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In the State of Colorado, County Jefferson, I, LLlanna Jacobs, a Notary Public in arid for said state, do
certify that on this 17th day of March. 2017, 1carefully compared the original with the attached copy of
the Instruction for Use. 41910. Platelet Pooling Set, the copy | now hold in my possession. Itis a
complete, full, true, and exact copy of the document it purports to reproduce.

Notary Public

)

Seal; DEANNAJACOBS
NOTARY PUBLIC
STATE OF COLORADO
NOTARY ID 201CLI 7609
MY COMMISSION EXPIRES DECEMBER 16,2020
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10811 West Collins Ave,
Lakewood. Colorado 80215*4440
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USA Phone: 1.877.339.4228
Phone: +1.303.231.4357

Fax; +1.303.542.5215
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. The platelet pooling set is defective br damaged.
. Any clamps are closed.
. The end caps are not in place. avy

2. The Disposable Kits described here contain phthalates (DEHP). Patient groups incF ™"
pregnant or nursing women and children are considered to be the most at risk of h4
effects due to DEHP exposure. Based on five decades of successful use in medical
without a reported adverse event related to DEHP, the risk of not doing a needed proc™)c\e
far greater than the risk associated with exposure to DEHP.

3. Protect platelet pooling sets from freezing and excessive heat during storage.

4. When filtering platelets (and an additive solution if necessary), make sure the tubing is
kinks or other obstructions. Do not squeeze the bags to increase the draining rate.

5. Do not seal along the red-striped tubing.

Intended Use

The Platelet Pooling Set is intended for use with whole blood derived platelets, including pooh,
and filtration, resulting in a platelet product for transfusion. The pooling kit has only been evaluat*®
on the Atreus system and the Reveos system. Therefore, if it will be used with other systems an*”
evaluation will need to be performed according to the institution’s SOP.

Interim Platelet Unit Handling

To create a final Pooled Platelets product that is ready for storage, pool four to six interim platelet
units (IPUs), and then filter the pooled 1PUs. The Platelet Pooling Set allows for simultaneous
pooling and filtration of the IPUs and sterile connection ofabag of PAS (platelet additive solution)
or plasma, if needed.

There are three options for pooling and filtering the IPUs, which are based on the volume of plasma
in the individual interim platelet units.

. Sterile connect a bag of PAS to the platelet pooling set.

. Sterile connect a bag of plasma to the platelet pooling set.
. Use plasma-suspended IPUs, which do not require sterile connection of ag} adfitional #
solutions to the platelet pooling set. Ly

Note: Adjusting the volume of plasma in the IPU requires the assistance it 3 =
A implementation specialist.

Follow your institution's SOP to determine whether you should use P/15 rJ-isriii.  s.; additional
solutions for platelet pooling and filtration.

Before you begin pooling and filtering the IPUs, you must rest jod w interim
platelet units. The time needed for resting and agitation of the 1/1.» m ;% jenyou
process the whole blood on the machine. Ifyou process the €?'Z. r.j-" nethe day
ofcollection (2 to approximately 14 hours fromcollect, s - s ¢ i i r . - >srxtionsin
Table 1. However, if you process the whole blood unit  tbe 23 bl ttsrtJsfcction
(approximately 14 to 24 hours from collection- MoBon tbe w Table 2.
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Indicates the product quaniity when e quaniily i pleced in the squarn.

K <lt

ncicates 1he epiralion dele 0f the product when sccompanied by & pecic dals.

¢ LOT

ncicates the procuct (ot number when sccompenied by 2 rsnber.

Indicales the preduct cataleg aumber when accompaniod by & number.

Indicaioe that e groduct s non-pyrogenic.

1E[® :

Indicates 3 sieriie fuld patiweny using ethylens onide (10).
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CvmBon Onpepgenexve

0603HaYa€eT, YTO M3AENMe COAEPXUT (oTanatbl, a UMEHHO Au(2-aTunrekcun)dranar (43re).

0603HauaeT, YTO MPOAYKT HEOBXOAMMO 3aLLMLLATE OT COMHEYHBIX Jyueli.

X
0603Haua€eT, YTO NPOJYKT HEOBXOAMMO XPaHUTL B CYXOM MECTE.
0603HaYaEeT YNOMHOMOYEHHONO MPEACTABUTENA KOMMaHWV-M3roTOBUTENA B EBPONE, €C/N YKasaHo
ec IREepP VMS! €BPONEIACKOO YTOSHOMOHYEHHOTO MPeACTaBITENS.

Bo3BpaT MCMo/b30BaHHOIO U3eNns

Ecnm no kakoin-nnbo npuymHe 310 U34eNne NOANEXUT BO3BpaTy B KomnaHnuto Terumo BCT, Inc.,
TO [0 €ro oTnpaBKu TpebyeTca NoNy4ynTh paspeweHne KomnaHum Terumo BCT Ha Bo3Bpar
TOBapoB (Homep PBT). MHCTpyKUUM NO OYUCTKE N3AeNna nepes BO3BPATOM, a TAKXe
NH(OpMaL MO 0 TPe60BaHMAX K KOHTENHEpaM A1 TPaHCMOPTUPOBKM, Hafl/1eXalleil MapKupoBKe 1
HoMep PBT MOXHO nonyynTb B OTAE/Me KOHTPO/A KavyecTBa KomnaHum Terumo BCT.
HAONEXALWASA MOATOTOBKA U MAPKMPOBKA U3AENNA AN1A OEPATHOW
OTMPABKUW ABNAETCA OBA3AHHOCTbIO MEANUMHCKOIO YUPEXAEHWA.
Ana nonyyeHns nHhopMaLmmn o Bo3BpaTe n3gennsa 1 nogaye xxanob oTHOCUTENIbHO
obopygoBaHMa obpaTnTecb B MECTHOE NMPeACcTaBUTE/IbCTBO KOMMaHMUM.
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Bruksanvisning

41910, Trombocytblandningsset

Del Beskrivning

1 ProvpSse

2 Klamma for nSlslang

3 Klamma for provsiang

4 Nell och nalhylsa

5 ForvaringspSse for
trombocytblandning

6 Blandningsslangar (anvands for

steril anslutning av upp till sex
interimtrombocyt-enhetspSsar pi
trombocytblandningssetet)

7 Skyddshylsa (pi slang med b
rand som anvands for steril
anslutning till en enstaka pitae med
PAS eller plasma till trombocyt-

blandningssetet)
8 Fargad klamma for
fon/aringslosningsslang

9 Forvaringskjsningsslang

10 Klamma for blandningsslang

1 Leukoreduceringsfilter

12 Begransningsslang med rod rand
Vamingar
1 Trombocytblandningsseten ar endast avsedda for engangsbruk.
Viktigt

1 Blod- och vatskevagama i trombocytblandningsseten ar steriliserade med etylenoxid och ar
icke-pyrogena.

Om nagot av foljande intraffar far trombocytblandningssetet inte anvandas:
. Slangen bar kraftiga veck.

. Trombocytblandningssetet ar felaktigt monterat.

83
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. Trombocytblandningssetet ar defekt eller skadat.

. Nagon klamma ar stangd.
g g 4h s\ta

. Skyddshylsorna sitter inte pii plats.

2. De engangspaket som beskrivs bar innehSller ftalater (DEHP). Patientgupper som innefattaj p
gravida eller ammande kvinnor och bam arises vara de som mest riskerar att pdverkas av de-
skadliga effektema av DEHP-exponering. Baserat pa femtio ars framgangsrik anvandning av i
DEHP i medicinska enheter utan nagra skadliga biverkningar relaterade till DEHP, Srrisken |
for att inte utfora en nodvandig procedur mycket storre an den risk som ar associerad med
DEHP-exponering.

fab

3. Skydda trombocytblandningsseten mot kraftig kyla och hog varme under forvaring.

4. Nar du filtrerar trombocyter (och entillsatslosning, om sa kravs) ska du kontrollera att detinte
firms veck eller andra blockeringar pii slemgen. Klam inte pi1 piisarna for att oka
tomningshastigheten.

5. Forsegla inte langs slangen med rod rand.

Avsedd anvandning

Trombocytblandningssetet ar avsett for anvandning med helblodsderiverade trombocyter,
inklusive blandning och filtrering, som resulterar i en trombocytprodukt for transfusion.
Blandningspaketet har endast utvarderats pin Atreus-systemet och Reveos-systemet och om det
kommer att anvSndas med andra system, miiste en utvardering ske i enlighet med avdelningens
standardrutiner.

