MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3REM



«l CERTIFY ACCURACY, CORRECTNESS AND
RELIABILITY OF THIS DOCUMENT TEXT»

Jennifer Yonemura
Regulatory Affairs Director
Cerus Corporation, USA

VIAW2_

Concord, CA USA
05 June 2015

Instruction for use

INTERCEPT Platelet Processing Set with Dual Storage Containers

ver. 2015-06
& 000 LMPMK @7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



INTERCEPT Platelet Processing Set with Dual Storage Containers

INDICATION FOR USE

INTERCEPT Illuminator CERUS (device INTERCEPT Illuminator).

This set is used with an INTERCEPT Illununator to inactivate a broad spectrum of vuuses,
bacteria, and parasites as well as contaminating donor leukocytes in platelet components.
Platelets processed using the INTERCEPT Set (INTERCEPT Platelets), are indicated for support
of patients requiring platelet transfusions, according to clinical practice guidelines. INTERCEPT
Platelets may be stored up to 7 days from time of collection, at 20-24°C with continuous
agitation. INTERCEPT Platelets stored up to 7 days have been shown to adequately prevent and
control bleeding. Any extension of platelet storage time should be evaluated according to
applicable local policies and regulations.

Platelet additive solutions approved for use with INTERCEPT: InterSol, SSP+

SCOPE OF USE
Transfusion medicine.

COMPOSITION
Each INTERCEPT set includes one 17.5mL 3mM amotosalen hydrochloride solution (formula :

amotosalen hydrochloride 10Img, sodium chloride 924mg, water for injection g.s. 100ml), one
illumination container, one container with compound adsorption device, two INTERCEPT
platelet storage containers.

6 INTERCEPT Sets are wrapped in an aluminium foil package with tamper-evident.
INTERCEPT Sets are sterilized by a combination of steam and radiation.

CONTRAINDICATIONS
Use of INTERCEPT Platelets is contraindicated in patients with a history of allergic response to

amotosalen or psoralens.

CONDITIONS OF USE

For healthcare professionals only. The correct application of INTERCEPT set requires the
appropriate conditions of specialized blood services or transfusion departments and healthcare
professionals properly trained.

PRECAUTIONS

Do not use if: aluminium foil package with tamper-evident 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.

INTERCEPT Set is single use only.

All the following conditions must be met for pathogen inactivation:

- Platelets must be prepared with additive solution for platelet re-suspension in the volume range
specified in Table 1.

- Platelet content, volume, and red blood cell count must be within the ranges specified in Table
1

- Platelets mixed with amotosalen must be exposed to UV A light dose from the INTERCEPT
Illuminator. No other source of UVA light may be used.

- Platelets collected on Day 0 must be exposed to UV A light by end of Day 1.

- After illumination, platelets must be agitated in CAD container in accordance with the
durations specified in Table 2.

ver. 2015-06
& 000 LMPMK @7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



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 m
the set during processing, platelet product must be discarded.

Waminss: Amotosalen in contact with skin may result in photosensitisation m the presence of
ultraviolet light. If skin exposure occurs, flush exposed skin copiously with water. Sterile
connecting device should be used according to manufacturer s instructions for use.

Notes to Physicians .
While laboratory studies of amotosalen processing with UV A light have shown a reduction m
levels of certain viruses, bacteria and parasites, 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.

POSSIBLE ADVERSE EFFECTS
The adverse platelet transfusion reactions may be the consequence of immune reactions.
- Febrile non-hemolytic transfusion reactions (FNHTRS)
- Hemolytic Transfusion Reactions
- Allergic and anaphylactic reactions. Allergic reactions are very rare and highly vanable
in severity. Manifestations may occur as isolated pruntus and urticaria as the only dermal
manifestations. Systemic reactions may include bronchoconstriction, hypotensive
reactions and shock.
- Other Immunologically Mediated Reactions Caused by Transfusion of Platelets
The healthcare personnel should be aware of potential adverse effects. A suspicion of an adverse
reaction should be reported and be appropriately treated.

EQUIPMENT AND MATERIALS

Materials Needed: One (1) INTERCEPT Platelet Processing Set with Dual Storage Contamers.

Equipment Needed: INTERCEPT Illuminator device. Sterile Connecting Device (SCD), Tube
Sealer, Flatbed Agitator. A

Temperatures should be controlled to meet applicable regulatlons for platelet processmg.

Used and unused INTERCEPT sets should be discarded like any used blood contamers, as
biohazardous waste.

INSTRUCTIONS FOR USE

A- Preparation of Platelets

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

Table 1
Platelet Content Volume Plasma Additive Solution RBC Count
content Content
“ <4 x 107
2.5-7.0x10 300-420ml 32-47% 53-68% NS
71-8.0x 10¢ 375-420ml

B- Amotosalen Addition to Platelets

1. Remove set from package. Unwrap only illumination container from orgamzer.

2. Weld tubing from platelet container to amotosalen container tubing using Sterile Connecting
Device.
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3. Label INTERCEPT set containers using appropriate donation identification. See warning in
Section C. WiHiile labeling storage containers, separate them to ensure they do not adhere to one
another.

4. Hang platelets and break both cannulae on amotosalen container.

5. Allow platelets and amotosalen solution to flow into illumination container, marked bv
number “1”.

6. Ensure that platelets are completely transferred to illumination container by expressing air
fi'om 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.

C- Hlumination

[lluminate platelets.

Refer to INTERCEPT Illuminator 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. Illumination
container should lay flat.

D- Agitation with CAD

Warning: Do not fold or bend Compound Adsorption Device.

