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Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.
Ne pas utiliser si le produit, sa barriere de stérilité ou son emballage a été endommagé ou s'il présente des signes d'altération.
Nicht verwenden, wenn das Produkt, die Sterilverpackung oder dessen Umverpackung beschadigt ist oder Anzeichen von Verfall zeigt.

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

Non utilizzare se il prodotto, la sua barriera sterile o il suo confezionamento sono danneggiati o0 mostrano segni di deterioramento.

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

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

Anvénds ej om produkten, dess sterilbarriar eller dess férpackning ar skadad eller visar nagra tecken pa avvikelse.

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

Ala kayta jos tuotteen steriilisuojat ovat irti tai pakkaus on silminnédhden vahingoittunut.

Ma ikke brukes dersom pruduktet, dets sterilbarriere eller emballasje er skadet eller viser tegn til forringelse.

Mn xpnoipoTroigite, €@v To TTPOIdY, TO OTEIPO oUCTNUA PPAYHUOU TOU A N CUCKEUATIA TOU €ival KATEOTPAPUEVA 1) TTAPOUCIALEl OTTol0drTTOTE GNUAdI POOoPAG.
Nepouziveijte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazuje-li jakékoli znamky poruseni.

He ncnonb3oBath, €Cnn HapyLleHa LeNoCTHOCTb NPOAYKTa, CUCTEMbI CTEPUNBHON Nperpagbl, yNakoBKu UK NPy HanNMuMm BUAUMbIX NPU3HAKOB NOBPEXAEHNS.
Nie uzywac jezeli produkt, jego system bariery sterylnej lub jego opakowanie jest zniszczone lub wykazuje jakiekolwiek oznaki uszkodzenia.

Urlin, steril bariyer sistemi veya ambalaj zarar gérmusgse ya da bozulme belirtisi varsa kullanmayiniz.

Ne uporabite, ¢e so izdelek, sterilni zascitni sistem ali ovojnina poskodovani ali kaZzejo znake poslab$anja kakovosti.

Bapapcblaganabipyabl KOpFay XyieciHiH Hemece KanTamachlHblH 3akbiMAaHFaHbIH HeMece HallapnayblHbiH 6enrinepiH kepceHis, eHimai kongaHbaHb!3.

Ne upotrebljavati ako su proizvod, sterilni zastitni sustav ili ambalaza o$teceni ili ako pokazuju bilo kakav znak pogorsanja kakvoce.

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

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

He BUKOpWCTOBYBATH, SIKLLO NOPYLUEHO LiMICHICTb NPOAYKTY, A0r0 CUCTEMU CTEPUNBHOT NEPENOHM YW yNakoBku, abo € Byab-sika 03HaKa HAsiBHOTO MOLLKOAXEHHS.
Nepouzivajte, ak je vyrobok, jeho sterilna bariéra alebo jeho obal poskodeny alebo vykazuje znamky porusenia.

Ne koristiti ako su proizvod, sistem sterilne barijere ili pakovanje oStec¢eni ili na njima postoje bilo kakvi znaci propadanja.

Ne pas congeler. Ne pas stocker a plus de 25°C. fr - Pour le traitement du plasma

Do not freeze. Do not store above 25°C. P en - For plasma processing
Nicht einfrieren. Nicht Uber 25°C lagern. de - Fir Plasma Behandlung

nl Niet invriezen. Niet bewaren boven 25°C. nl - Voor plasmaverwerking

it Non congelare. Non conservare a temperature superiori a 25°C. it - Peril trattamento del plasma

es - No congelar. No almacenar por encima de 25°C. es - Para procesamiento de plasma

pt Né&o congelar. Nao guardar acima de 25°C. pt - Para processamento de plasma

sV Far ej frysa. Forvaras ej 6ver 25°C. sv - For plasma beredning

da Ma ikke fryses. Ma ikke opbevares over 25°C. da - Til plasma fremstilling

fi Ei saa jaatya. Ala sailyta yli 25°C. fi - Plasmankasittelysetti

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

el Mnv katayUxete. Mnv amoBnkeleTe oe Beppokpacia dvw Twv 25°C. el - vy emegepyaoia TAGOPATOG

cs Nezmrazujte. Neskladujte nad 25°C. cs - Pro zpracovani plazmy

ru He 3amopaxwsaTtb. He XxpaHuTb npu Temneparype Bbille 25°C. ru - [na o6paboTtku nnasmbl

pl Nie zamraza¢. Nie przechowywac¢ w temperaturze powyzej 25°C. pl - Do przetwarzania osocza

tr Dondurulmamalidir. 25 C’nin lzerinde saklamayiniz. tr - Plazmayi islemek igin

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

kk ToHasbITnaHpI3, 25°C-TaH Xofapbl Temnepatypaja cakTamaHbi3. kk - TMnasvaHbl eHaey yLwiH