Hantering av interimtrombocytenhet

Skapa en slutlig blandad trombocytprodukt som ar redo for forvaring genom att blanda fyra till sex
interimtrombocytenheter (IPU-enheter) och filtrera sedan de blandade IPU-enheterna.
Trombocytblandningssetet medger samtidig blandning och filtrering av IPU-enheter och steril
anslutning av en pitse med PAS (trombocyttillsatslosning) eller plasma, om si kravs.

Det finns tre alternativ for blandning och filtrering av IPU-enheter, som ar baserade pi1
plasmavolymen i de olika interimtrombocytenheterna.

. Steril anslutning av en PAS-piise till trombocytblandningssetet.
. Steril anslutning av en plasmapiise till trombocytblandningssetet.

. Anvand plasmasuspenderade IPU-enheter, som inte kraver steril anslutning av ytterligare
losningar till trombocytblandningssetet.

AnmMrkning: Justering av plasmavolymen i IPU kraver assistans Iran en implementeringsspecialist
fran Terumo BCT.

Folj avdelningens rutiner for att avgora om du ska anvanda PAS, plasma eller inga ytterligare
losningar for trombocytblandning och filtrering.

Innan du startar blandning och filtrering av IPU-enheter, miiste du ~ta de olika
interimtrombocytenheterna vila och sedan skaka om dem. Den tid som kravs for vila och
omskakning av IPU-enheter varierar beroende pi1 nar du bearbetar helblod pit maskinen. Om du
bearbetar helblodsenheten pii maskinen samma dag som uppsamlingen (2 till ca 14 timmar i'in

84
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;uppsamlingen) ska du folja anvisningarna for IPU-hantering i Tabell 1. Om du daremot bearbetar
jhelblodsenheten pa maskinen dagen efter uppsamlingsdagen (14 till 24 timmar fran uppsamlingen)
jlska du folja anvisningarna for IPU-hantering i Tabell 2.

AnmSrkning: 14 timmar ar ett ungefarligt varde. Du bor validera korrekt tidsintervall pa din avdelning.

Tabell 1: IPU-hantering for systembearbetning samma dag som uppsamlingen av helblod

Atgard
Lat IPU-enheten Vila.
Skaka om IPU.

Blanda och filtrera IPU-
enheten.

Temperaturintervall Tid

18°Ctill 28 °C Cirka en timme.

18 X till 28 °C Over natt.

18 X till 28 X Inom 36 timmar efter bearbetningen

av helblodsenheten pa maskinen.

Tabell 2: IPU-hantering for systembearbetning dagen efter uppsamlingen av helblod

Atgard
Lat IPU-enheten Vila.
Skaka om IPU.

Blanda och filtrera IPU-
enheten.

Temperaturintervall Tid

18 X till 28 X Cirka en timme.

18 X till 28 X Minst tva timmar.

18 X till 28 X Inom 36 timmar efter bearbetningen av

helblodsenheten pa maskinen.

AnmSrkning: Du maste validera de specifika tidsintervallerna for trombocythantering over natten,
samma dag och dagen efter pa din avdelning.

Tabell 3: Rekommendationer for forvaring av forvaringspase med trombocytblandningsset

Forvaringsparameter

Volym per pase
Trombocytkoncentration

Hogsta totalt antal trombocyter per p5se

[(vol. xkonc.)x107]

Temperatur
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Rekommenderade
intervaller for forvaring i
plasma
100 till 400 ml
0,5 till 2,1 x10 A /jjl

<5,1 X 10" trombocyter

22 X 2 X
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Rekommenderade
intervaller for forvaring i
PAS
100 till 400 ml
0,5 till 2,1 x106/jj]

<4,5 X 10" trombocyter

22 X £ 2 X



Vila och skaka om interimtrombocytenheter

l. Lat var och en av interimtrombocytenhetspasarna vila i rumstemperatur i ungefar en timm#

AnmSrkning: Skydda interimtrombocytenheterna fran kyliga temperaturer och
luftflodesventiler under vilotiden.

Nar interirntrombocytenhetsp”sarna bar vilat ska de placeras pa en flatbaddsroterare och
fbrsiktigt skakas om. Se Tabell 1 och Tabell 2.

Anmarkning: Forvara inte interimtrombocytenheter ide interimtrombocytenhetspasar som ar
anslutna till bearbetningssetet. Interimtrombocytenheter kraver ytterligare blandning och filtering
for den slutliga forvaringen.

Blanding och filtrering av interimtrombocytenheter

| foljande exempelanvisningar anvands PAS for att blanda och filtrera interimtrombocytenheterna,
men den tillsatslosning som du anvander (om sa ar fallet) kan variera beroende pa din avdelnings |
standardprocedurer.

1. Goriordning en leukoreduceringsstallning.
2. Stang alia klammor pa trombocytblandningssetet.

3. Gor en steril anslutning av PAS-pasen till slangen med den bla randen; anvand 3ii kort
slanglangd som mojligt for att slutfora den sterila anslutningen.

Gor en steril anslutning av 4 till 6 interimtrombocytenheter, som har fatt vila och skakats om.
till trombocytblandningssetet med hjalp av blandningsslangarna.

Hang upp alia interimtrombocytenhetspasarna pa en och samma filtreringskrok.

6. Hang upp PAS-pasen pd en annan filtreringskrok.

Anmarkning: Vatskenivan for PAS maste vara hogre an vatskenivan for
interimtrombocytenheterna.

Oppna de sterila anslutningsfbrseglingarna pa var och en av blandningsslangarna och
losningsslangen.

8. Kontrollera att inga slangar har veck eller andra blockeringar och att leukoreduceringsfiltrei
hanger vertikalt.

Nar alia luftbubblor flodar in i interimtrombocytenhetspasarna ska du oppna klamman pa den
fargade forvaringslosningsslangen och fbrsiktigt klamma pa PAS-pasen.

Detta hjalper till att avlagsna all ytterligare luft fran slangarna och tvingar PAS att flbda in i
interimtrombocytenhetspasarna.

10 Lat PAS flbda in i interimtrombocytenhetspasarna i minst 30 sekunder.
I1.  Kontrollera att alia bubblor (stbrre an 1 cm) har avlagsnats fran alia slangar.

12.  Oppnaklamman pa slangen till filtret och It blandningen med interimtrombocytenheter och
PAS flbda genom leukoreduceringsfiltret in i forvarningspasen for trombocytblandning.

Fbrsiktigt: Nar du filtrerar trombocyter ska du kontrollera att det inte finns veck eller andra
blockeringar pa slangen. Klam inte pa pasarna for att oka tomningshastigheten.

13. Stang alia klammor pa trombocytblandningssetet nar filtreringen har slutfbrts.
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14.

16.

17.

19.

20.
21.

Forsegla slangen till forvaringspasen for trombocytblandning permanent dar den normala
slangen moter begransningsslangen med den rodaranden (cirka 7,5 cm fran forvaringspasen).

Forsiktigt: Forsegla inte langs slangen med rod rand.

*

Lossa forvaringspasen for trombocytblandning som innehaller den blandade
trombocytprodukten fr*n trombocytblandningssetet. (Provpasen som ar ansluten till
forvaringspasen for blandade trombocyter ska fortsatta att vara intakt.)

Kassera de tomma interimtrombocytenhetspasarna, den tomma PAS-pasen och
leukoreduceringsfiltrersatsen i enlighet med avdelningens standardrutiner.

Oppna klamman pa slangen mellan forvaringspasen for blandade trombocyter och provpasen
och tryck ut kvarvarande luft fran forvaringspasen in i provpasen, om sa kravs.

Forvara den blandade trombocytprodukten i enlighet med avdelningens standardrutiner.

Folj avdelningens standardrutiner for provtagning av den blandade trombocytprodukten med
hjalp av provpasen.

Anmdrkning: Innan ett produktprov tas fran provpasen ska slangen mellan provpasen och
trombocytblandningens forvaringspase forseglas permanent.

Lossa provpasen fr&n forvaringspasen for trombocytblandningen.

Kassera provpasen i enlighet med avdelningens standardrutiner.

Symboier och certifiering

Symbol Definition

Anger antalet produkter nar antalet finns i rutan.