1. Unwrap set fi-om organizer.

2. Hang platelets, break caimula and allow platelets to flow into Compound Adsorption Device
container, marked by number “2”.

3. Express air fiom Compound Adsorption Device container into illumination container.

4. Seal tubing close to inlet port of Compound Adsorption Device container.

5. Remove and discard empty illumination container.

6. Plaece Compound Adsorption Device container on flatbed agitator for the duration specified in

Table 2.
Suspension Medium Compound Adsorption Device Agitation
Duration
Additive Solution (53-68%) 6 to 16 hours

E- Transfer to Storage Containers

1. Remove platelets from agitator and hang platelets.

2. Close clamp on platelet sampling pouch.

3. Break caimula and allow platelets to flow into each of the two storage containers marked bv
number “3."

4. Express air fiom 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 tubing to each storage container close to outlet of the Y fitting.
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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.

CAUTION:

Diethylhexylphthalate (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 sets only have tubing components, container ports and, if included, an in-line
filter that contain PVC; all containers and other parts are PV C-free. During use of INTERCEPT
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 INTERCEPT 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.

TRANSPORTATION AND STORAGE CONDITIONS

Do not store above 25°C.

Do not vent. Do not freeze.

Protect the pack and tubing from sharp objects.

Unused INTERCEPT 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 (aluminium) package until time of use. Protect from direct sunlight
and strong UV A light source.

Transportation ofthe device should be in accordance with the regulatory requirements.

Device should be stored in accordance with the regulatory requirements.

SHELF LIFE
2 years.
Do not use after the expiry date printed on the aluminium package.

DISPOSAL
Used and unused or expired INTERCEPT Processing sets should be disposed like any used
blood containers, as biohazardous waste.

ASSURANCE

This device was designed, developed, manufactured, examined and packed in accordance with
the requirements of the applicable national and international standards and regulations.
Assurance of “Cerus Corporation™ applies to the device which is compliance with the
instructions such as not expired, unopened, undamaged and correctly kept.
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Explanation of symbols

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

Do not freeze. Do not store above 25°C.

erc-/|

DS Dual Storage Containers

Platelet Storage Container

A Refer to Instructions for Use

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

)K Non pyrogenic fluid path.

Protect from direct sunlight and strong UV A light source.

® Do not vent.

Contains or presence ofphthalates: Di-(2-ethylhexyl)phthalate (DEHP).

OEHP

Do not re-use.
imiii »
Apply label here.

C mark. Product conforms with the essential requirements in the MDD’
Y. 40123  93/42/EEC

Manufacturer:
Cerus Corporation, 2550 Stanwell Drive, Concord, CA 94520, USA.

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

Manufacturing facility:
Fenwal France SAS, Etaille, 36-400 La Chatre, France.

InterSol - a trademark of Fenwal, Inc.
SSP+ - atrademark of MacoPharma
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YOOCTOBEPEHUE
LW TaT KanugopHus
Okpyr KoHTpa-KocTa)
SutoHdA 2015 roga ko mup Margarita Maria Cazares, FocygapCTBeHHOMY HOTapuycy
(BHECTU paMUNNIO U JONXKHOCTb YNHOBHUKA)
NMYHO Npu6bina Jennifer Yonemura (JxeHHudep MoHemypa)

JOKaszaBllas MHE Ha OCHOBE [JOCTAaTOYHbIX CBUAETENLCTB, UYTO OHa SABMSETCA JIMLOM,
MOAMMCAaBWMM MNpuiaraemblii [JOKYMEHT, W TNOATBepAMBLIAA MHe, 4YTO

npunaraemblii JOKYMEHT B COOTBETCTBUM C UMEH WUMUCS Y Hee NpaBamu, U CBOEW NOANMCHIO Ha
ANYMEHTEe 3TO /MU0 UM OpraHu3auus, oT UMEHU KOTOpOoii AeicTBYeT 3To nuuo, nogTBepauna
COCTaB/IeHWEe YKA3aHHOTO AOKYMEHTA.

A YAOCTOBepA, Nog CTpaxoM HakKa3aHWA 3a 1XKeCcBUAeTeNnbCTBO NO 3aKOHaM WTaTa Kal’lVICbOpHVIFI,
4yTo BblLIJeI'IpIABe,EI,eHHbIVI a63au, ABNAETCA BEPHbIM U NMPaBU/IbHbIM.

MognucaHo mHoit COBCTBEHHOPYYHO c npunoxeHuem nevartu.

Moanucek (MeyaTsb)

MARGARITA MARIA CAZARES
NnueHsna Ne 2035877

FocyfapcTBeHHLIN HOoTapuyc - KanndopHus
Okpyr CaH-® paHLUUCKO

Cpok geinicTBua Moei nuueHsunm nctekaeT 5 aerycta 2017 roga
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«a YOJOCTOBEPAKD "R IE 1IPABN/IbHOCTDL 1
JOCTOBEPHOCTb TEKCTA JAHHOIO AOKYMEHTA»

[J>xeHHndep VoHemypa
JIMPeKTOp No perynsTopHbIM BOMpoeam
Liepyc KopnpeliweH, CLUA

KoHkopa, KanugopHusa, CLUA

05 ntoHa 2015 roga
MecTo neyatu

NHCTPYKLMSA NO NCMO/Ib30BaHUIO

Ha6op INTERCEPT pns 06paboTku TPOMOOLMTOB C ABYMSA
KOHTeHepamu AN XpaHEeHUS
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Hab6op INTERCEPT pgns 06paboTku TpoMOOLUTOB C ABYMSA
KOHTeiHepamMu ANna XpaHeHus

MOKA3AHWE k MPUMEHEHWIO
YctaHoBka INTERCEPT Illuminator CERUS (yctpoiictBo INTERCEPT Illuminator).

