cerus®

-l

sv - Tillverkare
da- Producent
fi - Valmistaja

en- Manufacturer
fr - Fabricant
de - Hersteller

nl - Fabrikant no- Produsent
it - Fabbricante el - KataokeuaoTrg
es - Fabricante cs - Vyrobce

pt - Fabricante ru - Usrotoeutens

pl - Wytwérca Iv - Razotajs
tr - Uretici uk - Bupo6Huk
sl - Proizvajalec sk - Vyrobca
kk - ©Hpipywi sr - Proizvodac
hr - Proizvoda¢ It - Gamintojas
et - Tootja

en- Authorized Representative in the European Community
fr - Représentant autorisé dans la communauté européenne
de - Autorisierte Vertretung in der Européischen Gemeinschaft
nl - Bevoegd vertegenwoordiger in de Europese Gemeenschap
it - Rappresentante autorizzato nella Comunita europea
es - Representante autorizado en la Unién Europea
pt - Representante autorizado na Comunidade Europeia
sv - Auktoriserad representant i Europeiska gemenskapen
da- Autoriseret repraesentant i Det Europeeiske Feellesskab
fi - Valtuutettu edustaja Euroopan yhteisdssa
no- Autorisert representant i EU

- Egouaiodotnuévog avTirpéowTrog otnv Eupwtraikr) KovétnTa
cs - Autorizovany zastupce v Evropském spolecenstvi

ru - YnonHoMou4eHHbI npeacTasuTens B EBponelickom coobluectse
pl - Autoryzowany przedstawiciel w Unii Europejskiej

tr - Avrupa Toplulugundaki Yetkili Temsilci

sl - Pooblas¢eni predstavnik v Evropski skupnosti

kk - Eyponarnblk kaybIMAaCTbIKTaFbl yaKINeTTi ekin

hr - Ovlasteni zastupnik u Europskoj uniji

et - Volitatud esindaja Euroopa Uhenduses

Iv - Pilnvarotais parstavis Eiropas Kopiena

uk - YNOBHOBaXeHUI NPeACTaBHUK y €Bponelichkii CrinbHOTI
sk - Autorizovany zastupca v Eurépskom spolocenstve

sr - OvlaSéeni predstavnik u Evropskoj zajednici

It - ]galiotasis atstovas Europos bendrijoje

en- Importer sv - Importér
fr - Importateur da- Importar
de- Importeur fi - Maahantuoja
nl - Importeur no- Importer

it - Importatore el - Eioaywyéag
es - Importador cs - Dovozce
pt - Importador ru - Nvnoptep

pl - Importer Iv - Importétajs
tr - Ithalatci uk - Ivnoptep

sl - Uvoznik sk - Dovozca

kk - MmnopTTayLubl sr - Uvoznik

hr - Uvoznik It - Importuotojas

et - Importija

en- Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.

fr - Ne pas utiliser si le produit, sa barriere de stérilité ou son emballage a été endommageé ou s'il présente des signes d'altération.

de - Nicht verwenden, wenn das Produkt, die Sterilverpackung oder dessen Umverpackung beschadigt ist oder Anzeichen von Verfall zeigt.

nl - Niet gebruiken indien het product, de steriele barriere of de verpakking beschadigd is of tekenen van beschadiging vertoont.

it - Non utilizzare se il prodotto, la sua barriera sterile o il suo confezionamento sono danneggiati o mostrano segni di deterioramento.

es - No usar si el producto, su barrera estéril o su envase esta dafiado o muestra cualquier signo de deterioro.

pt - Nao utilizar caso ou produto, a sua protecéo estéril ou a sua embalagem estejam danificados ou apresentem quaisquer sinais de deterioragao.

sv - Anvands ej om produkten, dess sterilbarriar eller dess forpackning ar skadad eller visar nagra tecken pé avvikelse.

da- Ma ikke anvendes hvis produktet, sterilbarriererne eller pakningerne er beskadigede eller der er tegn pa brud.

fi - Ala kayta jos tuotteen steriilisuojat ovat irti tai pakkaus on silminnahden vahingoittunut.

no- Ma ikke brukes dersom pruduktet, dets sterilbarriere eller emballasje er skadet eller viser tegn til forringelse.

el - Mn xpnoipoTrolgite, edv To TTPOIdV, TO OTEIPO GUCTNUA PPaAyUoU TOU I N CUCKEUOOIA TOU EiVal KOTEOTPAPUEVA 1) TTAPOUCIALE! orromér’]rron: anpad Bopdg.
cs - Nepouzivejte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazuje-li jakékoli znamky poruseni.

ru - He ncnone3oBatb, ecnuv HapyLueHa LeNoCTHOCTb NpoAyKTa, CUCTEMbI CTepVIJ'IbHOI/I nperpanbl YNAKOBKU UNW NPU Hann4ynm BUaMMbIX NPU3HAKOB NOBPeXAeHUs.

pl -

Nie uzywac jezeli produkt, jego system bariery sterylnej lub jego opakowanie jest zniszczone lub wykazuje jakiekolwiek oznaki uszkodzenia.

tr - Uriin, steril bariyer sistemi veya ambalaj zarar gérmiisse ya da bozulme belirtisi varsa kullanmayiniz.

sl - Ne uporabite, e so izdelek, sterilni zasCitni sistem ali ovojnina poskodovani ali kaZejo znake poslab$anja kakovosti.

kk - 3apapcbiagaHabipyabl KopFay XyWeciHiH Hemece kanTamachlHblH 3aKkbiMAaHFaHbIH HEMeCe HallapnaybiHbIH GenrinepiH KepceH,ia eHimai konaaHbaHbI3.

hr - Ne upotrebljavati ako su proizvod, sterilni zastitni sustav ili ambalaza osteceni ili ako pokazuju bilo kakav znak pogorsanja kakvoce.

et - Arge kasutage, kui toode, selle steriilne barjaarististeem v&i pakend on vigastatud vGi nahtavate riknemismarkidega.

Iv - Nelietojiet izstradajumu, ja izstradajums, ta sterila barjersistéma vai iepakojums ir bojats, vai ir redzamas jebkadas bojajuma pazimes.

uk - He Bu1KopuncTOBYBaTH, SIKLLO NMOPYLUEHO LiNiCHICTb NPOAYKTY, IOro CUCTEMMW CTEPUITbHOI MEPEMNOHMN YU YNakoBku, abo € Byab-Aka 03HaKa HasiBHOTO MOLLKOAXKEHHS.
sk - Nepouzivajte, ak je vyrobok, jeho sterilna bariéra alebo jeho obal poSkodeny alebo vykazuje znamky porusenia.

sr - Ne koristiti ako su proizvod, sistem sterilne barijere ili pakovanje oSteceni ili na njima postoje bilo kakvi znaci propadanja.

It - Nenaudokite, jei yra kokiy nors gaminio, jo sterilaus barjero sistemos ar pakuotés pazeidimo arba nusidévéjimo pozymiy.

25°C
0°C.

en- Do not freeze. Do not store above 25°C.
fr - Ne pas congeler. Ne pas stocker a plus de 25°C.
de - Nicht einfrieren. Nicht (iber 25°C lagern.
nl - Niet invriezen. Niet bewaren boven 25°C.
it - Non congelare. Non conservare a temperature superiori a 25°C.
es - No congelar. No almacenar por encima de 25°C.
pt - Nao congelar. Ndo guardar acima de 25°C.
sv - Far ej frysa. Forvaras ej 6ver 25°C.
da- Ma ikke fryses. Ma ikke opbevares over 25°C.
fi - Eisaa jaatya. Ala sailyta yli 25°C.
no- Ma ikke fryses. Ma ikke lagres i temperatur over 25°C.
- Mnv katayuyete. Mnv amoBnkeleTe o€ Bepuokpaaia avw Twv 25°C.
cs - Nezmrazujte. Neskladujte nad 25°C.

ru - He 3amopaxvBatb. He xpaHuTb npy Temneparype Bbille 25°C.
pl - Nie zamraza¢. Nie przechowywa¢ w temperaturze powyzej 25°C.
tr - Dondurmayin. 25 C'nin lizerinde saklamayiniz.

sl - Ne zamrznite. Ne hranite pri temperaturi nad 25°C.

kk - ToHasbITnanbi3. 25°C-TaH xorapbl Temneparypaaa cakramaHbi3.

hr - Ne smrzavati. Cuvati na temperaturi ispod 25 °C.

et - Mitte hoida sligavkiilmas. Mitte hoida temperatuuril le 25 °C.

Iv - Nesasaldét. Uzglabat lidz 25°C temperatara.

uk - He 3amopoxysatu. He 36epirat npu Temnepartypi Bule 25 °C.
sk - Nezmrazujte. Neskladuijte pri teplote nad 25 °C.

sr - Ne zamrzavati. Ne ¢uvati na temperaturama iznad 25°C.

It - NeuzSaldykite. Nelaikykite aukStesnéje kaip 25 °C temperataroje.
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en - Plasma storage container

fr - Poche de conservation du plasma
de - Plasmalagerungsbeutel el -
nl - Bewaarzak voor plasma

it - Sacca per la conservazione del plasma
es - Recipiente de almacenamiento de plasma
pt - Recipiente de conservagéo de plasma

sv - Plasmaf6rvaringspase

da- Plasmaopbevaringspose

fi - Plasman sailytyspussi
no- Lagringspose for plasma

pl -
tr - Plazma saklama kabi

MepiékTng amoBikeuong TTAGoPATOG
cs - Zasobnik na skladovani plazmy

ru - KoHTerHep Ans XxpaHeHWs nnambl
Pojemnik do przechowywania osocza

sl - Shranjevalni vsebnik za plazmo

kk - lMnasmaHbl cakTay bigbiChbl

hr - Spremnik za pohranu plazme

et - Plasma sailituskott

Iv - Plazmas glabasanas konteiners

uk - KoHTelHep ans 36epiraHHs nnasmu
sk - Zasobnik na skladovanie plazmy
sr - Posuda za Cuvanje plazme

It - Plazmos laikymo talpykla

en - Refer to Instructions for Use fi - Katso kayttohjeet

fr - Consulter la notice no - Se bruksanvisningen
de - Siehe Gebrauchsanleitung

nl - Raadpleeg de gebruiksaanwijzing

it - Consultare le istruzioni per 'uso

es - Consulte las instrucciones de uso

pt - Consultar as instrugdes de utilizagdo
sv - Se bruksanvisningen

da - Se brugsanvisningen

cs - Viz navod k pouziti

el - ZupPouleurteite TIG 0dNyieg XpPriong

ru - CM. MHCTPYKLMIO MO NPUMEHEHMNI0

pl - Prosze zapoznac¢ sie z instrukcjg uzytkowania
tr - Kullanma talimatina basvurun

sl - Pozor: Glejte navodilo za uporabo! It

kk - ManpganaHy HyckaynbIKTapbiH kapaHbl3

hr - Vidi upute za uporabu

et - Tutvuge kasutusjuhendiga

Iv - Skatiet lietoSanas instrukciju

uk - 3BepTanTech 40 BKa3iBOK i3 BUKOPUCTAHHSI
sk - Precitajte si navod na pouzitie

sr - Pogledajte uputstvo za upotrebu

- Zr. naudojimo instrukcijas.

en - For plasma processing fi - Plasmankasittelysetti
fr - Pour le traitement du plasma no - For plasma fremstilling
de - Fir Plasma Behandlung

nl - Voor plasmaverwerking

it - Per il trattamento del plasma

es - Para procesamiento de plasma
pt - Para processamento de plasma
sv - For plasma beredning

da - Til plasma fremstilling

cs - Pro zpracovani plazmy
ru - ins o6paboTku nnasmbl
pl - Do przetwarzania osocza
tr - Plazmay! islemek igin

sl - Za predelavo plazme

el - yia emegepyaaia TTAGopATOG

kk - MnasmaHbl eHaey yLiH
hr - Za obradu plazme

et - Plasma tootlemiseks

Iv - Plazmas apstradei

uk - [inst 06pobku nnasmm
sk - Na spracovanie plazmy
sr - Za obradu plazme

It - Plazmai apdoroti

MD

en - Medical Device fi - Laakinnallinen laite

fr - Dispositif médical no - Medisinsk utstyr

de - Medizinprodukt el - larpotexvoAoyikd Trpoidv
nl - Medisch hulpmiddel cs - Zdravotnicky prostredek
it - Dispositivo medico ru - MeauuuHckoe nagenve

es - Producto sanitario pl - Wyréb medyczny

pt - Dispositivo médico tr - Tibbi cihaz

sv - Medicinteknisk produkt sl - Medicinski pripomocek

da - Medicinsk udstyr

kk - meguumMHanbIk KypbInfbl
hr - Medicinski proizvod

et - Meditsiiniseade

Iv - Mediciniska ierice

uk - MeaWYHWIA NpUCTPIN
sk - Zdravotnicka pomécka
- MeawnumHcko cpeacTso
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en- Protect from direct sunlight and strong UVA light source.

fr - Protéger des rayons directs du soleil et d’'une source puissante de rayons U.V.A.

de- Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schiitzen.

nl - Beschermen tegen direct zonlicht en krachtige bronnen van uva-licht.

it - Proteggere dalla luce solare diretta e da una forte sorgente di luce UVA.

es- Proteger de la luz de sol directa y foco potente de luz UVA.

pt - Proteger da luz directa do sol e de fonte forte de luz UVA.

sv- Skyddas fran direkt solljus och stark UVA-ljuskalla.

da- Beskyt mod direkte sollys og kraftig UVA- lys kilde.

fi - Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —valoléhteelta".

no- Beskytt mot direkte sollys og sterk UVA lyskilde.

el - MpooTatéyTe aTrd TNV AuECN €kBeaN OTOV NAIO KAl OE TTNYR QWTOG SUVATAG
UTTEPIWOOUG aKTIVOBOAITG.

cs- Chrarite pfed pfimym pusobenim slunecniho svétla a silnych zdroju UVA zafeni.

ru- ﬂpeﬂOXpaHﬂTb OT NPAMbIX CONHEYHbIX nyqeﬁ W UCTOYHUKa HacCbILWEeHHOro
ynbTpacroneToBoro 06ny4eHus.

pl - Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym zrodtem
promieniowania UVA.

tr - Dogrudan giines 1sigindan ve guglii UVA 1sik kaynaklarindan uzak tutulmalidir.

sl - Zascitite pred neposredno son¢no svetlobo in mo¢nim virom UVA svetlobe.

kk - KyH cayneciHiH Typa TycyiHeH >xaHe KywTi YK coyneciHiH ke3iHeH KopFaHbI3.

hr - Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla.

et - Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest.

Iv - Aizsargajiet no tieSas saules gaismas un spéciga ultravioletas A gaismas (UVA)
avota iedarbibas.

uk- 3axuLaTt Big NPSIMUX COHAYHMX NPOMEHIB Ta iIHTEHCUBHOMO ONPOMIHEHHS 3
mkepena ynetpadpionety tuny A.

sk- Chrarite pred priamym slnenym svetlom a silnym zdrojom UVA Ziarenia.

sr - Cuvati van domasaja direktne sunceve svetlosti i jakog UVA zracenja.

It - Saugokite nuo tiesioginiy saulés spinduliy ir stipraus UVA Sviesos $altinio.

en- Sterile fluid path. Sterilized by a combination of steam and radiation.

fr - Trajet stérile. Stérilisé par une combinaison de vapeur et d'irradiation.

de- Steriler FlieBweg. Sterilisiert durch eine Kombination aus Dampf und Bestrahlung.

nl - Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.

it - Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed
irradiazione.

es- Paso de fluido estéril. Esterilizado por une combinacion de vapor y radiacion.

pt - Via estéril para fluidos. Esterilizado por uma combinagéo de vapor e radiagdes.

sv- Steril vatskevag. Steriliserad genom en kombination av anga och stralning.

da- Steril vaesekbane. Steriliseret med en kombination af damp og straling.

pl - Sterylne obszary ptynéw. Sterylizowane przez potgczenie metod sterylizacji parg
wodng i sterylizacji metodg napromieniowywania.

tr - Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize
edilmistir.

- Sterilna tekocinska pot. Sterilizirano s kombinacijo pare in sevanja.

kk - Bapapchbi3 cyiMbIKTbIK aFaTblH on. bynaHabipy MeH coyneneHyaiH Kocklinybl apKblibl
3apacbl3aaHabIpbinFaH.

hr - Sterilni sustav za provodenje tekucine. Sterilizirano kombinacijom pare i zraenja.

et - Steriilne vedelikutee. Steriliseeritud (iheaegselt auru ja kiirgusega.

Iv - Sterila $kidruma plismas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un

fi - Steriili nestetie. Steriloitu osittain hoyrylla, osittain sateilyttamalla.
no- Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

el - Zreipa diodog uypwv. ATTOOTEIPWHEVO PE éva CUVOUOAOUO OTHOU Kal akTIVOBOAIOG.

cs - Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.
ru - CTepunbHas XuakocTb. CTepUn3oBaHo Napom 1 paavaLmen.

apstarosanu.

uk- CtepunbHa piguHa. CTepunizoBaHo koMBiHaLieto napy Ta pagiauii.
sk- Sterilné drahy kvapalin. Sterilizované kombinaciou pary a Ziarenia.
sr - Sterilni kanal za te¢nost. Sterilisan kombinovanjem pare i zracenja.
It - Sterilus skysciy kelias. Sterilizuotas gary ir radiacijos deriniu.

en- Non pyrogenic fluid path.

fr - Trajet apyrogéne.

de- Pyrogenfreier FlieRweg.

nl - Pyrogeenvrij vloeistoftraject.

it - Percorso del liquido apirogeno.
es- Paso de fluido apirégena.

pt - Passo de fluido n&o pirogénico.

sv- Pyrogenfri vatskevag.

da- Non pyrogen vaeskebane.
fi - Pyrogeeniton nestetie.
no- Pyrogenfri vaeskebane.

el - Mn TrupeToydvog 5iodog uypwv.

cs- Apyrogenni draha tekutiny.
ru- AI'II/IpOFeHHaﬂ XKWUOKOCTb.

pl - Apirogenne obszary ptynow.
tr - Apirojen sivi yolu.
- Apirogena tekocinska pot.
kk - MuporeHaik emec CyMbIKTbIK aFaTblH Xorn
hr - Nepirogeni sustav za provodenje
tekucine.
et - Mittepiirogeenne vedelikutee.

Iv - Apirogéna $kidruma plismas caurulite.
uk- AniporeHHa pigvHa.

sk- Nepyrogénne drahy kvapalin.

sr - Kanal za nepirogenu te¢nost.

It - Nepirogeninis skysciy kelias.

>

en- Apply label here.
fr - Placer toute étiquette ici.
de- Etikett hier anbringen.

- Label hier bevestigen.
it - Applicare qui I'etichetta.
es- Colocar etiqueta aqui.
pt - Aplicar o rétulo aqui.

sv- Fast etikett har.
da- Pasaet etiket her.
fi - Kiinnita etiketti tahan.
no- Fest etiketten her.
el - ToTToBeTOTE TNV ETIKETA EDW.
cs- Stitek umistéte zde.
ru - MecTo Ans MapK1poBKU.

pl - Zastosowa¢ odpowiednie oznakowanie.
tr - Etiketi buraya yapistiriniz.

sl - Oznako namestite tukaj.

kk - Ocbl xepre 6enri KOMbIHbI3.

hr - Ovdje pri¢vrstiti oznaku.

et - Kinnitage siia kleebis.

Iv - Piestipriniet uzlimi Seit.
uk- Micue ans MapkyBaHHs1.
sk- Sem nalepte Stitok.

sr - Nalepnicu postavite ovde.
It - Etikete klijjuoti ¢ia.

en- Do not vent.
fr - Ne pas utiliser de prise d'air.
de- Nicht belliften.

- Geen luchtinlaat gebruiken.
it - Non introdurre aria.
es- No ventilar.
pt - Nao ventilar.

sv- Lufta ej.

da- Ma ikke udluftes.

fi - Ala ilmasta.

no- Ma ikke luftes.

el - Mn xpnoipoTIoIEiTE agpaywyo.
cs - Neodvzdusriujte.

ru - He HapyLwaTtb repMeTUYHOCTb.

pl - Nie zapowietrzac.

tr - Hava ile temas ettirimemelidir.
sl - Ne uporabljajte ventilacije.

kk - TecneHia.

hr - Ne prozracivati.

et - Mitte ventileerida.

Iv - Nepaklaut ventilacijai.

uk- He nopyLuyBaTv repMETUYHICTb.
sk- Nevetrajte

sr - Ne ventilirati

It - Neventiliuokite

&)

en- Do not resterilize.

fr - Ne pas restériliser.

de- Nicht resterilisieren.

nl - Niet opnieuw steriliseren.
it - Non risterilizzare.

es- No lo reesterilice.

pt - Nao reesterilize.

sv- Far inte omsteriliseras.

da- Ma ikke resteriliseres.

fi - Ei saa steriloida uudelleen.
no- Ma ikke resteriliseres.

el - Mnv eTTavVOTTOOTEIPWVETE.
cs- Nesterilizujte.

ru - He cTepunuayiite NOBTOPHO.

pl - Nie poddawac¢ ponowne;j sterylizaciji.
tr - Tekrar sterilize etmeyin.

sl - Ne sterilizirajte ponovno.

kk - Kaitta 3apapcbiagaHgbipMaHpl3.

hr - Nemojte ponovno sterilizirati.

et - Mitte uuesti steriliseerida.

