepete nepdysnoHHaTa Bepura 3a BUAMM Bb3AyX U NPErbBaHnaA B IMHUUTE.

e [lopgabpranTe MMHMMAIEH NOTOK Ha NoMnara nNpeau ga Knamnupare JIMHuuTe.
6. MNMounuctBaHe

* U3Kno4veTe 3axpaHBaHETO.

* [lpaBuWaHO U3XBBLPIETE CMEHAEMUTE KOMMOHEHTH.

* [louncTeTe MoTOpa M TpaHcatocepa/ceH3opa 3a NOTOK.

¢ AKO M3non3Bare aganTtepa, ro No4YMCTETE CNopes UHCTPYKLUMUTE B pasgena ,CbxpaHeHue 1 NoYncTBaHe".
7. NpoBepKa Ha 06opyaBaHETO

* T[lperneganTe 1 NpoBepeTe Aain 060pyaBaHETO paboTw.

* CnepgBariTe nocoyeHara cxema 3a npoduaakTMyHa NogapbKKa.

* YBepeTe ce, Ye GatepunTe ca 3apefeHun A0 MbHUA CU KanauumTeT.

9 P'bHOBOACTBO 3a OTCTpaHABaHe Ha Hen3npaBHOCTHU
Toau pasgen pasmera 3 cutyauum, KOMTO MOME Aa Bb3HUMKHAT NMpUY M3MN0JI3BaHe Ha LeHTpodyKHa KpbBHa nomna. Cnepgaiite
KJMHWUYHUA NPOTOKOA, ONPeAENEeH OT 6O/IHUYHOTO 3aBefieHre, U B3EMETE NPeABUA NPea/IOHEeHUATa 3a OTCTpaHABaHe Ha
HenanpaBHOCTH, ONUCaHW NOo-A40nYy.
9.1 lpewka Ha nomnara
Heo6MKHOBEH UM NPOHU3UTENIEH 3BYK MOKa3Ba, Y€ Bb3HWKBA rpeLlKa Ha nomnara. HesabaBHO CMeHeTe LeHTpodyKHaTa KpbBHa
nomna Affinity CP.
9.2 Jlunca Ha NOTOK
AKO nomnara He ce BBPTHU NN HAMA NOTOK, obmucnete CNegHOoTO:

b I'IposepeTe Aann noMmnara U 3agBuUHBaLLMAT MOTOP Ca CBbP3aHuU NpaBuJIHO.

AKO nsnonseare agantepa, o6MUCIETE CNEAHOTO:
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» [poBepeTe ganv nomnara e cBbp3aHa NpaBu/IHO KbM aganTepa. YsepeTe ce, Ye NMomMnara e 3axsaHara 34paso nog
3agbpMalLma pbb U 3aabpallaTa niacTuHa Ha agantepa.

 [lpoBepeTe fanv afanTepbT € CBbP3aH NPaBU/IHO KbM 3a4BUIKBALLMA MOTOP.
* HamaneTe cKopoCTTa Ha nomMnara Ao Hyfa, C/ef KOeTo pecTapTupainTe 3aABuKBaLLMsA MOTOP.
* CneppgaiiTe NpoToKoa Ha 6OIHMYHOTO 3aBeeHWe 3a Bb3CTAHOBABAHE Ha MOTOKA.

9.3 Heobu4yaeH wym
AKo nomnata Bubpupa i nsgasa CTbpHeLUn 3ByLM, OBMUCAETE CEAHOTO:

* [lomucneTe 3a 3amMaHa Ha NomMara, ako BUGPUPAHETO MM CTbPIELLUTE 3BYLIM NPOAbIKABAT.
AKo nanonseare agantepa, 0bMucneTe CNefHOTO:

* [lpoBepeTe fanv nomnara e cBbp3aHa NPaBWIHO KbM aganTtepa. YBepeTe ce, Ye nomnara e 3axBaHara 34paBo nog,
3aAbpralma pbb 1 3agbprallata naacTMHa Ha agantepa.

 [poBepeTe fanv afanTepbT € CBbP3aH NPaBWU/IHO KbM 3aJBUKBALLMA MOTOP.

e Hamanete cKopocTTa Ha nomMnara Ao Hyfa, Cnef KOeTo pecTapTupainTe 3aABUKBaLLUSA MOTOP.

e CneppaiiTe NpoTOKO1A HA 6OIHMYHOTO 3aBefeHWE 3a Bb3CTAHOBSBAHE Ha MOTOKA.

* [lomucneTe 3a 3amAHa Ha NMomnara Wiv agantepa, ako BUGPUPAHETO UM CTHPHELLUTE 3BYLIM NPOLb/IKABAT.

10 CbxpaHeHue 1 noynucTBaHe Ha agantepa Affinity CP
MpeaynpexpaeHune: AgantepsT He TpAGBa Aa ce ctepunnsunpa. CTepnaMsmMpaHeTo MOXe Aa noBpeau agantepa.

BHMMaHMe: [la He ce CbxpaHsaBa Npu KpaiHu Temneparypu 1 BnamHocT. M36areaiite cbxpaHABaHETO Ha aganTepa npu npaxa
C/TbHYEBa CBET/IMHA.

BHuMaHue: He nsanonssaiTe afKOXO/IHW Pa3TBOPU, APYTY OPraHUYHW PasTBOPUTENN MM KOHLLEHTPUPAHW KUCEIMHW UM OCHOBU
BBbPXY agantepa. AganTepbT MOMXE Aa Ce NoBpeau OT Te3n pa3TBOPHU.

Cnepgaiite NPOTOKO1a Ha GO/IHMYHOTO 3aBefEeHNE 3a NOYUCTBAHE WU/IU Ae3nHdeKuma Ha aganTepa u B3eMeTe npeasua, CIeaHoTo:

* KM3nonseaiTe camo 0f06peHU OT 6OSHUYHOTO 3aBeAeEHME Ae3NHPEKTAHTM 3a NOYUCTBaHE Ha aganTtepa. CnegHuTe pasTBopH
MOMe fa Cce U3nonsear 3a NoYncTBaHe UaM AesnHdeKLMA Ha aganTtepa: Boga, Betadine™, BogopoaeH nepokeung, v cnab
petepreHT. Cnepn noyncTBaHETo 3abbpLueTe aganTtepa ¢ rb6a nav Mek napuan v Boga.

» HesabaBHo OTCTpaHeTe BCAKO 3aMbpcABaHe OT aganTepa ¢ NoMoLLTa Ha rbba Mav MeK napuan v soga.

e AKO 3aMbpCABaHETO HE MOXE Aa Ce OTCTPaHU C rb6a uan Mex napuan v Boja, agantepbT MOXe Aa ce NoTonu BbB Boga3a o 10
MWHYTH. A,Cl,aI'ITep'bT He TpF|6Ba Aa ce notana B HUKaKBX Apyrn Te4HOCTHU.

11 O6cnyHBaHe

MpepynpexpeHue: AjantepbT He NOAJIEHM Ha CEPBU3HA NOAAPBbIKKA. AfanTepbT He TpsA6Ba fa ce pasrio6saBa, Thi KaTo
paboTtara My MOXe Aa ce noBaunsae HebaaronpuATHO. AKO ca U3BBPLUBAHW HAKAKBM NPOMEHU MO ajanTepa, He ro U3non3samnTe.