Anger utgSngsdatum for produkten nar den Stfoljs av ett angivet datum.

|_ OT Anger produktens lotnummer nar den atfoijs av ett nummer.
R E F Anger produktkatalognumret nar den Stfoljs av ett nummer.

Anger att produkten ar icke pyrogen.

y SR Anger en steril vatskebana med etylenoxid (EtO).
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Symbol Definition

Anger att anvandaren mSste lasa anvisningarna fore anvandning.

m
Far ej ateranvandas: Slangset somtiflverkats av Terumo BCT och som ar markta med symbolen F k
gj Steranvandas ar endast avsedda for engSngsbruk och inte for ombearbetning eller Steranvandning.
Terumo BCT kan gj garantera funktionaliteten eller steriliteten om setet har ombearbetats eller
iiteranvants.

)

Anger att produkten inte ska omsteriliseras.
Anger att produkten endast ik anvandas enligt lakares ordination.

Rx Only

Enheten ar tillverkad i enlighet med Europeiska rdidets direktiv 93/42/EEG av den 14 juni 1993 om

C € c% medicintekniska produkter.

Den har markningen med anmalt organnummer 0086 anger godkannande fran British Standards
Institute for de har enheterna inom den Europeiska gemenskapen.

Anger produktens tillverkare nar den forekommer tillsammans med tillverkarens namn.

mJ

ANyA~ADEHTP

Anger att produkten innehSller ftalater, dvs.
Di(2-etylhexyl)ftalat (DEHP).

Anger att produkten inte fk utsattas for solljus.

r

Anger att produkten mSste forvaras torrt.

Anger produktens europeiska auktoriserade representant nar namnet pS den europeiska
1 EC 1REP 1 representanten medfoljer.

Returnera anvand produkt

Om du av nagon anledning maste returnera den har produkten till Terumo BCT, Inc., kravs en
auktorisering for retur av varor (ett RGA-nummer) fran Terumo BCT fore returen. Anvisningar for
rengoring och material, inklusive lampliga fraktlador, korrekta etiketter samt ett RGA-nummer,
kan erhallas fran Terumo BCT Quality Assurance Department. DET ALIGGER
SJUKVARDSINSTITUTIONEN ATT FORBEREDA OCH IDENTIFIERA PRODUKTEN
FOr retur PA RATT SATT. Kontakta din lokala representant for information om
returnerade produkter och klagomal pa produkter.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 8



Kullanim Yonergelen
41910, Trombosit Havuziama Seti

Parga Agiklama
en 1 Ornek torbasi
tening.
r 2 Igne hatti kiskaci
§ c—
3 Ornek hatti kiskaci
4 igne ve igne ucu kapagi
5 Havuzianan trombosit saklama
— torbasi
,—e 6 Havuziamatiipleri (en fazia alti tane

gegici trombosit unitesi torbasini,
trombosit havuziama setine steril
olarak baglamak igin kullanilir)

7 Ug kapagi (mavi gizgiK hortumun
uzerinde, tek bir PAS veya plazma
torbasini trombosit havuziama
setine steril olarak baglamak igin

kullanilir)
8 Renkli saklama soliisyonu hatti
kiskaci

9 Saklama soliisyonu hatti

10 Havuziama hatti kiskaci

1 Lokosit azaltma filtresi

12 Kirmizi gizgili kisitlayici hortum
Uyarilar
1 Trombosit havuziama setleri yalnizca tek kullanim i9indir.
ikazlar
1 Trombosit havuziama setinin kan ve sivi yollari etilen oksitle sterilize edilmi8tir ve

apirojendir.

AS8agidaki durumlardan herhangi biri geferliyse trombosit havuziama setini kullanmaym:

. Hortumda ciddi bukiilmeler varsa.

. Trombosit havuziama seti yanli§ monte edilmi8se.
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. Trombosit havuzlama seti anzaliysa veya hasar gérmusgse.
. Kiska9lardan herhangi bir kapaliysa.

. U9 kapaklari yerinde degilse.

N
Burada a9iklanan Tek Kullammhk Setler ftalat (DEHP) i9erir. Hamile veya emziren kadmlar ablo

ile 90cuklari i9eren hasta gruplari DEHP'ye maruz kalma durumunda olasi zararli etkilerden'i|.
en 90k etkilenecek grup olarak du§Onulmektedir. Tibbi cihazlarda baganyla kullanildigi elli
yillik sure zarfinda DEHP ile ilgili herhangi bir olumsuz olay bildirilmemesine dayanarak,
gereken proseduru uygulamamama riskinin DEHP'ye maruz kalmayla ilgili riskten 90k daha ar
biiyiik oldugu du8unulmektedir. 1

3. Saklama sirasinda trombosit havuzlama setlerini donmaktan ve a8in sicaktan koruyun.

4. Trombositleri (ve gerekirse katki solusyonunu) filtrelerken, hortumlarm bukulmedigindenve v
higbir 8ekilde engellenmediginden emin olun. Dren hizini artirmak i9in torbalari sikmaym.

5. Kirmizi 9izgili hotum boyunca muhiirleme yapmaym.

Kullanim Amaci

Trombosit Havuzlama Seti, havuzlama ve filtreleme dahil, transfuzyon i9in bir trombosit urunti
olu8turacak 8ekilde tarn kandan turetilen trombositlerle kullanilmak uzere tasarlanmi8tir.
Havuzlama seti yalnizca Atreus sistemi ve Reveos sistemi uzerinde degerlendirilmi§ oldugundan,
bagka sistemlerle kullanilacaksa kurumlann standart 9aliSma prosediirune gore bir degerlendirme
yapilmasi gerekir.

Gegica Trombaosit Unitesi Kullanimi

Saklamaya hazir son Havuzlanan Trombosit urununu olu§turmak i9in, dort ila alti ge9ici trombosit
hnitesini (IPU) havuzlaym ve havuzlanan IPU'lari filtreleyin. Trombosit Havuzlama Seti, IPU'larm
aym anda havuzlanmasim ve filtrelenmesini ve gerekiyorsa, bir torba PAS (trombosit katki
solusyonu) veya plazmamn steril bir §ekilde baglanmasmi saglar.

IPU'lar, tek bir ge9ici trombosit iinitesindeki plazma hacmine bagli olarak U9 8ekilde havuzlanabilir
ve filtrelenebilir.

. Bir PAS torbasmin steril olarak trombosit havuzlama setine baglanmasi.
. Bir plazma torbasmin steril olarak trombosit havuzlama setine baglanmasi.
. Trombosit havuzlama setine katki solusyonlarmin steril olarak baglanmasmi gerektirmeyen,

plazmamn siispanse edildigi IPU'lar kullanilmasi.

Not: IPU'daki plazma hacminin ayarlanmasi, Teaimo BCT uygulama uzmaninin yardimini gerektirir.

Trombosit havuzlamasi ve filtrelemesi i9in PAS veya plazma mi kullanmamz, yoksa hi9 katki
solusyonu kullanmamaniz mi gerektigini belirlemek i9in kurumunuzun standart 9ali8ma
proseduriinii izleyin.

IPU'lari havuzlamaya ve filtrelemeye ba§lamadan once, ge9ici trombosit unitelerini tek tek
dinlendirmeli ve 9alkalamalismiz. IPU'lari dinlendirmek ve 9alkalamak i9in gereken siire, tarn
kanin cihazda i8lendigi zamana gore degi8§ir. Tam kani almdigi gUn cihazda i8liyorsaniz (kan
almdiktan sonra 2 ilayakla8ik 14 saati9inde), Tablo 1'deki IPU kullanim yonergelerini izleyin. Tam
kani almdiktan sonraki gOn cihazda i8liyorsaniz (kan almdiktan sonrayakla®ik 14 ila 24 saat i9inde),
Tablo 2'deki IPU kullanim yonergelerini izleyin.
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Not: 14 saat yakla™ik bir degerdir. Kendi ayarinizdaki yakla8ik zaman araligini sizin valide etmeniz

gerekir.

dmiar m Tablo 1: Tam Kam Almdi® GOn I8leyen Sistem igin IPU Kullammi

erden

elli
rak,

faha

Eyiem
IPU'yu dinlendirin.

IPU'yu ?alkalayin.

Sicaklik Araligi

18Xila 28°C

18°Cila 28°C

IPU'yu havuziayin ve filtreleyin. 18°Cila28°C

Siire
Y akla8ik bir saat.
Bir gece.