Iv - Nesterilizét atkartoti.

uk- He cTepunisyiite noBTOpHO.
sk - Nesterilizujte opakovane.

sr - Ne sterilisati ponovo.

It - Nesterilizuokite pakartotinai.

en- Do not reuse.

fr - Ne pas rédutiliser.

de- Nicht wiederverwenden.
nl - Niet opnieuw gebruiken.
it - Non riutilizzare.

es- No reutilizar.

pt - Nao reutilizar.

sv- Far inte ateranvandas.
da- Ma ikke genanvendes.
fi - Ald kéyta uudelleen.
no- Ma ikke gjenbrukes.

- Mnv €TTavVayPnOIPOTIOIETE.
cs- Nepouzivejte opakované.
ru - MoBTOpHOE UCMOMNb3oBaHNE

3arnpeLLeHo.

pl - Do jednorazowego uzytku.

tr - Tekrar kullanmayiniz.

sl - Za enkratno uporabo.

kk - Kaitta naiganaH6aHpI3.

hr - Nemojte ponovno upotrebljavati.
et - Mitte kasutada korduvalt.

Iv - Nelietot atkartoti.

uk- He BMKOpWCTOBY#iTE NOBTOPHO.
sk - Nepouzivat opakovane.

sr - HemojTe NOHOBO KOPUCTUTH.

It - Vienkartinio naudojimo.

en- Contains Medicinal Substance.

fr - Contient une substance médicinale.
de- Enthalt ein Arzneimittel.

nl - Bevat een geneesmiddel.

it - Contiene una sostanza medicinale.
es- Contiene una sustancia medicinal.
pt - Contém uma substancia medicinal.

sv- Innehaller ett lakemedel.

da- Indeholder et laegemiddel.

fi - Sisaltaa ladkeainetta.

no- Inneholder et medisinsk stoff.

el - MNepIEXel PapUAKEUTIKN ouaia.

cs - Obsahuje Ié€ivou latku.

ru - CofiepXuT nekapcTBEHHOE
BeLLECTBO.

pl - Zawiera substancje lecznicza.
tr - Tibbi bir madde igerir.

sl - Vsebuje zdravilno uéinkovino.
kk - KypamblHaa aspinik 3aT 6ap.
hr - Sadrzi liekovitu tvar.

et - Sisaldab raviainet.

Iv - Satur zales.

uk- MICTUTb NiKapcbKy peYvoBUHY.

sk- Obsahuje lie¢ivu latku.

sr - CagpXu NEeKOBUTY CyncTaHLy.

It - Sudétyje yra vaistinés medziagos.

en- Pathogen Inactivation

fr - Inactivation des agents pathogenes
de- Pathogeninaktivierung

nl - Pathogeninaktivierung

it - Inattivazione degli agenti patogeni
es- Inactivacion de patoégenos

pt - Inativagdo de agentes patogénicos
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For use with INTERCEPT llluminator

Each set is wrapped in a tamper-evident package and includes one 15mL 6mM amotosalen
hydrochloride solution container (Formula : Amotosalen HCI 203mg - Natr. chlorid. 924mg - Aqua
ad iniect. ad 100mL), one illumination container, one compound adsorption device (CAD), three
INTERCEPT Plasma storage containers. The set is sterilized by a combination of steam and radiation.

Indications and Usage

Tntended Purpose: The INTERCEPT Processing Set for Plasma is used with an INTERCEPT
llluminator to inactivate a broad spectrum of viruses, bacteria, and parasites as well as contaminating
donor leukocytes in plasma. This process for treatment of plasma components is intended to reduce
the risk of transfusion-associated transmission of viruses, bacteria, and parasites, and the risk of
adverse effects due to transfusion of contaminating donor leukocytes.

Indications for Use: Plasma treated with the INTERCEPT Blood System for Plasma (INTERCEPT
Plasma) is indicated for support of patients requiring plasma transfusions or therapeutic plasma
exchange, according to clinical practice guidelines. Clinical trials in patients have demonstrated that
plasma treated with the INTERCEPT Blood System was well tolerated and retained therapeutic efficacy
comparable to conventional fresh frozen plasma (FFP). INTERCEPT Plasma may be used to treat
single coagulation factor or antithrombotic protein deficiencies for which no concentrates are available,
as well as multiple coagulation factor and antithrombotic protein deficiencies. INTERCEPT Plasma
may also be used for plasma exchange for thrombotic thrombocytopenic purpura (TTP). INTERCEPT
treatment may be used as an alternative to gamma irradiation for prevention of transfusion-associated
graft-versus-host disease (TA-GVHD). INTERCEPT treatment may be used in place of CMV testing
and leukoreduction for prevention of transfusion-transmitted CMV infection.

INTERCEPT Plasma may be stored from the time of collection for 12 months between -18°C and
-25°C or for 36 months below -25°C, in compliance with applicable procedures and regulations.
Plasma photochemically treated with the INTERCEPT Blood System may be stored and transfused
according to standard methods for frozen plasma. Thawed INTERCEPT Plasma that has been stored
at 2-6°C can be used for up to 5 days. As with all plasma products, clinical use should consider that
labile coagulation factors decline during post thaw storage. INTERCEPT Plasma may be prepared
from single or pooled donations. INTERCEPT Plasma can be further processed into Cryoprecipitate,
Pathogen Reduced and Plasma, Fresh frozen, Cryoprecipitate-Depleted using a validated preparation
method. Thawed cryoprecipitate must be used as soon as possible and must not be re-frozen.
Intended User: The INTERCEPT Blood System for Plasma is intended for use by blood component
laboratory/manufacturing staff. Users should be trained on blood component manufacturing in
accordance with local institution procedures and receive training on the use of the INTERCEPT Blood
System for Plasma by a qualified trainer.

Contraindications

Use of INTERCEPT Plasma is contraindicated in patients with a history of allergic response to
amotosalen or psoralens.

Precautions

User shall visually inspect the packaging and seal integrity prior to use. Do not use if: tamper-evident
package (aluminum foil or clear pouch) has been opened; signs of deterioration are visible; fluid path
closures are loose or not intact; cannulae are broken or there is no fluid in amotosalen solution container.
Do not store above 25°C. Do not vent. Do not freeze. Protect the pack and tubing from sharp objects.
Unused sets in open aluminium foil may be kept 20 days at room temperature by folding and securing
open end of aluminium foil. Units removed from the aluminium foil must be used within 24 hours.
Keep set in light-protective package until time of use. Protect from direct sunlight and strong UVA
light source.

Set is single use only. Do not reuse. Do not resterilize. This product is not designed for reuse. Misuse
can result in adverse reactions, including severe illness and possibly death.

All the following conditions must be met for pathogen inactivation:

- Plasma volume and red blood cell (RBC) content must be within the range specified in Table 1.

- Plasma mixed with amotosalen must be exposed to UVA light dose from INTERCEPT llluminator.
No other source of UVA light may be used.

- Plasma must be passed through the CAD by gravity flow after illumination.

- For fresh plasma the entire process from collection to freezing must be completed within a
timeframe of 20 hours or according to local regulations.

- Fresh frozen plasma that has been thawed in accordance with local regulations must be
immediately treated with the INTERCEPT Blood System for Plasma and transfused or refrozen
promptly after treatment.

This process is designed to be a closed system. Treatment with INTERCEPT Blood System does not
replace applicable standards for processing in open and closed systems. If there is a leak in the set
during processing, plasma product must be discarded.

Amotosalen in contact with skin may result in photosensitisation in the presence of ultraviolet light. If
skin exposure occurs, flush exposed skin copiously with water. Sterile connecting device (SCD) should
be used according to manufacturer’s instructions for use. Any serious incident that has occurred in
relation to use of this device should be reported to the manufacturer and competent authority.

Notes to Physicians

VVhile Taboratory studies of processing with the INTERCEPT Blood System for Plasma have shown
a reduction in the levels of many viruses, bacteria, and parasites, there is no pathogen inactivation
process that has been shown to eliminate all pathogens.

INTERCEPT Plasma components should not be prescribed to neonatal patients treated with
phototherapy devices that emit a peak energy wavelength less than 425 nm, and/or have a lower
bound of the emission bandwidth < 375 nm, due to the risk of erythema resulting from potential
interaction between ultraviolet light (below 400 nm) and residual amotosalen.

Plasma must not be used in a patient with an intolerance to plasma proteins.

Before use, the component must be thawed in a properly controlled environment at + 37°C and the
integrity of the pack must be verified to exclude any defects or leakages. No insoluble cryoprecipitate
must be visible on completion of the thaw procedure.

Potential adverse reactions to plasma transfusions include: Haemolytic transfusion reaction may
result from transfusion of ABO blood group-incompatible plasma, Non-haemolytic transfusion
reaction (mainly chills, fever, and urticaria), Transfusion-related acute lung injury (TRALI), Sepsis
due to inadvertent bacterial contamination post pathogen inactivation treatment, Citrate toxicity in
neonates and in patients with impaired liver function, Transfusion-associated circulatory overload,
Anaphylaxis, allergic reactions and transfusion-associated graft-versus-host disease.

Transfusion reactions, including allergic reactions, have been reported with INTERCEPT treated
plasma however these have not been ascribed to the pathogen reduction treatment.Pathogen
transmission is possible as no pathogen inactivation process has been shown to eliminate all
pathogens. Pathogen transmission is possible as no pathogen inactivation process has been shown
to eliminate all pathogens. Please refer to Technical Data Sheet (PRD-TDS 00120) for additional
pathogen inactivation, clinical, and safety information.

Instructions for Use
Materials Needed: One (1) INTERCEPT Processing Set for Plasma.
Equipment Needed: INTERCEPT llluminator, Sterile Connecting Device (SCD), Tube Sealer.
Temperatures should be controlled to meet applicable regulations for plasma processing.
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INTERCEPT PROCESSING SET for PLASMA

Used and unused INTERCEPT sets should be discarded like any used blood containers, as
biohazardous waste.
Process Steps
A- Plasma for Processing with the INTERCEPT Blood System
Plasma products within the following ranges have been shown to be acceptable for use with this
processing set.

Table 1

RBC content
<4 x 10° RBC/mL

Volume
385-650 mL

B- Amotosalen Addition

Remove set from package.

Weld tubing from plasma container to amotosalen container tubing using SCD.

Disassemble set from organizer and remove rubber band.

If two plasma units will be produced by the INTERCEPT process, heat seal and remove one

storage container.

Label set containers using appropriate donation identification. See warning in section C. While

labeling storage containers, separate them to ensure they do not adhere to one another.

Hang plasma container ensuring that set containers/components do not come in contact with

floor. Break both cannulae on amotosalen container.

Allow plasma and amotosalen solution to flow into illumination container marked by number "1".

Ensure that plasma drains completely from initial plasma container into illumination container.

Express air from the illumination container into the amotosalen container.

0. When air is removed and plasma has fully drained back into the illumination container, mix
illumination container thoroughly by gentle agitation to ensure complete mixing of amotosalen
and plasma.

11. Express a small amount of plasma and amotosalen mixture into tubing, filling at least 4cm of tubing.

12. Seal tubing between illumination container and amotosalen container within the 4cm.

Warning : During illumination, tubing must be held within large compartment of illumination tray.

T3 Remove and discard initial plasma container, amotosalen container and excess tubing.

C- lllumination

llluminate plasma.

Refer to INTERCEPT llluminator Operator’s Manual for complete illumination instructions for use.

Warning : All plasma, both in illumination container and tubing, must be within large compartment of

Mummnator tray in order for inactivation to occur. The process requires unimpeded light transmission

through tray and illumination container with plasma. No labels or other material should be on this

area. Tray must be clean. Labels should be placed on illumination container flap only. lllumination
container should lay flat.

D- Processing with Compound Adsorption Device (CAD)

1. Hang illumination container, allowing CAD to hang freely, with storage containers kept in an

inverted position.

Close clamp on bypass line; ensure all other clamps are open.

Break cannula on illumination container and allow plasma to flow through CAD marked with the
number "2" into storage containers marked with the number "3".

Once plasma has emptied from illumination container and passed through CAD, close clamp on
tubing leading from the CAD and open clamp on the bypass line.

Hang CAD together with illumination container.

Remove storage containers from tab on CAD and allow them to hang ports up.

Completely express air from storage containers through bypass line.

Close clamp on the bypass line and open the clamps on storage containers.

Open clamp below the CAD, allowing plasma to drain into storage containers.

. Ensure that the storage container tubing contains plasma and no air. Close clamps on storage

containers.

. Re-distribute plasma volume between storage containers, if necessary.

. Ensure appropriate donor identification is attached to each filled plasma storage container.

. Disconnect storage containers from set by heat-sealing, allowing sufficient tubing length for segments.

. Discard CAD and illumination container. The INTERCEPT Plasma process is now complete.

. Seal tubing as appropriate for making segments as needed.

16. Follow internal procedures for freezing plasma.

The Summary of Safety and Clinical Performance (SSCP) will be available through EUDAMED,
when fully functional.
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Pour une utilisation avec un illuminateur INTERCEPT

Chaque dispositif est présenté sous emballage inviolable et comprend une poche de 15 ml de solution de
chlorhydrate d'amotosalen & mM (formule : HCI Amotosalen 203 mg — Natr, chlorid, 924 mg —Aqua ad inject.
ad 100 ml}, une poche d'illumination, un dispositif d'adserption (CAD), trois poches de conservation du plasma
INTERCEPT. Le dispositif esl stérilisé par une combinaison de vapeur et rayonnements.

Indications et utilisation

Utilisation prévue : Le dispositif de traitement INTERCEPT pour plasma est utilisé avec un illuminateur
INTERCEPT pour inactiver un large éventail de virus, bactéries et parasites ainsi que les leucocytes
contaminants provenant de donneurs dans le plasma. Le processus de traitement du plasma est destiné a
réduire le risque de transmission de virus, bactéries et parasites associée a la transfusion, et le risque d'effets
indésirables liés 4 la transfusion de leucocytes contaminants provenant de donneurs.

Indications d'utilisation : Le plasma traité 4 l'aide du systéme INTERCEPT Blood System pour le plasma
(plasma INTERCEPT) est indiqué pour la prise en charge des patients nécessitant des transfusions de plasma
ou I'échange de plasma thérapeutique selon les directives de pratique clinique. Les essais cliniques chez les
patients ont montré que le plasma traité par INTERCEPT Blood System était bien toléré et conservait une
efficacité thérapeutique comparable a celle du plasma frais congelé (PFC) standard. Le plasma INTERCEPT
peut étre utilisé pour traiter un déficit unique en facteur de coagulation ou en protéine antithrombotique pour
lequel aucun concentré n'est disponible, ainsi que pour traiter des déficits multiples en facteurs de coagulation
ouen protéines antithrombotiques. Le plasma INTERCEPT peutégalement étre utilisé pourune plasmaphérése
chez les patients atteints de purpura thrombocytopénigue thrembotique (PTT). Le traitement INTERCEPT
peut étre utilisé comme alternative a l'iradiation gamma dans la prévention de la maladie du greffon contre
I'néte associée aux transfusions (TA-GVHD). INTERCEPT peut se substituer au dépistage du CMV ou a la
leucoréduction, dans la prévention de transmission du CMV par transfusion

Le plasma INTERCEPT peut &tre conservé jusqu'a 12 mois a partir du prélévement, entre -18 °C et -25 °C, ou
jusqu'a 36 mois Aune température inférieure 4-25 °C, conformémentaux procédures etréglementations applicables.
Le plasma traité par photochimie avec INTERCEPT Blood System peut &tre conservé el transfusé selon
les méthedes standard applicables au plasma congelé. Le plasma INTERCEPT décongelé conservé a une
température comprise entre 2 et 6 °C peut étre utilisé pendant 5 jours maximum. Comme avec tous les produits
congelés, |'utilisation clinique doit prendre en compte le fait que les facteurs de coagulation labiles se dégradent
lors d'une conservation apras décongélation. Le plasma INTERCEPT peut étre préparé a partir d'une unité
de plasma ou d'un mélange. Le plasma INTERCEPT peut étre transformé ultérieurement en cryoprécipité et
plasma dépourvu de cryoprécipité, tous deux inactivés pour les agents pathogénes, 4 |'aide d'une méthode de
préparation validée. Le cryoprécipité décongelé doit &tre utilisé dés que possible et ne doit pas étre recongelé.
Utilisateurs prévus : Le systéme INTERCEPT Blood System pour le plasma est destiné a une utilisation par un
persannel de |aboratoire/préparation spécialiste des composants sanguins. Les utilisateurs doivent &lre formés
4 la fabricalion de composants sanguins conformément aux procédures de I'établissement local et recevoir une
formation sur l'utilisation du systéme INTERCEPT Blood System pour le plasmadispensée parun formateur qualifié.
Contre-indications

L'utilisation du plasma INTERCEPT est contre-indiquée chez les patients présentant des antécédents de
réponse allergique a I'amotosalen ou aux pscralénes.

Précautions

L'utilisateur doit inspecter visuellement 'emballage et!'intégrité des soudures avant I'utilisation. Ne pas utiliser
si : 'emballage inviolable (feuilles d'aluminium ou pache transparente) a &té ouvert ; des signes de détérioration
sont visibles ; les fermetures du circuit de fluide sont desserrées ou ne sont pas inlactes ; les canules sont
cassées ou la poche de solution d’amotosalen ne contient pas de liquide.

Ne pas conserver a une température supérieure a 25 °C. Ne pas purger. Ne pas congeler. Tenir les poches
et la tubulure a I'écart d'objets coupants.

Les dispositifs non utilisés dans un emballage en feuilles d'aluminium ouvert peuvent étre conservés 20 jours
4 température ambiante en repliant et sécurisant la partie ouverte des feuilles d'aluminium. Les unités sorties
de I'emballage en aluminium doivent &tre utilisées dans les 24 heures.

Conserver le dispositif dans son emballage protecteur conlre la lumiére jusqu'au mement de son utilisation.
Maintenir & I'abri de la lumiére directe du scleil et des rayons UVA intenses.

Cedispositifest a usage unique, Ne pas réutiliser. Ne pas restériliser. Ce produit n'est pas cangu pour élre réutilisé.
Unemauvaise ulilisation peut entrainer des réactions indésirables, notamment une maladie grave, voire un décés.
Toutes les conditions suivantes doivent étre remplies pour linactivation des agents pathogénes :

- Le volume de plasma et la numération des globules rouges (GR) daivent étre dans les limites indiquées
dans le tableau 1.

- Leplasma mélangé & l'amolosalen doit élre exposé & une dose d'UVA provenant d'un illuminateur INTERCEPT.

Ne pas utiliser une autre source de rayons UVA.

Le plasma doit passer par le CAD par écoulement gravitaire aprés ['illumination.

Pourle plasmafrais, le processus entier du prélévement a la congélation doit étre effectué dans une période
de 20 heures ou selon les réglementations locales.

- Le plasma frais congelé qui a été décongelé conformément aux réglementations locales doil &tre
immédiatement traité a I'aide du systéme INTERCEPT Blood System pour le plasma et transfusé ou
recongelé rapidement aprés le traitement.

Cette méthode est congue comme un systéme clos. Le traitement par le systéme INTERCEPT Bload System
ne remplace pas les normes applicables pour le traitement dans les systémes ouverts et fermés. En cas de
fuite dans le dispositif pendant le traitement, le produit plasmatique doit étre jeté

L'amotosalen en contact avec la peau peut entrainer une photasensibilisation en présence d'une lumiére
ultraviolette. Si un contact épidermique se produit, rincez abondamment la peau exposée a 'eau. Un dispositif
de connexion stérile (SCD) doit étre utilisé conformément au mode d'emploi du fabricant. Toutincident grave qui
s'est produit en relation avec I'utilisation de ce dispasitif doit &tre signalé au fabricant et & I'autorité compétente.

Note aux médecins

Si les études menées en laboratoire concernant le traitement a I'aide du systéme INTERCEPT Blood System
pour plasma ont démantré une réduction des niveaux d'infection de nombreux virus, bactéries et parasites,
aucun procédé d'inactivation des agents pathogénes n'a été démontré comme éliminant l'infectivité de tous
les agents pathogenes.

Les produits plasmatiques INTERCEPT ne doivent pas étre prescrits aux nouveau-nés suivant un traitement
avec des appareils de photothérapie émettant une longueur d'onde au pic d'énergie inférieure a 425 nm, et/ou
avec une largeur de bande d'émission a la limite inférieure < 375 nm, en raison durisque d'érythéme lié & une
interaction potentielle entre les rayons ultraviolets (inférieurs 2 400 nm) et 'amotasalen résiduel.