12 CneuuduKrauum 3a ueHTpodyRHaTa KpbBHa nomna Affinity CP c 6uoaKTMBHa noBbpxHOCT Cortiva

Howmep Ha vacT: CBAP40

O6em Ha noaroTBUTENIHNA pa3TBop: 40 mL (npnbnansutenHo)
BbTpelueH pasmvep Ha 9,5 mm (3/8in)
BXoja/msxopa:

MaKkcumanHo paboTHo HansraHe: 760 mmHg (101 kPa)

MaKcrManHa ckopocT Ha notoka: 10 L/min

MakcumanHo nsxogHo HanfdraHe: 700 mmHg (93,3 kPa)

MakcumanHa ckopocT Ha usnomn- 4000 06./MuWH (C BbHWEH MoTop 560A Ha Medtronic)

BaHe: e 3600 06./mMuH (c apanTep Affinity CP Ha cucTtemuTe 3a LeHTpodyHHM noMnn Stdckert n
Sorin nnun Ha LeHTPOdyHHUTE cucTemmM Sarns 1 Terumo)
CBbBMECTMMM CUCTEMM: Cwnctemun 3a KOHTposiepa 3a ckopocTTa Ha Medtronic (¢ BbHLWEH MoTop Mogen 560A, MaHu-

Be/a 3a aBapuiHoO 3axpaHBaHe mogen HC150A)

CobxpaHsaBaiTe NpogyKTa Nnpu cTarHa Temneparypa.
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12.1 Cpepa 3a TpaHcnopTt

Temneparypa: -30°C po 40°C (-22°F po 105°F)
BnarHocT: oT 20% po 85% 6e3 KoHaeH3auuA

13 Cneuudurauuu 3a agantepa Affinity CP

Homep Ha yacT: AP40AST

CbBMecTMMa nomna: LleHTpodyHa KpbBHa nomna Affinity CP ¢ 6noaktreHa nosbpxHocT Cortiva (CBAP40)

CbBMECTUMM CUCTEMM: e Cuctemmn 3a ueHTpodyHM nomnm Stockert n Sorin (C Mogenu Ha 3aaBUKBaALLMA €NEMEHT
60-01-04 n 60-01-00 1 Mopenv Ha aBapuHWUA 3a4BuKBaLL efieMeHT 60-01-35 n
60-01-50)

e LleHTpodyHM cuctemu Sarns n Terumo (MoAen Ha 3aBUKBaLLMA eneMeHT 164267 m
MOZE/T Ha pPbYHMA 3a4BUKBaLY, eleMeHT 164268)

MakcrmanHa CKopocT Ha agan- 3600 06./M1H.
Tepa:
IP kaTeropwms: 1P47

13.1 O6wwm pasmepu

Terno: 3159 (0,69 Ib)
Bucounna: 28 mm (1,1in)
JunameTbp: 94 mm (3,7 in)

13.2 Cpepa 3a cbxpaHeHUe U TpaHCNopT

Temneparypa: -30°C po 70°C (-22°F po 158°F)
BnarHocT: oT 15% po 93% 6e3 KoHaeH3auuA
ATMOchepHO HanAraHe: 70 kPa go 106,3 kPa

13.3 PaboTHa cpega

Temneparypa: 10°C po 40°C (50°F go 104°F)
BnarHocT: oT 20% 1o 75% 6e3 KoHaeH3auuA
ATMOcdepHO HanaraHe: 70 kPa go 106,3 kPa

14 CHopoCT Ha NOTOKa Ha LeHTpodyKHaTa KpbBHa nomna Affinity CP

3abenemKa: [lefCTBUTENIHUAT NOTOK, KOMTO MOMe fia Ce MoJyyu, 3aBMCH OT CIe4HATOBaPBaHETO Ha MoMNaTa, KOeTo ce no/yvasa
OT KOMMOHEHTUTE Ha eHCTpaKopropassHaTa Bepura v apTeprasHoTO CbPOTHUB/IEHWE Ha NauueHTa.

3abenemKa: CnagbT B HaNAraHeTo NpeACTaB/sABa pas/iMKaTa Mexay u3xoaa v BXoga Ha nomMnara.
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durypa 7. XvgpaBanyHu XxapaKTEPUCTUKM Ha LEHTpodyKHaTa KpbeHa nomna Affinity CP
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1 Cnag B HanAraHeTo (mmHg) 3 2=0b./MMH
2 CkopocT Ha noTokKa (L/min)

15 OrpaHu4yeHa rapaHuuA
CnegHata OTPAHMYEHA FAPAHLMA Bamu camo 3a kaneHTun ot CALLL:

A. Tasn OrPAHMYEHA TAPAHUMA e gocTbnHa eAMHCTBEHO 3a OPUTMHANHMA KynyBad Ha LeHTpodyKHa KpbBHA noMna
Affinity CP ¢ 6uoakTtrBHa nosbpxHocT Cortiva, mogen CBAP40 (HapuyaHa no-gony ,[pogyKT®).

(1) Bcnyyai ye MNpogyKTbT NpecTaHe aa GyHKLMOHWPA B rpaHULMTE Ha HOpMaTa B pe3ynTar Ha AedeKT B Matepuanute uam
n3paboTKara B pamKkuTe Ha egHa (1) roguHa ot goctasKarta Ha [pogyKTa fo Kynysaya, Medtronic no ceoi nséop we: (a)
peMOHTMpa MK NOAMEHU BCAKa AedeKTupana vyacT nam Hactu Ha lMpoayKTa; (6) OTnycHe KpeauT Ha KynyBaya, paBeH Ha
MNMoKynHaTa LeHa (KaKkTo e onpeaeneHa B lNoaceKuma A(2) no-gony), Cnpsamo NoKynHaTa LeHa Ha nogMmeHeHus MNpoaykKT;
nau (B) ocurypu yHKLMOHaIHO paBHOCTOMHA 6e3nnaTHa nogmsaHa 3a Npoaykra.

(2) Mo cmucbna, B KOMTO € n3nosseBaHa TyK, MoKynHa ueHa e no-H1cKara oT (i) HeTHaTa haKTypupaHa CTOMHOCT Ha
opurnHanHusa Mpogaykr, (ii) ueHaTa Ha paboTeLo B MOMEHTa CpaBHMMO obopyaBaHe unu (i) ueHaTa Ha 3aMeHALOTO
obopyasaHe.

B. 3a jace yaoBneTBOPAT U3UCKBaHWATA 3a PEMOHTa, NoAMAHATA WM OTMNYCKaHeTO Ha KpeauT, nocoveHn B CeKuma A no-rope,
TpsA6Ba Aa ca U3Mb/IHeHWU caeaHUTe YCAOBUA:

(1) MpopyKTHT TPsAGBaA fa ce BbpHe Ha Medtronic no wecTtaeceT (60) AHW cnef OTKpUBaHe Ha AedeKTa;

(2) MpopyKTHT TpsA6Ba Aa He e 61 U3NOA3BaH MO HAYUH, Pa3/IMYEH OT CTPOroTO CAeABaHe Ha MHCTPYKLMUTE 3a ynoTpeba,
TpAbBa aa He € 61N M3NoN3BaH Ha NoBeYe OT €4 MH NaUUEHT U TpABBa Aa He € 61N NPOMEHAH UM PEMOHTUPAH MO KAKbBTO
W fa e HauuH, KOWTO No npeueHKa Ha Medtronic noBansaBea Ha cTabuAHOCTTa U HagemagHocTTa Ha MpogykTta. MpogyKTbT
He TpAbBa fga e 6ua nognaraH Ha HenpasuaHa ynotpeba, 310ynoTpeda Ui MHUMAEHT; U

(3) CpOKbT Ha rogHOCT Ha NpoAyKTa He TpAbBa fa e USTEKBI.
C. Tasn OrPAHMYEHA TAPAHUMA e orpaHuyeHa oo napaseHute B Hesl yC0BusA. [10-KOHKPETHO:

(1) OcBeH KaKTo e n3puyHo onpegeneHo B Tasan OrPAHMYEHA TAPAHLIMA, MEDTRONIC HE HOCK OTFTOBOPHOCT 3A
HUKAKBW NPEKKW, CNYYANHW UM MOCNEABALLIM BPEAM HA BA3ATA HA KAKBBTO U [IA E IEDEKT, OTKA3
MJIM NOBPEAA HA NMPOAYKTA, HESABUCHUMO OAAJIM UCKBT E Bb3 OCHOBA HA TAPAHLINA, JOTOBOP,
MPABOHAPYLUEHUE, NI APYTO.