[aHHblli Habop wucnonb3yetcs ¢ ocsetutenem LUTEKCEPT Illuminator gna wHaktmuBauuu
LIMPOKOro CNeKTpa BUPYCOB, 6akTepuii U NapasnuToB, a TaKXe NpMUMecH JOHOPCKUX TIEMKOLUTOB B
npenaparax TpomoouuToB. MNpuMeHeHWe TPOMOOLUTOB, 06pabaTbiBaeMbIX C WUCMOMb30BAHNEM
Habopa INTERCEPT (tpomb6oumtoB INTERCEPT), nokasaHo AN NOAAEP>KMBatOLLLen Tepanum
MauneHToB, KOTOPbIM TPebyroTca TpaHCMy3nun TpOMOOLUTOB B COOTBETCTBUMN C PYKOBOACTBAMM
No KNMHUYecKol npaktuke. Tpom6oumnTbl INTERCEPT MOryT XpaHUTbCA B TeuyeHue A0 7 AHei
nocne ux 3abopa npu temnepatype 20-24 °C npu HenpepbIBHOM fepemeLlmBaHum. Nokas3aHo, YTo
Tpomb6ounTbl INTERCEPT, xpaHuBlIMecs B TedyeHue A0 7 AHEN, afleKBATHO NpeaoTBpaLlaloT v
KOHTPO/IMPYIOT KpoBoTeyeHue. lMpu 060M NpeBbIWEeHUN CPOKA XpaHeHUs TPOMOOLMTOB OHU
NoA/IeXaT OueHKe B COOTBETCTBUM C MPUMEHUMbIMU MECTHbIMU MpaBuiaMu YU HOPMaTUBHLIMU
LOKYMeHTamu.

PecycneHaupytolme pacTBopbl AN TPOMOGOLMTOB, pa3pelleHHble ANf  WUCMOoMb30BaHUA C
INTERCEPT: InterSol, SSP+

OBJIACTb NMPNMMEHEHWNA

TpaHchy3unonorus

COCTAB

Kaxgbiii Habop INTERCEPT BkntoyaeT oauH KoHTelHep ¢ 17,5 mn 3 MM pacTBOpa amoToca/ieHa
rugpoxnopuga (nponuck: amoTtocaneHa rugpoxnopuga 101 mr, Hatpusa xnopuga 924 mr, BoAbl
ANA UHbekuuin q.s. 100 Mn), OAWH KOHTeliHep Ans 006/yYeHUs, OAWMH KOHTeWHep C
afcopbumpyoLLMM yCTPOMCTBOM, [jBa KOHTeWHepa Ana xpaHeHus Tpomboumtos INTERCEPT.

6 HabopoB INTERCEPT nomewatrTcsa B YNaKOBKY W3 aNlOMUHWUEBOW (hONbIM C KOHTPO/EM
BCKPbITUSA.

Hab6opbl INTERCEPT cTepnnn3oBaHbl KOMOUHaUMeR napa v n3nyyeHus.
MPOTVMBOMOKA3AHUA

Wcnonb3oBaHue TpombountoB INTERCEPT npoTuBOMOKa3aHO MauWeHTaM C HalM4vMeM B
aHamHe3e anfieprnyeckoi peakuuy Ha aMoToCasieH UK NCopasneHsbl.

ycnosudAa nPMMMEHEHNA

Tonbko Ana nNpoMeccMoHanbHOro MeAMLMHCKOro npumeHeHWs. [lpaBuAbHOE MPUMEHEHUe
Hab6opa INTERCEPT TpebyeT COOTBETCTBYHOLLMX YC/OBUIA CNeunann3vupoBaHHOro OTAENeHUS
CNy>0bl KPOBU WNN OTAENEHUS MepefiMBaHUSA KPOBU, a TakXe MeMLMHCKOro rnepcoHana c
COOTBETCTBYHOLLEN NOATOTOBKOMN.

MEPbI MPEJOCTOPOXHOCTU

He NpUMeHsTb, eCn: LeNIOCTHOCTb YNAaKOBKM U3 alOMUHUEBON (HONbIN C KOHTPO/IEM BCKPbITUS
HapyLUeHa; HafMLLO BUAUMbIE MPU3HAKU MOBPEXAEHWS; €CNU 3arNyLKW, NPensTCTBYOLME TOKY
XWUAKOCTU, fepXaTcs HEnMoTHO WM MOBPEXAEHbI; €CW CNOMaHbl KaHAW WM OTCYTCTBYET
XXWMAKOCTb B KOHTeliHepe ¢ pacTBOPOM aMoTOCa/leHa.

Hab6op INTERCEPT npefHa3HayeH TOMbKO A/19 04HOPa30BOr0 MCMNO/b30BaHUS.
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AN VHaKTMBALMW  MaTOreHHbIX MWUKPOOPraHW3MOB  [O/DKHbI  ObITb  CO6MIOAEHbI  BCe
HUKeCNeLytoL e YCNoBUS:

- TpoM6OLUTBI AO/MKHBI GbITb MPUrOTOB/EHLI C MPUMEHEHUEM PECYCMEHAMPYIOLLErO pacTBOpa
ANS pecycrneHAnpoBaHns TPOMOGOLMTOB B ManasoHax 06beMOB, 3/ca3aHHbIX B Tabnuue 1

- Cofep>kaHue TPOMOOLMTOB, 06BLEM WM KOMMYECTBO 3PUTPOLMTOB AOMXKHbI ObiTb B pamkax
[nana3oHoB, yKasaHHbIX B Tabnuuye 1.