Le plasma ne doit pas étre utilisé chez les patients souffrant d'une intolérance aux protéines plasmatiques.
Avant l'utllisation, le composant doit &tre décongelé dans un environnement correctement contrdlé 4 37 °C et
l'intégrité de I'emballage doit &tre vérifiée pour exclure tout défaut ou toute fuite. Aucun cryoprécipité insoluble
ne doit &tre visible lors de la pracédure de décongélation

Les potentielles réactions indésirables relatives aux transfusions de plasma incluent : Réaction hémolytique
pouvant survenir apres la transfusion d'un plasma incompatible pour le groupe sanguin ABO ; réaction nan
hémolytique aprés transfusion (principalement frissons, fiévre et urticaire) ; cedéme pulmonaire lésionnel
post-transfusionnel (TRALI) ; septicémie due & une contamination bactérienne accidentelle aprés le traitement
diinactivation des agents pathogénes ; toxicité au citrate chez les nouveau-nés et les patients souffrant
dinsuffisance hépatique ; surcharge circulatoire associée a la transfusion ; anaphylaxie, réactions allergiques
et reaction aigué du graffon contre 'héle associée 4 |a transfusion.

Des réaclions associées a la transfusion, nolamment des réactions allergiques, ant été signalées avec le plasma
traité par le systéme INTERCEPT. Néanmoins, ces réactions n'ont pas été imputées au traitement antimicrobien.
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DISPOSITIF DE TRAITEMENT INTERCEPT pour PLASMA

La transmission d'agents pathogénes est possible tant qu'il n'a pas été démontré que le traitement d'inactivation
des agents pathogénes élimine tous les agents pathogénes . Consulter la fiche tachnique (PRD-TDS 00120) pour
plus d'informations sur l'inactivation des agents pathogénes, des informations cliniques et relatives 4 la sécurité.

Matériel requis : Un (1) dispositif de traitement INTERCEPT pour plasma.
Equipement requis : llluminateur INTERCEPT, dispositif de connexion stérile (SCD), soudeuse pour tubulures,
Les températures doivent &ire contrdlees pour satisfaire les réglementations applicables concernant le
traitement du plasma.
Les dispositifs INTERCEPT utilisés et non utilisés doivent étre éliminés comme toutes les poches de sang,
comme déchets biologiques
Etapes du traitement
A- Préparation du plasma pour traitement avec INTERCEPT Blood System
Il a éte demontré que les produits plasmatiques compris dans les limites suivantes sont acceptables pour une
utilisation avec ce dispositif de traitement

Tableau 1

Volume
385a650 ml

Numération des GR
<4 x 10° GR/ml

B- Ajout de I'amotosalen

1. Retirer le dispositif de I'emballage.

2. Raccorder la tubulure de |a poche de plasma a la tubulure de la poche d’amotosalen 4 I'aide du SCD.

3. Détacher le dispositif de I'organisateur et retirer la bande en caoutchouc.

4. Si deux unités de plasma sont produites par le traitement INTERCEPT, thermosceller une poche de

conservation et la retirer.

5. Etiqueter les poches du disposilif 4 I'aide des identifiants de don approprigs. Voir 'avertissement a la

section C. Lors de I'éliquetage des poches de conservation, séparer ces derniéres pour garantir gqu'elles

ne se collent pas ensemble.

Suspendre la poche de plasma pour garantir que les poches/composants du disposilif n'entrent pas en

contact avec le sal. Casser les deux canules de la poche d'amotosalen.

Laisser le plasma etla solution d'amotosalen s'écouler dans la poche d'illumination marquée du chiffre « 1 ».

Garantir que le plasma se vide complétement de sa pache d'origine vers la poche d'illumination.

Vider I'air de la poche d'illumination vers la poche d'amotosalen.

0. Larsque l'air est éliminé et que le plasma est entiérement vidé dans la poche d'illumination, mélanger
consciencieusement la poche diillumination par agitation douce afin de garantir le mélange complet de
I'amotosalen et du plasma.

11. Extraire une pelite quantité du mélange de plasma et d'amotosalen dans la tubulure pour remplir au

moins 4 cm de la tubulure.

12. Sceller les 4 cm de tubulure entre la poche d'illumination et la poche d'amotosalen.

@
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Avertissement : Pendant l'illumination, a tubulure doit &tre conservée dans le grand compartiment du plateau

d'illumination.

13. Retirer et jeter la poche de plasma d'origine, |a poche d'amotosalen et 'excés de tubulure.

C- lllumination

llluminer le plasma

Se réferer au manuel de I'opérateur de l'lluminateur INTERCEPT pour un mede d'emploi complet.

Avertissement : L'intégralité du plasma, qu'il provienne de la poche dillumination ou de la tubulure, doit &tre

corservee dans le grand compartiment du plateau de lilluminateur pour que linactivation se produise. Le

traitement nécessite une fransmission lumineuse sans entrave a travers le plateau et la poche d'illumination

contenant le plasma. Aucune étiquette ou aucun autre matériel ne doit masquer cette zone. Le plateau doit

&tre propre. Les étiquettes doivent étre positionnées sur le rabat de la poche d'illumination uniquement. La

poche dillumination doit étre posée a plat.

D- Traitement avec un dispositif d'adsorption {CAD)

1. Suspendre |a poche d'illumination afin de permettre au CAD d'étre suspendu librement, avec les poches
de conservation dans |a position renversée.

2. Fermer le clamp sur la tubulure de dérivation ; veiller & ce que tous les autres clamps soient cuverts.

3. Casser la canule de la pache d'illumination et laisser le plasma s'écouler par le CAD marqué du chifire
« 2 » dans les poches de conservation marquées du chiffre « 3 ».

4. Une fois que le plasma a été vidé de la poche dillumination et qu'il a traversé le CAD, fermer la tubulure
du CAD et ouvrir |a pince sur le tube de dérivation.

5. Suspendre le CAD avec la poche d'illumination.

6. Retirerles paches de conservation del'attache surle CAD etles laisser suspendues avec les ports vers le haut.

7. Vider entiérement I'air des poches de conservation par la tubulure de dérivation.

8. Fermer le clamp sur la tubulure de dérivation et ouvrir les clamps sur les poches de conservation.

9. Ouvrir le clamp sous le CAD pour que le plasma se vide dans les poches de conservation.

10. Veiller 4 ce que la tubulure de la poche de conservation contienne du plasma et ne contienne pas d'air.
Fermer les clamps sur les poches de conservation.

11. Redistribuer le volume de plasma entre les différentes poches de conservation, si nécessaire.

12. Veiller & ce que l'identifiant du don approprié soit attribué & chaque poche de conservation remplie de plasma.

13. Déconnecter les poches de conservation du disposilif par thermoscellage en laissant suffisamment de
longueur de tubulure pour les segments.

14. Jeter le CAD et la poche d'illumination. Le traitement du plasma INTERCEPT est désormais terminé.

15. Souder la tubulure de maniére appropriée pour préparer les segments selon les besoins.

16. Suivre les procédures internes pour la congélation du plasma.

Le résumé des caractéristiques de sécurité et des performances cliniques (SSCP) sera mis 4 disposition par
IEUDAMED lorsque I'application sera pleinement fonctionnelle.

Cerus, INTERCEPT et INTERCEPT Blood System sont des marques commerciales de Cerus Cerporation.
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it - Rappresentante autorizzato nella Comunita europea

es - Representante autorizado en la Unién Europea

pt - Representante autorizado na Comunidade Europeia

sv - Auktoriserad representant i Europeiska gemenskapen

da- Autoriseret repraesentant i Det Europeeiske Feellesskab

fi - Valtuutettu edustaja Euroopan yhteisdssa

no- Autorisert representant i EU

el - E¢ouaiodotnuévog avTirpéowTrog otnv Eupwraikr) KovétnTa
cs - Autorizovany zastupce v Evropském spolecenstvi

ru - YnonHoMOoYeHHbI npeacTasuTens B EBponelickom coobluectse
pl - Autoryzowany przedstawiciel w Unii Europejskiej

tr - Avrupa Toplulugundaki Yetkili Temsilci

sl - Pooblas¢eni predstavnik v Evropski skupnosti

kk - Eyponanblk kaybiMAaCTbIKTaFbl yaKINeTTi ekin

hr - Ovlasteni zastupnik u Europskoj uniji

et - Volitatud esindaja Euroopa Uhenduses

Iv - Pilnvarotais parstavis Eiropas Kopiena

uk - YNOBHOBaXeHUI NpeACTaBHUK y €Bponeiichkii CrinbHOTI
sk - Autorizovany zastupca v Eurépskom spolocenstve

sr - OvlaSéeni predstavnik u Evropskoj zajednici

It - ]galiotasis atstovas Europos bendrijoje

en- Importer sv - Importér pl - Importer Iv - Importétajs
fr - Importateur da- Importar tr - lthalatgi uk - Imnoptep
de- Importeur fi - Maahantuoja sl - Uvoznik sk - Dovozca
nl - Importeur no- Importer kk - VmMnopTTayLubl sr - Uvoznik

it - Importatore el - Eloaywyéag hr - Uvoznik It - Importuotojas
es - Importador cs - Dovozce et - Importija

pt - Importador ru - Nvnoptep

en- Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.

fr - Ne pas utiliser si le produit, sa barriere de stérilité ou son emballage a été endommageé ou s'il présente des signes d'altération.

de - Nicht verwenden, wenn das Produkt, die Sterilverpackung oder dessen Umverpackung beschadigt ist oder Anzeichen von Verfall zeigt.

nl - Niet gebruiken indien het product, de steriele barriere of de verpakking beschadigd is of tekenen van beschadiging vertoont.

it - Non utilizzare se il prodotto, la sua barriera sterile o il suo confezionamento sono danneggiati o mostrano segni di deterioramento.

es - No usar si el producto, su barrera estéril o su envase esta dafiado o muestra cualquier signo de deterioro.

pt - Nao utilizar caso ou produto, a sua protecéo estéril ou a sua embalagem estejam danificados ou apresentem quaisquer sinais de deterioragao.

sv - Anvands ej om produkten, dess sterilbarriar eller dess forpackning ar skadad eller visar nagra tecken pé avvikelse.

da- Ma ikke anvendes hvis produktet, sterilbarriererne eller pakningerne er beskadigede eller der er tegn pa brud.

fi - Ala kayta jos tuotteen steriilisuojat ovat irti tai pakkaus on silminnahden vahingoittunut.

no- Ma ikke brukes dersom pruduktet, dets sterilbarriere eller emballasje er skadet eller viser tegn til forringelse.

el - Mn xpnoipoTtrolgite, edv To TTPOIdV, TO OTEIPO GUCTNUA PPayUoU TOU I N CUCKEUOOIA TOU Eival KOTEOTPAPUEVA 1) TTAPOUCIALE! orromér’]rron: anpad Bopdg.
cs - Nepouzivejte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazuje-li jakékoli znamky poruseni.

ru - He ncnone3oBatb, eCnv HapyLueHa LeNnoCTHOCTb NpoAyKTa, CUCTEMbI CTepI/IJ'IbHOI/I nperpanbl YNAKOBKU UNW NPpU Hann4nm BUaMMbIX NPU3HAKOB NOBPEXEeHUs.
pl - Nie uzywac jezeli produkt, jego system bariery sterylnej lub jego opakowanie jest zniszczone lub wykazuje jakiekolwiek oznaki uszkodzenia.

tr - Uriin, steril bariyer sistemi veya ambalaj zarar gérmiisse ya da bozulme belirfisi varsa kullanmayiniz.

sl - Ne uporabite, e so izdelek, sterilni zasCitni sistem ali ovojnina poskodovani ali kaZejo znake poslab$anja kakovosti.

kk - 3apapcbli3gaHabipyabl KopFay XyWeCiHiH Hemece kanTamachlHblH 3aKbiMAaHFaHbIH HEMece HallapnaybiHbIH GenrinepiH KepceH,ia eHimai konaaHbaHbI3.

hr - Ne upotrebljavati ako su proizvod, sterilni zastitni sustav ili ambalaza osteceni ili ako pokazuju bilo kakav znak pogorsanja kakvoce.

et - Arge kasutage, kui toode, selle steriilne barjaarististeem v&i pakend on vigastatud vGi nahtavate riknemismarkidega.

Iv - Nelietojiet izstradajumu, ja izstradajums, ta sterila barjersistéma vai iepakojums ir bojats, vai ir redzamas jebkadas bojajuma pazimes.
uk - He Bu1KopnCTOBYBaTH, SIKLLO NMOPYLUEHO LiNiCHICTb NPOAYKTY, IOro CUCTEMMW CTEPUITbHOI MEPEMNOHMN YU YNakoBku, abo € Byab-Aka 03HaKa HasiBHOTO MOLLKOAKEHHS.
sk - Nepouzivajte, ak je vyrobok, jeho sterilna bariéra alebo jeho obal poSkodeny alebo vykazuje znamky porusenia.
sr - Ne koristiti ako su proizvod, sistem sterilne barijere ili pakovanje oSteceni ili na njima postoje bilo kakvi znaci propadanja.
It - Nenaudokite, jei yra kokiy nors gaminio, jo sterilaus barjero sistemos ar pakuotés pazeidimo arba nusidévéjimo pozymiy.

.. en- Do not freeze. Do not store above 25°C. ru - He 3amopaxvBatb. He xpaHuTb npy Temneparype Bbilue 25°C.

/H/zs © fr - Ne pas congeler. Ne pas stocker a plus de 25°C. pl - Nie zamrazac. Nie przechowywa¢ w temperaturze powyzej 25°C.
o°C. de - Nicht einfrieren. Nicht (iber 25°C lagern. tr - Dondurmayin. 25 C'nin lizerinde saklamayiniz.
nl - Niet invriezen. Niet bewaren boven 25°C. sl - Ne zamrznite. Ne hranite pri temperaturi nad 25°C.
it - Non congelare. Non conservare a temperature superiori a 25°C. kk - ToHasbITnanbi3. 25°C-TaH xorapbl Temneparypaaa cakramaHbi3.
es - No congelar. No almacenar por encima de 25°C. hr - Ne smrzavati. Cuvati na temperaturi ispod 25 °C.
pt - Nao congelar. Ndo guardar acima de 25°C. et - Mitte hoida sligavkilmas. Mitte hoida temperatuuril le 25 °C.
sv - Far ej frysa. Forvaras ej 6ver 25°C. Iv - Nesasaldét. Uzglabat lidz 25°C temperatara.
da- Ma ikke fryses. Ma ikke opbevares over 25°C. uk - He 3amopoxysatun. He 36epirat npu Temnepartypi Bule 25 °C.
fi - Eisaajaatya. Ala sailyta yli 25°C. sk - Nezmrazujte. Neskladuijte pri teplote nad 25 °C.
no- Ma ikke fryses. Ma ikke lagres i temperatur over 25°C. sr - Ne zamrzavati. Ne ¢uvati na temperaturama iznad 25°C.
el - Mnv katayuyete. Mnv amoBnkeUeTe o€ Bepuokpaaia avw Twv 25°C. It - NeuzSaldykite. Nelaikykite aukStesnéje kaip 25 °C temperatiroje.
cs - Nezmrazujte. Neskladujte nad 25°C.
en - Platelet Storage Container fi - Trombosyyttien sailytyspussi kk - TpomBouuT cakTay blabICbl
fr - Poche de conservation du concentré plaquettaire no - Lagringspose for blodplater hr - Spremnik za pohranu trombocita
de - Thrombozyten-Lagerungsbeutel el - TTePIEKTNG aTTOBrKEUONG QIPOTTETAAIWY et - Trombotsiitide sailituskott
nl - Trombocytenbewaarzak cs - Zasobnik na skladovani trombocytl Iv - Trombocitu glabasanas konteiners
it - Sacca per la conservazione delle piastrine ru - KoHTeliHep Ans XxpaHeHus TpoMboLmMToB uk - KoHTelHep ans 36epiraHHs TpombouuTis
es - Bolsa de almacenamiento de plaquetas pl - Pojemnik do przechowywania preparatu ptytek krwi sk - Zasobnik na skladovanie trombocytov
pt - Recipiente de conservagéo de plaquetas tr - Trombosit Saklama Kabi sr - Posuda za ¢uvanje trombocita
sv - Forvaringspase for trombocyter sl - Vsebnik za shranjevanje trombocitov It - Trombocity laikymo talpykla
da - Trombocytopbevaringspose
en - Refer to Instructions for Use fi - Katso kayttohjeet kk - MaipganaHy HyckaynbiKTapbiH kapaHbl3
fr - Consulter la notice no - Se bruksanvisningen hr - Vidi upute za uporabu
de - Siehe Gebrauchsanleitung el - ZupPouleurteite TIG 0dNyieg XpPriong et - Tutvuge kasutusjuhendiga
nl - Raadpleeg de gebruiksaanwijzing cs - Viz navod k pouziti Iv - Skatiet lietoSanas instrukciju
it - Consultare le istruzioni per I'uso ru - CM. MHCTPYKLMIO MO NPUMEHEHNIO uk - 3BepTaiiTech 40 BKa3iBOK i3 BUKOPUCTAHHS
es - Consulte las instrucciones de uso pl - Prosze zapoznac¢ sie z instrukcjg uzytkowania sk - Precitajte si navod na pouzitie
pt - Consultar as instrugdes de utilizagdo tr - Kullanma talimatina basvurun sr - Pogledajte uputstvo za upotrebu
sv - Se bruksanvisningen sl - Pozor: Glejte navodilo za uporabo! It - Zr. naudojimo instrukcijas.
da - Se brugsanvisningen
en - Small Volume fi - Pieni tilavuus kk - KiwkeHe kenemaik
fr - Faible volume no - Lite volum hr - Mali volumen
de - Kleins Volumen el - Mikp6g bykog et - Vaikesemahuline
nl - Kleinvolume cs - Maly objem Iv - Neliela tilpuma
it - Bassi volumi ru - Manbiin 06bem uk - Manuit o6’em
es - Pequefio volumen pl - Mata objetos¢ sk - Maly objem
pt - Pequeno volume tr - Kiguk Hacimli sr - Mali volumen
sv - Liten volym sl - Majhna prostornina It - Mazas tdris
da - Sma maengder
en - M_edica‘IADevicg fi - Laakinnallinen laite kk - MeauuuHanbIK Kypbingbi
fr - Dispositif médical no - Medisinsk utstyr hr - Medicinski proizvod
M D de - Medizinprodukt el - laTpoTEXVOAOYIKG TIPOIOV et - Meditsiiniseade

nl - Medisch hulpmiddel ¢s - Zdravotnicky prostiedek Iv - Mediciniska ierice
it - Dispositivo medico ru - MegmumHckoe nagenve uk - MeaWYHWIA NpPUCTPIN
es - Producto sanitario pl - Wyrdb medyczny sk - Zdravotnicka pomécka
pt - Dispositivo médico tr - Tibbi cihaz sr - MenLMHCKO CPEaCcTBO
sv - Medicinteknisk produkt sl - Medicinski pripomo&ek It - Medicinos priemoné
da - Medicinsk udstyr
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en- Protect from direct sunlight and strong UVA light source.

fr - Protéger des rayons directs du soleil et d'une source puissante de rayons U.V.A.

de- Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schiitzen.

nl - Beschermen tegen direct zonlicht en krachtige bronnen van uva-licht.

it - Proteggere dalla luce solare diretta e da una forte sorgente di luce UVA.

es- Proteger de la luz de sol directa y foco potente de luz UVA.

pt - Proteger da luz directa do sol e de fonte forte de luz UVA.

sv- Skyddas fran direkt solljus och stark UVA-ljuskalla.

da- Beskyt mod direkte sollys og kraftig UVA- lys kilde.

fi - Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —valolahteelta".

no- Beskytt mot direkte sollys og sterk UVA lyskilde.

el - MpoaoTatéWTe aTrd TNV AueaT €KBEaN 0TOV RAIO KOl OE TINYRA QWTOG SUVATAG UTTEPILSOUG
aKTIVOBoAiaG.

cs- Chrarite pred pfimym pUsobenim slunecniho svétla a silnych zdroju UVA zareni.

ru- I'Ipe,qoxpaHﬂTb OT NPAMbIX COJNTHEYHbIX J'Iy‘«lel;l N UCTOYHMKA HaCbIWEHHOro
yneTpadroneToBOro 0bnyyeHus.

pl - Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym zrédtem

promieniowania UVA.

tr - Dogrudan giines 1s1gindan ve guglit UVA 1sik kaynaklarindan uzak tutulmahdir.
sl - ZaScitite pred neposredno soncno svetlobo in moénim virom UVA svetlobe.
kk- KyH coeyneciHiH Typa TycyiHeH xaHe KyLuTi YK cayneciHiH ke3iHeH KopraHbI3.

hr - Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla.

et - Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest.