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

et Mitte hoida stigavkilmas. Mitte hoida temperatuuril tle 25 °C. et - Plasma tootlemiseks

Iv Nesasaldét. Uzglabat [idz 25°C temperatra. lv - Plazmas apstradei

uk He 3amopoxysatu. He 36epiratvt npu Temnepatypi suLue 25 °C. uk - [ns o6pobkun nnasmu

sk Nezmrazuijte. Neskladujte pri teplote nad 25°C. sk - Na spracovanie plazmy

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

en - Plasma storage container en - Refer to Instructions for Use

fr Poche de conservation du plasma fr - Consulter la notice

de - Plasmalagerungsbeutel de - Siehe Gebrauchsanleitung

nl Bewaarzak voor plasma nl - Raadpleeg de gebruiksaanwijzing

it Sacca per la conservazione del plasma it - Consultare le istruzioni per I'uso

es - Recipiente de almacenamiento de plasma es - Consulte las instrucciones de uso

pt Recipiente de conservagéo de plasma pt - Consultar as instrugdes de utilizacdo

sV Plasmaforvaringspase sv - Se bruksanvisningen

da Plasmaopbevaringspose da - Se brugsanvisningen

fi Plasman séilytyspussi fi - Katso kéyttéhjeet

no - Lagringspose for plasma no - Se bruksanvisningen

el MepiékTng amoBrikeuong TTAGopaTog el - ZupPouleureite TIg 0dnyieg XpPAoNG

cs - Zasobnik na skladovani plazmy cs - Viz navod k pouziti

ru KoHTeltHep ANns xpaHeHWs nnasmbl ru - CM. MHCTPYKLMIO MO NPUMEHEHMNIO

pl Pojemnik do przechowywania osocza pl - Prosze zapoznac sie z instrukcjg uzytkowania

tr Plazma saklama kabi tr - Kullanma talimatina bagvurun

sl Shranjevalni vsebnik za plazmo sl - Pozor: Glejte navodilo za uporabo!

kk Mna3maHbl cakray biabIChl kk - MaipganaHy HyckaynbIKTapblH kapaHbI3

hr Spremnik za pohranu plazme hr - Vidi upute za uporabu

et Plasma sailituskott et - Tutvuge kasutusjuhendiga

Iv Plazmas glabasanas konteiners Iv - Skatiet lietoSanas instrukciju

uk - KoHTeiiHep anga 36epiraHHs nnasmu uk - 3BepraiiTech [0 BKa3iBOK i3 BUKOPUCTAHHSA

sk - Zasobnik na skladovanie plazmy sk - Precitajte si navod na pouzitie

sr Posuda za €uvanje plazme sr - Pogledajte uputstvo za upotrebu
Cerus Corporation gtertys Etiropte7g.\é. : :
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Protect from direct sunlight and strong UVA light source.

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

Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schitzen.

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

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

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

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

Skyddas fran direkt solljus och stark UVA-ljuskalla.

Beskyt mod direkte sollys og kraftig UVA- lys kilde.

Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —valolahteelta".

Beskytt mot direkte sollys og sterk UVA lyskilde.

MpooTaréyre amd TNV aueon €kBeon aTov AAIO Kal OE TTNYT QWTOG dUVATHG UTTEPILOOUG
aKTIVOBOAIaG.

Chrarite pred pfimym plsobenim slunec¢niho svétla a silnych zdroju UVA zareni.
MpenoxpaHsaTb OT NPAMbIX COMHEYHbIX Jy4el W WCTOYHMKA HacCbIWEHHOro
ynbTPac1oneToBOro 0byyeHus.

Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym zrédtem
promieniowania UVA.

Dogrudan giines isigindan ve gucli UVA 1sik kaynaklarindan uzak tutulmalhdir.

ZaScitite pred neposredno sonéno svetlobo in moénim virom UVA svetlobe.

KyH ceyneciHiH, Typa TycyiHeH xaHe Ky Ti YK cayneciHiH ke3iHeH KoprFaHbI3.

Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla.

Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest.

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

BaxuaTty Big NPSMUX COHAYHMX MPOMEHIB Ta iHTEHCMBHOMO OMPOMIHEHHS 3 [Axepena
ynsTpacionety Tuny A.

Chraite pred priamym sine¢nym svetlom a silnym zdrojom UVA Ziarenia.

Cuvati van domasaja direktne sundeve svetlosti i jakog UVA zragenja.

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

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

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

Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.
Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed irradiazione.
Paso de fluido estéril. Esterilizado por une combinacién de vapor y radiacion.