Tam kanin cihazda i8lenmesinden
sonraki 36 saat iginde.

Tablo 2: Tam Kam Alindiktan Sonraki Gun i§leyen Sistem i%in IPU Kullammi

Eyiem
IPU'yu dinlendirin.

IPU'yu galkalayin.

Sicaklik Araligi
18Xila 28°C

18°Cila28°C

IPU'yu havuziayin ve filtreleyin. 18°Cila 28°C

Siire
Y akla8ik bir saat.
En az iki saat.

Tam kanin cihazda i§lenmesinden
sonraki 36 saat iginde.

Not: Kendi ayarinizdaki trombosit i8leminin yapildigi gece, yapildigi giin veya i8lemin ertesi giinii igin

zaman araliklarini sizin valide etmeniz gerekir.

Tablo 3: Havuzianan Trombosit Sakiama Torbasi Igin Saklama Onerileri

Saklama Parametresi

Torba bagina hacim

Trombosit
konsantrasyonu

Toda ca”™na *aits"" TOM toplamn
trombosft

[(hacim Xkorts.) * 10/

Sicaklik

Plazmada Saklama igin PAS'ta Saklama Igin Onerilen
dnerilen Araliklar Araliklar
100 ila 400 ml 100 ila 400 ml

0,5 ila 2,1 X 10®/]jl

<5,1 X1O0"" trombosit

22°C+2“C
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Gegia Trombosit Unitelerini Dinlendime ve Qalkalama, 14.

1. Turn trombosit unitesi torbalarim oda sicakliginda yakla8ik bir saat dinlenmeye birakin.

Not: Dinlendirme i8lemi sirasinda gefici trombosit unitelerini d(j8uk sicakliklardan veya hava va

aki8indan koruyun.

Dinlendirmeden sonra, gc9ici trombosit unitesi torbalarim bir diiz platform dondiiriicUye
yerle§tirin ve nazik9e 9alkalaym. Bkz. Tablo 1ve Tablo 2.

Not: Gegici trombosit unitelerini i8leme setine ba”li gegici trombosit unitesi torbalarinda
saklamayin. Gegici trombosit iinitelerine son saklama i§8leminden once ek havuziama ve filtreleme

uygulanmasi gerekir.
Gegid Trombosit Unitelerini Havuziama ve Filtreleme

AS8agidaki ornek yonergelerde, gegici trombosit unitelerini havuziama ve filtreleme igin PAS
kullanilmi8tir; ancak kullandigimz katki solusyonu (eger varsa) kurumunuzun standart gali8ma
prosedurune gore degiSebilir.

L Bir lokosit azaltma askisi hazirlaym.
2. Trombosit havuziama setindeki tiim kiskaglan kapatin.

3. PAS torbasini mavi gizgili tiipe steril olarak baglaym; steril baglama proseduriinu
tamamlamak igin gereken minimum miktarda hortum kullanin.

4, Dinlendirilmi8 ve galkalanmi§ 4 ila 6 gegici trombosit iinitesini, havuziama tuplerini
kullanarak trombosit havuziama setine steril olarak baglaym.

5. Tiim gegici trombosit unitesi torbalarim tek bir filtreleme kancasina asm.

6. PAS torbasini ayri bir filtreleme kancasina asm.

Not: PAS sivi seviyesi gegici trombosit iinitelerinin sivi seviyesinden yiiksek olmalidir.

7. Her havuziama tiipundeki ve solusyon hatti tupundeki steril baglanti muhurlerini agin.

8. Higbir hattin btikiilmedigini, higbir hatta engelleme olmadigini ve lokosit azaltma filtresinin
dikey olarak asildigim dogrulayin.

9. Turn hava kabarciklari gegici trombosit unitesi torbalarma aktiktan sonra, renkli saklama
solusyonu hatti kiskacmi agm ve PAS torbasini yava8ga sikin.
Boylece tiim hatlardaki fazla hava gikmi8 olur ve PAS'm gegici trombosit unitesi torbalanna
akmasi saglamr.

10. PAS'm gegici trombosit iinitesi torbalarma en az 30 saniye akmasma izin verin.

11.  Btitiin hatlardaki tiim hava kabarciklarmm (1 cm'den daha btiytik olan) giderildiginden emi::
olun.

12.  Filtreye giden hat iizerindeki kiskaci agm ve gegici trombosit iiniteleri ve PAS kari§immin
lokosit azaltma filtresinden gegerek havuzlanan trombosit saklama torbasma akmasmi
saglaym.

ikaz: Trombositleri filtrelerken, hortumlarin bukiilmediginden ve higbir gekilde

engellenmediginden emin olun. Dren hizini artirmak igin torbalari sikmayin.

13.  Filtreleme tamamlandiktan sonra trombosit havuziama setindeki turn kiskaglan kapatm.
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Havuzlanan trombosit saklama torbasma giden hatti, normal hortumun kirmizi 9izgili

MYddn f kisitlayici hortumla birle8tigi yerden (saklama torbasmdan yakla8ik 7,5 cm uzaktan) kalici
olarak muhurleyin.
hava \
ikaz: Kirmizi gizgili hotum boyunca muhiirleme yapmayin.
(icUye
15. Havuzlanan Trombosit uriinunii igeren havuzlanan trombosit saklama torbasim, trombosit
havuzlama setinden ayirm. (Havuzlanantrombosit saklamatorbasmatakili olan omek torbasi
- dokunulmadan birakilmalidir.)
ne
16. Bo8 gegici trombosit unitesi torbalanni, bo§ PAS torbasim ve lokosit azaltma filtresi
duzenegini kurumunuzun standart galigma prosediiriine gore atm.
17. Havuzlanan trombosit saklama torbasi ve omek torbasi arasindaki hatta bulunan kiskaci agin
ve gerekiyorsa kalan havayi saklama torbasmdan ornek torbasma gegirin.
18. Havuzlanan Trombosit iirununu kurumunuzun standart galigma prosedurlerine uygun olarak
saklaym.
19. Omek torbasim kullanarak Havuzlanan Trombosit urununden ornek aimak igin
kummunuzun standart galigma proseduriinii izleyin.
3n Not; Ornek torbasindaki bir ilriin ornegini dagitmadan once torba ile Havuzlanan Trombosit
saklama torbasi arasindaki hortumu kalici olarak miihiirleyin.
20. Omek torbasim havuzlanan trombosit saklama torbasmdan ayirm.
21. Ornek torbasim kurumunuzun standart galigma prosedurlerine uygun olarak atm.
Semboller ve Sertifikalar

Sembol Tamm

Miktar karenin igine yerlegtirildiginde, ilriin miktanm belirtir.

Yaninda belidi bir tarih verildiginde, iirilniln son kullanma tarihini belirtir.

2
|_ OT Yaninda bir rakam verildiginde, iiriiniin lot numarasini belirtir.
R E F Yaninda bir sayi verildiginde, ilriin katalog numarasini belirtir.
Orunun apirojen oldugunu belirtir.
0
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Sembol
j
STERILE EO

Rx Only

C € 0086

mJ

AyADEHSP

l1ec 1rerP1

Tamm 1

Etilen oksit (EtO) kullanilan sterll bir sivi yolunu belirtir. a

Kullanicinin uygulamadan once kullanim yonergelerini okumasi gerektigini belirtir.

Tekrar Kullanilamaz: Terumo BCT tarafindan uretllen ve tekrar kullanilamaz sembolu bulunan
hortum setleri tek kullanimliktir ve tekrar i$lenmek veya tekrar kullanilmak iizere tasarlanmami/tir.
Terumo BCT, tekrar ijlenmesi veya tekrar kullanilmasi durumunda setin ijlevselligini veya sterilligini
garanti edemez.

Driiniin yeniden sterilize edilmemesi gerektigini belirtir.

Qrilnun yalniz regeteyle kullanildigini belirtir.

Cihaz, tibbi cihazlarla ilgili 14 Haziran 1993 tarid ve 93/42/EEC sayili Avrupa Konseyi Direktifine
uygun olarak iiretilmistir.

Bu i%aretin yaninda 0086 Onaylanmi$ Kurulu$ Numarasi olmasi, bu cihazlarin Avrupa Toplulugu
dahilinde Ingiliz StandaiHari Enstitiisi) tarafindan onaylandigini gosterir.

Yaninda iireticinin adi verildiginde, uriiniin iireticisini belirtir.