Iv - Aizsargajiet no tieSas saules gaismas un spéciga ultravioletas A gaismas (UVA) avota

iedarbibas.

uk- 3axuiiatu Big NPSIMUX COHSIYHUX NPOMEHIB Ta iIHTEHCMBHOIO ONMPOMIHEHHS 3 [kepena

yneTpadpionety Tvny A.

sk- Chrarte pred priamym sIne¢nym svetlom a silnym zdrojom UVA Ziarenia.
sr - Cuvati van domasaja direktne sunceve svetlosti i jakog UVA zracenja.
It - Saugokite nuo tiesioginiy saulés spinduliy ir stipraus UVA $viesos $altinio.

en- Sterile fluid path. Sterilized by a combination of steam and radiation.

fr - Trajet stérile. Stérilisé par une combinaison de vapeur et d'irradiation.

de- Steriler FlieBweg. Sterilisiert durch eine Kombination aus Dampf und Bestrahlung.

nl - Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.

it - Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed
irradiazione.

es- Paso de fluido estéril. Esterilizado por une combinacion de vapor y radiacion.

pt - Via estéril para fluidos. Esterilizado por uma combinagao de vapor e radiagdes.

pl - Sterylne obszary ptynéw. Sterylizowane przez potgczenie metod sterylizacji parg

wodng i sterylizacji metodg napromieniowywania.

tr - Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize

edilmistir.

sl - Sterilna tekoCinska pot. Sterilizirano s kombinacijo pare in sevanja.

kk - Bapapchbi3 cyiibIKTbIK aFaTblH or. BynaHabipy MeH cayneneHyaiH Kocbinybl apKbirbl

3apachbi3gaHablpblnfaH.

hr - Sterilni sustav za provodenje tekucine. Sterilizirano kombinacijom pare i zraenja.

sv - Steril vatskevag. Steriliserad genom en kombination av &nga och strélning.
da- Steril vaesekbane. Steriliseret med en kombination af damp og straling.

fi - Steriili nestetie. Steriloitu osittain hdyrylla, osittain sateilyttamalla.

no- Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

el - Zreipa diodog uypwv. ATTOOTEIPWHEVO PE Eva ouvﬁuaopo aTPOU Kal aKTIVOBOAiag.

cs- Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.
ru- CTepmanaﬂ XKNOKOCTb. CTepVIJ'IVISOBaHO napom n pap,maumem

et - Steriilne vedelikutee. Steriliseeritud (iheaegselt auru ja kiirgusega.

Iv - Sterila $kidruma plasmas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un

apstaro$anu.

uk- CtepunbHa piguHa. CTepunizoBaHo koMBiHaLieo napv Ta pagiauii.
sk- Sterilné drahy kvapalin. Sterilizované kombinaciou pary a ziarenia.
sr - Sterilni kanal za te¢nost. Sterilisan kombinovanjem pare i zracenja.
It - Sterilus skysciy kelias. Sterilizuotas gary ir radiacijos deriniu.

en- Non pyrogenic fluid path.
fr - Trajet apyrogene.
de- Pyrogenfreier FlieRweg.
- Pyrogeenvrij vioeistoftraject.
it - Percorso del liquido apirogeno.
es- Paso de fluido apirégena.
pt - Passo de fluido ndo pirogénico.

EN

sv- Pyrogenfri vatskevag.

da- Non pyrogen vaeskebane.
fi - Pyrogeeniton nestetie.
no- Pyrogenfri vaeskebane.

el - Mn TrupeToydvog 5iodog uypwv.

cs- Apyrogenni draha tekutiny.
ru - AnNMporeHHas XuakocTb.

pl - Apirogenne obszary ptynéw.
tr - Apirojen sivi yolu.
- Apirogena tekocinska pot.
kk - MuporeHaik emec CyibIKTbIK aFraTblH on
hr - Nepirogeni sustav za provodenje
tekucine.
et - Mittepiirogeenne vedelikutee.

Iv - Apirogéna $kidruma plismas caurulite.
uk- AniporeHHa pigvHa.

sk- Nepyrogénne drahy kvapalin.

sr - Kanal za nepirogenu tecnost.

It - Nepirogeninis skysciy kelias.

en- Apply label here.

fr - Placer toute étiquette ici.
* de- Etikett hier anbringen.

nl - Label hier bevestigen.

it - Applicare qui I'etichetta.

es- Colocar etiqueta aqui.

pt - Aplicar o rétulo aqui.

sv- Fast etikett har.
da- Pasaet etiket her.
fi - Kiinnita etiketti tahan.
no- Fest etiketten her.
el - ToTToBeTAOTE TNV ETIKETA £BW.
cs- Stitek umistéte zde.
ru - MecTo Ans MapKkMpoBKu.

pl - Zastosowa¢ odpowiednie oznakowanie.
tr - Etiketi buraya yapistiriniz.

sl - Oznako namestite tukaj.

kk - Ocbl xepre 6enri KOMbIHpI3.

hr - Ovdje pri¢vrstiti oznaku.

et - Kinnitage siia kleebis.

Iv - Piestipriniet uzlimi Seit.
uk- Micue ans MapkyBaHHs1.
sk- Sem nalepte Stitok.

sr - Nalepnicu postavite ovde.
It - Etikete klijuoti Cia.

en- Do not vent.

fr - Ne pas utiliser de prise d'air.
de- Nicht belliften.

nl - Geen luchtinlaat gebruiken.
it - Non introdurre aria.

es- No ventilar.

pt - Nao ventilar.

sv- Lufta ej.

da- Ma ikke udluftes.

fi - Ala ilmasta.

no- Ma ikke luftes.

el - Mn xpnoipoTroieite agpaywyo.
c¢s - Neodvzdusriujte.

ru - He HapyLiaTb repMeTMHHOCTb.

pl - Nie zapowietrzac.

tr - Hava ile temas ettirimemelidir.
sl - Ne uporabljajte ventilacije.

kk - TecneHia.

hr - Ne prozracivati.

et - Mitte ventileerida.

Iv - Nepaklaut ventilacijai.

uk- He nopyLuyBaTv repMETUYHICTb.
sk- Nevetrajte

sr - Ne ventilirati

It - Neventiliuokite

en- Do not resterilize.

fr - Ne pas restériliser.

de- Nicht resterilisieren.

nl - Niet opnieuw steriliseren.
it - Non risterilizzare.

es- No lo reesterilice.

pt - Nao reesterilize.

%

sv- Far inte omsteriliseras.

da- Ma ikke resteriliseres.

fi - Ei saa steriloida uudelleen.
no- Ma ikke resteriliseres.

el - Mnv eTTavVOTTOOTEIPWVETE.
cs- Nesterilizujte.

ru - He ctepunuayiite noBTOPHO.

pl - Nie poddawa¢ ponowne;j sterylizacji.
tr - Tekrar sterilize etmeyin.
sl - Ne sterilizirajte ponovno.
kk - Kaitta 3apapcbiagaHabipMaHpl3.
hr - Nemojte ponovno sterilizirati.
et - Mitte uuesti steriliseerida.

Iv - Nesterilizét atkartoti.

uk- He cTepwuniayviTe NoBTOpPHO.
sk - Nesterilizujte opakovane.

sr - Ne sterilisati ponovo.

It - Nesterilizuokite pakartotinai.

en- Do not reuse.

fr - Ne pas rédutiliser.

de- Nicht wiederverwenden.
nl - Niet opnieuw gebruiken.
it - Non riutilizzare.

es- No reutilizar.

pt - Nao reutilizar.

sv- Far inte ateranvandas.

da- Ma ikke genanvendes.

fi - Ala kayta uudelleen.

no- Ma ikke gjenbrukes.

el - Mnv eTravaypnoIPoTIoIE(TE.

cs- Nepouzivejte opakované.

ru - MNoBTOpHOE MCnonb3oBaHe
3anpeLLeHo.

pl - Do jednorazowego uzytku.

tr - Tekrar kullanmayiniz.

sl - Za enkratno uporabo.

kk- Kaitta narnanaH6aHpI3.

hr - Nemojte ponovno upotrebljavati.
et - Mitte kasutada korduvalt.

Iv - Nelietot atkartoti.

uk- He BMKOpWCTOBY/iTE NOBTOPHO.
sk- Nepouzivat opakovane.

sr - HemojTe NOHOBO KOPUCTUTH.

It - Vienkartinio naudojimo.

en- Contains Medicinal Substance.

fr - Contient une substance médicinale.
de- Enthalt ein Arzneimittel.

nl - Bevat een geneesmiddel.

it - Contiene una sostanza medicinale.
es- Contiene una sustancia medicinal.
pt - Contém uma substancia medicinal.

sv- Innehaller ett lakemedel.

da- Indeholder et leegemiddel.

fi - Sisaltaa ladkeainetta.

no- Inneholder et medisinsk stoff.

el - Mepiéxel papuaKEUTIKA ouaia.

cs- Obsahuje IéCivou latku.

ru - CogepXuT nekapcTBeHHoe
BELLECTBO.

pl - Zawiera substancje lecznicza.
tr - Tibbi bir madde igerir.

sl - Vsebuje zdravilno u€inkovino.
kk - KypambiHaa gapinik 3at 6ap.
hr - Sadrzi ljekovitu tvar.

et - Sisaldab raviainet.

Iv - Satur zales.

uk- MICTUTb NiKapCbKy Pe4YOBUHY.

sk- Obsahuje liec¢ivu latku.

sr - Cagpxw NEeKOBUTY CyncTaHLy.

It - Sudetyje yra vaistinés medziagos.

en- Pathogen Inactivation

fr - Inactivation des agents pathogénes
de- Pathogeninaktivierung

nl - Pathogeninaktivierung

it - Inattivazione degli agenti patogeni
es- Inactivacion de patégenos

pt - Inativagdo de agentes patogénicos

Pernctpanna MH B Pocsgpasragsope
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sv- Inaktivering av patogener

da- Patogen inaktivering

fi - Patogeenien inaktivointi

no- Patogeninaktivering

el - Adpavotroinan adoydévwy

cs- Inaktivace patogenti

ru- MHaKTMBaLLVISl naToreHHbIX
MUKPOOPraHn3moB

pl - Inaktywacja patogenow

tr - Patojen Inaktivasyonu

sl - Inaktivacija patogena

kk - MaToreHai katepciageHaipy
hr - Inaktivacija patogena

et - Patogeeni inaktiveerimine

Iv - Patogénu inaktivacija
uk- IHakTVBaLiA naToreHis
sk- Inaktivacia patogénov
sr - Deaktivacija patogena
It - Patogeny inaktyvavimas
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For use with INTERCEPT llluminator

Each setis wrapped in atamper-evident package and includes one 17.5mL 3mM amotosalen hydrochloride
solution container (Formula : Amatosalen HCI 101mg - Natr. chlorid. 924mg - Aqua ad iniect. ad 100mL),
one illumination container, one container with Compound Adsorption Device (CAD), two INTERCEPT
platelet storage containers. The set is sterilized by a combination of steam and radiation.

Indications and Usage

Intended Purpose: The INTERCEPT Frocessing Set for Platelets is used with an INTERCEPT llluminator
toinactivate a broad spectrum of viruses, bacteria, and parasites as well as contaminating donor leukocytes
in platelel components. This process for treatment of platelet companents is intended to reduce the risk
of transfusion-asseciated transmission of viruses, bacteria, and parasites, and the risk of adverse effects
due to transfusion of contaminating donor leukocytes.

Indications for Use: Platelet concentrates (PCs) treated with the INTERCEPT Blood System for Platelels
{INTERCEPT Platelets) are indicated for transfusion support of patients requiring platelet transfusions
according lo clinical practice guidelines. Any type of thrombocytopenia or qualitative disorder resulting
from disease, therapy, or injury can be supported with INTERCEPT Platelets. INTERCEPT treatment may
be used as an alternative to gamma irradiation for prevention of transiusion-associated graft-versus-host
disease (TA-GVHD). INTERCEPT treatment may be used in place of CMV testing and leukoreduction for
prevention of transfusion transmitted CMV infaction; and INTERCEPT treatment may be used in place
of bacterial culture or testing for the prevention of transfusion transmitted sepsis. INTERCEPT Platelets
are not clinically different from untreated platelets and are infused according to standard platelet infusion
methods.

INTERCEPT Plaielels suspended in additive solution orin 100% plasma may be stored up to 7 days from
time of collection. Treated platelets must be stored at 20-24°C with continuous agitation. Any extension
of platelet storage time from current blood center limits should be evaluated per Directive [2004/33/EC)
and validated according to local blood bank procedures. Platelet additive solutions approved for use with
INTERCEPT: InterSol, SSP+, T-PAS+, Grifols PAS [1l M.

Intended User: The INTERCEPT Blood System for Platelets is intended for use by blood component
laboratary/manufacturing staff. Users should be trained on blood compenent manufacturing in accordance
with local institution procedures and receive training on the use of the INTERCEPT Blood System for
Platelets by a qualified trainer.

Contraindications: Use of INTERCEPT Platelets is contraindicated in patients with a history of allergic
response to amotosalen or psoralens

Precautions: User shall visually inspect the packaging and seal integrity prior to use. Do notuse if: tamper-

evident package (aluminum foil or clear pauch) has been opened; signs of deterioration are visible; fluid path

closures are |oose or not intact; cannulae are broken or there is no fluid in amotosalen solution container.

Do not store above 25°C. Do not vent. Do not freeze. Protect the pack and tubing from sharp objects.

Unused sets in open aluminium foil may be kept 20 days al room temperature by folding and securing open

end of aluminium fail. Units remaved from the aluminium foil must be used within 8 hours.

Keep setin light-protective package until ime of use. Protectfrom direct sunlight and strong UVAlight source

Set is single use only. Do not reuse. Do not resterilize. This product is not designed for reuse. Misuse

can result in adverse reactions, including severe iliness and possibly death.

All the following conditions must be met far pathogen inactivation:

- Platelets must be prepared in the volume range specified in Table 1 based on the suspension medium
used by the bload center.

- Platelet count, volume and red blood cell (RBC) centent must be within ranges specified in Table 1.

- Platelets mixed with amotosalen must be expesed to UVA light dose fram INTERCEPT llluminater. No

other source of UVA light may be used.

Platelets collected on Day 0 must be exposed to UVA light by end of Day 1.

- Afterillumination, platelets mustbe agitated in CAD container in accordance with the durations specified
in Table 2; duration is dependent on the suspension medium.

This process is designed to be a closed system. Treatment with INTERCEPT Bload System does not

replace applicable standards for processing in open and closed systems. If there is a leak in the set

during processing, platelet product must be discarded. Amotosalen in contact with skin may result in

photosensitisation in the presence of ultraviolet light. I skin exposure occurs, flush exposed skin copiously

with water. Sterile connecting device (SCD) should be used according to manufacturer's instructions for

use. Any serious incident that has occurred in relation to use of this device should be reported to the

manufacturer and competent authority.

Notes to Physicians: While laboratory sludies of amotosalen processing with UVA light have shown a
reduction in levels of many viruses and bacteria, there is no pathogen inactivation process that has been
shown to eliminate all pathogens. INTERCEPT Platelet componentis should not be prescribed to neonatal
palients treated with phototherapy devices that emit a peak energy wavelength less than 425 nm, and/
or have a lower bound of the emission bandwidth <375 nm, due to the risk of erythema resulting from
potential interaction between ultraviclet light (celow 400 nm) and residual amotosalen. Potential adverse
reactions to all platelet transfusions include (ref EDQM 2020): Allergic reactions and anaphylaxis, Febrile
non-haemolytic transfusion reactions, Allcimmunisation against plaielet and HLA antigens, Haemolytic
transfusion reaction, Transfusion associated graft versus host disease (TA-GVHD), Transfusion-related
acute lunginjury (TRALI), Post-transfusion purpura, Citrate toxicily in neonates and in patients withimpaired
liver function, Transfusion-associated circulatory overioad, Bacterial sepsis, Viral ransmission (hepatitis,
HIV, Zika, Dengue, etc.), Syphilis transmission, Protozoal transmission {e.g., malaria), Transmission of
other pathogens that are not tested for or recognized. Please refer to Technical Data Sheet (FRD-TDS
00121) for additional pathogen inactivation, clinical, and safety information.

Instructions for Use
Materials Needed: One (1) INTERCEPT Platelet Processing Set with Dual Storage Containers.
Equipment Needed : INTERCEPT llluminator, Sterile Connecting Device (SCD), Tube Sealer, Flatbed
Agitator.
Temperatures should be controlled to meet applicable regulations for platelet processing. Used
and unused INTERCEPT Processing sets should be discarded like any used blood containers, as
biohazardous waste.

Process Steps
A- Preparation of Platelets

Platelets can be prepared in additive solution or in 100% plasma (Table 1). Platelet products within the
following ranges have been shown to be acceptable for use with this processing set

Perucrpanua MU B PocagpaBHamzope
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en - English

INTERCEPT PLATELET PROCESSING SET with DUAL STORAGE CONTAINERS

Table 1
Suspension Medium
it Vol
Siasma Contant Additive Solution Platelet Coun olume RBC Content
Content
25-7.0x10" 300 - 420 mL
32-47% 53 - 68% <4 x 10° RBC/mL
7.1-8.0x 10" 375 - 420 mL
2.5-7.0x10" 300 - 420 mL
100% 0% <4 x 10° RBC/mL
7.1-8.0x10" 375 -420 mL

B- Amotosalen Addition to Platelets
1. Remove set from package. Unwrap only illumination container from organizer.
2. Weld tubing from platelet container to amotosalen container tubing using SCD.
3. Label set containers using appropriate donation identification. See warning in Section C. While
labeling storage containers, separate them to ensure they do not adhere to one another.
Hang platelets and break both cannulae on amotosalen container.
Allow platelets and amotosalen solution to flow into illumination container, marked by number “1".
Ensure that platelets are completely transferred to illumination container by expressing air from
platelet and amotosalen container into illumination container.
7. When platelets are in illumination container, mix thoroughly by gentle agitation to ensure complete
mixing of amotosalen and platelets.
Express air from platelets infe amotosalen container.
Express a small amount of platelet and amotosalen mixiure into tubing, filling about 4cm of tubing.
0. Seal lubing between illumination container and amotosalen container, so that tubing is no longer
than approximately 4cm from illumination container inlet port.
Warning : During illumination, tubing must be held within large compartment of illumination tray.
11. Remove and discard empty platelet and amotosalen containers.

oma

S2om

C- lllumination

llluminate platelets.

Refer to INTERCEPT llluminator Operator’s Manual for complete illumination instructions for use.
Warning : Platelets in illumination container must be within large compartment of illuminator tray in order
far inactivation to occur. The process requires unimpeded light transmission through tray and illumination
container with platelets. No labels or other material should be on this area. Tray must be clean, Labels
should be placed on illumination container flap only. llumination container should lay flat.

D- Agitation with CAD
Warning : Do not fold or bend CAD.
1. Unwrap set from organizer.
2. Hang platelets, break cannula and allow platelets to flow into CAD container, marked by number “2°.
3. Express air from CAD container into illumination container.
4. Seal tubing close to inlet port of CAD container.
5. Remove and discard empty illumination container.
6. Place CAD container on flatbed agitator for the duration specified in Table 2.
Table 2

Suspension Medium
Additive Solution (53 - 68%)
Plasma (100%)

CAD Agitation Duration
6 to 16 hours
16 to 24 hours

E- Transfer to Storage Containers

1. Remove platelets from agitator and hang platelets.

2. Close clamp on platelet sampling pouch.

3. Break cannula and allow platelets to flow inte each of the twa storage containers, marked by number “3,"

4. Express air from storage containers into CAD container and clamp above the Y fitting.

5. Redistribute volume between the storage containers as needed. Note: Steps 4 and 5 may be performed
in the reverse order.

6. Ensure appropriate donor identification is attached to each filled platelet storage container,

7. Seal lubing to each storage container close to outlet of the Y fitting.
For platelets in 100% plasma: If the input platelet count to the INTERCEPT process is greater than
or equal to 5.3 x 10", the product should be split between two containers for storage.

8. Remove and discard empty CAD container. Place platelets on platelet agitator.

The INTERCEPT Platelet process is now complete.

F- Sampling Platelet Product (optional)

. Mix INTERCEPT Platelets by gently agitating platelet storage container.
. Open clamp to platelet sampling pouch and squeeze several times.

. Allow sampling pouch to fill with platelets. Seal tubing.

. Remaove sample pouch.

. Transfer sample to appropriate laboratary tube immediately.

bW =

The Summary of Safety and Clinical Performance (SSCP) will be available through EUDAMED,
when fully functional.

Cerus, INTERCEPT, and INTERCEPT Blood System are trademarks of Cerus Corporation.
InterSol is a trademark of Fenwal Inc.

SSP+ is a trademark of MacoPharma.

T-PAS+ is a trademark of Terumo BCT, Inc.