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

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

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

Steriili nestetie. Steriloitu osittain hoyrylla, osittain sateilyttamalla.

Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

Zreipa diodog uypwv. ATTOOTEIPWHEVO PE Eva aUVOUAOUO aTgoU Kail akTIvoBoAiag.

Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.

CtepwurnbHas xugkocTb. CTepunnsoBaHo Napom 1 pagvaumvein.

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

Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize edilmistir.
Sterilna tekocCinska pot. Sterilizirano s kombinacijo pare in sevanja.

3apapcbl3 CyMbIKTbIK afaTblH Kon. BynaHablpy MeH cayneneHyAiH KocCbinybl apkbimbl
3apacbl3faHabIpbInFaH.

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

Steriilne vedelikutee. Steriliseeritud Gheaegselt auru ja kiirgusega.

Sterila Skidruma plismas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un apstarosanu.
CTepunbHa piguHa. CTepnnizoBaHo K0M6|Ha|.ue+o napv Ta pagiauii.

Sterilné drahy kvapalin. Sterilizované kombinaciou pary a Ziarenia.

Sterilni kanal za te¢nost. Sterilisan kombinovanjem pare i zracenja.

Apply label here.

Placer toute étiquette ici.
Etikett hier anbringen.
Label hier bevestigen.
Applicare qui I'etichetta.
Colocar etiqueta aqui.
Aplicar o roétulo aqui.

Fast etikett har.

Pasaet etiket her.

Kiinnita etiketti tahan.

Fest etiketten her.
TOTTOBETAOTE TNV ETIKETA E6W.
Stitek umistéte zde.

MecTo Ans MapKUpoBKW.
Zastosowac¢ odpowiednie oznakowanie.
Etiketi buraya yapistiriniz.
Oznako namestite tukaj.
Ocbl xepre 6enri KovbIHbI3.
Ovdje pricvrstiti oznaku.
Kinnitage siia kleebis.
Piestipriniet uzlimi Seit.
Micue anst MapkyBaHHs1.
Sem nalepte §titok.
Nalepnicu postavite ovde.

Non pyrogenic fluid path.

Trajet apyrogene.

Pyrogenfreier FlieBweg.

Pyrogeenvrij vloeistoftraject.

Percorso del liquido apirogeno.

Paso de fluido apirégena.

Passo de fluido nao pirogénico.
Pyrogenfri vatskevag.

Non pyrogen vaeskebane.
Pyrogeeniton nestetie.

Pyrogenfri vaeskebane.

Mn TTupeTOYOVOG Bi0d0G UYPWV.
Apyrogenni draha tekutiny.
AnNUporeHHast XuaKocTb.

Apirogenne obszary ptynéw.

Apirojen sivi yolu.

Apirogena tekocinska pot. .
MuporeHaik eMec CyMbIKTbIK aFaTbiH KO
Nepirogeni sustav za provodenje tekucine.
Mitteplirogeenne vedelikutee.
Apirogéna Skidruma plismas caurultte.
AniporeHHa piguHa.

Nepyrogénne drahy kvapalin.

Kanal za nepirogenu te¢nost

Do not resterilize

Ne pas restériliser

Nicht resterilisieren

Niet opnieuw steriliseren
Non risterilizzare

No lo reesterilice

Néo reesterilize

Far inte omsteriliseras

Ma ikke resteriliseres

Ei saa steriloida uudelleen
Ma ikke resteriliseres

Mnv TTAVOTIOOTEIPWVETE
Nesterilizujte

He cTepunusyite noBTOpHO
Nie poddawa¢ ponownej sterylizacji
Tekrar sterilize etmeyin

Ne sterilizirajte ponovno
Kavita 3apapcbi3gaHabipMaHpi3
Nemojte ponovno sterilizirati
Mitte uuesti steriliseerida
Nesterilizét atkartoti

He cTepunisyiiTe noBTOpPHO
Nesterilizujte opakovane

Ne sterilisati ponovo

Do not vent.

Ne pas utiliser de prise d'air.
Nicht bellften.

Geen luchtinlaat gebruiken.
Non introdurre aria.

No ventilar.

Nao ventilar.

Lufta ej.

Ma ikke udluftes.

Ala iimasta.

Ma ikke luftes.

Mn XpnoIPOTIOIEITE agpaywyo.
Neodvzdusnujte.

He HapyLuaTb repMeTU4HOCTb.
Nie zapowietrzac.

Hava ile temas ettirilmemelidir.
Ne uporabljajte ventilacije.
TecneHis.

Ne prozradivati.

Mitte ventileerida.

Nepaklaut ventilacijai.