- Tpom6oUNTbI, CMeLIaHHble C aMOTOCaNeHOM, AO/MKHbI 6bITb 0613 eHbl 4030 Y® un3nyyeHus
cnektpa A ¢ nomoubio yctaHoBkKM INTERCEPT Illuminator. He fo/mkKeH MCNO/b30BATLCA HU
O4VH U3 APYTNX UCTOYHMKOB Y @ n3nyyeHus cnektpa A.

- TpombouuTbl, 3a60p KOTOPbIX Obln NpousBefeH B feHb O, AOMXKHbI ObiTb 06/1yYeHbl Y
n3nyyeHmnem cnektpa A K KOHUY AaHA 1

- Tocne o06ny4yeHMs TPOMOOUWUTLI [A0MKHbI NepeMellnBaTbcsl B KOHTeliHepe CAD (c
afcopoupyowmnm yCTpOCTBOM) B TeUeHUe NeproaoB BPEMEHU, YKa3aHHbIX B Tabnauue 2.

[aHHbIli npouecc pa3paboTaH Kak 3akpbiTas cuctema. O6paboTka C MOMOLLbIO CUCTEMbI A4S
Kposu INTERCEPT He 3aMeHseT NpuUMeHVMble CTaHAapTbl 06paboTKM B OTKPbITbIX 1 3aKPbITbIX
cuctemax. Mpu HanMumMmM yTeukn B Habope B xo4e 06paboTKM npenapart TPOMOOLMTOB MNOASIEXMUT
0TOpaKoBKe.

MpegynpexaeHns: MonagaHne aMoTocaneHa Ha KOXY MOXET NPUBECTU K (hOTOCEHCUBUNU3aLuu
B MPUCYTCTBUM yNbTPaMoNeToBOro n3nyyeHns. Mpy nonajgaHMm Ha KOXY NPOMOITE y4yacTok
BO34eiCTBMS 06MIbHLIM KONNYECTBOM BOAbI. Y CTPOWCTBO A/151 CTEPUIBHOIO COELUHEHUS LO/MKHO
MCNONb30BaTHCA B COOTBETCTBMU C MHCTPYKLMSMM MO UCMONb30BAHNIO OT NMPOM3BOANUTENS.

MprumeyvaHns 4na spadei

HecMoTpsa Ha To, YTO pe3y/ibTaTbl 1a60PaTOPHbIX UCCEL0BaHUI NPy 06paboTKe aMOTOCaIeHOM B
coyeTaHUM C o06ny4vyeHMem Y@ wusnyyeHnem cnektpa A MNoKasann CHUXEHME YPOBHel
OnpefeneHHbIX BUPYCOB, OGakTepuin M nNapasvToB, He CyLLeCTBYET npoluecca WHaKTMBauuu
NaToreHoB, IMKBUANPYIOLLEr0 X NMOSIHOCTHIO.

HoBOpOXA€eHHbIE MaUMeHTbl, KOTOpPbIM TpebyeTca TpaHCy3us TpPomMOOLMTOB B XOfe
(hoToTepanuu Mpu NedYeHUU TUNepounnpyonHeMnn, He AOMKHbI NOABEPraTbCA BO3LENCTBUIO
YCTPOWCTB NS (hoTOTepanum, U3nyyvarwmx CBeT C A/IMHON BOMHbI MeHee 425 HM, B Lenax
npefoTBpaLLeHNs TeOopeTUYeCKM BO3MOXHOI0 BO3HWKOHOBEHWUS 3pWUTeMbl B  pe3ynbTaTe
B3aMMOencTBUS Mexay Y ® nsnyyeHmem crnektpa A n ncopasneHa.

BO3MO>XHbIE NMOBOYHbBIE 290 PEKTDI
Mo6o4Hble 3ah(eKTbl TPAHCPY3MK TPOMOOLMTOB ABNAKOTCA pe3y/ibTaTaMy UMMYHHbIX PeakLuiA.

- ®ebpunbHbie HEreMoIUTUYECKME TPAHCHY3NOHHbIE peakunn (PHTP)

- FemonuTUUecKne TpaHCHY3NOHHbIE peakLuu

- Annepruyeckue v aHagmnakTMyeckue peakunu. Annepruyeckmne peakumnm BCTPeYarOTCA OYEHb
PEeLKO W CU/IbHO PasNnyaroTCA MO BbIpaXeHHOCTU. MposBaeHna MoryT npucyTCTBOBaTL B BUAE
NOKaNN30BaHHOM CbINW W KpPanuBHULbI KaK WCK/OYUTENbHO KOXHble peakuun. CUCTEMHble
peakuuu MOryT BK/tOYaTb 6POHXOCMNa3M, rMNOTeH3UBHbIE PEaKLUN 1 LLOK.

- [poynme MMMYHO/MOrMYECKN OMOCPefOBaHHblE  peakuuu, Bbl3BaHHble  TpaHCQy3uel
TPOMOOLMTOB.

MeauUNHCKNIA nepcoHan JO/MKEH OblTb OCBEAOM/IEH O MOTeHUMaNbHbIX MOG0YHBbIX deKTax.
Mofo3peHne Ha NOOGOYHYIO peakuuto JO/IKHO ObiTb 38JOKYMEHTUPOBAHO M IEYNTLCA AO/KHLIM
obpasom.
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ObOPYONOBAHWME N MATEPUNADI

Heobxognmbie matepuansl: OauH (1) Habop ana o6pabotkm TpombouuToB INTERCEPT c
ABYMS KOHTEMHepamMu AN XpaHeHus.