(2) Tasm Or'PAHMNYEHA TAPAHLMA ce oTHacA camo 3a Kynysaya Ha O6opyasaHeTo. LLIO CE OTHACA 4O BCHUYKH
OCTAHAJIM, MEDTRONIC HE NPEAOCTABA HUKAKBA APYTA TAPAHUWA, UBPUYHA UM NOAPA3BUPALLLA CE,
BKJITOYUTEJTHO, HO BE3 A CE OrPAHHMYABA A0, NOAPA3BUPALLIM CE TAPAHLIMK 3A TPOAABAEMOCT MU
rOAHOCT 3A ONPEAENEHA LEN, MMALLM 3A MPABHO OCHOBAHME NPABUTHUK, OBLLIO NPABO,
KJIMEHTENA U APYTIO. HUKAKBA M3PUYHA MW NOAPA3BUNPALLIA CE TAPAHLIMA 3A KYMNMYBAYA HE
M3IM3A OT PAMKUTE HA NEPMOAA, MOCOYEH B A(1) NO-FOPE. TA3KX OrPAHNYEHA TAPAHLMA LLE BbAE
EOMHCTBEHOTO YAOBJ/IETBOPABAHE 3A BCEKM HYOBEK.
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D. UsKnoyeHunsaTa 1 orpaHuyeHnATa, HaJ0XeHW No-rope, He ca NpeaHasHadYeHu, a U He TpABBa Aa ce ThJIKYBaT KaTo TakuBa,
KOWUTO NPOTMBOPEYAT Ha 3a4b/IIKUTENHUTE pasnopeadu Ha CbOTBETHMA 3aKOH. AKO HAKOSA YacT WM YCNOBUE OT Tasm
OrPAHMYEHA FAPAHLMA ce npuemat oT HAKOM CbA, C KOMMNETEHTHA IOPUCAUKLMA 38 HE3AKOHHU, HEUSMBJIHUMK UK B
NpoTUBOpPEYME C NMPUIOHKMMUA 3aKOH, BasiMgHOCTTa Ha octaHanmTte Yactu oT OTPAHMYEHATA FTAPAHUMA HAava ga 6bae
NOB/IMSAHA U BCUYKM NPaBa 1 3a4b/IKEHUA We 6bAaT U3TbhJIKyBaHU U M3MbJIHEHW TaKa, cAKaw Tasn OFPAHMYEHA TAPAHLMA
He e CbAbprKana YacTTa Uan YCI0BMETO, CHETEHN 3a HEBa/IMAHM.

E. HuKkoe nuue HAMa npaBo ga 068bp3Ba Medtronic ¢ KakBOTO U Aa e NpeacTaBsaHE, YC0BUE UM FrapaHUns, OCBEH Tasm
OrPAHMYEHA TAPAHLIMA.

16 OrpaHuyeHa rapaHuma2
Cnepnara OrpaHuyeHa rapaHumsa Baxu 3a KameHTu nasbH CALLL:

A. Tazn OrPAHMYEHA TAPAHUMA e pocTbnHa eAMHCTBEHO 3a OPUTMHANHMA KynyBad Ha LeHTPOodyHHa KpbBHa noMna
Affinity CP Ha Medtronic ¢ 6uoakTuBHa noBbpxHOcCT Cortiva, mogen CBAP40 (HapvyaHa no-gony ,[poayKT). B cnyyar ye
MpoayKTHT NpecTaHe Aa hyHKUMOHMPA CbIIacHo cneumduKaumaTa, NnpeacTaseHa B MHCTPYKUMMTe 3a ynotpeba, Medtronic
e n3gaje KpeauT, paBeH Ha NoKynHara LeHa Ha opurmHaaHua MNMpoayKT (HO He npeBuLLaBall, CTOMHOCTTa Ha NpoAyKTa 3a
3amsHa), cpeLly NoKynKarta Ha KakbBTO M ia 6110 NPOAYKT 3a 3amaHa oT Medtronic, n3non3saH 3a TO3K NaLMeHT.
NPEAYNPEXAEHNATA, KONTO CE CbAbPHAT BETUKETUTE HATIPOAYKTA, CE CHUTAT SAHEPA3AE/IHAYACT OT
TA3W O'PAHMYEHA TAPAHLIMA. CBBPHETE CE C BALLIMA MECTEH NPEACTABUTEJT1 HA MEDTRONIC, 3A A
MNONYYHUTE MHPOPMALUMA OTHOCHO TOBA KAK AA NPEAABUTE NPETEHLWKW CNOPE TA3SKW OrPAHUYEHA
FAPAHLINA.

B. 3a pa ce npuaHae OFPAHNYEHATA TAPAHLUMA, Tpa6Ba Aa ca U3Nb/HEHN C/IeAHUTE YCI0BUS:
(1) MpopyKTHT TPsAGBa fa ce u3nonsea npegu garara ,Manonseante o

(2) MpopyKTbT TPAGBaA Aa ce BbpHe Ha Medtronic B pamKMTe Ha 60 AHM OT HA4a10TO Ha MOA3BAHETO U e 6bae COBCTBEHOCT
Ha Medtronic.

(3) MpopyKTHT TPsA6Ba Aa He e 61 M3NON3BaH 3a Apyr NaumeHT, Tpsabsa Aa He e 61 nognaraH Ha Henpasw/Ha ynoTpeba,
npomsaAHa, 3noynotpeda nam MHUMAEHT v MNpoayKTbT Tpabea Aa He e 61U NPOMEHSAH WM PEMOHTUPAH NO KakbBTO M Aa €
Ha4WH, KOMTO No npeueHKa Ha Medtronic noBanaBa Ha HeroBaTa CTabWJIHOCT M HALEHAHOCT.

C. Tasu OrPAHMYEHA TAPAHLIMA e orpaHnyeHa fo nspaseHuTe B HeA yCNoBMsA. [10-KOHKPETHO:

(1) B HVWKaKbB cnyanl HAMa fa ce OTrnycHe KpeauT 3a nogmMaAHa, ako MMa JoKa3aTe/iICTBa 3a HenpaBuiHa pa60Ta,
HenpaBW/IHO MHCTannpaHe Uin npoMmAHa Ha Mmartepuasa Ha nogMmeHeHuA I'Ipop,yHT.

(2) Medtronic He HOCKM OTTOBOPHOCT 3a HUKaKBW C/ly4alHU WK NOCNEeABaLLM Bpeaur, MPOM3THUYaLLM OT KaKBOTO U Aa 6mno
nonseaHe, aedeKT nam nospega Ha NpoayKTa, He3aBMCUMO OT TOBa AaJIM UCKBT Ce OCHOBaBa Ha rapaHuums, Jorosop,
npaBoHapyLUeHWe, Uan Apyro.

D. U3KAo4eHnsaTa M orpaHMyYeHuATa, HaJl0KeHM NO-rope, He ca NpeaHasHavyeHu 1 He TpA6Ba Aa ce Th/IKyBaT KaTo TaKMBa, KOMTO
NpOTUBOpPEYAT Ha 3a4b/IIKUTENHUTE Pa3nopeadun Ha NPUNOHKMM 3aKOH. AKO HAKOSA YacT uam ycnosue ot Tasn OFPAHUYEHA
FAPAHLMA ce npyemar OT HAKOM Cbf, C KOMMNETEHTHA IOPUCAMKLMA 32 HE3AKOHHW, HEU3MbJHMMWU UK B NMPOTUBOPEYME C
NPUIOHKMMUA 3aKOH, BaIMAHOCTTa Ha ocTaHanata yact ot OTPAHUYEHATA TAPAHLIMA Hama ga 6bae NoBAMAHA U BCUYKK
npaea v 3afb/IHeHNs e 6baaT U3TbH/IKYBaHU M U3Mb/IHEHW Taka, cakaw Tasu OTPAHNYEHA TAPAHLINA He e cbabprana
yacTTa Wu YCI0BUETO, CHETEHU 3a HEBAJIUOHW.

2 Tasn OFPAHUYEHA FAPAHLIMA ce npeaocTaesa oT Medtronic, 710 Medtronic Parkway, Minneapolis, MN 55432. Mpunoxu1ma e
€4MHCTBEHO M3BBH rpaHuumnte Ha CALLL.
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1 Popis

Odstfediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva (CBAP40) je uréena k pouziti pfi zakrocich s vyuzitim
mimotélniho obéhu. Je urena k ¢erpani krve odstfedivou silou generovanou hladkym rotujicim kuzelem v kombinaci

s nizkoprofilovymi lopatkami ob&Zného kola. Energie z pumpy se pfenasi ve formé tlaku a rychlosti - proud krve je hnan smérem

k vystupnimu portu pumpy. Za u¢elem omezeni tfeni a generovanitepla je odstfediva krevni pumpa Affinity CP s bioaktivnim povrchem
Cortiva vybavena konstrukci oto¢ného loziska na dvojitém keramickém Cepu.

Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva je sterilizovana ethylenoxidem.

Vyrobky potazené bioaktivnim povrchem Cortiva jsou ozna¢eny pfedponou ,CB* v isle modelu. Dalsi informace o bioaktivnim
povrchu Cortiva uvadi Kapitola 7.

Odstfediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva se zapojuje do vzdalené magnetické hnaci jednotky zvané
externi hnaci motor model 560A, ktera je propojena s regulatorem rychlosti pumpy spole¢nosti Medtronic. Pumpa se rovnéz pfipojuje
k nouzové rucni klice HC150A v pfipadé poruchy regulatoru nebo vypadku napajeni. Dalsi informace o externim hnacim motoru

a nouzové rucni klice naleznete v pfisluSném navodu k pouziti regulatoru rychlosti pumpy Medtronic.

Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva je také propojitelna s adaptérem Affinity CP, ktery umoziuje tuto
pumpu provozovat se systémy odstfedivé pumpy Stockert™ a Sorin™ nebo s odstfedivymi systémy Sarns™ a Terumo™.

Adaptér nemusi byt ve vasi zemi dostupny. Pro ovéreni dostupnosti adaptéru kontaktujte zastupce spole¢nosti Medtronic.

Dal&i informace o pouZivani adaptéru Affinity CP nebo ovladani regulatoru rychlosti pumpy Medtronic nebo pfislusenstvi naleznete
v navodu k pouziti nebo navodu k obsluze.

Obrazek 1. Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva

1 Vstupni port
2 Vystupni port

2 Indikace k pouziti

Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva slouzi k erpani krve pfes mimotélni obéh pro mimotélni
cirkulaéni podporu v dobé provadéni kardiopulmonalniho bypassu (max. 6 hodin).

Je také indikovana k pouziti u mimotélnich podplrnych systéma (po dobu az 6 hodin), které nevyzaduiji Gplny kardiopulmonalni bypass
(napfiklad valvuloplastika, cirkula¢ni podpora béhem reoperace mitralni chlopné, operace vena cava &i aorty, transplantace jater).

Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva je pohanéna externim hnacim motorem nebo nouzovou ruéni
klikou.

Odstfediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva je uréena k pouZiti s regulatory spole€nosti Medtronic nebo ji I1ze
pfipojenim adaptéru Affinity CP pouzit se systémy odstfedivé pumpy Stéckert a Sorin nebo s odstfedivymi systémy Sarns a Terumo.

3 Kontraindikace

Odstrediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva je kontraindikovana pro pouziti jako odsavaci zafizeni pfi
kardiotomii. Toto zafizeni pouzivejte pouze tak, jak je indikovano.

4 Varovani

Pfed pouzitim si peclivé prectéte vSechna varovani, bezpeénostni opatfeni a navod k pouziti. Pokud se uzivatel neseznami se vSemi
pokyny a nebude podle nich postupovat a dodrzovat vSechna uvedena varovani, miize zplsobit zavazné zranéni nebo smrt pacienta.
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4.1 Odstiediva krevni pumpa Affinity CP

Odstrediva krevni pumpa nebyla ovéfena testy in vitro, in vivo, ani v klinickych studiich k dlouhodobému pouziti (déle nez 6 hodin)
jako most k transplantaci ¢i béhem regenerace pfirozeného srdce.

Odstrediva krevni pumpa Affinity CP a adaptér Affinity CP nejsou kompatibilni s provozem v pulza&nim rezimu.

Odstfedivou krevni pumpu nepouzivejte s externim hnacim motorem nebo adaptérem, se kterymi neni kompatibilni, protoze mize
dojit ke snizeni vykonnosti, k rozpojeni nebo k poSkozeni zafizeni.

Zajistéte nalezité odvzdusnéni a napinéni odstfedivé krevni pumpy a okruhu pfed spusténim mimotélniho obéhu, abyste
minimalizovali riziko vniknuti vzduchu do téla pacienta. Doporuéujeme pouzit arterialni filtr. Musite vizualné ovéfit, zda byl vSechen
vzduch odstranén z loziskového celku.

Nikdy neuzavirejte svorkou ani neomezuijte pratok proximalné k pumpé; mohlo by dojit k selhani pumpy. Je-li pratok zablokovan
na vstupu, pumpa mlze bézet s vysokymi ot/min a popfipadé generovat vysoky podtlak o hodnoté vice nez 500 mmHg.
Odstredivou krevni pumpu neprovozujte bez pfedchoziho napusténi, protoze by se poskodily vnitfni sou¢asti.

Vniknuti velkého mnoZstvi vzduchu do odstiedivé krevni pumpy zpUsobi vypusténi pumpy a zastaveni toku krve. Zastavte pumpu
a pred obnovenim cirkulace ji odvzdu$néte.

Nikdy neprovozujte pumpu bez kapaliny.

Rychlost otaéeni spusténé odstfedivé krevni pumpy nesmi pfekrocit specifikovanou maximalni hodnotu (4 000 ot/min). Mdze to
mit za nasledek nadmérné opotfebeni otoénych lozisek.

Nevystavujte odstfedivou krevni pumpu kapalnym chemickym prostfedkim, protoZze mohou ovlivnit integritu tohoto zafizeni.

O anestetickych roztocich, jako je napfiklad isofluran, je znamo, Ze rozkladaji polykarbonatoveé plasty. Odstfedivou krevni pumpu
chrante pred stykem s té€mito roztoky.

Abyste predesli zpétnému toku krve pfi otevieni vystupni hadicky odstfedivé krevni pumpy, nastavte a udrzujte minimalni rychlost
pumpy, ktera je schopna prekonat odpor hadi¢ky a pacientova téla. Nelze-li udrzet dopfedny tok, musi se zasvorkovat vystupni
hadi¢ka pumpy za ucelem izolace toku od téla pacienta. V opac¢ném pfipadé by mohlo dojit ke zpétnému toku a k vykrvaceni
pacienta.

Pokud je odstfediva krevni pumpa zastavend, arterialni hadiCky musi byt vzdy uzavieny svorkou distalné k pumpé, aby se
zabranilo zpétnému toku.

Vzdy méjte pfipravenou nahradni odstfedivou krevni pumpu Affinity CP a zalozni vybaveni spolu s pfislusnym protokolem pro
vyménu. Je-li odstfedivou krevni pumpu potfeba vyménit b&hem cirkulacni podpory, musi se pfed vyménou pumpy vyhodnotit
mozné riziko pro pacienta.

Doporucujeme provadét ¢asté sledovani pacienta a zafizeni; pokud je odstfediva krevni pumpa v chodu, nenechaveijte ji bez
dozoru. Peclivym sledovanim pratoku kontrolujte, zda okruh nejevi znamky ucpani.

Neprovozuijte odstfedivou krevni pumpu po dobu delsi nez 30 sekund, pokud neni pfitomen pritok. Teplota v pumpé muze
stoupnout, coz mdze mit za nasledek zvySené poskozeni bunék.

P¥i manipulaci s odstfedivou krevni pumpou se musi pouzivat aseptické postupy.

4.2 Adaptér Affinity CP

Vzdy méjte pfipraveny nahradni adaptér Affinity CP a zalozni vybaveni spolu s pfisluSnym protokolem pro vyménu. Je-li adaptér
potfeba vyménit béhem cirkulaéni podpory, musi se pfed vyménou adaptéru vyhodnotit mozné riziko pro pacienta.

Ujistéte se, Ze je adaptér spravné pfipojen k hnacimu motoru. Ovéfte, zda je adaptér zajistén na hnacim motoru. Nespravné
pfipojeni muze mit negativni vliv na funkénost pumpy.

Ujistéte se, Ze je pumpa spravné pripojena k adaptéru. Pumpa musi byt zajiSténa pod pfidrznym osazenim a pfidrznou zapadkou
adaptéru. Zkontrolujte, zda je pumpa bezpecéné zajiSténa a Ze je v tésném kontaktu s patici adaptéru. Nespravné pfipojeni mize
mit negativni vliv na funkénost pumpy.