He nopyLuyBaT repMeTUYHICTb.
Nevetrajte

Ne ventilirati.

67-23-00-039
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For use with INTERCEPT Illluminator

Each setis wrapped in atamper-evident package and includes one 15mL6mM 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

Intended Use:

This set is used with an INTERCEPT llluminator to inactivate a broad spectrum of viruses,
bacteria, parasites as well as contaminating donor leukocytes in plasma.

Indications for Use:

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.INTERCEPT Plasma may be used to treat single coagulation factor or
antithrombotic protein deficiences 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 usedas 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 24 months below -25°C, in compliance with applicable procedures
and regulations.

Plasma photochemically treated with the INTERCEPT Bllod 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 up to 5 days. As with all plasma products,
clinical use should consider that labile coagulation factors decline during post thaw storage

Contraindications
Use ofINTERCEPT Plasmaiis contraindicated in patients with a history of allergic response
to amotosalen or psoralens.

Precautions

Do not use if: tamper-evident package 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 resultin adverse reactions, including severe iliness 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 process 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.

Warnings : 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.

Notes to Physicians

While laboratory studies of amotosalen processing with UVA light have shown a reduction
in levels of certain 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.

en - English

INTERCEPT PROCESSING SET for PLASMA

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.
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.

. Iftwo 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.

6. Hang plasma container. ensuring that set containers/components do not come in

contact with floor. Break both cannulae on amotosalen container.

7. Allow plasma and amotosalen solution to flow into illumination container marked by

number "1".

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

container.

9. Express air from the illumination container into the amotosalen container.

10.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
ilumination tray.

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

BON -

[$)]

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 illuminator 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.

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

3. 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".

4. 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.