Grifols PAS [l M is a trademark of Grifols.
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en- Manufacturer sv - Tillverkare pl - Wytworca Iv - Razolajs
fr - Fabricant da- Producent tr - Uretici uk - BupoBHuk
de - Hersteller fi - Valmistaja sl - Proizvajalec sk - Vyrobca

nl - Fabrikant no- Produsent kk - BHgipywi sr - Proizvodac
it - Fabbricante el - Karaokeuaoirig hr - Proizvodaé It - Gamintojas
es - Fabricante cs - Vyrobce et - Tootja

pt - Fabricante ru - MarotoeuTens

en- Autherized Representative in the European Community

fr - Représentant autorisé dans la communauté européenne
de- Autorisierte Vertretung in der Européischen Gemeinschaft
nl - Bevoegd vertegenwoordiger in de Europese Gemeenschap
it - Rappresentante autorizzato nella Comunita europea

es - Representante autorizado en la Unién Europea

pt - Representante autorizado na Comunidade Europeia

sv - Auktoriserad representant i Europeiska gemenskapen

da- Auloriseret reprazsentant i Det Europesiske Feellesskab

fi - Valluutetiu edustaja Euroopan yhleisossa

no- Auiorisert representant i EU

el - Efouoiobornuévag avrimpéowrrog oty Eupwaikr Keivarnra
cs - Autorizovany zastupce v Evropském spolecenstvi

u - YnonHomoueHHbIA npeacTasuTens B Esponeickom coobllecTee
pl - Autoryzowany przedstawiciel w Unii Europejskigj

tr - Avrupa Toplulugundaki Yetkili Temsilci

s| - Pooblasceni predstavnik v Evropski skupnosti

kk - Eyponanblk KaybIMLacTeIKTark! YOKINETTi ekin

hr - Ovlasteni zastupnik u Europskoj uniji

et - Vaolitatud esindaja Euraopa Uhenduses

Iv - Pilnvarotais parstavis Eiropas Kapiena

uk - YnoBHOBaXeHWA NpeACTaBHIK Y EBponercekii CninbHoTi
sk - Autorizovany zastupca v Eurdpskom spolo€enstve

sr - Ovla3ceni predstavnik u Evropskoj zajednici

It - |galiotasis atstovas Europos bendrijoje

en- Importer sv - Importér pl - Importer Iv - Importélajs
fr - Importateur da- Importer tr - lthalatg uk - Imnoptep
de - Importeur fi - Maahantuoja sl - Uvoznik sk - Dovozca

nl - Importeur no- Importar Kk - MMNopTTayiubl sr - Uvoznik

it - Importatore el - Eloaywytag hr - Uveznik It - Importuotojas
es - Importador cs - Dovozce et - Importija

pt - Importador ru - Mimnoptep

en- Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.

fr - Ne pas utiliser si le produit, sa barriére de stérilité ou son emballage a été endommagg ou s'il présente des signes d'altération.

de- Nicht verwenden, wenn das Produkt, die Sterilverpackung oder dessen Umverpackung beschadigt ist ader Anzeichen von Verfall zeigt.

nl - Niet gebruiken indien het product, de steriele barriére of de verpakking beschadigd is of tekenen van beschadiging vertoont.

it - Non utilizzare se il prodotto, la sua barriera sterile o il suo confezionamento sono danneggiati o mostrano segni di deterioramento.

es- No usar si el producto, su barrera estéril o su envase esta dafiado o0 muestra cualquier signo de deterioro.

pt - N&o utilizar caso ou produto, a sua protegéo estéril ou a sua embalagem estejam danificados ou apresentem guaisquer sinais de deterioragéo.

sv - Anvénds ej om produkien, dess sterilbarriar eller dess férpackning &r skadad eller visar nagra tecken pa awvikelse.

da- Ma ikke anvendes hvis produktet, sterilbarriereme eller pakningeme er beskadigede eller der er tegn pa brud.

fi - Ala kéyld jos tuotteen steriilisuojat ovat irti tai pakkaus on silminnahden vahingoittunut,

no- Ma ikke brukes dersom pruduktet, dets sterilbarriere eller emballasje er skadet eller viser tegn til forringelse.

el - Mn ¥pnoipotroleite, £Gv 10 TTpoidv, To oTelpo gUCTNRA YPayPoy ToU fj N CUCKEUaGIN TOU Eival KaTeoTpappéva r) TTapoudiale omoioBrimore onpadl glopac,
cs - NepouZivejte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazujeli jakékoli znamky poruseni.

U - He Ucnons308arth, €GNk HapyLUeHa LenoCTHOCTL NPOAYKTE, CACTEME! CTEPUNEHON NPErpajkl, YNEKOBKA MU NPY HAMWYMK BUGUMBIX NPUIHAKOB NOBPEKISHWUA.
pl - Nie uzywac jezeli produkt, jego system bariery sterylnej lub jego opakowanie jest zniszczone lub wykazuje jakiekolwiek oznaki uszkodzenia.

tr - Urlin, steril bariyer sistemi veya ambalaj zarar gérmasse ya da bozulme belirtisi varsa kullanmayiniz,

sl - Ne uporabite, Ce so izdelek, sterilni zascitni sistem ali ovojnina poskadovani ali kazejo znake poslabsanja kakovosti.

kk - 3apapcbianangbipyabl Kopray XyAEciHiH HEMECe KanTamackiHuIH 3aKsIMAaHFaHBIH HEMECe HalLapnaybiHeiH GenrinepiH kepceis, sHimai konaanBansia.

hr - Ne upotrebljavati ako su proizvod, sterilni zastitni sustav il ambalaza o3teceni il ako pokazuju bilo kakav znak pogorsanja kakvoge.

et - Arge kasutage, kui toode, selle steriilne barj@arisiisteem vdi pakend on vigastatud v6i nahtavate riknemismarkidega.

Iv - Nelietojiet izstradajumu, ja izstrddajums, ta sterila barjersistéma vai iepakojums ir bojats, vai ir redzamas jebkadas bojajuma pazimes.

uk - He BHKOPUCTOBYBATH, AKLLO NOPYLIEHO LiniCHIGTE NPOAYKTY, AOro CUCTEMIU CTEPUMBHOI NEPENnoHM YK ynakosku, abo & Byb-AKa 0aHaKa HAaABHOIO NOLLKOAXEHHS.
sk - Nepouzivajte, ak je vyrobok, jeho sterilna bariéra alebo jeho obal podkodeny alebo vykazuje znamky porusenia.

sr - Ne koristiti ako su proizvod, sistem sterilne barijere ili pakovanje osteceni ili na njima postoje bilo kakvi znaci propadanja.

It - Nenaudokite, jei yra kokiy nors gaminio, jo sterilaus barjero sistemoes ar pakuotés pazeidimo arba nusidévejime poZymiy.

25°C
o°c.

en- Do not freeze. Do not store above 25°C. ru - He aamopaxusats. He xpaHuTh Npy Temnepartype Bbilwe 25°C.
fr - Ne pas congeler. Ne pas stocker & plus de 25°C. pl - Nie zamrazac. Nie przechowywac w temperaturze powyzej 25°C.
de- Nicht einfrieren. Nicht ber 25°C lagern. tr - Dondurmayin. 25 C'nin Gizerinde saklamayiniz.

ni - Nietinvriezen. Niet bewaren boven 25°C. sl - Ne zamrznite. Ne hranite pri temperaturi nad 25°C.

it - Non congelare. Nan conservare a temperature superion a 25°C
es- Mo congelar. No almacenar per encima de 25°C

pt - Nao congelar. N&o guardar acima de 25°C.

sv - Far gj frysa. Férvaras gj dver 25°C.

da- Ma ikke fryses, Ma ikke opbevares over 25°C.

fi - Eisaajaatya. Ala sailyta yli 25°C,

no- Ma ikke fryses. Ma ikke lagres i temperatur over 25°C.

el - Mnv karawuxere. Mnv arreBnkelere oF Bepuokpacia v Twy 25°C.
cs - Nezmrazujte. Neskladujte nad 25°C.

kk - ToHassimnaea. 25°C-TaH KoFapbl TeMNepaTypana caxTamaksia.

hr - Ne smrzavati. Cuvati na temperaturi ispod 25 °C.

et - Mitte hoida siigavktimas. Mitte hoida temperatuuril tle 25 °C.

lv - Nesasaldét. Uzglabat [idz 25°C temperalilra.

uk - He aamopoxysaty. He abepiratv npu Temneparypi Bue 25 °C.
sk - Nezmrazujte. Neskladujte pri teplote nad 25 °C.

sr - Ne zamrzavati. Ne uvali na temperaturama iznad 25°C.

It - NeuzSaldykite. Nelaikykite aukstesnéje kaip 25 °C temperataroje.

en - Platelet Storage Container
fr - Poche de conservation du concentré plaquettaire
de - Thrombozyten-Lagerungsbeutel

fi - Trombosyyttien sdilytyspussi

no - Lagringspose for blodplater

el - mepiEkTnG amoBrikeuang apoTETaAiwyY

nl - Trombocytenbewaarzak cs - Zasobnik na skladovani trombocytd

it - Sacca per la conservazione delle piastrine ru - KoHTedHep Ans XxpaHeHUs TPOMOOLMTOB

es - Bolsa de almacenamiento de plaguetas pl - Pojemnik do przechowywania preparatu piytek krwi
pt - Recipiente de conservagéo de plaquetas tr - Trombosit Saklama Kabi

sv - Fdrvaringspase for trombocyter sl - Vsebnik za shranjevanje trombaocitov

da - Trombocytopbevaringspose

kk - TpomBouuT cakTay biabiCk

hr - Spremnik za pohranu trombaocita

et - Trombotsidtide sailituskott

v - Trombocitu glaba3anas konteiners

uk - KoHTedHep ans abepiraHHa TpomBoumTia
sk - Zasobnik na skladovanie trombocytov
sr - Posuda za ¢uvanje trombocita

It - Trombocity laikymo talpykla

en - Refer to Instructions for Use

fr - Consulter la notice

de - Siehe Gebrauchsanleitung

nl - Raadpleeg de gebruiksaanwijzing

fi - Katso kayttdhjeet

no - Se bruksanvisningen

el - ZupPouheuTeiTe TIC 0BNYIEC XPriang
cs - Viz navod k pouziti

kk - MaganaHy HyckaynbiKTapbiH KapaHel3
hr - Vidi upute za uporabu

et - Tutvuge kasutusjuhendiga

Iv - Skatiet lietosanas instrukciju

it - Consultare le istruzioni par l'uso

es - Consulte las instrucciones de uso

pt - Consullar as instrug@es de utilizagao
sv - Se bruksanvisningen

da - Se brugsanvisningen

ru - CM. WHCTPYKLWKI NO NPUMEHEHMIO

pl - Prosze zapoznac sie z instrukcjg uzytkowania
tr - Kullanma talimatina bagvurun

sl - Pozor: Glejte navodilo za uporabo!

uk - 3BepTaiTeck A0 BKA3IBOK i3 BUKOPUCTAHHR
sk - Preéitajte si navod na pouzitie

sr - Pogledajte uputstvo za upotrebu

It - Zr. naudojimo instrukcijas.

SV

en - Small Volume

fr - Faible volume

de - Kleins Volumen

nl - Kleinvolume

it - Bassivolumi

es - Pequerio volumen
pt - Pequeno volume
sv - Liten valym

da - Sma masngder

fi - Pienitilavuus

no - Lite volum

el - Mikpdg Oykog

cs - Maly objem

ru - Manei o6eem

pl - Mala objetosc

tr - Kaguk Hacimli

sl - Majhna prostornina

kk - KilkeHe kenemgix
hr - Mali volumen

et - Vaikesemahuline
v - Neliela tilpuma
uk - Manui 06'em

sk - Maly objem

sr - Mali volumen

It - Mazas tiiris

MD

en - Medical Device

fr - Dispositif médical

de - Medizinprodukt

nl - Medisch hulpmiddel

it - Dispositivo medico

es - Producto sanitario

pi - Dispositivo médico

sv - Medicinteknisk produkt
da - Medicinsk udstyr

fi - Laakinnallinen laite

no - Medisinsk utstyr

el - larpotexvohoyiKG TIPOiGY
cs - Zdravotnicky prostfedek
ru - Meguuvrckoe usgenve

pl - Wyréb medyczny

tr - Tibbi cihaz

sl - Medicinski pripomocek

kk - MefWUMHANLIK KypbinFsl
hr - Medicinski proizvod

et - Meditsiiniseade

v - Mediciniska ierice

uk - MEAWYHUA NPUCTPIA

sk - Zdravolnicka pomacka
sr - MenwuuHcko cpeacTao

e

Cerus Corporation
1220 Concord Avenue
Concord, CA 94520 USA

EC | REP

Cerus Europe B.V.
Stationsstraat 79-D
3811 MH Amersfoort
The Netherlands

EA® @ Q& (€

e

It - Medicinos priemong

Y 25°C
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en- Protect from direct sunlight and strong UVA light source.

fr - Protéger des rayons directs du soleil et d'une source puissante de rayons U.V.A.

de- Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schiitzen.

nl - Beschermen tegen direct zonlicht en krachtige bronnen van uva-licht.

it - Proteggere dalla luce solare diretta e da una forte sorgente di luce UVA.

es- Proteger de la luz de sol directa y foco potente de luz UVA.

pt - Proteger da luz directa do sol e de fonte forte de luz UVA.

sv- Skyddas fran direkt solljus och stark UVA-ljuskalla.

da- Beskyt mod direkte sollys og kraftig UVA- lys kilde.

fi - Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —valolahteelta".

no- Beskytt mot direkte sollys og sterk UVA lyskilde.

el - MpoaoTatéWTe aTrd TNV AueaT €KBEaN 0TOV RAIO KOl OE TINYRA QWTOG SUVATAG UTTEPILSOUG
aKTIVOBoAiaG.

cs- Chrarite pred pfimym pUsobenim slunecniho svétla a silnych zdroju UVA zareni.

ru- I'Ipe,qoxpaHﬂTb OT NPAMbIX COJNTHEYHbIX J'Iy‘«lel;l N UCTOYHMKA HaCbIWEHHOro
yneTpadroneToBOro 0bnyyeHus.

pl - Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym zrédtem

promieniowania UVA.

tr - Dogrudan giines 1s1gindan ve guglit UVA 1sik kaynaklarindan uzak tutulmahdir.
sl - ZaScitite pred neposredno soncno svetlobo in moénim virom UVA svetlobe.
kk- KyH coeyneciHiH Typa TycyiHeH xaHe KyLuTi YK cayneciHiH ke3iHeH KopraHbI3.

hr - Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla.

et - Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest.

Iv - Aizsargajiet no tieSas saules gaismas un spéciga ultravioletas A gaismas (UVA) avota

iedarbibas.

uk- 3axuiiatu Big NPSIMUX COHSIYHUX NPOMEHIB Ta iIHTEHCMBHOIO ONMPOMIHEHHS 3 [kepena

yneTpadpionety Tvny A.

sk- Chrarte pred priamym sIne¢nym svetlom a silnym zdrojom UVA Ziarenia.
sr - Cuvati van domasaja direktne sunceve svetlosti i jakog UVA zracenja.
It - Saugokite nuo tiesioginiy saulés spinduliy ir stipraus UVA $viesos $altinio.

en- Sterile fluid path. Sterilized by a combination of steam and radiation.

fr - Trajet stérile. Stérilisé par une combinaison de vapeur et d'irradiation.

de- Steriler FlieBweg. Sterilisiert durch eine Kombination aus Dampf und Bestrahlung.

nl - Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.

it - Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed
irradiazione.

es- Paso de fluido estéril. Esterilizado por une combinacion de vapor y radiacion.

pt - Via estéril para fluidos. Esterilizado por uma combinagao de vapor e radiagdes.

pl - Sterylne obszary ptynéw. Sterylizowane przez potgczenie metod sterylizacji parg

wodng i sterylizacji metodg napromieniowywania.

tr - Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize

edilmistir.

sl - Sterilna tekoCinska pot. Sterilizirano s kombinacijo pare in sevanja.

kk - Bapapchbi3 cyiibIKTbIK aFaTblH or. BynaHabipy MeH cayneneHyaiH Kocbinybl apKbirbl

3apachbi3gaHablpblnfaH.

hr - Sterilni sustav za provodenje tekucine. Sterilizirano kombinacijom pare i zraenja.

sv - Steril vatskevag. Steriliserad genom en kombination av &nga och strélning.
da- Steril vaesekbane. Steriliseret med en kombination af damp og straling.

fi - Steriili nestetie. Steriloitu osittain hdyrylla, osittain sateilyttamalla.

no- Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

el - Zreipa diodog uypwv. ATTOOTEIPWHEVO PE Eva ouvﬁuaopo aTPOU Kal aKTIVOBOAiag.

cs- Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.
ru- CTepmanaﬂ XKNOKOCTb. CTepVIJ'IVISOBaHO napom n pap,maumem

et - Steriilne vedelikutee. Steriliseeritud (iheaegselt auru ja kiirgusega.

Iv - Sterila Skidruma plismas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un

apstaro$anu.

uk- CtepunbHa piguHa. CTepunizoBaHo koMBiHaLieo napv Ta pagiauii.
sk- Sterilné drahy kvapalin. Sterilizované kombinaciou pary a ziarenia.
sr - Sterilni kanal za te¢nost. Sterilisan kombinovanjem pare i zracenja.
It - Sterilus skysciy kelias. Sterilizuotas gary ir radiacijos deriniu.

en- Non pyrogenic fluid path.
fr - Trajet apyrogene.
de- Pyrogenfreier FlieRweg.
- Pyrogeenvrij vioeistoftraject.
it - Percorso del liquido apirogeno.
es- Paso de fluido apirégena.
pt - Passo de fluido ndo pirogénico.

EN

sv- Pyrogenfri vatskevag.

da- Non pyrogen vaeskebane.
fi - Pyrogeeniton nestetie.
no- Pyrogenfri vaeskebane.

el - Mn TrupeToydvog 5iodog uypwv.

cs- Apyrogenni draha tekutiny.
ru - AnNMporeHHas XuakocTb.

pl - Apirogenne obszary ptynéw.
tr - Apirojen sivi yolu.
- Apirogena tekocinska pot.
kk - MuporeHaik emec CyibIKTbIK aFraTblH on
hr - Nepirogeni sustav za provodenje
tekucine.
et - Mittepiirogeenne vedelikutee.

Iv - Apirogéna $kidruma plismas caurulite.
uk- AniporeHHa pigvHa.

sk- Nepyrogénne drahy kvapalin.

sr - Kanal za nepirogenu tecnost.

It - Nepirogeninis skysciy kelias.

en- Apply label here.

fr - Placer toute étiquette ici.
* de- Etikett hier anbringen.

nl - Label hier bevestigen.

it - Applicare qui I'etichetta.

es- Colocar etiqueta aqui.

pt - Aplicar o rétulo aqui.

sv- Fast etikett har.
da- Pasaet etiket her.
fi - Kiinnita etiketti tahan.
no- Fest etiketten her.
el - ToTToBeTAOTE TNV ETIKETA £BW.
cs- Stitek umistéte zde.
ru - MecTo Ans MapKkMpoBKu.

pl - Zastosowa¢ odpowiednie oznakowanie.
tr - Etiketi buraya yapistiriniz.

sl - Oznako namestite tukaj.

kk - Ocbl xepre 6enri KOMbIHpI3.

hr - Ovdje pri¢vrstiti oznaku.

et - Kinnitage siia kleebis.

Iv - Piestipriniet uzlimi Seit.
uk- Micue ans MapkyBaHHs1.
sk- Sem nalepte Stitok.

sr - Nalepnicu postavite ovde.
It - Etikete klijuoti Cia.

en- Do not vent.

fr - Ne pas utiliser de prise d'air.
de- Nicht belliften.

nl - Geen luchtinlaat gebruiken.
it - Non introdurre aria.

es- No ventilar.

pt - Nao ventilar.

sv- Lufta ej.

da- Ma ikke udluftes.

fi - Ala ilmasta.

no- Ma ikke luftes.

el - Mn xpnoipoTroieite agpaywyo.
c¢s - Neodvzdusriujte.

ru - He HapyLiaTb repMeTMHHOCTb.

pl - Nie zapowietrzac.

tr - Hava ile temas ettirimemelidir.
sl - Ne uporabljajte ventilacije.

kk - TecneHia.

hr - Ne prozracivati.

et - Mitte ventileerida.

Iv - Nepaklaut ventilacijai.

uk- He nopyLuyBaTy repMETUYHICTb.
sk- Nevetrajte

sr - Ne ventilirati

It - Neventiliuokite

en- Do not resterilize.

fr - Ne pas restériliser.

de- Nicht resterilisieren.

nl - Niet opnieuw steriliseren.
it - Non risterilizzare.

es- No lo reesterilice.

pt - Nao reesterilize.

@

sv- Far inte omsteriliseras.

da- Ma ikke resteriliseres.

fi - Ei saa steriloida uudelleen.
no- Ma ikke resteriliseres.

el - Mnv eTTavVOTTOOTEIPWVETE.
cs- Nesterilizujte.

ru - He ctepunuayiite noBTOPHO.

pl - Nie poddawa¢ ponowne;j sterylizacji.
tr - Tekrar sterilize etmeyin.
sl - Ne sterilizirajte ponovno.
kk - Kaitta 3apapcbiagaHabipMaHpl3.
hr - Nemojte ponovno sterilizirati.
et - Mitte uuesti steriliseerida.

Iv - Nesterilizét atkartoti.

uk- He cTepwuniayviTe NoBTOpPHO.
sk - Nesterilizujte opakovane.

sr - Ne sterilisati ponovo.