Odstrediva krevni pumpa Affinity CP a adaptér Affinity CP nejsou kompatibilni s provozem v pulza&nim rezimu.

Adaptér nepouzivejte pfi rychlostech vyssich nez 3 600 ot/min. Adaptér neni uzplsoben pro rychlosti pfesahujici 3 600 ot/min.
Adaptér nesterilizujte. Sterilizace mize adaptér poskodit.

Adaptér nelze opravovat. Adaptér nerozebirejte, protoze by to mohlo negativné ovlivnit jeho funkénost. Pokud byl adaptér
pozménén, nepouzivejte jej.

5 Bezpecénostni opatreni
Upozornéni: Toto zafizeni smi pouzivat pouze Iékafi diikladné vyskoleni k provadéni zakroku s vyuzitim mimotélniho obéhu.
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5.1 Odstrediva krevni pumpa Affinity CP

Odstiedivou krevni pumpu chrarite pfed silnymi narazy a pred upadnutim. Naraz maze zafizeni poskodit, coZz muize vést

k nespravné ¢innosti zafizeni.

Draha kapaliny v odstfedivé krevni pumpé je sterilni a apyrogenni. Pfed pouzitim peclivé zkontrolujte zafizeni a obal. Nepouzivejte
zafizeni, je-li obal nebo vyrobek poskozeny &i znecistény, nebo pokud chybi ochranné kryty.

Tato odstrediva krevni pumpa je uréena k pouziti pouze u jednoho pacienta. Nepouzivejte vyrobek opakované, neprovadéijte jeho
renovaci nebo resterilizaci. Opakované pouzivani, renovace nebo resterilizace mohou ohrozit strukturalni integritu zafizeni a/nebo
zpUsobit riziko jeho kontaminace, coz by mohlo mit za nasledek poranéni, onemocnéni nebo smrt pacienta.

Po dobu provadeéni kardiopulmonalniho bypassu (max. 6 hodin) je nutno zachovavat odpovidajici heparinizaci podle protokolu
daného zdravotnického zafizeni. Tvorba tromb( v okruhu muize zvysit riziko poskozeni perfuzniho systému.

Hadi¢ky pfipojujte tak, aby nedochazelo k jejich pfekrouceni nebo omezeni pritoku.

Pti instalaci hadi¢ek na pumpu nepouzivejte nadmeérnou silu, protoZze mize dojit k poskozeni pumpy.

P¥i pfemistovani ¢i pfipeviiovani hadicek dejte pozor, abyste neposkodili konektory.

Odstfedivou krevni pumpu nepokladeijte do blizkosti pfedmétd, kterym Skodi ptisobeni magnetického pole.

P¥i v&ech procedurach dodrzujte pfisny antikoagulaéni protokol a pravidelné sledujte antikoagulaci. Je nutno zachovéavat
odpovidajici heparinizaci podle protokolu CPB daného zdravotnického zafizeni.

Pozadavky na teplotu skladovani naleznete na $titku na obalu nebo v navodu k pouziti.
Odpovédnosti uzivatele je provést likvidaci zafizeni v souladu s mistnimi pfedpisy a s postupy pouzivanymi v nemocnici.

5.2 Adaptér Affinity CP

Adaptér Affinity CP pouzivejte podle pokyn(l uvedenych v navodu k pouZiti, ktery je pfiloZzen k adaptéru.

Adaptér Medtronic Affinity CP pouzivejte pouze s odstfedivymi krevnimi pumpami Medtronic Affinity CP.

Systémy odstredivé pumpy Stéckert a Sorin a odstfedivé systémy Sarns a Terumo pouzivejte podle popisu uvedeného v navodu
k pouziti, ktery je pfilozen ke kazdému zafizeni.

Pfed pouzitim prohlédnéte adaptér, zda nejevi znamky fyzického poskozeni. Pokud se adaptér zda byt poSkozeny, nepouzivejte
jej. PoSkozeny produkt vratte zastupci spole¢nosti Medtronic.

Adaptér obsahuje magnety. Adaptér udrZzujte mimo dosah kov(, magnetickych paskd a magnet.

Chrarite adaptér pted narazy a upadnutim. Naraz mlze adaptér poskodit.

Adaptér nebo pumpu nevkladejte ani neodstrariujte dfive, dokud se uplné nezastavi hnaci motor.

P¥i nasunovani adaptéru na hnaci motor musi byt spodni strana adaptéru v t€sném kontaktu s patici hnaciho motoru a zapadka
patice musi byt v zajisténé poloze.

Béhem pouziti zamezte naraziim a otfestim adaptéru a komponent okruhu, aby se snizilo riziko odpojeni adaptéru a pumpy

z hnaciho motoru nebo jakychkoli jinych hadi¢kovych pfipoja. Dojde-li k odpojeni, viz Kapitola 9.

Neskladuijte pfi extrémnich teplotach a vihkosti. Adaptér se nesmi skladovat na pfimém slune¢nim svétle.

UplIné pokyny k instalaci naleznete v navodu k pouziti, ktery je dodan se systémy odstiedivé pumpy Stdckert a Sorin nebo
s odstfedivymi systémy Sarns a Terumo.

Pfed spusténim obéhu pumpu naplite. Uvedte pumpu do provozu, pfipojenou k hnacimu motoru adaptérem, pfi maximalnich
ot/min a zkontrolujte, zda se nevyskytuiji vibrace, neobvyklé zvuky, nedostate¢ny pritok a jiné anomalie. Objevi-li se anomalie, viz
Kapitola 9.

P¥i pouZiti odstfedivé krevni pumpy Affinity CP a adaptéru Affinity CP s kompatibilnim systémem zobrazujicim vstupni tlak pouzijte
pro vstupni tlak radéji naméfenou hodnotu nez hodnotu vypoctenou. Vypoctena hodnota je zaloZzena na charakteristickych
kfivkach, které nejsou reprezentativni pro odstfedivou krevni pumpu Affinity CP a mohou vést k nepfesnym tudajim.

S adaptérem nepouzivejte roztoky na bazi alkoholu, jina organicka rozpoustédla ani koncentrované kyseliny nebo zasady. Tyto
roztoky mohou adaptér poskodit.

Adaptér nepouzivejte po datu pouzitelnosti uvedeném na Stitku na zafizeni.
Pozadavky na teplotu skladovani naleznete na Stitku na obalu nebo v navodu k pouziti.
Odpovédnosti uzivatele je provést likvidaci zafizeni v souladu s mistnimi pfedpisy a s postupy pouzivanymi v nemocnici.

6 Nezadouci ucinky
S pouzitim odstfedivé krevni pumpy Affinity CP s bioaktivnim povrchem Cortiva (CBAP40) jsou spojeny nasledujici znamé nezadouci
Ucinky:
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o ztrata krve;

* koagulopatie;

e umrti;

e embolie;

* nadmeérna aktivace krevnich komponent nebo trombogenicita;
* vykrvaceni;

e hemolyza;

* hemolyticka anémie;

¢ infekce;

e ischémie;

* neurologicka dysfunkce;
e organova dysfunkce;

7 Informace tykajici se vyrobki s bioaktivnim povrchem Cortiva

Primarni povrchy vyrobku, které jsou v kontaktu s krvi, jsou potaZeny bioaktivnim povrchem Cortiva. Tento potazeny povrch
zdokonaluje kompatibilitu s krvi a povrchlm pfichazejicim do kontaktu s krvi poskytuje odolnost vi¢i tvorbé trombU. Bioaktivni povrch
Cortiva obsahuje neuvolfujici se heparin, ktery je derivatem ziskanym z prasedi stfevni sliznice’.

Upozornéni: Vyrobky potazené bioaktivnim povrchem Cortiva jsou uréeny pouze k jednorazovému pouziti. Resterilizace mize
nepfiznive ovlivnit funkci bioaktivniho povrchu Cortiva.