Heobxogumoe o6opygoBaHue: YctaHoBka INTERCEPT Iluminator, ycTpoicTBO A5
cTepunbHOro coegunHeHns (Sterile Connecting Device - SCD), yCTpOWCTBO repmeTm3alumm
TPy6OK, MNAHLWETHbIA BCTPAXUBATENb.

Temnepatypa AO/MKHA KOHTPONMPOBATLCA B COOTBETCTBUM C TpebOBaHMAMU MNPUMEHUMbLK
HOPMATMBHbIX AOKYMEHTOB B OTHOLLIEHUN 06PabOTKM TPOMOOLUTOB.

cnonb3oBaHHbIe U He ncnosib3oBaHHble Habopsl INTERCEPT f0/mKHbI YTUAN3MPOBATLCSA, KakK U
Nno6ble KOHTENHEPb! AN1F KPOBW, B COOTBETCTBMM C TpebOBaHMAMM ANS GUONOrMYECKM OMAcHbIX
0TXOA0B.

MHCTPYKLUWKN MO NCNONb3OBAHWNIO
A-Tlogrotoska TpomM60oLMTOB

TpomM6oLMTbI LOMKHbLI ObITb NPUTOTOB/EHBI C MCNO/Ib30BAHWEM PECYCMNEHANPYIOLLENO pacTBopa.
TpombOLMTLI CYCMEHANPYHOTCS B CMECK, COCTOSLLEN 13 NpnbnnsntenbHo 35 % nnasmbl 1 65 %
KOHcepBupytowero pacteopa (cm. Tabnuuy 1). MNMokasaHo, 4TO npenapaTbl TPOMOGOUWTOB B
npegenax crnegyrowmx AnanasoHOB MPUrof4HbI ANS MCMNONb30BaHWA C [JaHHbIM Habopom Ans

06paboTKM.

Tabnuua 1

CopfepxaHue O6bem CopepxaHue KonunuecTtso

TpomM6oLNTOB CofepxaHue pecycrneHampytowero  3putpouyuntos (RBC)
nnasmbl pacTeopa

2,5-7,0x10* 300-420 mn <4x 100
32-47 % 53-68 %

7,1 -8,0x 10“ 375-420 mn RBC/mn

B- Jo6aBneHne amoTocaneHa K Tpomboumntam
1. 3BneknTe Habop M3 ynakoBKW. VI3BNeKUTe M3 NOTKA TO/IbKO KOHTENHep Ans 061yyveHus.

2. Mpunasite TpyobKW, nAyuime OT KOHTeiHepa ANA TPOMOOLMTOB K TpybKe KOHTelHepa C
amoTOoCaneHOM C MOMOLLbIO YCTPOCTBA A4/ CTEPUIbHOTO COEAVHEHNS.

3. Mpomapkupyiite KoHTelHepbl Habopa INTERCEPT, ¢ ykasaHMem MWAEHTUPUKALUOHHBIX
JaHHbIX AgoHopa. Cm. npegynpexaeHue B pasgene C. MNpu MapKUMpOBKE KOHTENHEpOB Ans
XpaHeHns pas3fenuTe ux, Yytobbl OHWM HE CAUNANUCL APYT C APYTOM.

4. MopBecbTe TPOMOBOLMTHI U CNOMaiiTe 06e KaHKNN Ha KOHTeHepe ¢ aMOTOCaNeHOM.

5. lMo3BosbTe TpoMGoOUMTaM W PacTBOPY amoTocaseHa nepeTedb BHYTPb KOHTeliHepa Ans
06/1y4YeHUs, NPOMAapPKMPOBAHHOTO HOMEPOM «1».

6. ObecneybTe MOMHOE MepeMelleHne TPOMOOLMTOB B KOHTeiiHep AN 061y4YeHWs, BbLLaBUB
BO34YyX M3 KOHTelHepa ¢ TpomboLMTaMn 1 amoToCasieHOM B KOHTenHep AN 06/1yYeHus.

7. Mocne TOro, Kak TPOMOGOUWTHI OKasaiWCb B KOHTeiHepe [An1s 001y4YeHUs, TLLaTe/IbHO
nepeMellarite UX OCTOPOXHbLIM BCTPAXMBaHWEM, AN 06ecnevyeHns MOSHOrO nepemeLllnBaHuns
amoTocasieHa U TpOM6oLUTOB.

8. BblTeCHUTE BO3AYX M3 KOHTeliHepa 4719 TPOM6OLMTOB B KOHTEHep C aMOTOCa/IEHOM.

9. BbITeCHUTE HEBO/bLLIOE KONMYECTBO CMECH TPOMBOLMTOB 1 aMoTocaneHa B Tpy6Ky, 3anonHuB
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OKO/10 4 cm Tpy6KM.

10. MepekpoiiTe TPYOKY MeXAY KOHTENHepOM 415 06/1yHeHUs N KOHTEHEPOM Ha pacCTOAHWUMN He
60nee Yem NPUMEPHO 4 CM OT BXOAHOr0 nopTa KOHTelHepa Ans 06/)4leHus.

MpegynpexaeHne: B xoge o6nyyeHnst TPyOKM AO/MKHbI  HAxXoAWTbCS B npefenax 60MbLIOro
OTAeNeHNs NoTKa ANs 06/1yYeHNs.

11. 3BNeKnTe N YTUNN3NPYITE NYCTble KOHTEWHEPbLI A1 TPOMOOLMTOB 1 aMOTOCa/IEHA.
C- O6ny4eHune
MpoeeguTe 06nyyYeHNe TPOMOOLMUTOB.