5. Hang CAD together with illumination container.

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

7. Completely express air from storage containers through bypass line.

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

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

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

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

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

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

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

15. Seal tubing as appropriate for making segments as needed.

16. Follow internal procedures for freezing plasma.

Cerus, INTERCEPT, and INTERCEPT Blood System are trademarks of Cerus Corporation
67-23-00-039
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Do not use if the product, its sterile barrier system or its packaging is damaged or shows any sign of deterioration.
Ne pas utiliser si le produit, sa barriére de stérilité ou son emballage a été endommagé 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 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 o muestra cualquier signo de deterioro.
pt Nao utilizar caso ou produto, a sua protegéo 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 pa 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 xpnoigoTrolgiTe, Gv TO TIPOIGV, TO OTEIPO CUCTNHA GPAYHOU TOU ) N CUCKEUATIO TOU €ival KATESTPAPPEVA I TTAPOUCIAGE! 0110|o6r'm012 anpad Bopag.
cs - Nepouzivejte , jestlize je vyrobek, jeho sterilni barierovy systém nebo obal poskozen, nebo vykazuje-li jakékoli znamky poruseni.
ru He ncnonb3oeartb, ecrnn HapyLueHa LenoCTHOCTb NPOAYKTa, CUCTEMbI CTepI/IJ'IbHOI/I nperpa/:u:l YNaKOBKWU UMK Npu Hann4yMm BUAUMbIX MPU3HAKOB NOBPEXAEHUA.
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 gérmiigse 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 - 3apapcbiagaHablpyabl KopFay XKyWeciHiH HeMece KanTaMmacblHbIH 3aKbiMAaHFaHbIH HEMece HallapnayblHblH GenrinepiH kepceHis, eHiMai konaaH6aHbI3.
hr Ne upotrebljavati ako su proizvod, sterilni zaétitni sustav ili ambalaZa oSteceni ili ako pokazuju bilo kakav znak pogorSanja kakvoce.
et Arge kasutage, kui toode, selle steriilne barjaarisiisteem v6i pakend on vigastatud voi nahtavate riknemismarkidega.
Iv Nelietojiet izstradajumu, ja izstradajums, ta sterila barjersistéma vai iepakojums ir bojats, vai ir redzamas jebkadas bojajuma pazimes.
uk - He BrKopuCTOBYBaTY, SIKLLO MOPYLIEHO LiNiCHICTb NPOAYKTY, NOr0 CUCTEMM CTEPUITLHOI NEPEnoHM YK ynakoBku, abo € byab-sika 03Haka HasiBHOMO MOLLKOMKEHHS.
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 oste¢eni ili na njima postoje bilo kakvi znaci propadanja.
25°C en Do not freeze. Do not store above 25°C. en - Large Volume
fr Ne pas congeler. Ne pas stocker a plus de 25°C. fr - Grand volume
o°C de - Nicht einfrieren. Nicht Giber 25°C lagern. de - GroRvolumen
nl Niet invriezen. Niet bewaren boven 25°C. nl - Groot volume
it Non congelare. Non conservare a temperature superiori a 25°C. it - Grande volume
es No congelar. No almacenar por encima de 25°C. es - Volumen grande
pt Na&o congelar. Nao guardar acima de 25°C. pt - Grande volume
sV Far ej frysa. Forvaras ej 6ver 25°C. sv - Stor volym
da - Ma ikke fryses. M ikke opbevares over 25°C. da - Stor volumen
fi Ei saa jaatya. Ala sailyta yli 25°C. fi - Suuri tilavuus
no Ma ikke fryses. Ma ikke lagres i temperatur over 25°C. no - tortvolum
el Mnv katayuxeTe. Mnv amobnkeleTe og Beppokpacia dvw Twv 25°C. el - MeydAng xwpnTIKOTNTAG
cs Nezmrazujte. Neskladujte nad 25°C. cs - Velky objem
ru He 3amopaxvBaTb. He xpaHuTb npu Temneparype Bbile 25°C. ru - bBonbloi o6bem
pl Nie zamraza¢. Nie przechowywac¢ w temperaturze powyzej 25°C. pl - Duza objetos¢
tr Dondurmayin. 25 C’nin lzerinde saklamayiniz. tr - Buylk Hacim
sl Ne zamrznite. Ne hranite pri temperaturi nad 25°C. sl - Velika prostornina
kk ToHasbITNaHbI3. 25°C-TaH Xorapbl TeMneparypaaa cakTamaHbI3. kk - YnkeH kenemaik
hr Ne smrzavati. Cuvati na temperaturi ispod 25 °C. hr - Veliki volumen
et Mitte hoida stigavkiilmas. Mitte hoida temperatuuril tle 25 °C. et - Suur maht
Iv Nesasaldét. Uzglabat lidz 25°C temperattra. Iv - Liels tilpums
uk He 3amopoxyBatu. He 36epirati npu Temnepartypi sule 25 °C. uk - Benukuii 06’em
sk Nezmrazuijte. Neskladujte pri teplote nad 25 °C. sk - Velky objem
sr Ne zamrzavati. Ne ¢uvati na temperaturama iznad 25°C. sr - Veliki volumen
en Platelet Storage Container en - Refer to Instructions for Use
fr Poche de conservation du concentré plaquettaire fr - Consulter la notice
de - Thrombozyten-Lagerungsbeutel de - Siehe Gebrauchsanleitung
nl Trombocytenbewaarzak nl - Raadpleeg de gebruiksaanwijzing
it Sacca per la conservazione delle piastrine it - Consultare le istruzioni per l'uso
es Bolsa de almacenamiento de plaquetas es - Consulte las instrucciones de uso
pt Recipiente de conservagao de plaquetas pt - Consultar as instrugdes de utilizagao
sv Forvaringspase for trombocyter sv - Se bruksanvisningen
da - Trombocytopbevaringspose da - Se brugsanvisningen
fi Trombosyyttien sailytyspussi fi - Katso kayttohjeet
no Lagringspose for blodplater no - Se bruksanvisningen
el TIEPIEKTNG ATTOBAKEUONG QIPOTTETAAIWY el - ZupPouAeurteite T|g odnyieg xpnong
cs Zasobnik na skladovani trombocytt cs - Viz navod k pouziti
ru KOHTeI;IHep ANA XpaHeHua Tp0M60L|I/ITOB ru - Cm. WHCTPYKLUUIO MO NPUMEHEHUIO
pl Pojemnik do przechowywania preparatu ptytek krwi pl - Prosze zapozna¢ sig z instrukcjg uzytkowania
tr Trombosit Saklama Kabi tr - Kullanma talimatina bagvurun
sl Vsebnik za shranjevanje trombocitov sl - Pozor: Glejte navodilo za uporabo!
kk TpomBouunT cakTay blabIChl kk - [MaitganaHy HyckaynblkTapbiH kapaHbl3
hr Spremnik za pohranu trombocita hr - Vidi upute za uporabu
et Trombotsiitide sailituskott et - Tutvuge kasutusjuhendiga
Iv Trombocitu glabasanas konteiners Iv - Skatiet lietoSanas instrukciju
uk KoHTeiHep ans 36epiraHHs TpombouuTis uk - 3BepraiiTech [0 BKa3iBOK i3 BUKOPUCTaHHS
sk Zasobnik na skladovanie trombocytov sk - Precitajte si navod na pouzitie
sr Posuda za ¢uvanje trombocita sr - Pogledajte uputstvo za upotrebu
\\:// 25°C
—
. Cerus Europe B.V. ,/{\ o°C [”] K
Cerus Corporation - DEHP
Stationsstraat 79-D
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Protect from direct sunlight and strong UVA light source. en
Protéger des rayons directs du soleil et d’'une source puissante de rayons w fr

U.VA. de
Vor direkter Sonneneinstrahlung und starker UVA-Strahlung schitzen.