Ortiniin ftalat, ozellikle de Di(2-etilheksil) ftalat (DEHP) iferdigini belirtir.

Qrilnun giine$ iNigindan uzak tutulmasi gerektigini belirtir.

Uriiniin kuru halde tutulmasi gerektigini belirtir.

Yaninda Avrupa Yetkili Temsilcisinin adi verildiginde, iiriiniin Avrupa Yetkili Temsilcisini belirtir.

Kullanilan Urunun ladesi

Bu uriiniin herhangi bir nedenden oturii Terumo BCT, Inc. 8irketine iade edilmesi gerekiyorsa,
nakliyeden once Terumo BCT'den malzeme iadesi izni (RGA numarasi) almmasi gerekir. Uygun
nakliye kutulari, etiketleme ve RGA numarasi da dahil olmak iizere malzemeler ve temizleme ile
ilgili yonergeler Terumo BCT Kalite Guvencesi Bolumu'nden almabilir. URtN IADE
EDILIRKEN URUNUN NAKLIYE i“IN UYGUN S8EKILDE HAZIRLANMASI VE
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MoroTwun Tepymo BCT (Terumo BCT)/

MHCTpYyKUMA no akcnayaTtayunm
41910, KoMmnnekT gnsg nyanpoBaHnst Tpomo60LNTOB

Yactb OnucaHue

1 Mewok gns npob

2 3aXUM Ha IMHUW Wbl

3 3aXUM Ha IMHWUKU, UAYLLEN K MeLLKy
Ans npo6

4 Wrna v xonnayvok 4ns urnbl

5 MeLwok ana xpaHeHus
My/INPOBAHHbIX TPOMOOLUTOB

6 Tpybkn ang nynnposaHus

(ucnonb3ylTCA 419 CTEPUNBHOTO
noLCOeANHEHNS 40 LECTN MELIKOB
NPOMEXYTOUHOI TpoMbOMacchl K
KOMMJIEKTY 4/1F Ny/MPOBaHMA
TPOM60LMTOB)

7 3arnywka (Ha marucTpani ¢ CUHel
NosIoCcoM; UCnosb3yerca ans
CTEPUNLHOIO NMOACOEANHEHNS
ofiHOro melwka ¢ PAS unm ¢
nnasmMon K KOMNAekTy Ans
nynMpoBaHua TpomMboLMTOB)

8 3aXWUM LBETHOIA Ha NNHNK
pacTtsopa A/g XxpaHeHus

9 JIuHua pacteopa Ana xpaHeHus

10 3aXuM Ha NUHUKU NYyNNPOBaHUA

11 OunbTp AN NERKOLNTOB

12 JIuHuA orpaHnymTenbHas ¢

KpacHO nonocoin

MpepynpexaeHns
IpL. KomnnekTbl AN nynMpoBaHus TpOMOOLMTOB NpefHasHayeHbl TONbKO AN1S OLHOKPATHOTO NPUMEHEHUS.

MpepocTepexeHns

1. Maructpanu 4ns KpoBU M XUAKOCTW KOMNIEKTa AN NyNMPOBaHNS TPOMOOLUTOB CTEPUIN30BAHBI OKUCHIO
3TUNEHA 1 anUpPOTeHHbI.

3anpelyaeTcs akcnayatauus Komnaekta gns nyaMpoBaHus TPOMGOLMTOB NPy NOGOM U3 CNeAYHLLNX YCNOBNIA:
«  CunbHble nepernbbl B MarncTpansx.

* HenpaBunbHas cbopka komniekTa Ans nynnpoBaHus TPOMGOLMUTOB.

/WTamn: Tepymo BCT (Terumo BCT); 10811, BecT Konnuu3 ABeHto, JleiikBya, wTaT Konopago, 80215, CLUA/

BAPT POMAHYC (BART ROMANUS)
NaBHbIN cneuyanMcT 0T AeNa HOpMaTUBHO-NPaBOBOro perynuposaHns Tepymo BCT (Terumo BCT) '
29.08.2016

/Nopnuck/
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MepeBog, faHHOIO TeKcTa CAenaH MHOI, nepeBoAYMKOM MamefoBbiM TUMYpPOM [ >KaBaHLINPOBUYEM,

NOAMNMCh

Poccuiickas depepauns

Nopog Mocksa
TpuHaguaToro anpens [fBe TbiCAYN CEMHAALATOrO roga

ﬂ' MapTbiHOBa HaTannsa AHApeeBHa, BPeMEHHO McnonHAatowas o643aHHOCT M HOT apuyca

ropofga MockBbl AkumMoBa neba bopucosBunya, CBUAETENbCTBY NOANNHHOCT b NOANUCKU NepeBOUYMKa
MamepoBa Tumypa [jxaBaHW UpOBMYa.

Moanunch cpenaHa BMOEeM NPUCYTCTBUN.

NInyHocTb nopgnucaBwero [JOKYMeHT yCTaHOBMNEHA.

3aperncTpupoBaHo BpeecTpe: Ne 7 ~

B3blcKkKaHO rocyfapcTBEHHON NowNuHbI (N0 Tapudy): 100 py6.

YNnnayeHo 3a oka3aHue yCAYr NpaBoBOro U TEXHMUYECKOTO XapakT epa:----- pyé6.

noAnncChb

— lep6oBasi neyarb HA. Map.
HoTapuyca r. MoCKBbI
ATwmoBa [.b.
Bcero npowHypoBaHo, NPOHYMEPOBAHO
nckpenneno neyaTbio ™ nucT(a)(os)
BPWO HoTapuyca
NOAMNMCH
Poooviiaen dengpayvmA
fgoMoaea
S MaptbiHoBa Hatanua AHLf\pe!
00653aHHOCTU HOTapuyca ror -
Bopricosuua, C8AETENLCTLYIO Ce|
nNy
.
o DBeTpe K BCero npoLwwTo, MPOHyMepOBaHo,
uaorooj,cpmmiml_‘um&l(l
Nre D30 Ry B0 CKDEMIEHO NevaTbio  /ucTa(oB)

BPV/IO HoTawyca
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state of Colorado
Secretary of State

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

Pays / Pais:

This public document
Le présent acte public / El presente documento publico

2. has been signed by
a ete signe par Deanna Jacobs

ha sido firmado por

3. acting in the capacity of .
agissant en quality de NOtary Public, State of Colorado

quien actOa en caiidad de
4. bears the seal / stamp of .
est revStu du sceau / timbre de Deanna Jacobs, Notary Public State of Colorado

y eait revestido del sello /timbre de

Certified

Attest6 / Certificado

> Denver, Colorado L/eeidia 'mBth day of February, 2017

7. by/ Wayne W. Williarms, Secretary of State of the State of Colorado
par / por
8. Number

sous n° 4743371970

bajo el numero

9. Seal 7 stamp: 10. Signature:
Sceau /timbre: Signature:
Sello / timbre: Firma:

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document,
and, where appropriate, the identity of the seal or stamp which the pubiic document bears.

This Apostiiie does not certify the content of the document for which it was issued.

This Apostiiie is not valid for use anywhere within the United States of America, its territories or possessions.

To verify the issuance of this Apostiiie, see: www.sos.state.co.us/auth

Cette Apostille atteste uniquement la veracite de la signature, la qualite en laquelle le signataire de I'acte a agi et, le cas ech6ant,
I'identite du sceau ou timbre dont cet acte pubiic est revetu.

Cette Apostille ne certifie pas le contenu de I'acte pour lequel elle a ete emise.

L’utilisation de cette Apostille n'est pas valable en / au les Etats-Unls d'Amerique, ses territoires ou possessions.

Cette Apostille peut etre v6rifiee a I'adresse suivante: vww.sos.state.co.us/auth

Esta Apostilla certifica unicamente la autenticidad de la firma, la calidad en que el signatario del documento haya actuado y, en su
caso, la”entidad del sello o timbre dei que el documento publico este revestido.

Esta Apostilla no certifica el contenido del documento para el cual se expidio.

No es valido el uso de esta Apostilla en los Estados Unidos de America, sus terrirorios o posesiones.

Esta Apostilia se puede verificar en la direccldn siguiente: www.sos.state.co.us/auth
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CERTIFICATE OF AUTHENTICITY

THIS DOCUMENT IS FOR RUSSIA

In the State of Colorado, County Jefferson, I, Deanna Jacobs, a Notary Public in and for said state, do
certify that on this 13th day of February. 2017,1carefully compared the original with the attached copy of
the Addition to Instructions For Use file for Platelet Pooling Set, the copy | now hold in my possession.