O3HaKOMbTECb C MOJHbIMW WHCTPYKUUAMY MO NPOBEAEHUIO 06/1y4YeHUs, NpeacTaBleHHbIMU B
pykosoAcTBe nosib3osaresnia ycraHoBkn INTERCEPT Illuminator.

MpepynpexaeHune: Ans obecnevyeHns NHaKTUBaLMM TPOMOOLUTLI B KOHTEHEpe 415 06/1yYeHWs
[O/KHbI HAXOAUTLCA B Npefenax 60/bWOro oTAeleHNs N0TKa 4na 061yyeHus. B xoge npouecca
TpebyeTca 6ecnpenAaTCTBEHHOE NPOXOXEHME CBETa Yepe3 SIOTOK U KOHTelHep AN 061y4veHns ¢
Tpom6oLmMTaMun. B 3TOi 30HE He JO/KHO ObITb 3TUKETOK UK APYroro matepuana. JIOTOK AO/KEH
ObITb YNCTBIM. DTUKETKM AONMXKHbI pa3meLlatbCsa TONbKO Ha KnanaHe KOHTeliHepa A1 06/1yyeHus.
KoHTeiHep gnsa 061yyYeHNs JOMKEH NeXaTb FOPU30HTaNbHO.

D- BcTpsAAxmBaHMe ¢ afcoponpyoLLMM yCTPOMNCTBOM
MpenynpexaeHue: He cknagbTanTe 1 He nepernbainTe agcopbupyroLiee yCTpOMNCTBO
1 N3BneknTe HAbop M3 NIOTKaA.

2. MopggecbTe TPOMOGOLUTHI, CNOMaliTe KaHK W MO3BO/bTE TPOMOGOLMTAM NepeTeub BHYTPb
KOHTeliHepa ¢ aAcopOUpyOLLLMM 3/1EMEHTOM, MPOMAPKMPOBAHHOIO HOMEPOM «2».

3. BblTeCHUTe BO3AyX U3 KOHTEeHEPa C aACOPOMpPYOLW MM YCTPONCTBOM BHYTPb KOHTENHepa Ans
00N3LLEHNS.

4. Mepekpolite Tpy6KYy B6IM3M BXOAHOIO NopTa KOHTelHepa ¢ aacopbupyoLwmnum ycTpocTBOM.
5. CHUMUTE M YTUAN3NPYINTE NYCTON KOHTEHEP A8 061yYeHus.

6. MomecTnTe KOHTENHep C afcopOMpyOLINM YCTPONCTBOM Ha MMaHLWEeTHbI/ BCTPAXMBATENb Ha
CPOK, YKa3aHHbIl B Tabnuue 2.

Tabnuua 2

CycneHgupytoliasa cpega Mpofo/MHKNTENLHOCTL BCTPAXUBAHUSA C
afcopbunpyroL MM 31eMEHTOM

PecycneHanpytowmii pacteop (53-68 %) 0T 6 fo 16 vacos

E- MepeHOC B KOHTEHEPbI AN1A XpaHEHUS
1. N3BneknTe TPOM6OOLUTLI 13 NEepeMeLINBAIOLLLEr0 YCTPOMCTBA U NOLBECbTE TPOMOOLUUTHI.
2. 3aKpoiiTe 3aXKNM Ha MeLLKe An1d oT6opa 06pa3L,oB TPOMOOLUTOB.

3. CnomaiiTe KaHKMO W NO3BOMbTE TPOMOGOLMUTAM MepeTeyb BHYTPb KaxAoro wu3 [AByX
KOHTEHepOB AN XpaHeHWs, NPOMapKNPOBaHHbK HOMEPOM «3».

4. BbiTeCHUTe BO34YyX W3 KOHTENHEPOB ANS XpaHeHWUs BHYTPb KOHTelHepa C afcopbupyowum
YCTPOMCTBOM U 32)KMUTE TPYOKY Bbile Y-06pa3HOro TporHMKa.

5. Mepepacnpegennte 06beM MeXAy KOHTeHepaMu [ANA XpaHeHWs B COOTBETCTBUM C
Heo6XoAMMOCTbI0. MprMeyaHune; 3Tanbl 4 U 5 MOTyT BbIMONHATLCA B 06paTHOM MOPSAAKE.

6. Yb6eguTecb, UTO COOTBETCTBYHLMIA UAEHTU(HUKATOP [OHOPA MNPUKPENIEH K KaXAOMY
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3aMnofIHEHHOMY KOHTeliHepy Ans XpaHeHMst TPOMGOLUTOB.

7. CepMeTU3NPyinTe TPYOKM Ha KaXKAOM KOHTelHepe Ans XpaHeHust B6/1M3KM Bbixoda Y -06pa3HOro
aennTens.

8. N13BneknTe 1 yTUAnM3npynTe NycTol KOHTEHEP C aAcopbumpyrowmm ycTpoicTBoM. Nomectute
TPOMOOLUTBI HA YCTPOWCTBO AN NepEMELLNBAHMS.