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

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

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

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

Skyddas fran direkt solljus och stark UVA-ljuskalla. pt
Beskyt mod direkte sollys og kraftig UVA- lys kilde.

Suojattava suoranaiselta auringonvalolta ja voimakkaalta UVA —
valolahteelta".

Beskytt mot direkte sollys og sterk UVA lyskilde. fi

MpooTaréyTe amméd Tnv dueon ékBeon aTov HAIO Kal G€ TNy QWTOG BuVaTrG no
UTTEPILOOUG aKTIVOBOAITG.

Chrarite pfed pfimym pusobenim slunecniho svétla a silnych zdroji UVA el

zarenl.

MpenoxpaHaTb OT NPSIMbIX CONMHEYHBIX NyYel U UCTOYHMKA HaCbILLEHHOTO cs
ynbTpachnoneToBoro 0byyeHus. ru
Chroni¢ przed bezposrednim promieniowaniem stonecznym i silnym

zrédtem promieniowania UVA. pl

Dogrudan glines isigindan ve gucli UVA 1sik kaynaklarindan uzak tr

tutulmalidir. sl

Zascitite pred neposredno son¢no svetlobo in mo¢nim virom UVA svetlobe. kk
KyH ceyneciHiH Typa TycyiHeH xaHe kywTi YK cayneciHiH ke3iHeH KopFaHbI3.

Zastititi od izravne sunceve svjetlosti i jakog izvora UVA svjetla. hr
Kaitsta otsese paikesevalguse ja tugeva UVA-valguse allika eest. et
Aizsargajiet no tieSas saules gaismas un spéciga ultravioletas A gaismas Iv

(UVA) avota iedarbibas. uk
3axuaTy Big NpsiMMX COHAYHIUX MPOMEHIB Ta IHTEHCUBHOTO OMPOMIHEHHS

3 xepena ynerpadionety Tvny A. sk

Chrante pred priamym sine¢nym svetlom a silnym zdrojom UVA Ziarenia. sr
Cuvati van domasaja direktne sunéeve svetlosti i jakog UVA zraéenja.

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

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

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

Steriel vloeistoftraject. Gesteriliseerd door een combinatie van stoom en bestraling.
Percorso del liquido sterile. Sterilizzato con sistema combinato di vapore ed irradiazione.
Paso de fluido estéril. Esterilizado por une combinacién de vapor y radiacion.

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

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

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

Steriili nestetie. Steriloitu osittain hoyrylla, osittain sateilyttamalla.

Steril vaeskebane. Sterilisert ved en kombinasjon av damp og straling.

Zreipa diodog uypwy. ATTOOTEIPWHEVO UE Eva oUVOUAOHO aTPOU Kal aKTIVOBOAIOG.

Sterilni draha tekutiny. Sterilizovano kombinaci parni a radiacni sterilizace.

CrepunbHas xuakoctb. CTepunvMaoBaHo NapoM U paguaumen.

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

Steril sivi yolu. Buhar ve gamma radyasyon uygulamasi kombinasyonu ile sterilize edilmistir.
Sterilna tekocinska pot. Sterilizirano s kombinacijo pare in sevanja.

Sapapcus C¥I7IbIKTbIK araTblH XXon. EynaH/:u;lpy MeH ceyneneHy/:liH KOCbINybl apKblnibl
3apacbl3gaHablpblriFaH.

Sterilni sustav za provodenje tekucine. Sterilizirano kombinacijom pare i zracenja.

Steriilne vedelikutee. Steriliseeritud (iheaegselt auru ja kiirgusega.

Sterila Skidruma plismas caurulite. Sterilizéts, kombinéti izmantojot tvaiku un apstarosanu.
CrepunbHa pigvHa. CTepunisoBaHo kombiHaLlieto napu Ta pagiauii.

Sterilné drahy kvapalin. Sterilizované kombinaciou pary a Ziarenia.

Sterilni kanal za te€nost. Sterilisan kombinovanjem pare i zracenja.

Apply label here. en - Do not vent.
Placer toute étiquette ici. fr - Ne pas utiliser de prise d'air.
Etikett hier anbringen. de - Nicht belliften.

Label hier bevestigen. nl - Geen luchtinlaat gebruiken.
Applicare qui I'etichetta. it - Non introdurre aria.

Colocar etiqueta aqui. es - No ventilar.

Aplicar o rétulo aqui. pt - Nao ventilar.

Fast etikett har. sv - Lufta ej.