It - Nesterilizuokite pakartotinai.

en- Do not reuse.

fr - Ne pas rédutiliser.

de- Nicht wiederverwenden.
nl - Niet opnieuw gebruiken.
it - Non riutilizzare.

es- No reutilizar.

pt - Nao reutilizar.

sv- Far inte ateranvandas.

da- Ma ikke genanvendes.

fi - Ala kayta uudelleen.

no- Ma ikke gjenbrukes.

el - Mnv eTravaypnoIPoTIoIE(TE.

cs- Nepouzivejte opakované.

ru - MNoBTOpHOE MCnonb3oBaHe
3anpeLLeHo.

pl - Do jednorazowego uzytku.

tr - Tekrar kullanmayiniz.

sl - Za enkratno uporabo.

kk- Kaitta narnanaH6aHpI3.

hr - Nemojte ponovno upotrebljavati.
et - Mitte kasutada korduvalt.

Iv - Nelietot atkartoti.

uk- He BMKOpWCTOBY/iTE NOBTOPHO.
sk- Nepouzivat opakovane.

sr - HemojTe NOHOBO KOPUCTUTH.

It - Vienkartinio naudojimo.

en- Contains Medicinal Substance.

fr - Contient une substance médicinale.
de- Enthalt ein Arzneimittel.

nl - Bevat een geneesmiddel.

it - Contiene una sostanza medicinale.
es- Contiene una sustancia medicinal.
pt - Contém uma substancia medicinal.

sv- Innehaller ett lakemedel.

da- Indeholder et leegemiddel.

fi - Sisaltaa laakeainetta.

no- Inneholder et medisinsk stoff.

el - Mepiéxel papuaKEUTIKA ouaia.

cs- Obsahuje IéCivou latku.

ru - CogepXuT nekapcTBeHHoe
BELLECTBO.

pl - Zawiera substancje lecznicza.
tr - Tibbi bir madde igerir.

sl - Vsebuje zdravilno u€inkovino.
kk - KypambiHaa gapinik 3at 6ap.
hr - Sadrzi ljekovitu tvar.

et - Sisaldab raviainet.

Iv - Satur zales.

uk- MICTUTb NiKapCbKy Pe4YOBUHY.

sk- Obsahuje liec¢ivu latku.

sr - Cagpxw NEeKOBUTY CyncTaHLy.

It - Sudetyje yra vaistinés medziagos.

en- Pathogen Inactivation

fr - Inactivation des agents pathogénes
de- Pathogeninaktivierung

nl - Pathogeninaktivierung

it - Inattivazione degli agenti patogeni
es- Inactivacion de patégenos

pt - Inativagdo de agentes patogénicos
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sv- Inaktivering av patogener

da- Patogen inaktivering

fi - Patogeenien inaktivointi

no- Patogeninaktivering

el - Adpavotroinan adoydévwy

cs- Inaktivace patogenti

ru- MHaKTMBaLLVISl naToreHHbIX
MUKPOOPraHn3moB

pl - Inaktywacja patogenow

tr - Patojen Inaktivasyonu

sl - Inaktivacija patogena

kk - MaToreHai katepciageHaipy
hr - Inaktivacija patogena

et - Patogeeni inaktiveerimine

Iv - Patogénu inaktivacija
uk- IHakTVBaLiA naToreHis
sk- Inaktivacia patogénov
sr - Deaktivacija patogena
It - Patogeny inaktyvavimas
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Pyccckuii

Ce r u S @ KOMMJEKT ANA OBPABOTKM TPOMBOLIMTHBIX KOMIMOHEHTOB BOJIbLUNX OB BEMOB INTERCEPT

[Ons ucnonb3oBaHus ¢ ocBeTutenem INTERCEPT

Kaxabiit KOMNEKT 3aBEPHYT B YMakoBKy C KOHTPONEM BCKPbITUSI 1 COCTOUT W3 OfHOTO KOHTEHepa oGbeMom
17,5 Mni ¢ pacTBopoM amoTocarneHa ruapoxnopuga 3 mM (coctas: amoTocaneHa ruapoxnopua — 101 mr; Hatpust
xropug — 924 mr, Boaa Ans MHbekuuin — Ao 100 M11), 0OHOTo KOHTEHepa Anst NOACBETKW, OAHOMO KoHTeﬁHepa
C yCTpoiicTBOM Anst agcop6umm coeauHenust (Compound Adsorption Device, CAD) v ogHoro KOHTeMHepa ans
xpaHeHust TpombounToB INTERCEPT. KoMnnekT cTepunusytot napom COBMECTHO C paavaLmei.

Mc "

yBaHUe

Mp: Ha: . Komnnekt ans obpabotku TpomGouutoB INTERCEPT ucnonbayetcsi ¢
ocaem'reneM INTERCEPT ans I/IHaKTI/IBaLLVIM LUMPOKOTO CMEeKTpa BUPYCOB, GakTepuii M NapasnTos, a Takke Ans
OUMLLIEHS! 3aPaXKEHHBIX IOHOPCKNX NMENKOLIMTOB B TPOMBOLIMTHbIX KOMMOHeHTax. [laHHbIi npolecc 06paboTkn
TPOMGOLMTOB NMpefHa3HauYeH AIIsi CHUKEHUS prcka nepeaayn BUpycoB, GakTepuit U NapasuToB, CBA3AHHOM
C nepenvBaHWeM KpOBW, a Takke pucKa PasBUTUS HeXenaTerlbHbiX SIBMEHUA B CBS3U C NepenvBaHnem
3apaxeHHbIX IOHOPCKUX NEMKOLMTOB.

MokasaHusa k npUMeHeHUto. TpoMGoLMTHbIE KOHLEeHTpaThl (TK), obpaboTaHHble B cucteme Anst TpomGoLmToB
INTERCEPTBIloodSystem(cuctemalNTERCEPT ansio6paboTkv TpoMGoLMTOB), MoKasaHbl Ansi TPAHCHY3MOHHOM
NOAAEPXKN NaLMEHTOB, KOTOPbIM TpebyeTcs nepenuBaHie TPOMGOLIMTOB B COOTBETCTBUM C KITMHUYECKVMU
pekomeHgaumsimu. TpomGouwnTbl, npoleale obpabotky B cucteme INTERCEPT, MoxHO wucrnonb3oBatb
npu Mo6oM Tune TPOMGOLMTONEHUN UMK KaYECTBEHHOM HapyLLEHUW, BbI3BaHHOM 3aG0oneBaH1eM, NeveHnem
unn Tpasmoii. O6paboTky B cucteme INTERCEPT MOXHO Mcrnonb3oBaTh Ans NPeAoTBpaLLeHNst pasBuTyst
peakuun «TpaHcrnaHTaT npoTue xossiHa» (PTMX), cBsisaHHON C nepenvBaHUEM KpoBU, B kadecTBe MeToada,
ansTepHaTUBHOrO ramma-obnyyenmo. Cuctemy INTERCEPT MOXHO MCronb3oBaTb BMECTO TECTMPOBaHUS
Ha LIMB v neiikopeaykuum anst npocounaktukm LIMB-uHbekumm, nepegatoLLeiics npu nepenmeaHumn Kposu; a
Takke cuctema INTERCEPT mMoxeT ncrnonb3oBaTbecsi BMECTO GakTepuaribHoro nocesa Unm TeCTUpoBaHWs Anst
NpeoTBPALLEHUS CEMNcuca, BO3HMKAIOLLETo Mpy reMoTpaHccyaui. TpomGounTbl, npolueawne o6paGoTky B
cucteme INTERCEPT, ¢ KNMHUYECKON TOYKW 3pEHUs He OTNMYaloTCs OT HeobpaboTaHHbIX TPOMBOLIMTOB, 1 UX
BMMBaHVe NPOBOAUTCS B COOTBETCTBUM CO CTAHAAPTHBIMU METOAAMM BNMBaHNS TDOMGOLIMTOB.

TpomBouwTel, Npolealme o6pabotky B cucteme INTERCEPT, cycneHaupoBaHHble B J06aBOYHOM pacTBope
um B 100%-1 nnasme, MOryT XpaHuTbCcA A0 7 [Heit ¢ MomeHTa cbopa. O6paboTaHHble TPOMBOLWUTLI
HeobxoaMMO XpaHuTb npu Temnepatype 20-24 °C npu nocTosiHHOM nepemelunBanuu. Jllo6oe npoanexve
CpoKa XpaHeHWsi TPOMOOLMTOB, OTNMYatOLieecs OT AEVCTBYIOLIMX NMPEeAenoB LEHTPOB 3aroTOBKM KPOBM,
HeobxoAMMO OLeHWTb B COOTBETCTBUM C [upekTusoi [2004/33/EC] n noaTBepAwTb B COOTBETCTBUM C
npoLeaypaM1 MeCTHOM CTaHLMK NepenuBaHns kposu. [Jo6aBo4Hble PacTBOPbI ANs XpaHEHWst TPOMGOLINTOB,
ofo6peHHble Ans ucnonb3osaxus ¢ cuctemont INTERCEPT: InterSol, SSP+, T-PAS+, Grifols PAS 11l M.

Mpennonaraemeiii nonb3oBatens. Cuctema INTERCEPT Blood System ans o6pa6otku TpomGoumtos
npeAHasHayeHa Ans UCNoNb30BaHNs NepcoHanom natoparopun/nepcoHanom, NpoU3BOASILLMM KOMMOHEHTbI
KpoBW. [Monb3oBaTenu AOMKHbI GbiTb 0BY4YeHbl MPOW3BOACTBY KOMMOHEHTOB KPOBM B COOTBETCTBUM C
npoueaypamMi MECTHOTO y4peXAeHNst U NponTi obyyeHne no ncnonbsosaHuio cuctembl INTERCEPT Blood
System ans 06paboTku TPOMBOLIMTOB O, PyKOBOACTBOM KBANMUGULIMPOBAHHOTO UHCTPYKTOPA.

Mpotneonokasauus. Vicnonbsosanue cuctemsl INTERCEPT ans 06paboTki TpoME0UMTOB NPOTUBOMNOKA3aHO
naLveHTaM C annepriieckoil peakumein Ha amoTocasneH Unu rcopaneH B aHamHese.

Mepb1_npenocTopoxHocTty. lMepea vcnonb3oBaHeM NOnb3oBaTenb [OMMKEH BU3yanbHO NPOBEPUTHL

LIeNoCTHOCTb ynakoBkM W nmnom6bl. He ncnonb3yiite cucTemy, ecnu: ynakoBka C 3allUTOW OT

HEeCaHKLMOHNPOBAHHOTO BCKPbITUS (antoMUH1eBast oribra Ui npo3payHbiii NakeT) BCKpbITa; BUAHBI MPU3HAKM

NOBPEXAEHNS; 3aTBOPbI CUCTEMBI LIMPKYTISILIMY KUAKOCTM OcriabneHbl Unm noBpexaeHbl; KaHmM CoMaHs! unm

B KOHTEliHepe C paCTBOPOM aMoTOCaneHa HeT KUAKOCTH.

He xpaHuTtb npu Temnepartype Boille 25 °C. He BbinyckaTb Bo3ayx. He 3amopaxuaTth. 3alimiyath YnakoBKy

1 TPyGKM OT MOBPEXAEHNS OCTPLIMU NpeaMeTamut.

Hewucnonb3oBaHHble HaGopbl B OTKPLITOM antOMUHUEBON (hOrbre MOXHO XpaHuTb B TedeHue 20 AHeit npu

KOMHaTHOI TemnepaType, CMOXMB W 3aKpernuB OTKPbITbIA KOHEL, anioMuHueBoi donbrun. Uagenus 6es

anioM1H1eBoi horbrn Heo6X0AMMO CMONb30BaTh B TEHEHUE 8 HacoB.

XpaHuTb Habop B CBETO3ALLMTHOMN YNakoBKe [0 MOMEHTa UCMOMNb3oBaHUst. 3aLLULLATh OT MPSIMbIX COMHEYHbIX

Tyyeit N CUINBbHOTO UCTOYHMKA YD-A-n3nyyeHus.

HaGop npeaHasHaueH TonbKo A11si 0JHOPa3oBOro UCMorb3oBaHust. MOBTOPHOE NpUMeHeHe 3anpetlleHo. He

CTepun13oBaTh MOBTOPHO. JTO U3eNie He NpeaHa3HaueHo 115 NOBTOPHOTO WCMonb3oBaHust. HenpasunbHoe

1ICMOMNb30BaHNE MOXET MPUBECTY K MOSIBIEHMIO HEXEeNaTeNbHbIX Peakuuit, BKroyast Tsernoe 3aGoneBaHue

1, BO3MOXHO, CMepTb.

[ins nHakTUBaLMK BO3BYAMTENS [OMKHbI GbITb COBMIOAEHBI BCE CMEAYIOLLME YCIOBUS.

— TpomBoLnThI AOMKHBI GbITh NPUrOTOBMEHLI B 06beMe, ykasaHHOM B Tabnuue 1 Ha OCHOBE CyCreH3VNOHHO
cpefbl, UCNONb3yeMOi LIEHTPOM 3aroTOBKM KPOBU.

— Yucno TpomGouuToB, o6bemM n coaepxaHue aputpounToB (RBC) AomkHbl HaxoauTbCs B npepenax,
yKasaHHbIX B Tabnuue 1.

— TpomBouuTbl, CMellaHHble C aMOoTOCareHoM, HeobxoauMo NOABEPrHy T BO34encTBMi0 O03bl YP-A-
n3nyyenusi ot oceetutens INTERCEPT. Henbasi uICnonb3oBaTh HUKaKoii J:lpyrow UCTOYHUK YD-A-n3nydeHns.

— TpomBouuTbl, cobpaHHble B AeHb 0, AOIKHbI GbiTb NOABEPrHYThI BO3AEUCTBUIO YP-A-N3MYHEHNs K KOHLY
AHsa 1.

— [lMocne BO3OeNCTBUS U3NyYeHWUst TpoMBOLUTLI HeobxoaMMo nepemellrBaTb B koHTelHepe ¢ CAD Ha
NPOTSHKEHUM NEepUoAa, YKasaHHOro B TaGnnLe 2; NPOLOMKUTENBHOCTL 3aBUCHT OT CYCMEH3UOHHO Cpeabl.

370 uspenve npefcrtaensieT coboit 3akpbiTylo cuctemy. Mcrnonbaosavne INTERCEPT Blood System He

3ameHsieT AelicTByoLLME CTaHAapTbl 06paBoTKM B OTKPbITHIX 1 3aKPLITLIX cUcTeMax. Ecniv Bo Bpemsi 06paboTkn

B KOMMNEKTE NPOM30LLIIa yTeuka, TPOMBOLNTLI HEOBXOAMMO yTUNM3NPOBaTh. AMOTOCANEH NPY NonaaaHny Ha

KOXYy MoA AefiCTBUEM yNbTPadUONeTOoBbIX Jly4elt MOXET Bbl3BaTb (hoToceHcubunmsaumio. Mpu ero nonaaaHnm

Ha KOy 0BUIBHO MPOMOWTE OTKPbITLIE YHACTKM KOXM BOOI. CTEpPUIbHOE COeNHUTENBHOE NpUcrocobreHne

(sterile connecting device, SCD) crieayeT Ucnonb3oBaTh B COOTBETCTBUN C UHCTPYKLMSIMU MPOU3BOAUTENS MO

npumeHerunio. O NoBOM Cepbe3HOM MPOUCLLECTBUN, MPOU3OLLEALIEM B CBSI3U C UCMOMb30BaHUEM AaHHOTO

npucnocoGnenus, creayeT coobLuaTb NPOU3BOANUTENIO 1 KOMNETEHTHOMY OpraHy.

Mpumeuanus ans Bpayen. Xots naboparopHsie nccnenosaHns 06paboTki amotocaneHa YO-A-usnyyerem
MoKa3anu CHIKEHNE COAEpkaHUsi MHOrMX BUPYCOB M GaKTepuii, He CylLecTByeT npoLecca WHaKTUBaLyvu
naToreHoB, KOTOpbIA Gbl YCTpaHsin BCe NaToreHbl. B CBSI3M C pUCKOM pasBUTWSi SpUTEMbl B pesyrnibtate
NOTEHLManbHOTO B3aUMOLENCTBUSI MeXAY YNbTpaduoneToBbIM CBETOM (AnMHA BOMHbI Hwke 400 HM) n
OCTaToOuYHbIM amoTocaneHoM TpomGouuTel, npolefwne obpabotky B cucteme INTERCEPT, sanpelyaetcs
Ha3Ha4aTb HOBOPOX/EHHbIM, KOTOPbIM MPOBOAWTCS JIEHEHMe C UCTIONb30BaHEM YCTPOICTB Ans (hoToTepanuu,
U3Mny4atoLLMX BOMHbI C MUKOBOM ANMMHOM MeHee 425 HM 1 (Uni) MMEIOLLIMX HUXKHIOKO rPaHuLly LIMPWHBI CriekTpa
13nyyeHnst MeHee 375 HM. Bo3MOXHbIe HexenaTenbHble peakLun npu TpaHchy3nn TPOMEOLIMTOB BKITHOHaOT
(cceinka EDQM 2020): annepruyeckue peakumn v aHadunakcuio, hebpunbHble HeremonuTuyeckne
TPaHC(Y3MOHHbIE peakuuu, anmoMMMyHW3aLMI0 K aHTUreHam TPOMBOLMTOB M aHTUreHam cuctembl HLA,
reMONUTUHECKYHO TPAHCDY3MOHHYIO PeaKLio, MOCTTPAHCDY3MOHHYIO PEaKLIMIO KTPAHCTTaHTaT NPOTUB XO3sIMHaY
(MT-PTMX), cuHAPOM OCTPOro MOCTTPaHCy3MoHHOTO noBpexaeHust nerkux (TRALI), nocTTpaHcdysnoHHyo
nyprypy, LMTPaTHYK TOKCUYHOCTb Y HOBOPOXAEHHBIX U Y MALMEHTOB C HapylleHUeM (YHKLWM MeyveHu,
TPaHCY3MOHHYIO LIMPKYIISITOPHYIO MeperpysKy, Cencuc, Bbi3BaHHbI GaKTepUsiMU, TPAHCMUCCUIO BUPYCHBIX
UHekuuii (Bupyca renatuta, BUY, Bupyca 3wuka, [leHre u T. [.), TpaHCMUCCUIO cuUcbUnnCa, TPAHCMUCCHIIO
MPOTO30WHBIX MHPEKLWI (HaNpUMep, Manspuio), nepeaady ApYrx NaTtoreHoB, KOTOPbIE HE TECTUPYIOTCS U He
pacrnoaHaioTcst. [JononHUTENbHyo MHAOPMaLMIo 06 NHAKTUBALMW MaTOreHOB, KIMHNYECKYo MHCOpPMAaLWIO 1
MHopMaLmio 0 6e3onacHoCTV CM. B TeXHUYeckoM nacnopte npopykTta (PRD-TDS 00121).
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WHCTpyKUumMM no ng
OauH (T) kKoMNNeKT Anst 0bpaboTkn TPOMBOLIMTHBIX KOMMOHEHTOB GOMbLUMX

I marep
o6wemos INTERCEPT.
Heo6xoaumoe o6GopypoBaHue. Oceetutens INTERCEPT, cTepunbHoe coeAuHUTenbHOe
npucnocobnexne (SCD), 3anauBaTenb Maructpaneil, HacTonbHasi melarnka. TemnepaTtypy
crieayeT KOHTPONMpOBaTb B COOTBETCTBUM C MPUMEHUMbIMK MpaBunamu o6paboTkn TpoMGOLMTOB.
Vcnonb3oBaHHble 1 Heucronb3oBaHHble komnnekTbl INTERCEPT cnenyet ytunusupoBatb, kak u niobbie
MCNONb30BaHHbIE KOHTEMHEPbI U3-NOA KPOBW, TO €CTb Kak G1ONOrMyeckn onacHble OTXoab!.

Jranbl npouecca
A TloaroToska TpomGoumnTOB
TpomBoLNTEI MOXHO NpUroToBUTL B oBaBoyHOM pacteope unm B 100%-i nnasve (ta6nuua 1). Beino

nokKas3aHo, 4TO MNpoAyKThbl, norny4YaemMmblie U3 TpOM6OLlI/ITOB, B cnefywwmx aAuanasoHax npuemnembl Ans
NCNonb3oBaHUA C 3TUM KOMMNIIEKTOM Ans OGPESOTKI/I.

Ta6nuua 1
CycneHanoHHas cpesa
Konuuecteo Ob6bem CopepxaHve RBC
CopepxaHue CopepxaHue TPOMGOLMTOB
nnasmbl AobBaBoYHOTO
pacTBopa
32-47 % 53-68 % 2,5-7,0x 10" 300-420 mn <4x10°RBC/mn
100 % 0% 2,5-5,2x 10" 255-420 mn <4x10°RBC/mn

B. lo6aBneHne amoTocaneHa k TpomGouuTam

1. [locTaHbTe KOMMNMEKT 13 yNakoBku. /3 opraHaiidepa AOCTaHbTe TOMbKO KOHTEMHEP A5 NOACBETKU.

2. TMopacoeaunute TpyGKY OT KOHTEelHepa C TpombouuTamu K TpyGke KOHTelHepa C amoToCaneHoM C
nomoubio SCD.

3. [pomapkupyinTe KOHTEMHEpbl KOMMMEKTa, WUCMOMb3ysi COOTBETCTBYIOWME UAEHTUDUKALMOHHbIE

XapaKTepuCTuKk AoHopa. CM. npegynpexaexue B pasgene C.