Ha atom npouecc 06paboTkm TpomboumtoB INTERCEPT 3aBeplueH.
F- OT60p 06pa3LoB npenaparta TpoMb6oLNTOB (Heob6sA3aTeNbHO)

1. MepemewaiTe Tpom60LUNUTEI INTERCEPT, OCTOPOXXHO BCTPAXMBAA KOHTENHEP ANS XpaHeHUs
TpomM6OLUTOB.

2. OTKpOIiTe 3aKMM Ha MelLKe ana otbopa o6pasyoB TPOMOOLMTOB M HECKO/IbKO pa3 COXMUTE
ero.

3. HanonHuTte TpombounTammn MeLwokK ansa otéopa 06pasuos. FepmeTnsnpyiite TpyoKN.

4. Y panute Mewok Ana ot6opa 06pasLoB..

5. HesamegnTenbHO nepeHecuTe obpasel, B COOTBETCTBYHOLLYHO 1a60PaTOPHYHO MPOBUPKY.
BHNMMAHWE:

M3BecTHO, 4TO MeAuuuMHCKMEe wu3genud un3  nonusuHunxnopuga (MBX) BbigenstoT
anatunrekcundtanat (A3re, AOP); o06bem BbillenavynBaHUs MOXKET Bo3pacTaTb npwu
NPOAO/KUTENIbHOM XPaHEHUW UKW NPU YBENNYEHUN NNOLWAAN KOHTAKTUPYIOLLE NOBEPXHOCTH.
MBX cogepXXnTcs TONbKO B CNeayrLnX KOMNoHeHTax HabopoB INTERCEPT: Tpy6ku, nopThl
KOHTEHEPOB W, €CAN BK/IKOYEH, MPOXOLHON (UALTP, HU OAWH W3 KOHTEMHEPOB W APYrux
KOMMOHEHTOB He cogepxat MBX. B xofe ncnosnb3osaHma Habopa INTERCEPT KOMMOHEHTHI
KPOBM KOHTaKTUPYHOT ¢ MBX Ha NPOTSHXKEHUN KOPOTKOro nepuoga spemeHn (NpnbnnsntensHo <
15 MMWHYT). B cCBA3M C OrpaHUYeHHOW NAOWaAb0 KOHTaKTUPYHOWeEW MOBEPXHOCTM W
MUHWUMa/IbHOW NPOLO/KUTENbHOCTU KOHTaKTa OXMAAETCH, YTO YPOBHU A3M®P B KOMMNOHEHTax
KpoBM nocne wucnonb3oBaHua Habopa INTERCEPT 6yAyT HaMHOro HwXke, 4em rmocrne
NPUMEHEHNS APYTMX MeAULMHCKUX YCTPOWCTB, cofepxawmx Tpy6ku un3 MBX (Hanpumep,
npoueayp remoguannsa, BHYTPMBEHHOIO BBEAEHMA >KWUAKOCTEW, 3KCTpakoprnopasibHOu
MeM6paHHOM OKCUTeHaL MM N NCKYCCTBEHHOIO KPOBOOGpaLLeHuns).

Heobxoanmo B3BeLLMBATbL PUCKK, CBA3AHHbIE C BbICBOOOXAEHMEM 4O ® B KOMNOHEHTbI KPOBU, U
NoJib3y OT TepaneBTUYECKON TpaHCHy3nn 1 MHAKTUBAL MM BPeHbIX BUPYCOB, 6aKTEPUIA 1N NPOUMX
NnaTtoreHos.

YCNOBUA TPAHCITIOPTUPOBKWN n XPAHEHWNA

XpaHuTb nNpu Temnepartype He Bbile 25 °C.

He BeHTunMpoBsartb. He 3amopaxunsars.

MpefoxpaHAaTb yNnakoBKY M Tpy6KM OT BO3AEACTBUSA OCTPbIX MPesMeTOB.

He ucnonb3ayemble Ha6opbl INTERCEPT B0 BCKpbITOI antOMUHNEBOR (h0bre MOryT XpPaHUTLCS B
TeyeHne 20 fAHeA NpU KOMHATHOW TemnepaType MpW CAOXEHHOM W CKPEnJeHHOM OTKPbITOM
KOHLe aNtOMUHNEBOW (POoNbrn. KOMNOHEHTbI JOMXKHbI ObITb MCNONL30BaHbl HE NO3A4Hee 8 4acoB
noc/nie ux n3BnedYeHns U3 aloOMMHNEBOM (ONbIN.

XpaHuTe Habop B CBETOHENPOHMLAEMON ynakoBke (M3 antOMUHNEBON (HOMbIM) 4O BPEMEHU €ro
ncnonb3osBaHus. lNpefoxpaHAainTe OT BO3AEWCTBUA MNPAMbIX COJIHEYHbLIX JlydYeld U UCTOYHMKA
MOLLHOro ¥Y® unsfiyyeHuns cnexkrpa A.

TpaHCNOPTUPOBKA W3AeNMs  A0/HKHA OCYLLEeCTBAATLCS B COOTBETCTBUM C TPeGOBaHUAMY
HOPMAaTMBHbIX AOKYMEHTOB.
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N3penne LONXKHO XpaHUTLCS B COOTBETCTBMM C TPe6OBAHMAMN HOPMATUBHbIX JOKYMEHTOB.
CPOK XPAHEHWMHA
2 roga.

He mcnonb3oBaTb mocne faTbl WCTEUYEHUS CPOKA FOAHOCTM, OTMevyaTaHHON Ha aNtOMUHKEBON
ynaKoBKe.

YTUNITN3AUNA

Ha6opbl INTERCEPT (Mcrnonb3oBaHHble U He WCMOMb30BaHHbIE WM C UCTEKLWWM CPOKOM
rOAHOCTUN) JO/MKHbI YTUIN3UPOBATLCSH, KaK U Nll06ble KOHTeNHepb! 4N18 KPOBMW, B COOTBETCTBUN C
TpeboBaHMAMU ANF GUONOTMYECKN OMacHbIX OTXOA0B.