Pasaet etiket her. da - Ma ikke udluftes.

Kiinnita etiketti tahan. fi - Aldilmasta.

Fest etiketten her. no - Ma ikke luftes.

TOTTOBETAOTE TNV ETIKETA EW). el - Mn xpnoipotroleiTe agpaywyo.
Stitek umistéte zde. cs - Neodvzdushuijte.

MecTo Ans MapKupoBKy. ru - He HapyLluaTb repMeTU4HOCTb.
Zastosowac¢ odpowiednie oznakowanie. pl - Nie zapowietrzac.

Etiketi buraya yapistiriniz. tr - Hava ile temas ettirimemelidir.
Oznako namestite tukaj. sl - Ne uporabljajte ventilacije.
Ocbl xepre 6enri KoMbIHbI3. kk - TecneHis.

Ovdje pricvrstiti oznaku. hr - Ne prozracivati.

Kinnitage siia kleebis. et - Mitte ventileerida.

Piestipriniet uzlimi Seit. Iv - Nepaklaut ventilacijai.

Micue aAns mapkyBaHHs. uk - He nopyLuyBaTi repMeTUYHICTb.
Sem nalepte $titok. sk - Nevetrajte

Nalepnicu postavite ovde. sr - Ne ventilirati.

Contains or presence of phthalates: Di-(2-ethylhexyl)phthalate (DEHP).
Trace ou présence de phtalates : phtalate de di(2-éthylhexyle) (DEHP)
Phthalate sind enthalten oder vorhanden: Di-(2-ethylhexyl)phthalat
(DEHP).

Bevat ftalaten: Di-(2-ethylhexyl)ftalaat (DEHP).

Contiene ftalati o presenta tracce di ftalati: di-(2-etilesil)ftalato (DEHP).
Contiene o puede que haya ftalatos presentes: Di(2-etilhexil) ftalato
(DEHP).

Contém ou existe a presenca de ftalatos: Dietilhexilftalato (DEHP).
Innehaller ftalater/forekomst av ftalater: Di-(2-etylhexyl)ftalat (DEHP).
Indeholder eller tilstedeveerelse af phthalater: Di-(2-ethylhexyl)phthalat
(DEHP).

Sisaltaa ftalaatteja: di(2-etyyliheksyyli)ftalaatti (DEHP).

Innehold, eller tilstedeveerelse av, ftalater: Di-(2-etylheksyl)ftalat
(DEHP).

Mepiéxer @BaAikd A ixvn @BaAKwv: POaAIkog di(2-alBUAeGUA) eoTépag
(DEHP).

Obsah nebo pfitomnost ftalatt: Di-(2-ethylhexyl)ftalat (DEHP).
CopepxaHvue unu Hanuune drTanatoB: Au-(2-sTunrekcun)dpranat
(avoktundranart, JO®).

Zawartos¢ lub obecnos¢ ftalanéw: Ftalan di-(2-etyloheksylu) (DEHP).
Ftalatlar icerir veya vardir: Di-(2-etilheksil)ftalat (DEHP).

Vsebnost ali prisotnost ftalatov: di-(2-etilheksil)ftalat (DEHP).
dranarttapgbld Menwepi Hemece Gap Gonybl: Ou-(2-aTunrekcun)
dranat (A3rd)

Sadrzaj ili prisutnost ftalata: di-(2-etilheksil) ftalat (DEHP).

Sisaldab ftalaate: di-(2-etliiilheksudl)ftalaat (DEHP).

Satur ftalatus: di-(2-etilheksil)ftalats (DEHP).

Bmict abo HasBHicTb pTanatiB: Ai-(2-eTunrekcun)dpranar
(pioktundpranat, JO®)

Obsah alebo pritomnost ftalatov: Di-(2-etylhexyl)ftalat (DEHP).
Sadrzi ili su prisutni ftalati: di-(2-etilheksil)ftalat (DEHP).

] Non pyrogenic fluid path.
fr - Trajet apyrogene.
X de - Pyrogenfreier FlieBweg.
Pyrogeenvrij vloeistoftraject.