MopaBeckTe KOHTENHEP C TPOMBOLMTaMU 1 OTIIOMUTE 0Ge KaHINN Ha KOHTEIHEpE C aMOTOCaNIEHOM.

[aiite TpomGounTam 1 pacTBOpy amoTocarneHa BNUTLCA B KOHTENMHEP AMNs MOACBETKU, NOMEYeHHbI

undppoint 1.

6.  Y6eautecs, YTO TPOMBOLIMTbI MOMHOCTLIO MEPEHECEHDI B KOHTEHEp ANsi NOACBETKY, BbiAABNMBAst BO3YX
13 KOHTelHepa ¢ TPOMBOLIMTaM1 1 aMOTOCANIEHOM B KOHTENHED ANsi NOACBETKM.

7. TwatenbHO 1 OCTOPOXHO NepeMeLLaiiTe COAEPXUMOe KOHTeNHepa Anst NoACBeTKY, YToBbI obecneynTs

NONHOE CMeLLMBaH1e amoTocaneHa u TPoMGOLINTOB.

BbiaaBuTe BO3AYX U3 KOHTEHEPa C TPOMBOLIMTaMI B KOHTEHEP C aMOTOCaNEHOM.

BbinaBute HeGoMbLLOE KONMMYECTBO CMECU TPOMBOLIMTOB 1 amoTocaneHa B TpyGku, 3anonHss TpyGku

NpUMEPHO Ha 4 cM.

10. 3akpoiiTe TPyGK1 MEXIY KOHTENHEPOM ANsi NOACBETKW U KOHTEHEPOM C aMOTOCArNEHOM TaK, YTo6bl AnnHa
Tpy6OK He NpeBbillana 4 cM OT BXOAHOTO OTBEPCTUS KOHTENHepa NS NMOACBETKM.
Mpenynpexaenue. Bo Bpems 1any4eHms TpyGKM AOMKHBI HAXOAUTLCA B BONBLIOM OTAeNeH M NoTka Ans
NOACBETKN.

11. CHAMUTE U YTUN3UPYIATE NYCTbIE KOHTEMHEPbI, B KOTOPbIX HAXOAUNUCL TPOMGOLIMTHI U aMOTOCANEH.
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C. U3nyyeHune

MopaceeTuTe TPOMGOLUTBI.

MonHbIE WHCTPYKUMM MO WCMOMNb30BAHUIO U3My4eHUs CM. B PyKOBOZCTBE MO JKCMyaTauuu OCBETUTENs
INTERCEPT. I'IEe/:lane»q:leHMe. YTo6bl npousolna WHaKTUMBaLMs, TPOMGOLMUTLI B KOHTeliHepe Anst
NOACBETKN [OMKHBI HAXOAUTBLCS B GONMbLIOM OTAENeHUn notka Ans nofacseTku. [ns npouecca Tpebyetcs
GecnpensTCTBEHHOE MPOXOX/JEHWEe CBETa 4Yepe3 MOTOK W KOHTeiWHep ANs MOACBETKM, cofepKaliui
TPOMBOLUTLI. B 3TOM 30HE He AOIMKHO BbiTh HUKAKNUX STUKETOK UK PYriMX Matepuanos. JTOTOK JomkeH GbiTb
YMCTBIM. DTUKETKN CrieflyeT pa3MellaTb TOMbKO Ha KpbILLKe KOHTerHepa Anst nofcBeTku. KoHTeiiHep ans
NOACBETKM [JOIDKEH CTOSIT HA POBHOM MOBEPXHOCTH.

D. NepemelwumnBanue ¢ CAD

MpeaynpexaeHve. He cknaabiBaite u He crubaiite CAD.

7. JlocTanbTe KOMNIEKT U3 opraHaiiaepa.

MopBeckTe KOHTENHEP C TPOMGOLUTaMU, OTIIOMANTE KaHIOMIo 1 JaiTe TpOMBOLMTaM BITUTLCS B KOHTENHED
¢ CAD, nomeyeHHbI Lundpoii 2

BbigaBute Bo3ayx U3 koHTelHepa ¢ CAD B KOHTENHep AnNst MOACBETKU.

BarepmeTusupyiite TpyGKku psiioM C BXOAHbIM OTBEPCTUEM KoHTeliHepa ¢ CAD.

CHUMUTE 1 YTUNMUPYWATE NYCTON KOHTENHEP NS NOACBETKM.

MomecTute KoHTelHep ¢ CAD B HacTOmMbHYIO MeLUarnky Ha BpeMsl, ykasaHHoe B Tabnuue 2, Ha OCHoBe
CYCNEH3NOHHOM Cpeabl.
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Ta6nuua 2

CycneH3noHHas cpefa
[o6aBouHbiit pacTeop (53-68 %)
Mna3ama (100 %)

MpopomkuTensHoCcTb NnepemMelunBanns CAD
6-16 yacos
16—24 vaca

E. MepeHoc B KOHTENHEpP ANA XpaHeHUsi

1. [ocTaHbTe nakeT ¢ TpomMGoLMTamMu U3 MeLLanku 1 noBeckTe ero.

2. 3akpolTe 3axuM Ha nakeTe Ans ot6opa npob ¢ TpomGoLuTamu.

3. OTtnomaiiTe KaHomio 1 faiite TPOMGOLMTAM BIIMTLCS B KOHTEHEP AMst XPaHEHUsl, MOMEYeHHbI Lmdpoi 3.
4. BblaaBuTe BO3AYX U3 KOHTeWHepa ANs XpaHeHusi B koHTelHep ¢ CAD.

5. BarepmeTuavpyiTe TpyGKi PSIAOM C BXOAHBLIM OTBEPCTUEM KOHTENHEPA AT1St XPAaHEHS.

CHUMWTE M YTUNU3NpYITe NycTol koHTelHep ¢ CAD. MomecTTe TpoMGOLMTLI B MELLATKY 1151 TPOMGOLIMTOB.
I'Ipouecc obpabotku TpomboumToB B cucteme INTERCEPT 3aBepLueH.
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F. OT60p Npo6 TPOMGOLMTOB (AOMNONMHUTENBHO)
MepemeLuarite TpombGouuTsl B cucteme INTERCEPT, 0CTOPOXHO BCTPsiXMBast KOHTEMHEp A XpaHeHust
TPOMGOLUTOB.
2. OTkpoliTe 3aX1M Ha NakeTe Ans oT6opa Npo6 TPOMGOLIMTOB U HECKOMBbKO Pa3 COXMMUTE ero.
3. TMaket ans ot6opa npo6 Ha4HeT HaMnomnHATLCA TpomGoLUTamn. 3arepMeTusnpyiiTe TpyoKU.
4. CHumuTe naket Anst ot6opa npo6.
5. HemeaneHHo nepeHecuTe oGpaseL, B COOTBETCTBYIOLLYIO TaGOPaTOpHYio NPOGUPKY.

Kpatkas nHcbopmaLms o 6e3onacHoCcTH 1 knuHuydeckor addektnsHocT (SSCP) yaet goctynHa B EUDAMED,
Korgja oHa 6yaeT NoNHOCTbIO roToBa.

Cerus, INTERCEPT, un INTERCEPT Blood System siBnsitotcsi ToprobiMy Mapkamu komnanum Cerus Corporation.
InterSol siBNsieTcst TOproBoit Mapkoii komnaHun Fenwal Inc.
SSP+ siBnsieTcst TOprosoit Mapkon komnaxu MacoPharma.
T-PAS+ siBnsietcst Toprosoit Mapkoi komnanuu Terumo BCT, Inc.
Grifols PAS Ill M siBnsieTcst ToproBom Mapkoii komnanuu Grifols. 67-23-00-099
DRAFT ver. 2023-07
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en- Manufacturer sv - Tillverkare

fr - Fabricant da- Producent

de - Hersteller fi - Valmistaja

nl - Fabrikant no- Produsent

it - Fabbricante el - KataokeuaoTrg
es - Fabricante cs - Vyrobce

pt - Fabricante ru - Msrotoeutens

pl - Wytwérca Iv - Razotajs
tr - Uretici uk - Bupo6Huk
sl - Proizvajalec sk - Vyrobca
kk - ©Hpipywwi sr - Proizvodac
hr - Proizvoda¢ It - Gamintojas
et - Tootja

en- Authorized Representative in the European Community
fr - Représentant autorisé dans la communauté européenne
de - Autorisierte Vertretung in der Européischen Gemeinschaft

nl - Bevoegd vertegenwoordiger in de Europese Gemeenschap
it - Rappresentante autorizzato nella Comunita europea

es - Representante autorizado en la Unién Europea

pt - Representante autorizado na Comunidade Europeia

sv - Auktoriserad representant i Europeiska gemenskapen

da- Autoriseret repraesentant i Det Europeeiske Feellesskab

fi - Valtuutettu edustaja Euroopan yhteisdssa

no- Autorisert representant i EU

el - E¢ouaiodotnuévog avTirpéowTrog otnv Eupwraikr) KovétnTa
cs - Autorizovany zastupce v Evropském spolecenstvi

ru - YnonHoMOoYeHHbI npeacTasuTens B EBponelickom coobluectse
pl - Autoryzowany przedstawiciel w Unii Europejskiej

tr - Avrupa Toplulugundaki Yetkili Temsilci

sl - Pooblas¢eni predstavnik v Evropski skupnosti

kk - Eyponanblk kaybiMAaCTbIKTaFbl yaKINeTTi ekin

hr - Ovlasteni zastupnik u Europskoj uniji

et - Volitatud esindaja Euroopa Uhenduses

Iv - Pilnvarotais parstavis Eiropas Kopiena

uk - YNOBHOBaXeHUI NpeACTaBHUK y €Bponeiichkii CrinbHOTI
sk - Autorizovany zastupca v Eurépskom spolocenstve

sr - OvlaSéeni predstavnik u Evropskoj zajednici

It - ]galiotasis atstovas Europos bendrijoje

en- Importer sv - Importér pl - Importer Iv - Importétajs
fr - Importateur da- Importar tr - lthalatgi uk - Imnoptep
de- Importeur fi - Maahantuoja sl - Uvoznik sk - Dovozca
nl - Importeur no- Importer kk - VmMnopTTayLubl sr - Uvoznik

it - Importatore el - Eloaywyéag hr - Uvoznik It - Importuotojas
es - Importador cs - Dovozce et - Importija

pt - Importador ru - Nvnoptep

en- Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.

fr - Ne pas utiliser si le produit, sa barriere de stérilité ou son emballage a été endommageé ou s'il présente des signes d'altération.

de - Nicht verwenden, wenn das Produkt, die Sterilverpackung oder dessen Umverpackung beschadigt ist oder Anzeichen von Verfall zeigt.

nl - Niet gebruiken indien het product, de steriele barriere of de verpakking beschadigd is of tekenen van beschadiging vertoont.

it - Non utilizzare se il prodotto, la sua barriera sterile o il suo confezionamento sono danneggiati o mostrano segni di deterioramento.

es - No usar si el producto, su barrera estéril o su envase esta dafiado o muestra cualquier signo de deterioro.

pt - Nao utilizar caso ou produto, a sua protecéo estéril ou a sua embalagem estejam danificados ou apresentem quaisquer sinais de deterioragao.

sv - Anvands ej om produkten, dess sterilbarriar eller dess forpackning ar skadad eller visar nagra tecken pé avvikelse.

da- Ma ikke anvendes hvis produktet, sterilbarriererne eller pakningerne er beskadigede eller der er tegn pa brud.

fi - Ala kayta jos tuotteen steriilisuojat ovat irti tai pakkaus on silminnahden vahingoittunut.

no- Ma ikke brukes dersom pruduktet, dets sterilbarriere eller emballasje er skadet eller viser tegn til forringelse.

el - Mn xpnoipoTtrolgite, edv To TTPOIdV, TO OTEIPO GUCTNUA PPayUoU TOU I N CUCKEUOOIA TOU Eival KOTEOTPAPUEVA 1) TTAPOUCIALE! orromér’]rron: anpad Bopdg.
cs - Nepouzivejte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazuje-li jakékoli znamky poruseni.

ru - He ncnone3oBatb, eCnv HapyLueHa LeNnoCTHOCTb NpoAyKTa, CUCTEMbI CTepI/IJ'IbHOI/I nperpanbl YNAKOBKU UNW NPpU Hann4nm BUaMMbIX NPU3HAKOB NOBPEXEeHUs.
pl - Nie uzywac jezeli produkt, jego system bariery sterylnej lub jego opakowanie jest zniszczone lub wykazuje jakiekolwiek oznaki uszkodzenia.

tr - Uriin, steril bariyer sistemi veya ambalaj zarar gérmiisse ya da bozulme belirfisi varsa kullanmayiniz.

sl - Ne uporabite, e so izdelek, sterilni zasCitni sistem ali ovojnina poskodovani ali kaZejo znake poslab$anja kakovosti.

kk - 3apapcbli3gaHabipyabl KopFay XyWeCiHiH Hemece kanTamachlHblH 3aKbiMAaHFaHbIH HEMece HallapnaybiHbIH GenrinepiH KepceH,ia eHimai konaaHbaHbI3.

hr - Ne upotrebljavati ako su proizvod, sterilni zastitni sustav ili ambalaza osteceni ili ako pokazuju bilo kakav znak pogorsanja kakvoce.

et - Arge kasutage, kui toode, selle steriilne barjaarististeem v&i pakend on vigastatud vGi nahtavate riknemismarkidega.

Iv - Nelietojiet izstradajumu, ja izstradajums, ta sterila barjersistéma vai iepakojums ir bojats, vai ir redzamas jebkadas bojajuma pazimes.
uk - He Bu1KopnCTOBYBaTH, SIKLLO NMOPYLUEHO LiNiCHICTb NPOAYKTY, IOro CUCTEMMW CTEPUITbHOI MEPEMNOHMN YU YNakoBku, abo € Byab-Aka 03HaKa HasiBHOTO MOLLKOAKEHHS.
sk - Nepouzivajte, ak je vyrobok, jeho sterilna bariéra alebo jeho obal poSkodeny alebo vykazuje znamky porusenia.
sr - Ne koristiti ako su proizvod, sistem sterilne barijere ili pakovanje oSteceni ili na njima postoje bilo kakvi znaci propadanja.
It - Nenaudokite, jei yra kokiy nors gaminio, jo sterilaus barjero sistemos ar pakuotés pazeidimo arba nusidévéjimo pozymiy.

.. en- Do not freeze. Do not store above 25°C. ru - He 3amopaxvBatb. He xpaHuTb npy Temneparype Bbilue 25°C.

/H/zs © fr - Ne pas congeler. Ne pas stocker a plus de 25°C. pl - Nie zamrazac. Nie przechowywa¢ w temperaturze powyzej 25°C.
o°C. de - Nicht einfrieren. Nicht (iber 25°C lagern. tr - Dondurmayin. 25 C'nin lizerinde saklamayiniz.
nl - Niet invriezen. Niet bewaren boven 25°C. sl - Ne zamrznite. Ne hranite pri temperaturi nad 25°C.
it - Non congelare. Non conservare a temperature superiori a 25°C. kk - ToHasbITnanbi3. 25°C-TaH xorapbl Temneparypaaa cakramaHbi3.
es - No congelar. No almacenar por encima de 25°C. hr - Ne smrzavati. Cuvati na temperaturi ispod 25 °C.
pt - Nao congelar. Ndo guardar acima de 25°C. et - Mitte hoida sligavkilmas. Mitte hoida temperatuuril le 25 °C.
sv - Far ej frysa. Forvaras ej 6ver 25°C. Iv - Nesasaldét. Uzglabat lidz 25°C temperatara.
da- Ma ikke fryses. Ma ikke opbevares over 25°C. uk - He 3amopoxysatun. He 36epirat npu Temnepartypi Bule 25 °C.
fi - Eisaajaatya. Ala sailyta yli 25°C. sk - Nezmrazujte. Neskladuijte pri teplote nad 25 °C.
no- Ma ikke fryses. Ma ikke lagres i temperatur over 25°C. sr - Ne zamrzavati. Ne ¢uvati na temperaturama iznad 25°C.
el - Mnv katayuyete. Mnv amoBnkeUeTe o€ Bepuokpaaia avw Twv 25°C. It - NeuzSaldykite. Nelaikykite aukStesnéje kaip 25 °C temperatiroje.
cs - Nezmrazujte. Neskladujte nad 25°C.
en - Platelet Storage Container fi - Trombosyyttien sailytyspussi kk - TpomBouuT cakTay blabICbl
fr - Poche de conservation du concentré plaquettaire no - Lagringspose for blodplater hr - Spremnik za pohranu trombocita
de - Thrombozyten-Lagerungsbeutel el - TTePIEKTNG aTTOBrKEUONG QIPOTTETAAIWY et - Trombotsiitide sailituskott
nl - Trombocytenbewaarzak cs - Zasobnik na skladovani trombocytl Iv - Trombocitu glabasanas konteiners
it - Sacca per la conservazione delle piastrine ru - KoHTeliHep Ans XxpaHeHus TpoMboLmMToB uk - KoHTelHep ans 36epiraHHs TpombouuTis
es - Bolsa de almacenamiento de plaquetas pl - Pojemnik do przechowywania preparatu ptytek krwi sk - Zasobnik na skladovanie trombocytov
pt - Recipiente de conservagéo de plaquetas tr - Trombosit Saklama Kabi sr - Posuda za ¢uvanje trombocita
sv - Forvaringspase for trombocyter sl - Vsebnik za shranjevanje trombocitov It - Trombocity laikymo talpykla
da - Trombocytopbevaringspose
en - Refer to Instructions for Use fi - Katso kayttohjeet kk - MaipganaHy HyckaynbiKTapbiH kapaHbl3
fr - Consulter la notice no - Se bruksanvisningen hr - Vidi upute za uporabu
de - Siehe Gebrauchsanleitung el - ZupPouleurteite TIG 0dNyieg XpPriong et - Tutvuge kasutusjuhendiga
nl - Raadpleeg de gebruiksaanwijzing cs - Viz navod k pouziti Iv - Skatiet lietoSanas instrukciju
it - Consultare le istruzioni per I'uso ru - CM. MHCTPYKLMIO MO NPUMEHEHNIO uk - 3BepTaiiTech 40 BKa3iBOK i3 BUKOPUCTAHHS
es - Consulte las instrucciones de uso pl - Prosze zapoznac¢ sie z instrukcjg uzytkowania sk - Precitajte si navod na pouzitie
pt - Consultar as instrugdes de utilizagdo tr - Kullanma talimatina basvurun sr - Pogledajte uputstvo za upotrebu
sv - Se bruksanvisningen sl - Pozor: Glejte navodilo za uporabo! It - Zr. naudojimo instrukcijas.
da - Se brugsanvisningen
en - Small Volume fi - Pieni tilavuus kk - KiwkeHe kenemaik
fr - Faible volume no - Lite volum hr - Mali volumen
de - Kleins Volumen el - Mikp6g bykog et - Vaikesemahuline
nl - Kleinvolume cs - Maly objem Iv - Neliela tilpuma
it - Bassi volumi ru - Manbiin 06bem uk - Manuit o6’em
es - Pequefio volumen pl - Mata objetos¢ sk - Maly objem
pt - Pequeno volume tr - Kiguk Hacimli sr - Mali volumen
sv - Liten volym sl - Majhna prostornina It - Mazas tdris
da - Sma maengder
en - M_edica‘IADevicg fi - Laakinnallinen laite kk - MeauuuHanbIK Kypbingbi
fr - Dispositif médical no - Medisinsk utstyr hr - Medicinski proizvod
M D de - Medizinprodukt el - laTpoTEXVOAOYIKG TIPOIOV et - Meditsiiniseade

nl - Medisch hulpmiddel ¢s - Zdravotnicky prostiedek Iv - Mediciniska ierice
it - Dispositivo medico ru - MegmumHckoe nagenve uk - MeaWYHWIA NpPUCTPIN
es - Producto sanitario pl - Wyrdb medyczny sk - Zdravotnicka pomécka
pt - Dispositivo médico tr - Tibbi cihaz sr - MenLMHCKO CPEaCcTBO
sv - Medicinteknisk produkt sl - Medicinski pripomo&ek It - Medicinos priemoné
da - Medicinsk udstyr
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en- Protect from direct sunlight and strong UVA light source.

fr - Protéger des rayons directs du soleil et d'une source puissante de rayons U.V.A.

de- Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schiitzen.

nl - Beschermen tegen direct zonlicht en krachtige bronnen van uva-licht.

it - Proteggere dalla luce solare diretta e da una forte sorgente di luce UVA.

es- Proteger de la luz de sol directa y foco potente de luz UVA.

pt - Proteger da luz directa do sol e de fonte forte de luz UVA.

sv- Skyddas fran direkt solljus och stark UVA-ljuskalla.

da- Beskyt mod direkte sollys og kraftig UVA- lys kilde.

fi - Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —valolahteelta".

no- Beskytt mot direkte sollys og sterk UVA lyskilde.

el - MpoaoTatéWTe aTrd TNV AueaT €KBEaN 0TOV RAIO KOl OE TINYRA QWTOG SUVATAG UTTEPILSOUG
aKTIVOBoAiaG.

cs- Chrarite pred pfimym pUsobenim slunecniho svétla a silnych zdroju UVA zareni.

ru- I'Ipe,qoxpaHﬂTb OT NPAMbIX COJNTHEYHbIX J'Iy‘«lel;l N UCTOYHMKA HaCbIWEHHOro
yneTpadroneToBOro 0bnyyeHus.

pl - Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym zrédtem

promieniowania UVA.

tr - Dogrudan giines 1s1gindan ve guglit UVA 1sik kaynaklarindan uzak tutulmahdir.
sl - ZaScitite pred neposredno soncno svetlobo in moénim virom UVA svetlobe.
kk- KyH coeyneciHiH Typa TycyiHeH xaHe KyLuTi YK cayneciHiH ke3iHeH KopraHbI3.

hr - Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla.

et - Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest.