FTAPAHTINA

N3genve 6blWO CNPOEKTWPOBaHO, paspaboTaHO, MPOM3BEAEHO, WCMbITAHO W YMaKoBaHO B
COOTBETCTBMM C TPE6OBAHUAMM MPUMEHUMbIX HALIMOHANbHBIX U MEX/AYHAPOAHbIX CTaHAApPTOB U
HOPMAaTUBHbIX AOKYMEHTOB.

MapaHtTns ot «Cerus Corporation» pacnpocTpaHsieTca Ha Wu3fgenne, COOTBETCTBYHOLLEE
WHCTPYKUUSAM, T.e., C He WUCTEKWMM CPOKOM FOAHOCTM, He BCKPbITOe, 6e3 NOBpeXAeHui u
NpaBubHO XpaHMBLUEECS.

Pa3bsicCHeEHMe CMMBOJ/I0OB

@ He ucnonb3yiiTe n3genune, ecim oHO, ero 6apbepHas cucTemMa CTEPUILHOCTU UK €ro
yNakKoBKa NOBPEXAEHb! UM UMEKTCA N06bIe NPU3HAKK YXY/LLIEHUS CBOWCTB.

n~™»-c
0*C-/1

He 3amopaxkusatb. XpaHUTb npu TemnepaType He Bbiwwe 25 °C.

DS [BOVHbIE KOHTEMHEPbI 4159 XPaHEHUS

KOoHTeiiHep ans xpaHeHUs TpomM60oLMTOB
m\ O3HaKOMbTECb C MHCTPYKLMSMU N0 UCMOMb30BAHNIO

|StERL6] 1|5

MyTb CTEPUNBLHOM XMAKOCTU. CTepunIM30BaHO KOMOUHaLMEN napa u N3nyyveHns.

MyTb anMpPOreHHO’ XUAKOCTN.

[ MpegoxpaHaiTe OT BO3LENCTBUA MPAMbIX COMHEYHbIX NIyYeil U UCTOYHMKA MOLLHOIO Y®
n3ny4veHusa cnekrpa A.

@ He npogysats.

oBp CogepxaHue naum npucyTcTeue pranaros: Aun-(2-atunrekcun)pranar (4Ire, 40P).

He ncnonb3osatb NOBTOPHO.
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MecTo ans HaKnenBaHpPIA 3TUKETKW.

C€uz
Mapka CE. 13nenne cooTBETCTBYET CYLLECTBEHHbIM TpeboBaHuam AupekTnssl MDD:
93/42/EEC P A y v P Avp

MpoussogunTenb:
Cerus Corporation, 2550 Stanwell Drive, KoHkopg, KanugopHusa 94520, CLLUA

«Llepyc Koprnopeiwen», 2550 Ctensenn Apaiis, KoHkopa, KanngopHusa 94520, CLLUA

MpepctaButens B EC
Cerus Europe B.V., Stationsstraat 79-D, 3811 MH, AmepchopT, Huaepnanabl

Mpon3BOACTBEHHOE NpeANpUATHE:
Fenwal France SAS, Etaille, 36-400 La Chatre, ®paHuus.

®eHBan ®paHc C.A.C., STaii, 36-400 Jla Latp, dpaHuma

InterSol - Toprosas mapka komnanum Fenwal, Inc.

SSP-b - Toprosas mapka komnaHun MacoPharma

S A AT o
XéAcT N gWwHoro ONOKYMeHTa nepeBsen ¢ aHrMMMCKoro A3blKa Ha pyCCKI/II7I 13bIK NEPEBOAUNK
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opop Mocksa. Poccuiickas Pegepauus.

CemHafLaToro UOHSA fBe TbiCAYN MNATHAALATOrMO roja.
A CanomatnHa Onbra [puUropbesHa,

MOANMHHOCTb MOAMWCK, CAeNaHHOW NepeBoAUYNKOM [eHLWnKoBbIM MakcumoM BnagvmupoBumyem

HOTapuyc

B MOeM MPUCYTCTBUMN. JINYHOCTb €ro yCTaHOB/EHa.

ropoga MOCKBbI,

3apermcTpnpoBaHo B peectpe 3a Ne
B3bickaHo no Tapugy: 100 pyo6.

HoTapuyc

Bcero npoLwHypoBaHo u
NMPOHYMepoBaHo
16 nucToB
M CKPenseHo nevyarbto

Horapnye AOPHCb

17 OH 2015

lopog Mocksa

Canoma.nHa Onbra [puropbesHa, HOTapuyc ropoar

Mocrebl, Cnupae:3nbcTayld BepHOCTb 3Tol konum (
NOA/MHHUKOM [OKYMeHTe. B nocnefHemM nog4yncTok
NPUNUCOK, 3a4YePKHYTbIX CAOB U WHbIX HEOrOBOPEHHbIX
ncnpaBneHunii  unm  Kakmx-nub6o ocobeHHOCTel HeT

MHoto, nuuy, o6paTuBlIemMycs 3a cCOBeplleHueMm

(oT3pnanbHOro pJeicTBUA, pa3bACHEHO, 4TO nNpwu
CBMAETeNbCTBOBAHNM BEPHOCTM KOMNWUW [OKYyMeHTa
He MOATBEP-XAAeTcsl 3aKOHHOCTb COAEpPXaHUs [OKyMeHTa
1 COOTBETCTBME U3/IOXKEHHbIX B HEM (HaKTOB fieiicT MT3AbHPCTU.

3aT)er|,(-rpj,pogang ~“peecteza Ne  HO'

3no Tapudy.
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O.I'. CanomaTuHa

N ckpenneHo
Hotapunyc___

CBUAETENbCTBYHO
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