Upozornéni: Pfi vSech procedurach dodrzuijte pfisny antikoagulaéni protokol a pravidelné sledujte antikoagulaci.
Varovani: Vyrobky s bioaktivnim povrchem Cortiva neskladujte pfi teplotach nad 40°C (104°F).

8 Navod k pouziti
Pokud pouzivate odstfedivou krevni pumpu Affinity CP bez adaptéru Affinity CP, viz Oddil 8.1, Oddil 8.2, Oddil 8.7 a Oddil 8.8 v tomto
navodu k pouziti.

Pokud pouzivate odstfedivou krevni pumpu Affinity CP s adaptérem Affinity CP, viz Oddil 8.3, Oddil 8.4, Oddil 8.5, Oddil 8.6, 0ddil 8.7 a
Oddil 8.8 v tomto navodu k pouziti.

8.1 Instalace odstredivé krevni pumpy Affinity CP na externi hnaci motor Medtronic model 560A

Pfipojte externi hnaci motor model 560A k pfislusnému regulatoru Medtronic. Uplné informace o instalaci naleznete v navodu
k obsluze pfisluSného regulatoru Medtronic.

1. Nasurite odstfedivou krevni pumpu Affinity CP na externi hnaci motor 560A (Obrazek 2) tak, aby zapadl kolik ruéné ovladané
zapadky.
Obrazek 2. Instalace a odstranéni odstredivé krevni pumpy Affinity CP

N N M

“e

=)~ 14

oJ oJ oJ
1 Rucné ovladana zépadka s pojistnym kolikem na externim hnacim motoru 560A

)

1

2. Napilrite odstiedivou krevni pumpu podle postupd, které uvadi Oddil 8.7 v tomto navodu k pouziti.
Upozornéni: Provoz odstfedivé krevni pumpy, aniz by byla pfedem naplnéna, zp(isobi jeji poskozeni.

1 Neuvolfuijici se” je definovano tak, ze hladina heparinu je < 0,1 IU/mL pfi méfeni za Klinicky relevantnich podminek extrakce.
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3. Otocte knoflik pro nastaveni ot/min do vypnuté polohy, zaslechnete kliknuti. Pfi otaeni knofliku k nule pociti uzivatel lehky tlak a
zaslechne kliknuti. Cerné tlacitko na knofliku slouzi jako ukazatel nastaveni poctu ot/min.

Varovani: Pouzijete-li odstfedivou krevni pumpu Affinity CP jinak, nez je doporu¢eno na oznaceni vyrobku, miiZze dojit k selhani
odstredivé krevni pumpy, ke snizeni jeji kapacity, k unikim, k nadmérnému krevnimu traumatu nebo k degradaci €i korozi
materiall, které jsou v kontaktu s krvi a které pak mohou projit krvi do téla pacienta.

Upozornéni: Instalace odstiedivé krevni pumpy s otacéejicim se motorem muize pumpu poskodit.
4. Pokracujte spusténim mimotélniho obéhu. Postupujte podle navodu k pouziti dodaného s kazdym zafizenim.

8.2 Odstranéni odstiedivé krevni pumpy Affinity CP z externiho hnaciho motoru Medtronic model 560A

Odstrante a zlikvidujte pumpu po kazdém vykonu. Zlikvidujte pumpu podle mistnich pfedpist a predpist daného zdravotnického
zafizeni.

1. Pro uvolnéni odstfedivé krevni pumpy stlacte ruéné ovladanou zépadku hnaciho motoru pumpy (Obrazek 2).
2. Vysurite odstfedivou krevni pumpu z patice hnaciho motoru (Obrazek 2).

8.3 Nasunuti adaptéru Affinity CP

Pouziti adaptéru Medtronic Affinity CP (Obrazek 3) umozriuje provozovat odstfedivou krevni pumpu Medtronic Affinity CP
(model CBAP40) se systémy odstfedivé pumpy Stdckert a Sorin nebo s odstfedivymi systémy Sarns a Terumo.

Obrazek 3. Adaptér Affinity CP

1 P¥idrzné osazeni 3 Pfidrzna zapadka
2 Patice adaptéru

Adaptér pouziva magnetickou spojku k pfenosu to€ivého momentu motoru na jednorazovou odstfedivou krevni pumpu.
Adaptér se dodava nesterilni.
P¥i pouziti adaptéru neni nutno upravovat systémy odstfedivé pumpy Stdckert a Sorin ani odstfedivé systémy Sarns a Terumo.

Adaptér je uréen k opakovanému pouziti u riznych pacient(. Adaptér Ize opakované pouzivat az do data pouzitelnosti uvedeného na
Stitku na zafizeni.

Adaptér nemusi byt ve vasi zemi dostupny. Pro ovéreni dostupnosti adaptéru kontaktujte zastupce spole¢nosti Medtronic.

8.4 Nasunuti adaptéru Affinity CP na systémy odstiedivé pumpy Stéckert™ a Sorin™
Upozornéni: Uplné pokyny k instalaci naleznete v navodu k pouziti, ktery je dodan se systémy odstfedivé pumpy Stdckert a Sorin.

Poznamka: Pfed nasunutim adaptéru na hnaci motor zkontrolujte, zda neni adaptér viditeIné biologicky kontaminovan, napf. krvi
nebo cizim materidlem. V pfipadé potfeby adaptér nebo patici hnaciho motoru ocistéte podle pokyn(, které uvadi Kapitola 10.

Poznamka: Tyto pokyny plati také v pfipadé, Ze se adaptér pouziva s kompatibilni ruéni klikou ze systém0 odstfedivé pumpy Stéckert
a Sorin.

Nasurite adaptér Affinity CP na hnaci motor systémU odstifedivé pumpy Stdckert a Sorin podle nasledujiciho postupu:

1. Spodni ¢ast adaptéru usad'te do patice hnaciho motoru. BEhem tohoto Ukonu stlaéte dold pfidrzny €ep na hnacim motoru.
2. Adaptér zcela zasunte do patice hnaciho motoru (Obrazek 4).
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Obrazek 4. Nasunuti adaptéru Affinity CP na hnaci motor systému odstfedivé pumpy Stdckert a Sorin

1 Adaptér Affinity CP 3 Hnaci motor
2 Pfidrzny Cep 4 Patice hnaciho motoru

3. Pro oto¢eni adaptéru do pozadované polohy stlacte pfidrzny ¢ep, otoCte adaptér a zkontrolujte, zda pfidrzny ¢ep zapadl do
zafezu na spodni strané adaptéru.

Varovani: Ujistéte se, Ze je adaptér spravné pfipojen k hnacimu motoru. Ovéfte, zda je adaptér zajistén na hnacim motoru.
Nespravné pfipojeni mlze mit negativni vliv na funkénost adaptéru.
Upozornéni: Pfi nasunovani adaptéru na hnaci motor musi byt spodni strana adaptéru v tésném kontaktu s patici hnaciho motoru
a pridrzny ¢ep musi byt v zajiSténé poloze.

8.5 Nasunuti adaptéru Affinity CP na odstredivé systémy Sarns™ a Terumo™

Upozornéni: Uplné pokyny k instalaci naleznete v navodu k pouziti, ktery je dodan s odstfedivymi systémy Sarns a Terumo.

Upozornéni: BEhem pouziti zamezte naraziim a otfeslim adaptéru a komponent okruhu, aby se snizilo riziko odpojeni adaptéru a
pumpy z hnaciho motoru nebo jakychkoli jinych hadi¢kovych pfipoju. Dojde-li k odpojeni, viz Kapitola 9.

Poznamka: Pfed nasunutim adaptéru na hnaci motor zkontrolujte, zda neni adaptér viditelné biologicky kontaminovan, napf. krvi
nebo cizim materidlem. V pfipadé potfeby adaptér nebo patici hnaciho motoru ocistéte podle pokyn(, které uvadi Kapitola 10.

Poznamka: Tyto pokyny plati také v pfipadé, Ze se adaptér pouziva s kompatibilni ruéni klikou z odstredivych systému Sarns a Terumo.
Nasurite adaptér Affinity CP na hnaci motor odstfedivych systémi Sarns a Terumo podle nasledujiciho postupu:

1. Oteviete zapadku patice hnaciho motoru a odstrarite ochranny kryt z patice hnaciho motoru.
2. Spodni ¢ast adaptéru umistéte nad patici hnaciho motoru. Vsurite adaptér pod uchytku patice (Obrazek 5).
Obrazek 5. Nasunuti adaptéru Affinity CP na hnaci motor odstfedivych systému Sarns a Terumo

ﬁ,

1 Adaptér Affinity CP 4 Zapadka patice
2 Patice hnaciho motoru 5 Hnaci motor
3 Uchytka patice
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3.