Percorso del liquido apirogeno.

es - Paso de fluido apirégena.
pt - Passo de fluido ndo pirogénico.
sv - Pyrogenfri vatskevag.
da - Non pyrogen veeskebane.
fi - Pyrogeeniton nestetie.
no - Pyrogenfri veeskebane.
el - Mn mupeToydévog diodog uypwv.
cs - Apyrogenni draha tekutiny.
ru - AI'IVIpOFeHHaﬂ XKNOKOCTb.
pl - Apirogenne obszary ptynow.
tr - Apirojen sivi yolu.
sl - Apirogena tekocinska pot. .
kk - TMuporeHaik eMec CyMbIKTbIK aFaTblH )OI
hr - Nepirogeni sustav za provodenije tekucine.
et - Mitteplrogeenne vedelikutee.
Iv - Apirogéna $kidruma plismas caurulite.
uk - AniporeHHa pigvHa.
sk - Nepyrogénne drahy kvapalin.
sr - Kanal za nepirogenu te¢nost
en - Do not resterilize
fr - Ne pas restériliser
R de - Nicht resterilisieren
nl - Niet opnieuw steriliseren
it - Non risterilizzare
es - No lo reesterilice
pt - Nao reesterilize
sv - Farinte omsteriliseras
da - Ma ikke resteriliseres
fi - Eisaa steriloida uudelleen
no - Ma ikke resteriliseres
el - Mnv eTTavaTooTEIPWVETE
cs - Nesterilizujte
ru - He cTepunuayiite NnoBTOpPHO
pl - Nie poddawa¢ ponowne;j sterylizacji
tr - Tekrar sterilize etmeyin
sl - Ne sterilizirajte ponovno
kk - Kainta 3apapcbi3aanabipMaHpi3
hr - Nemojte ponovno sterilizirati
et - Mitte uuesti steriliseerida
Iv - Nesterilizét atkartoti
uk - He cTepunisyiite NOBTOPHO
sk - Nesterilizujte opakovane
sr - Ne sterilisati ponovo
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For use with INTERCEPT llluminator

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

Indications and Usage

This setis used with an INTERCEPT llluminator to inactivate a broad spectrum of viruses, bacteria
and parasites as well as contaminating donor leukocytes in platelet components. INTERCEPT
platelets are indicated for support of patients requiring platelet transfusions, according to clinical
practice guidelines. 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 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 Il M.

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

Precautions

Do not use if : tamper-evident package 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 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:

- Platelets must be prepared in the volume range specified in Table 1 based on the suspension

medium used by the blood center.

Platelet count, volume and red blood cell (RBC) content must be within ranges specified

inTable1.

Platelets mixed with amotosalen must be exposed to UVA light dose from INTERCEPT

llluminator. 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 must be 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 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.

Warnings : 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.

Notes to Physicians

While laboratory studies of amotosalen processing with UVA light have shown a reduction in levels
of certain viruses and bacteria, there is no pathogen inactivation process that has been shown
to eliminate all pathogens.

Neonatal patients who require platelet transfusion during phototherapy for treatment of
hyperbilirubinemia should not be treated with phototherapy devices that emit light less than
425nm to avoid the theoretical potentiation of erythema resulting from interaction between UVA
light and psoralen.

Instructions for Use
Materials Needed : One (1) INTERCEPT Processing Set for Large Volume Platelet Units.
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 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.

Table 1
Suspension Medium
Platelet Count Volume RBC Content
Plasma Content | Additive Solution
Content
32-47% 53 - 68% 25-7.0x10" 300 - 420 mL <4 x 10° RBC/mL
100% 0% 25-7.0x 10" 255 - 420 mL <4 x 10°RBC/mL

en - English

INTERCEPT PROCESSING SET for LARGE VOLUME PLATELET UNITS

- 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 waming 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.
7. When platelets are in illumination container, mix thoroughly by gentle agitation to ensure
complete mixing of amotosalen and platelets.
8. Express air from platelets into amotosalen container.
9. Express a small amount of platelet and amotosalen mixture into tubing, filling about 4cm of
tubing.
10. Seal tubing 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.

aOrON—,T

o

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 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 based on the
suspension medium.

Table 2

Suspension Medium CAD Agitation Duration

Additive Solution (53 - 68%) 6 to 16 hours

Plasma (100%) 16 to 24 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 storage container, marked by number “3”.
4. Express air from storage container into CAD container.

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

6. 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.

Caution: DEHP is known to be released from polyvinyl chloride (PVC) medical devices; increased
leaching can occur with extended storage or increased surface area contact. The INTERCEPT
processing sets only have tubing components, container ports and, if included, an in-line filter that
contain PVC; all containers and other parts are PVC-free. During use of this processing set, blood
components are in contact with PVC for a brief period of time (approx. <15 minutes). Based on
limited surface area contact and minimal contact time, DEHP levels in blood components after use
of the processing set are estimated to be well below those resulting from other medical applications
containing PVC tubing (e.g. hemodialysis, intravenous fluid administration, extracorporeal
membrane oxygenation and cardiopulmonary bypass procedures). The risks associated with
DEHP released to the blood components must be weighed against the benefits of therapeutic
transfusion and inactivation of harmful viruses, bacteria and other pathogens.

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 Ill M is a trademark of Grifols
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