It is a complete, full, true, and exact copy of the document it purports to reproduce.

Notary Public

L/

DEANNAJACOBS
NOTARY PUBLIC
STATE OF COLORADO
NOTARY ID 20164047609
MY COMMISSION EXPIRES DECEMBER 16,2020

Seal;

Terumo BCT, Inc.

10811 West Collins Ave.
Lakewood. Colorado 80215-4440
USA

USA Phone; 1.877.339.4228
Phone: +1.303.231.4357

Fax: +1.303.542.5215

Terumo BCT Europe N.V.
Europe, Middle East and Africa
Ikaroslaan 41

1930 Zaventem

Belgium

Phone: +32.2.715.05.90

Fax: +32.2.721.07.70

UNLOCKING THE POTENTIAL OF BLOOD TERUMOBCT.COM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Terumo BCT (Asia Pacific) Ltd.

Room 3903-3903A, 39/F
ACE Tower, Windsor House
311 Gloucester Road
Causeway Bay, Hong Kong
Phone: +852.2283.0700
Fax: +852.2576.1311

Terumo BCT Latin America S.A.
La Pampa 1517-12" Floor
C1428DZE

Buenos Aires

Argentina

Phone: +54.11.5530.5200

Fax: +54.11.5530.5201

Terumo BCT Japan, Inc.
20-14, 3-chrome

Higashi Gotanda, Shinagawa-ku
Tokyo 141-0022

Japan

Phone: +81.3.6743.7890

Fax: +81.3.6743.9800



Platelet Pooling Set

TERUMOBCT

Addition to Instruction For Use

Platelet Pooling Set

September 2016

Date:
Signature: Terumo BCT-
Position: 10811 W. Collins Ave
Name: Lakewood, CO 80215
USA
Terumo BCT CONFIDENTIAL Page 10f6
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Platelet Pooling Set

CLASSIFICATION OF MEDICAL DEVIICE

The Platelet Pooling Set is a CE-marked class Ilb medical device complying with the Medical
Device Directive (93/42/EEC) as amended.

GMDN Code: 44034 - Blood Donor Set- Double Pack

Platelet pooling set has no direct contact with human body

TECHNICAL SPECIFICATIONS OF MEDICAL DEVICE

Design and appearance

The Platelet Pooling Set is an ethylene oxide sterilized single use disposable set. It contains 6
pooling arms and seperate tubing for sterile connection of platelet additive solution or plasma, a
platelet leukoreduction filter, a pooled platelet storage bag and a sampling pouch.

Structure and list of accessories

Opportunities and ways of integration with other MD

The Platelet Pooling Set has been validated for use with the Atreus 3 Component Integrated
Processing Set and the Reveos 3 Component Blood Bag Set and is compatible with the platelet units
that would be collected from those sets.

The whole blood-derived platelet units can be pooled and leukoreduced using the Platelet Pooling
Set. The platelet pooling set also has a coimection for adding plasma or a platelet additive solution.
There are no other known compatible medical devices.

Terumo BCT CONFIDENTIAL Page 3 of 6
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Platelet Pooling Set

MAIN PARAMETERS AND CHARACTERISTICS OF THE MEDICAL DEVICE

Rated technical characteristics
<icih riil iliciilion\

Bag Capacity « Platelet bag: 100mL to 400 mb

B Disposable Tubing Set in header bag:

406mm X254mm (L~AW)

Disposable Primary
Packaging Dimension

Tubins specifications ofPlatelet Poolim Set

I dll iliit.kih'.s\ OuhTAIlldlirri
Blue striped tubing 0,60mm 4,15mm 2,95mm
Clearplateletpooling 0,60mm 4,15mm 2,95mm
tubing
Tubing topooled 0,56mm 4,06mm 2,95mm

platelets storage bag

*Note: The tubing dimensions listed on this document are nominal values and are intendedfor use in
determining compatibility with various types oflaboratory equipment. The nominal values are
specified target dimensions; however, because they are based on non-sterile tubing measurements,
and due to variations in the manufacturingprocess, the actual dimensions may be slightly different.

-A  Pre-Sterile ten (mm) Post Sterile Length
Position Length Tolerance Tubing Between
Components

Platelet Pooling Lines

1 135 mm +10 /- 5 mm 132 mm 120 mm
Primary Tubing

2 80 mm +10/-5mm 80 mm 62 mm

4 80 mm +10/ -5 mm 75 mm 57 mm

6 280 mm +10/-5mm 266 mm 255 mm

7 110 mm +10/ -5 mm 104 mm 83 mm
Blue Striped PAS Line

3 385 mm +10/ -5 mm 380 mm 363 mm
Red Striped Restrictive Tubing Line

5 229 mm +6mm 230 mm 216 mm
Shelflife
Terumo BCT CONFIDENTIAL Page 4 of 6
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Table: Storage Recommendations for platelets in the Pooled Platelets Storage Bag
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KoMniekT ans nynupoBaHus TpOMGOLUTOB

OCHOBaHUWN NATU LeCATUETUI YCMELIHOro NPUMEHEHNS B MEAULNHCKUX n3Lennsx 6e3 LOKYMeHTa/IbHO
0(hOpPMJIEHHBIX C/lyYaeB MOBOYHbIX SAB/IEHUIA, CBSA3aHHbIX ¢ (hTasiatamm (DEHP), MOXHO yTBepXaaTb, UTO
PUCK OTKa3a OT Heob6XOAUMONM npouefypbl HaMHOro 00fiblle PUCKA, CBS3aHHOTO C BO3LENCTBMEM

(ranatoB (DEHP).

KNACCUPUKALIMA MEAVNLIMHCKOIO U3AENNS
KomnneKT gis nynpoBaHus TPOMOOLMTOB SBASETCS MeAULIMHCKM M3genvem Knacca Mb,
MapK/poBaHHbIi 3HakoMm CE 1 oTBevatoLmii TpeboBaHuAM [AMPeKTrBbI N0 MeAULIMHCKOMY
o6opygoBaHuio (93/42/EEC) B AeCTBYIOLLEN pefaKLnn.

Kog OMOM(BceMMpHO HOMEHKNATYpPbl MEAULIMHCKUX 13aennii): 44034 —Habop gns joHopa KpoBy —
[BoiHas ynakoBKa

KomnneKT gns nynmpoBaHns TPOMOOLMTOB He MMEET NMPSMOro KOHTaKTa ¢ OpraHM3MOM YeslioBeKa.

TEXHUWYECKNME XAPAKTEPNCTUKN MEOVNLUWNHCKOIO NM3AENWNA

KOHCTPYKLMA 1 BHELWHWIA BUA
KoMnnekT ans nyiiMpoBaHUs TPOMGOLMTOB SIB/SIETCS O4HOPA30BbIM KOMIMEKTOM, CTEPU/INZ0BAHHBIM C

NPUMeEHeHNeM oKcuaa aTuneHa. OH COCTOMT M3 6 OTBETB/IEHWIA 4151 MY/IMPOBAHNSA U OTAENbHbIX TPY6OK
AN CTEPUIBHOMO COEAIMHEHNS C A06aBOYHbIM PacTBOPOM TPOMOOLMTOB MM Nasmbl, (UbLTPa 415
NeiAikopefyKUUM TPOMGOLMTOB, MeLLKa /15 XpaHeHUs NMy/IMPOBaHHbLIX TPOMOOLMTOB M MeLlKa Ans npob.