Oteviete zapadku patice a zatlacte adaptér na misto. Uvolnéte zapadku za ucelem zajisténi adaptéru na misté.
Varovani: Ujistéte se, Ze je adaptér spravné pripojen k hnacimu motoru. Ovéfte, zda je adaptér zajistén na hnacim motoru.
Nespravné pfipojeni mlze mit negativni vliv na funkénost adaptéru.

Upozornéni: Pfinasunovani adaptéru na hnaci motor musi byt spodni strana adaptéru v tésném kontaktu s patici hnaciho motoru
a zapadka patice musi byt v zajiSténé poloze.

8.6 Nasunuti odstiedivé krevni pumpy Affinity CP na adaptér Affinity CP
Odstredivou krevni pumpu Affinity CP nasurite na adaptér Affinity CP podle nasledujiciho postupu:

1.
2.

8.7

4.

Spodni ¢ast pumpy umistéte nad patici adaptéru. Vsurite pumpu pod pfidrzné osazeni.

Oteviete pfidrznou zapadku a zatlacte pumu na misto (Obrazek 6). Uvolnéte pfidrznou zapadku a upravte polohu pumpy tak, aby
se pfidrzna zapadka zajistila.

Obrazek 6. Nasunuti odstiedivé krevni pumpy Affinity CP na adaptér Affinity CP

1 Odstrediva krevni pumpa Affinity CP 3 Hnaci motor

2 Adaptér Affinity CP
Varovani: Ujistéte se, Ze je pumpa spravné pfipojena k adaptéru. Pumpa musi byt zajisténa pod pfidrznym osazenim a pfidrznou
zépadkou adaptéru. Zkontrolujte, zda je pumpa bezpeéné zajiSténa a Ze je v t€sném kontaktu s patici adaptéru. Nespravné
pfipojeni mdze mit negativni vliv na funkénost pumpy.
Pro oto¢eni pumpy do pozadované polohy stisknéte pfidrznou zapadku, oto¢te pumpu a uvolnéte pfidrznou zapadku. Upravte
polohu pumpy tak, aby pfidrzna zéapadka zapadla na své misto.
Upozornéni: Pfed spusténim obéhu napliite pumpu podle pokynl uvedenych v navodu k pouziti pumpy. Uvedte pumpu do
provozu, pfipojenou k hnacimu motoru adaptérem, pfi maximalnich ot/min a zkontrolujte, zda se nevyskytuji vibrace, neobvyklé
zvuky, nedostatecny pratok a jiné anomalie. Objevi-li se anomalie, viz Kapitola 9.

Pokracujte spusténim mimotélniho obéhu. Postupujte podle navodu k pouziti dodaného s kazdym zafizenim.

Varovani: Vzdy méjte pfipraveny nahradni adaptér Affinity CP a zaloZni vybaveni spolu s pfislusnym protokolem pro vymeénu.
Je-li adaptér potfeba vyménit béhem cirkula¢ni podpory, musi se pfed vyménou adaptéru vyhodnotit mozné riziko pro pacienta.
Varovani: Odstfediva krevni pumpa Affinity CP a adaptér Affinity CP nejsou kompatibilni s provozem v pulzaénim rezimu.

Varovani: Adaptér nepouzivejte pfi rychlostech vy&Sich nez 3 600 ot/min. Adaptér neni uzpusoben pro rychlosti pfesahujici
3 600 ot/min.

PInéni okruhu odstiedivé krevni pumpy Affinity CP

. Obvyklou aseptickou technikou pro zachovani sterilni drahy kapaliny pfipojte pfislusné hadiCky ke vstupnimu a vystupnimu portu

odstredivé krevni pumpy.

V pfipadé moznosti proplachnéte okruh a pumpu oxidem uhli€itym (CO.).

Naplnte odstfedivou krevni pumpu samospadem plnicim roztokem do bodu za vystupnim portem pumpy a uzavrete svorkou.
Odstrarite vzduch z vystupni hadicky.

Varovani: Zajistéte nalezité odvzdusnéni a naplnéni odstfedivé krevni pumpy a okruhu pfed spusténim mimotélniho obéhu,
abyste minimalizovali riziko vniknuti vzduchu do téla pacienta. Doporucujeme pouzit arterialni filtr.

Varovani: Vniknuti velkého mnoZstvi vzduchu do odstiedivé krevni pumpy zpUsobi vypusténi pumpy a zastaveni toku krve.
Zastavte pumpu a pfed obnovenim cirkulace ji odvzdusnéte.

Upozornéni: Odstfedivou krevni pumpu chrante pfed narazy a idery nastroji. Otfes mliZe zafizeni poskodit, coZ mize véstk jeho
nespravneé ¢innosti.
Uzavfete vystupni hadi¢ku svorkou a zapnéte napajeni regulatoru Medtronic.
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5. Pfipojte sondu pritoku k hadi¢kam okruhu podle navodu k obsluze pfisluSného kompatibilniho systému. Pokud pouzivate
regulator Medtronic, vynulujte sondu pratoku podle navodu k pouziti pfislusného regulatoru Medtronic.

6. Nechejte vystupni hadi¢ku zasvorkovanou a otocte knoflik pro nastaveni ot/min na regulatoru Medtronic do pozadované polohy,
aby se obéh adekvatné naplnil a odvzdus$nil. Zkontrolujte, zda pumpa nete€e anebo zda nejsou pfitomny jiné anomalie.

Varovani: Neprovozujte odsttedivou krevni pumpu po dobu delsi nez 30 sekund, pokud neni pfitomen pritok. Teplota v pumpé
mUiZe stoupnout, coz mize mit za nasledek zvySené poskozeni bunék.

7. Otocte knoflik pro nastaveni ot/min na nulu a znovu zkontrolujte neporusenost odstfedivé krevni pumpy.

Varovani: Pokud zjistite netésnosti, vyjméte odstfedivou krevni pumpu a vymeérite ji za novou sterilni pumpu. Pokud zjistite dalsi
anomalie, postupujte podle pokynd, které uvadi Kapitola 9. Zopakujte Krok 1 az Krok 7 za ti¢elem naplnéni.

8. Pokud nezjistite Zzadné anomalie, pokracujte v plnéni okruhu.
9. Pred pouzitim zkontrolujte vSechna pfipojeni, neporusenost a pritok v okruhu.

Varovani: NepouzZivejte odstfedivou krevni pumpu s uzavienou svorkou na vstupni hadiéce, protoze v pumpé by vznikl podtlak
a v krvi by se mohly vytvaret vzduchové bubliny.