Iv - Aizsargajiet no tieSas saules gaismas un spéciga ultravioletas A gaismas (UVA) avota

iedarbibas.

uk- 3axuiiatu Big NPSIMUX COHSIYHUX NPOMEHIB Ta iIHTEHCMBHOIO ONMPOMIHEHHS 3 [kepena

yneTpadpionety Tvny A.

sk- Chrarte pred priamym sIne¢nym svetlom a silnym zdrojom UVA Ziarenia.
sr - Cuvati van domasaja direktne sunceve svetlosti i jakog UVA zracenja.
It - Saugokite nuo tiesioginiy saulés spinduliy ir stipraus UVA $viesos $altinio.

en- Sterile fluid path. Sterilized by a combination of steam and radiation.

fr - Trajet stérile. Stérilisé par une combinaison de vapeur et d'irradiation.

de- Steriler FlieBweg. Sterilisiert durch eine Kombination aus Dampf und Bestrahlung.

nl - Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.

it - Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed
irradiazione.

es- Paso de fluido estéril. Esterilizado por une combinacion de vapor y radiacion.

pt - Via estéril para fluidos. Esterilizado por uma combinagao de vapor e radiagdes.

pl - Sterylne obszary ptynéw. Sterylizowane przez potgczenie metod sterylizacji parg

wodng i sterylizacji metodg napromieniowywania.

tr - Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize

edilmistir.

sl - Sterilna tekoCinska pot. Sterilizirano s kombinacijo pare in sevanja.

kk - Bapapchbi3 cyiibIKTbIK aFaTblH or. BynaHabipy MeH cayneneHyaiH Kocbinybl apKbirbl

3apachbi3gaHablpblnfaH.

hr - Sterilni sustav za provodenje tekucine. Sterilizirano kombinacijom pare i zraenja.

sv - Steril vatskevag. Steriliserad genom en kombination av &nga och strélning.
da- Steril vaesekbane. Steriliseret med en kombination af damp og straling.

fi - Steriili nestetie. Steriloitu osittain hdyrylla, osittain sateilyttamalla.

no- Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

el - Zreipa diodog uypwv. ATTOOTEIPWHEVO PE Eva ouvﬁuaopo aTPOU Kal aKTIVOBOAiag.

cs- Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.
ru- CTepmanaﬂ XKNOKOCTb. CTepVIJ'IVISOBaHO napom n pap,maumem

et - Steriilne vedelikutee. Steriliseeritud (iheaegselt auru ja kiirgusega.

Iv - Sterila $kidruma plasmas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un

apstaro$anu.

uk- CtepunbHa piguHa. CTepunizoBaHo koMBiHaLieo napv Ta pagiauii.
sk- Sterilné drahy kvapalin. Sterilizované kombinaciou pary a ziarenia.
sr - Sterilni kanal za te¢nost. Sterilisan kombinovanjem pare i zracenja.
It - Sterilus skysciy kelias. Sterilizuotas gary ir radiacijos deriniu.

en- Non pyrogenic fluid path.
fr - Trajet apyrogene.
de- Pyrogenfreier FlieRweg.
- Pyrogeenvrij vioeistoftraject.
it - Percorso del liquido apirogeno.
es- Paso de fluido apirégena.
pt - Passo de fluido ndo pirogénico.

EN

sv- Pyrogenfri vatskevag.

da- Non pyrogen vaeskebane.
fi - Pyrogeeniton nestetie.
no- Pyrogenfri vaeskebane.

el - Mn TrupeToydvog 5iodog uypwv.

cs- Apyrogenni draha tekutiny.
ru - AnNMporeHHas XuakocTb.

pl - Apirogenne obszary ptynéw.
tr - Apirojen sivi yolu.
- Apirogena tekocinska pot.
kk - MuporeHaik emec CyibIKTbIK aFraTblH on
hr - Nepirogeni sustav za provodenje
tekucine.
et - Mittepiirogeenne vedelikutee.

Iv - Apirogéna $kidruma plismas caurulite.
uk- AniporeHHa pigvHa.

sk- Nepyrogénne drahy kvapalin.

sr - Kanal za nepirogenu tecnost.

It - Nepirogeninis skysciy kelias.

en- Apply label here.

fr - Placer toute étiquette ici.
* de- Etikett hier anbringen.

nl - Label hier bevestigen.

it - Applicare qui I'etichetta.

es- Colocar etiqueta aqui.

pt - Aplicar o rétulo aqui.

sv- Fast etikett har.
da- Pasaet etiket her.
fi - Kiinnita etiketti tahan.
no- Fest etiketten her.
el - ToTToBeTAOTE TNV ETIKETA £BW.
cs- Stitek umistéte zde.
ru - MecTo Ans MapKkMpoBKu.

pl - Zastosowa¢ odpowiednie oznakowanie.
tr - Etiketi buraya yapistiriniz.

sl - Oznako namestite tukaj.

kk - Ocbl xepre 6enri KOMbIHpI3.

hr - Ovdje pri¢vrstiti oznaku.

et - Kinnitage siia kleebis.

Iv - Piestipriniet uzlimi Seit.
uk- Micue ans MapkyBaHHs1.
sk- Sem nalepte Stitok.

sr - Nalepnicu postavite ovde.
It - Etikete klijuoti Cia.

en- Do not vent.

fr - Ne pas utiliser de prise d'air.
de- Nicht belliften.

nl - Geen luchtinlaat gebruiken.
it - Non introdurre aria.

es- No ventilar.

pt - Nao ventilar.

sv- Lufta ej.

da- Ma ikke udluftes.

fi - Ala ilmasta.

no- Ma ikke luftes.

el - Mn xpnoipoTroieite agpaywyo.
c¢s - Neodvzdusriujte.

ru - He HapyLiaTb repMeTMHHOCTb.

pl - Nie zapowietrzac.

tr - Hava ile temas ettirimemelidir.
sl - Ne uporabljajte ventilacije.

kk - TecneHia.

hr - Ne prozracivati.

et - Mitte ventileerida.

Iv - Nepaklaut ventilacijai.

uk- He nopyLuyBaTv repMETUYHICTb.
sk- Nevetrajte

sr - Ne ventilirati

It - Neventiliuokite

en- Do not resterilize.

fr - Ne pas restériliser.

de- Nicht resterilisieren.

nl - Niet opnieuw steriliseren.
it - Non risterilizzare.

es- No lo reesterilice.

pt - Nao reesterilize.

%

sv- Far inte omsteriliseras.

da- Ma ikke resteriliseres.

fi - Ei saa steriloida uudelleen.
no- Ma ikke resteriliseres.

el - Mnv eTTavVOTTOOTEIPWVETE.
cs- Nesterilizujte.

ru - He ctepunuayiite noBTOPHO.

pl - Nie poddawa¢ ponowne;j sterylizacji.
tr - Tekrar sterilize etmeyin.
sl - Ne sterilizirajte ponovno.
kk - Kaitta 3apapcbiagaHabipMaHpl3.
hr - Nemojte ponovno sterilizirati.
et - Mitte uuesti steriliseerida.

Iv - Nesterilizét atkartoti.

uk- He cTepwuniayviTe NoBTOpPHO.
sk - Nesterilizujte opakovane.

sr - Ne sterilisati ponovo.

It - Nesterilizuokite pakartotinai.

en- Do not reuse.

fr - Ne pas rédutiliser.

de- Nicht wiederverwenden.
nl - Niet opnieuw gebruiken.
it - Non riutilizzare.

es- No reutilizar.

pt - Nao reutilizar.

sv- Far inte ateranvandas.

da- Ma ikke genanvendes.

fi - Ala kayta uudelleen.

no- Ma ikke gjenbrukes.

el - Mnv eTravaypnoIPoTIoIE(TE.

cs- Nepouzivejte opakované.

ru - MNoBTOpHOE MCnonb3oBaHe
3anpeLLeHo.

pl - Do jednorazowego uzytku.

tr - Tekrar kullanmayiniz.

sl - Za enkratno uporabo.

kk- Kaitta narnanaH6aHpI3.

hr - Nemojte ponovno upotrebljavati.
et - Mitte kasutada korduvalt.

Iv - Nelietot atkartoti.

uk- He BMKOpWCTOBY/iTE NOBTOPHO.
sk- Nepouzivat opakovane.

sr - HemojTe NOHOBO KOPUCTUTH.

It - Vienkartinio naudojimo.

en- Contains Medicinal Substance.

fr - Contient une substance médicinale.
de- Enthalt ein Arzneimittel.

nl - Bevat een geneesmiddel.

it - Contiene una sostanza medicinale.
es- Contiene una sustancia medicinal.
pt - Contém uma substancia medicinal.

sv- Innehaller ett lakemedel.

da- Indeholder et leegemiddel.

fi - Sisaltaa ladkeainetta.

no- Inneholder et medisinsk stoff.

el - Mepiéxel papuaKEUTIKA ouaia.

cs- Obsahuje IéCivou latku.

ru - CogepXuT nekapcTBeHHoe
BELLECTBO.

pl - Zawiera substancje lecznicza.
tr - Tibbi bir madde igerir.

sl - Vsebuje zdravilno u€inkovino.
kk - KypambiHaa gapinik 3at 6ap.
hr - Sadrzi ljekovitu tvar.

et - Sisaldab raviainet.

Iv - Satur zales.

uk- MICTUTb NiKapCbKy Pe4YOBUHY.

sk- Obsahuje liec¢ivu latku.

sr - Cagpxw NEeKOBUTY CyncTaHLy.

It - Sudetyje yra vaistinés medziagos.

en- Pathogen Inactivation

fr - Inactivation des agents pathogénes
de- Pathogeninaktivierung

nl - Pathogeninaktivierung

it - Inattivazione degli agenti patogeni
es- Inactivacion de patégenos

pt - Inativagdo de agentes patogénicos
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sv- Inaktivering av patogener

da- Patogen inaktivering

fi - Patogeenien inaktivointi

no- Patogeninaktivering

el - Adpavotroinan adoydévwy

cs- Inaktivace patogenti

ru- MHaKTMBaLLVISl naToreHHbIX
MUKPOOPraHn3moB

pl - Inaktywacja patogenow

tr - Patojen Inaktivasyonu

sl - Inaktivacija patogena

kk - MaToreHai katepciageHaipy
hr - Inaktivacija patogena

et - Patogeeni inaktiveerimine

Iv - Patogénu inaktivacija
uk- IHakTVBaLiA naToreHis
sk- Inaktivacia patogénov
sr - Deaktivacija patogena
It - Patogeny inaktyvavimas
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cerus®

For use with INTERCEPT llluminator

Each setis wrapped in a tamper-evident package and includes one 15mL 3mM amotosalen hydrochloride
solution container (Formula : Amotosalen HCI 101mg - Natr. chlorid. 924mg - Aqua ad iniect. ad 100mL),
ane illumination container, one container with Compound Adsorplion Device (CAD), one INTERCEPT
platelet storage container. The sel is sterilized by a combination of steam and radiation

Indications and Usage

Intended Purpose: The INTERCEPT Processing Set for Platelets is used with an INTERCEPT llluminator
to inactivate a broad spectrum of viruses, bacteria, and parasites as well as contaminating donorleukocytes
in platelet components. This pracess for treatment of platelet components is intended to reduce the risk
of transfusion-associated transmission of viruses, bacteria, and parasites, and the risk of adverse effects
due to transfusion of contaminating donor leukacytes.

Indications for Use: Platelet concentrates (PCs) treated with the INTERCEPT Bload System far Platelets
(INTERCEPT Platelets) are indicated for transfusion support of palients requiring platelet transfusions
according to clinical practice guidelines. Any type of thrombocytopenia or qualitative disorder resulling
from disease, therapy, or injury can be supported with INTERCEPT Platelets. INTERCEPT treatment may
be used as an alternative to gamma irradiation for prevention of transfusion-assaciated graft-versus-host
disease (TA-GVHD). INTERCEPT treatment may be used in place of CMV tesling and leukoreduction for
prevention of transfusion transmitted CMV infection; and INTERCEPT treatment may be used in place of
bacterial culture or testing for the prevention of transfusion transmitted sepsis. INTERCEPT Platelets arenot
clinically different from untreated platelets and are infused according to standard platelet infusion methaods.
INTERCEPT Platelets suspended in additive solution or in 100% plasma may be stored up to 7 days from
time of collection. Treated platelets must be stored at 20-24°C with continuous agitation. Any extension
of platelet storage time from current bload center limits should be evaluated per Directive [2004/33/EC]
and validated according to local blood bank procedures. Platelet additive solutions approved for use with
INTERCEPT: InterSol, SSP+, T-PAS+, Grifols PAS IIl M.

Intended User: The INTERCEPT Blood System for Platelets is intended for use by blood component
laboratery/manufacturing staff. Users should be trained on blood component manufacturing in accordance
with local institution procedures and receive training on the use of the INTERCEPT Blood System for
Platelets by a qualified trainer.

Contraindications: Use of INTERCEPT Platelets is contraindicated in patients with a history of allergic
response to amotosalen or psoralens.

Precautions: User shall visually inspect the packaging and seal integrity prior to use. Donot use if : tamper-

evidentpackage (aluminum foil or clear pouch) has been opened; signs of deterioration are visible; fluid path

closures are loose or not intact; cannulae are broken or there is no fluid in amotosalen solution container,

Do not store above 25°C. Do not vent. Do not freeze. Protect the pack and tubing from sharp objects

Unused sets in open aluminium foil may be kept 20 days at room temperature by folding and securing open

end of aluminium foil. Units removed from the aluminium foil must be used within 8 hours.

Keep setin light-protective package until time of use. Protect from direct sunlight and strong UVAlight source.

Sel is single use only. Do not reuse. Do not resterilize. This product is not designed for reuse. Misuse

can result in adverse reactions, including severe iliness and possibly death.

All the following conditions must be met for pathogen inactivation:

- Platelets must be prepared in the volume range specified in Table 1 based on the suspension medium
used by the bleed center.

- Platelet count, volume and red blood cell (REC) content must be within ranges specified in Table 1.

- Platelets mixed with amotosalen must be exposed to UVA light dose from INTERCEPT Illuminator. No

other source of UVA light may be used.

Platelets collected on Day O must be exposed to UVA light by end of Day 1.

- Afterillumination, platelets must be agitated in CAD container in accordance wilh the durations specified
in Table 2; duration is dependent on the suspension medium.

This process is designed to be a closed system. Treatment with INTERCEPT Blood System does not

replace applicable standards for processing in open and closed systems. If there is a leak in the set

during processing, platelet product must be discarded. Amotosalen in contact with skin may result in

photosensitisation in the presence of ultraviolet light. If skin exposure occurs, flush expased skin copiously

with water. Sterile connecting device (SCD) should be used according to manufacturer’s instructions far

use. Any serious incident that has occurred in relation to use of this device should be reported to the

manufacturer and competent authority

Notes to Physicians: While laboratory studies of amotosalen processing with UVA light have shown a
reduction in levels of many viruses and bacteria, there is no pathogen inactivation process that has been
shown to eliminate all pathogens, INTERCEPT Platelet components should not be prescribed to neonatal
palients treated with pholotherapy devices that emit a peak energy wavelength less than 425 nm, and/
or have a lower bound of the emission bandwidth <375 nm, due to the risk of erythema resulting from
potential interaction between ultraviolet light {below 400 nm) and residual amotosalen. Potential adverse
reactions to all platelet transfusions include (ref EDQM 2020): Allergic reactions and anaphylaxis, Febrile
non-haemolytic transfusion reactions, Alloimmunisation against platelet and HLA antigens, Haemolytic
transfusion reaction, Transfusion associated graft versus host disease (TA-GVHD), Transfusion-related
acute lunginjury (TRALI}, Post-transfusion purpura, Citrate toxicity in neanates andin patients withimpaired
liver function, Transfusion-associated circulatory overload, Bacterial sepsis, Viral transmission (hepatitis,
HIV, Zika, Dengue, etc.), Syphilis transmission, Protozoal transmission (e.g., malaria), Transmission of
other pathogens that are not tested for or recognized. Please refer to Technical Data Sheet (FRD-TDS
00121) for additional pathogen inactivation, clinical, and safety information,

Instructions for Use
Materials Needed:: One (1) INTERCEPT Procassing Set for Small Volume Platelet Units.
Equipment Needed : INTERCEPT llluminator, Sterile Caonnecting Device (SCD), Tube Sealer,
Flatbed Agitator.
Temperatures should be controlled to meel applicable regulalions for platelet processing.
Used and unused INTERCEPT sets should be discarded like any used blood containers, as
bichazardous waste.
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en - English

INTERCEPT PROCESSING SET for SMALL VOLUME PLATELET UNITS

Process Steps
A- Preparation of Platelets

Platelets should be prepared with additive solution. Platelels are suspended in approximately 35%
plasma and 65% additive solution (Table 1). Platelet products within the following ranges have been
shown to be acceptable for use with this processing set

Table 1
Additive Solution
Platelet Count Volume Plasma content Content RBC Content
2.5-6.0x 10" 255-325mL 32-47% 53-68% <4 x 10° RBC/mL

B- Amotosalen Addition to Platelets

Remove set from package. Unwrap only illumination container from organizer.

Weld tubing from platelet container to amotosalen container tubing using SCD.

Label set containers using appropriate donation identification. See warning in Section C.

Hang platelets and break both cannulae on amotosalen container.

Allow platelets and amotosalen solution to flow into illumination container, marked by number *1”,
Ensure that platelets are completely transferred to illumination container by expressing air from
platelet and amotosalen container into illumination container.

When platelets are in illumination container, mix thoroughly by gentle agitation to ensure complete
mixing of amotosalen and platelets.

Express air from platelets into amotosalen container.

Express a small amount of platelet and amotosalen mixture into tubing, filling about 4cm of tubing.
Seal tubing between ilumination container and amotosalen container, so that tubing is no longer
than approximately 4cm from illumination container inlet port.

Warning : During illumination, tubing must be held within large compartment of illumination tray.
11. Remove and discard empty platelet and amolosalen containers.

D opp
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C- lllumination

llluminate platelets.

Refer to INTERCEPT llluminator Cperator's Manual for complete illumination instructions for use.
Warning : Platelets in ilumination container must be within large compartment of illuminator tray in
order for inactivation to occur. The process requires unimpeded light transmission through tray and
illumination container with platelets. No labels or other material should be on this area. Tray must be
clean. Labels should be placed on illumination container flap only. lllumination container should lay flat,

D- Agitation with CAD

Warning : Do not fold or bend CAD

1. Unwrap set from organizer.

2. Hang platelets, break cannula and allow platelets to flow into CAD container, marked by number 2",
3. Express air from CAD container into illumination container.

4. Seal tubing close to inlet port of CAD container.

5. Remove and discard empty illumination container.

6. Place CAD container on flatbed agitator for the duration specified in Table 2.

Table 2

Suspension Medium CAD Agitation Duration

Additive Solution (53 - 68%) 4 to 16 hours

E- Transfer to Storage Container

1. Remove platelets from agitator and hang platelets.

2. Close clamp on platelet sampling pouch.

3. Break cannula and allow platelets to flow into sterage container, marked by number “3".
4. Express air from storage container into CAD container.

5. Seal tubing close to inlet port of storage container.

8. Remove and discard empty CAD container. Place platelets on platelet agitator.

The INTERCEPT Platelet process is now complete.

F- Sampling Platelet Product (optional)

1. Mix INTERCEPT Platelets by gently agitating platelet storage container.
2. Open clamp to platelet sampling pouch and squeeze several times.

3. Allow sampling pouch to fill with platelets. Seal tubing.

4. Remove sample pouch.

5. Transfer sample to appropriate laboratory tube immediately.

The Summary of Safety and Clinical Performance (SSCP) will be available through EUDAMED,
when fully functional

Cerus, INTERCEPT, and INTERCEPT Blood System are trademarks of Cerus Corporation.
InterSol is a trademark of Fenwal Inc.

SSP+ is a trademark of MacoPharma.

T-PAS+ is a trademark of Terumo BCT, Inc.

Grifols PAS Il M is a trademark of Gﬂ% -
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