CTpyKTypa M3fennsi u nepevyeHb NpUHaANEXHOCTeN

Homep no kaTanory OnucaHne
PACXOOHbIE MATEPUNA/DBI
41910 KomnnekT anga nynupoBaHus TPOM6OLNTOB

B03MOXXHOCTU 1 cNOCo6bI 06beAMHEHNSA C APYTUMU MEAULMHCKUMUN U3LeNUAMMU

Komnnekt fns  nynupoBaHWs TPOMOOUWMTOB Obll  aTTeCcTOBaH [AJ/19  WCMOMb30BaHUA BMeECTe C
TPEXKOMMOHEHTHbIM MHTErpupoBaHHbLIM Habopom ans 06paboTkm Atreus (Atreus 3 Component Integrated
Processing Set) 1 TpeXKOMMOHEHTHbIM Habopom Ans cbopa kpoBu Reveos (Reveos 3 Component Blood
Bag Set) n coBmecTm ¢ TpoMboumTamMmn, KOTopble 6yayT cobpaHbl C MOMOLLbIO 3TUX HAbopOB.
Tpom6oUMTbI, MOSlyYeHHble W3  LEeMIbHOW  KPOBW, MOFYT ObITb My/MpOBaHbl W MOABEPrHyTbI
neikopeaykuum ¢ npumeHeHnem Komnnekta fna  NyampoBaHUs TpPomMOouuMTOB.  KomnnekT ans

Terumo BCT KOHOUWAEHUWMANBHO CtpaHuua 3 n3 6
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KomnnekT gns nynmpoBaHus TPOM60OLMTOB

Ny IMpoBaHUsi TPOMOOLIMTOB Takke WMEET COeAuHeHWe A1 fob6aBfieHMs nnasvbl WM J06aBOYHOMO
pacTBopa TPOMGoLMUTOB. O COBMECTMMOCTM C APYTUMU MEANLIMHCKUMM M3AENUAMM MHKBOPMALIA HET.

OCHOBHbIE MAPAMETPbl U XAPAKTEPUCTVKN MEAMLMHCKOIO
N3OENNA

HoMUWHanbHble TexXHUYeCcKne xanakTeTCTUKN

EMKOCTb KOHTelHepa | ¢  KoHTeiiHep ans TpomoouuTos: oT 100mn go 400 mn
Pa3wvepbl 04HOpa3oBoi OpfHopa3oBblli Habop TPybOK B NakeTe, 3anevyaT biBAEMblil C MOMOLLbIO
NepBUYHOI YMaKOBKMN 3TUKeTKU, nepernbaemoii nononam: 406mMm x 254mm (4 x L)

TexHNYecKne xapakTepucTuku Tpy6ok KomnaekTa Ans nynMpoBaHus TPoM6GONUT OB

HeTanb TonrumHa BHeLwHuiA BHY T peHHwiA

CTEHKM anaveTp anaveTp
TpybKv ¢ CMHUMK NONOCKaMK 0,60Mm 4,15mMm 2,95MMm
Mpo3payHble TPYOKM ANa NynmpoBaHus TPOMOGOLMTOB 0,60mMM 4,15Mm 2,95Mm
Tpyoku, naywe K MeLKy Ans XpaHeHus NyMpoBaHHbIX 0,56MM 4,06MM 2,95Mm
TpomMb6oLyTOB

AMpumeyaHue: Pasmepbl TPy6OK, NepeyncneHHble B JaHHOM JOKYMEHTE, BN T CA HOMUHANbHBIMU
3HAYEHNAMU W NPeAHA3HAYEHbl 41 UCMNONb30BAHNUS ONPEeAeNeHNsl COBMECTUMOCTM C pa3IMuHbIMU BULAMM
nabopaTopHOro o6opyAoBaHus. HoOMUHANbHbIE 3HAYEHUSA ABAAIO T CA yKA3aHHbIMMW 3ajaHHbIMM
pasmMepamMu; O4HAKO U3-3a TOr0, YTO OHUM OCHOBAHbI Ha U3MEPEHUAX HECT EPUNbHbIX TPYBOK 1 13-3a
pasHuLbl B NpoLiecce NPou3BOACTBA, hakTHYeCcKne pasmepbl MOryT HEMHOIO OT/MYATbCS.

JOnvHa fo ctepunusauymm (Mm) [nvHa nocne ctepununsauyum
Mosvuna PaccTosiHne mexay
OnvHa Jonyck OnuHa TpybKu KOMMOHEHTaMM

NAMWHUN nynupoBaHWs TpomMb6OLMTOB

1 135 mMm™m + 10 /- 5 Mm 132 mwm 120 mwm

OCHOBHb € NUHUMN

2 80 Mm + 10/ -5 mm 80 Mm 62 mMm
4 80 Mm + 10/ -5 mm 75 MM 57 Mm
6 280 mMwm + 10/ -5 mm 266 MM 255 Mwm
7 110 mwm + 10/ -5 Mm™ 104 mwm 83 MM

NNuHus pacTBOpa NS XpaHeHWs ¢ rony6oil nonocoit

3 385 Mm + 10/ -5 mm 380 mMm 363 Mm

NunHna Ol'paHM‘-IMTEI'IbHaRCKpaCHOI‘;I nonocoit

Terumo BCT KOHOUNAEHLUWANBHO CtpaHuua 4 n3 6
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TPOMOOLHUTOB,
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6e30MacHOCTb UM 3PHEKTUBHOCTb PaboTbl, M He faeT HUKAKUX NPAMbIX UM KOCBEHHbIX rapaHTuil B
OTHOLUEHUW KaKNX-N1MBO KOMMNOHEHTOB UM 3aMacHbIX YacTei, Npon3BeAeHHbIX APYroin KoMnaHuen,
KOTOpble 6bI/IM BK/IKOYEHb! B 3anpoc MNMokynaTens, Wanm KOMMNOHEHTOB U NPOLYKTOB, UCMONb3YEMbIX He
Mo Ha3HaYeHWIO, YKa3aHHOMY M3rotoeuTtenemM. HeBbIMoNHEHUE NPOPUNAKTUYECKOTO peMOHTa
aHHYNMPYET AaHHble rapaHTUitHble 06s3aTenbcTBa. KomnaHusa “Terumo BCT” He HeceT
OTBETCTBEHHOCTb 3a Kakue-nnbo cobbiTus, CBA3aHHbIe C YCTaHOBKON Ha 060pyAo0BaHmMe 3anacHbIX
yacTeil, NpPou3BeAeHHbIX Apyroi KomnaHuein. TV TAPAHTUWHBIE OBA3ATE/IbCTBA
BKIOUYAIKOT 3KCKMO3UNBHBIE FTAPAHTUW N BUAbI TAPAHTUWHOIO OBCNYXWBAHUA
MOKYMATENA.

MPOUEAYPA NUMKBUWOAUNA  (YTUITN3AUUMN) N YHUYTOXEHUA
NCIMoJ/1IbSOBAHHOIO MEANUMNHCKOIO U3AENTNA

Mocne WCMONb30BaHWA KOMMMEKT AAS MyNMpoOBaHWs TPOMOGOLMTOB MOXET HECTU MoTeHUManbHYHo
6M0NOrMYECKy0 0NacHOCTb M AO0/MKEH OblTb YHUUYTOXEH B COOTBETCTBUM C HOPMaTMBaMU MECTHOrO
3aKOHOAATeNbCTBA.

MPETEH3NWU
B cnyyae npnobpeTteHns npogykumm komnaHuy “Terumo BCT” Ha Hee pacnpocTpaHsAoTCs obLne
nonoXeHus n ycnosus. K HUM OTHOCATCA clieaytolme rapaHTuiiHble 0683aTenbCTBa:

OrpaHM4YeHHas OTBETCTBEHHOCTb: B cnyvasx, YCTaHOBMEHHbIX [AeNCTBYIOLWMUM 3aKOHOLATE/NIbCTBOM,
9KCK/H03UBHbIE BUAbl rapaHTUHOro o6cnyxuBaHUA [Mokynatens B OTHOLEHWUU NHO6bIX NPETeH3uN,
npefcTaB/ieHHbIX B KOHTPaKTe, BOSHUKLIMX B pe3y/ibTaTe NpaBoOHapyLleHus, B CUY 3aKOHa, Mo rapaHTun
MU NHBIM 06pa30M [O/KHbI 6bITb OFpaHUYEHbl UCKIHOUYNTENIbHO BO3MELLEHUEM CTOMMOCTU MOKYNKW UK
3aMeHoW Bcein Mpogykumu, KoTopas nonana nog rapaHtun. OTBeTCTBEHHOCTb KoMNaHun «Terumo BCT»
3a MoTepu, KOTOpble He BAUAKOT Ha MpofyKT (T.e. KOCBEHHble, C/lyvaiiHble, NOBPEXAEHUS Bbl3BaHHbIE
OTCPOYKOW) 6yneT MCKNYeHa. B cnyyasax, Korga BbITEM3NOXEHHbIE OrpaHUYeHWs He YCTaHOBJIEHbI
[eNcTBYOWNM 3aKOHOLATeNbCTBOM, [JO/KHbI MPUMEHATLCA [eNCTBYHOLWME MpPaBOBble OrpaHUYeHns
OTBETCTBEHHOCTU, YCTAHOB/IEHHbIE 3aKOHOM WM MHLIM 06pa3oM, EC/IN OHW CYLLECTBYIOT.