8.8 Kontrolni seznam odstiedivé krevni pumpy Affinity CP

Postupuijte podle protokolu vystaveného lékafskym tymem. Informace z tohoto kontrolniho seznamu Ize pouzit k revizi, aktualizaci Ci
rozsiteni stavajicich seznam.
1. Sestaveni systému
¢ Pfipojte externi hnaci motor model 560A nebo hnaci jednotku z kompatibilniho systému.
¢ Zkontrolujte, zda vSechna elektricka pfipojeni jsou bezpecna.
¢ Qvéite napajeni a displej regulaéniho modulu.
¢ Zkontrolujte datum a neporus$enost sterilniho baleni krevni pumpy (a jednorazové sondy, je-li pouzita).
¢ Pokud pouzivate adaptér, zkontrolujte datum pouzitelnosti na stitku na zafizeni.
¢ Zkontrolujte, zda snimac/senzor/jednordzova sonda pratoku maiji spravnou velikost.
¢ Sterilnim zpisobem sestavte perfuzni okruh.
¢ Ponechejte dostate¢nou délku hadi¢ek pro pohotovostni hnaci jednotku nebo ruéni kliku.
¢ Pripojte snimaé/senzor/jednorazovou sondu pritoku do okruhu na spravném misté a ve spravném sméru toku.
2. Naplnéni pumpy a okruhu
e Zkontrolujte okruh a ovéfte, Ze na ném nejsou smyc¢ky nebo Ze neni zablokovan.
¢ V pfipadé indikace proplachnéte pumpu a okruh CO,; vypnéte pfivod CO,.
e Samospadem naplrite a odvzdusnéte pumpu a perfuzni okruh.
¢ Zkontrolujte mozné netésnosti, nepravidelny pohyb a hluk pumpy.
¢ Zkontrolujte okruh, zda neobsahuije viditelny vzduch.
* Zkontrolujte, zda vSechny hadi¢kové pfipoje jsou bezpeéné upevnény.
* Zcela uzaviete svorkou vystupni hadi¢ku pumpy.
e Zcela uzaviete svorkou hadi¢ku pro navrat vendzni krve.
3. Provozni parametry
Podle navodu k obsluze pfislusného kompatibilniho systému provedte nasleduijici ukony:
¢ Provedte kalibraci snimac(/senzor( podle pokyn( vyrobce.
¢ Nastavte a zkontrolujte alarmy pro nizky a vysoky pritok a dalsi dostupné bezpecnostni systémy.
4. Nouzové zalozni vybaveni
Ovétrte, zda je k dispozici nasleduijici vybaveni:
e Zalozni napajeni
¢ Vhodna ruéni klika a hnaci jednotka z kompatibilniho systému
¢ Nahradni odstfediva krevni pumpa Affinity CP a jednorazova sonda
¢ Pokud pouzivate adaptér, méjte k dispozici nahradni adaptér Affinity CP
¢ Vhodny regulator z kompatibilniho systému
5. Perfuze
¢ Pred uvolnénim svorek na hadi¢kach zajistéte minimalni pritok pumpou.
¢ Kontrolujte regula¢ni modul, zda nezobrazuje zpravy nebo alarmy.
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¢ Kontrolujte perfuzni okruh, zda neobsahuje viditelny vzduch a smy¢ky na hadi¢kach.

¢ Pred uzavienim svorek na hadi¢kach zachovejte minimalni pritok pumpou.
6. Cisténi

¢ Vypnéte napajeni.

o Nalezité zlikvidujte jednorazové soucasti.

¢ (Qgistéte motor a snimaé/senzor pratoku.

¢ Pokud pouzivate adaptér, ocistéte jej podle pokynli uvedenych v ¢asti Skladovani a ¢isténi.
7. Kontrola vybaveni

* Zkontrolujte a ovérte funkénost veskerého vybaveni.

* Dodrzujte preventivni udrzbu podle planu.

e Zajistéte, aby byly baterie nabité na pInou kapacitu.

9 Privodce feSenim problému

Tato ¢ast zahrnuje 3 situace, které mohou nastat pfi pouzivani odstfedivé krevni pumpy. Postupuijte podle klinického protokolu
pfedepsaného nemocnici a zvazte nasledujici navrhy feseni probléma.

9.1 Porucha pumpy

Porucha pumpy je indikovana neobvyklymi nebo vysokymi zvuky. Ihned odstfedivou krevni pumpu Affinity CP vymérite.

9.2 Nedostatecny priitok

Pokud se pumpa neotaci nebo v ni neni pratok, zvazte nasledujici moznosti:
e Zkontrolujte, zda jsou pumpa a hnaci motor spravné spojeny.

Pokud pouzivate adaptér, zvazte nasledujici moznosti:

* Zkontrolujte, zda je pumpa spravné pfipojena k adaptéru. Pumpa musi byt zajiSténa pod pfidrznym osazenim a pfidrznou
zapadkou adaptéru.

e Zkontrolujte, zda je adaptér spravné pfipojen k hnacimu motoru.

* Snizte rychlost pumpy na nulu a restartujte hnaci motor.

* Podle protokolu nemocnice obnovte pritok.

9.3 Neobvyklé zvuky
Pokud pumpa vibruje nebo vydava skfipavy zvuk, zvazte nasledujici moznosti:

* Pokud vibrace nebo skfipavé zvuky pfetrvavaji, zvazte moznost vymény pumpy.
Pokud pouzivate adaptér, zvazte nasledujici moznosti:

e Zkontrolujte, zda je pumpa spravneé pfipojena k adaptéru. Pumpa musi byt zajisténa pod pfidrznym osazenim a pfidrznou
zapadkou adaptéru.

* Zkontrolujte, zda je adaptér spravné pfipojen k hnacimu motoru.

e Snizte rychlost pumpy na nulu a restartujte hnaci motor.

* Podle protokolu nemocnice obnovte priitok.

* Pokud vibrace nebo skfipavé zvuky pfetrvavaji, zvazte moznost vymény pumpy nebo adaptéru.

10 Skladovani a ¢isténi adaptéru Affinity CP
Varovani: Adaptér nesterilizujte. Sterilizace mize adaptér poskodit.
Upozornéni: Neskladujte pfi extrémnich teplotach a vihkosti. Adaptér se nesmi skladovat na pfimém slune¢nim svétle.

Upozornéni: S adaptérem nepouzivejte roztoky na bazi alkoholu, jina organicka rozpoustédla ani koncentrované kyseliny nebo
zasady. Tyto roztoky mohou adaptér poskodit.

P¥i ¢isténi a dezinfekci adaptéru postupujte podle protokolu nemocnice a zvazte nasledujici moznosti:
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* Adaptér Cistéte pouze dezinfekénimi prostfedky schvalenymi nemocnici. Pro ¢isténi a dezinfekci adaptéru se smi pouzivat

nasledujici roztoky: voda, Betadine™, peroxid vodiku a jemné Cistici prostfedky. Po o¢iténi otfete adaptér houbou nebo mékkym
hadfikem navlihéenymi ve vodé.

* lhned odstrarite veSkerou kontaminaci z adaptéru vodou navihéenou houbou nebo vodou navihéenym mékkym hadfikem.

* Pokud kontaminaci nelze odstranit houbou nebo jemnym hadfikem a vodou, adaptér Ize az na 10 minut ponofit do vody. Adaptér
neponofujte do zadnych jinych kapalin.

11 Servis

Varovani: Adaptér nelze opravovat. Adaptér nerozebirejte, protoze by to mohlo negativné ovlivnit jeho funkénost. Pokud byl adaptér
pozménén, nepouzivejte jej.

12 Specifikace pro odstiedivou krevni pumpu Affinity CP s bioaktivnim povrchem Cortiva
Cislo sougasti: CBAP40

Plnici objem: 40 mL (pfiblizné)

Vnitini primér vstupu/vystupu: 9,5 mm (3/8 in)

Maximalni provozni tlak: 760 mmHg (101 kPa)

Maximalni pritokova rychlost: 10 L/min

Maximalni vystupni tlak: 700 mmHg (93,3 kPa)

Maximalni rychlost pumpy: * 4000 ot/min (s externim hnacim motorem Medtronic 560A)

e 3600 ot/min (s adaptérem Affinity CP na systémech odstifedivé pumpy Stdckert a Sorin
nebo odstfedivych systémech Sarns a Terumo)

Regulatory rychlosti Medtronic (s externim hnacim motorem, model 560A, nouzovou ruéni
klikou, model HC150A)

Kompatibilni systémy:

Vyrobek skladujte pfi pokojoveé teploté.
12.1 Podminky pfi prepravé

Teplota: -30°C az 40°C (-22°F az 105°F)
VlIhkost: 20 % az 85 %, nekondenzujici

13 Specifikace adaptéru Affinity CP

Cislo sougasti: AP40AST
Kompatibilni pumpa:

Odstiediva krevni pumpa Affinity CP s bioaktivnim povrchem Cortiva (CBAP40)
Kompatibilni systémy:

e Systémy odstfedivé pumpy Stéckert a Sorin (s hnaci jednotkou model 60-01-04 a
60-01-00 a nouzovou hnaci jednotkou model 60-01-35 a 60-01-50)

* Odstredivé systémy Sarns a Terumo (hnaci jednotka model 164267 a ru¢ni hnaci jednotka
model 164268)

Maximalni rychlost ad