lMpeacTaBuTeNsLCTBO B Poccun:

OO0 Tepymo Pyc

B3Hec-UueHTp CeBepHas baliHs ,13-i aTax,
yn. Tectosckad, 10, MockBa 123317,
Poccus

Ten.: +7-495-988-4740

dakc: +7-495-988-4739

E-mail: Andrev.Shevelev@ ,terumobct.com

Nataliva. Sukhoguzova@,terumo-europe.com

Terumo RCT KOHOUNAEHLUWMANBHO CtpaHuua 6 u3 6
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MepeBoa AaHHOroO TeKCTa caenaH MHOM, nepesogunkom MamenosbiM Tumypom [d>KaBaHLLNPOBUYEM.

nogrvon

Mopos MockBa

TpuHajuaTOro anpens fBe ThiCAYN ceMHajLaTOro roaa
A, MapTblHOBa HaTanua AHfpeeBHa, BPEMEHHO UCMONHAOLWAA 0653aHHOCT U HOTapuyca

ropoga Mockebl AkumoBa 'neba bopucosnya, CBUAETENLCTBYHO NOAMMHHOCTL NOAMUCA MepeBoAUMKa
Mamepgosa Tumypa [d>KasaHLIMPOBUYA.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb noanucasLLEro AOKYMEHT yCTaHOB/EHa.

Poccuitickaa depepaymsa

3aperucTpuposaHo B peecTpe: No

B3bICKaHO rocyfapcTBeHHON nownHbI(no Tapudy): 100py6.
YnnayeHo 3a OKasaHvie ycayr npaBoBOro M TeXHUYeCKoro xapakTepa:

nonn!/)lrb remaﬂ Mneyarb HA. MaprIHOBa
J HoTapuyca T MockBb!
AknvioBal .b.

Bcero npoLuHypoBaHo, NPOHYMepoBaHO
U CKpenneHo neyaTolo (> ucT(a)(oB)

BPMO HoTapuyca
noarCb

'opon, Mocksa

Bcero npoLwuTo, MpoHyMepoBaHo,
CKDETVIEHO MevaTbio  flATAR)
BPUNO Howpwnych
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state of Colorado
Secretary of State

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country;

p United States of America
Pays / Pais:

This public document

Le présent acte public / Ei presente documento publico

2. has been signed by
a été signb par Deanna Jacobs
ha sido firmado por

3. acting in the capacity of -

agissant en qualité de Notary Public, state of Colorado
quien actiia en calidad de

4. bears the seal /stamp of

est revetu du sceau / timbre de Deanna Jacobs, Notary Public State of Colorado
y estb revestido del sello / timbre de

Certified

AHeslé / Certificado

5. at

alen

Denver, Colorado 7th day of July, 2017

7. Ee?:/ or Wayne W. Williams, Secretary of State of the State of Colorado

8. Number
sous n° 5143382511

bajo ei numero

9. Seal / stamp; 10. Signature:
Sceau / timbre : Signature :
Sello / timbre: Firma:

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document,
and, where appropriate, the identity of the seai or stamp which the pubiic document bears.

This Apostille does not certify the content of the document for which it was issued.

This Apostille is not valid tor use anywhere within the United States of America, its territories or possessions.

To verify the issuance of this Apostilie, see: www.sos.state.co.us/auth

Cette Apostille atteste uniquement la veracite de la signature, la qualit§ en laquelle le signataire de l'acte a agi et, le cas 6cheant,
I'identite du sceau ou timbre dont cet acte public est revetu.

Cette Apostille ne certifie pas le contenu de I'acte pour lequel elle a été érlae.

L'utilisation de cette Apostille n'est pas valable en / au les Etats-Unis d'Amérique, ses territoires ou possessions.

Cette Apostille peut etre vérifiée & I'adresse suivante: www.sos.state.co.us/auth

Esta Apostilla certifica unicamente la autenticidad de la firma, la calidad en que el signatario del documento haya actuado y, en su
caso, la identidad del sello o timbre del que el documento publico e31é revestido.

Esta Apostilla no certifica el contenido del documento para el cual se expidio.

No es viilido el uso de esta Apostilla en los Estados Unidos de ATénca, sus terrirorios o posesiones.

Esta Apostilla se puede verificar en la direccibn siguiente: www.sos.state.co.us/auth
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TERtIMDbi

A ddition to Instruction For Use

Platelet Pooling Set

State of Colorado

Courity of

Subscribed and affirmed before

ths ~"dayof ~vjJv---20d L
by Mirk” T+e”c-"

Notary Public
Date: July
Signature .
L Affairs

Position;

Name: Mark Herzberg DEANNAJACOBS
NOTARY PUBLIC

STATE OF COLORADO

NOTARY ID 20184047609
MY COMMISSION EXPIRES DECEMBER 16.2020

Terumo BCI™
10811 W. Collins Ave
Lakewood, CO 80215
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Platelet Pooling Set

Addition to Instruction for Use

INFORMATION ON MANUFACTURERS OF THE MEDICAL DEVICE

Manufacturer

Terumo BCT, Inc.

10811 W. Collins Avenue
Lakewood, Colorado 80215
USA

Phone: +1.303.231.4357
Fax: +1.303.542.5215

Manufacturing facility
Terumo BCT, Inc.

10811 W. Collins Avenue
Lakewood, Colorado 80215
USA

Phone: +1.303.231.4357
Fax: +1.303.542.5215

THE USE OF THE MEDICAL DEVICE FOR WHICH INTENDED BY THE
MANFACTURER

Intended use
The Platelet Pooling Set is intended for use with whole blood derived platelets, including pooling
and filtration, resulting in a platelet product for transfusion.

The pooling kit has only been evaluated on the Atreus system and the Reveos system. Therefore, if it
will be used with other systems an evaluation will need to be performed according to the institution’s
SOP.

Indications
The Platelet Pooling Set is to be used for pooling and leukoreduction of whole blood derived
platelets resulting in a platelet product for transfusion.

Contraindications
There are no known contraindications

Conditions of use
This product is used by trained and qualified blood center personnel for the pooling and
leukoreduction of interim platelet units. This occurs is in a laboratory setting.

Adverse Events

The Disposable Kits described here contain phthalates (DEHP). Patient groups including pregnant or
nursing women and children are considered to be the most at risk of harmful effects due to DEHP
exposure. Based on five decades of successful use in medical devices without a reported adverse
event related to DEHP, the risk of not doing a needed procedure is far greater than the risk associated
with exposure to DEHP.

Terumo BCT Page 2 of 7
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Platelet Pooling Set

aASSIFICATION OF MEDICAL DEVIICE
The Platelet Pooling Set is a CE-marked class lib medical device complying with the Medical
Device Directive (93/42/EEC) as amended.
GMDN Code: 44034 - Blood Donor Set - Double Pack
Platelet pooling set has no direct contact with human body

TECHNICAL SPECIFICATIONS OF MEDICAL DEVICE

Design and appearance

The Platelet Pooling Set is an ethylene oxide sterilized single use disposable set. It contains 6
pooling arms and seperate tubing for sterile connection of platelet additive solution or plasma, a
platelet leukoreduction filter, a pooled platelet storage bag and a sampling pouch.

Structure and list of accessories

Catalog Number Description
CONSUMABLE
41910 Platelet Pooling Set

Opportunities and ways of integration with other MD

The Platelet Pooling Set has been validated for use with the Atreus 3 Component Integrated
Processing Set and the Reveos 3 Component Blood Bag Set and is compatible with the platelet units
that would be collected from those sets.

The whole blood-derived platelet units can be pooled and leukoreduced using the Platelet Pooling
Set. The platelet pooling set also has a connection for adding plasma or a platelet additive solution.
There are no other known compatible medical devices.

Terumo BCT Page 3 of 7
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Platelet Pooling Set

MAIN PARAMETERS AND CHARACTERISTICS OF THE MEDICAL DEVICE

Rated technical characteristics

General Specifications
Bag Capacity Platelet bag: 100mL to 400 mL
Disposable Primary B Disposable Tubing Set in header bag:
Packaging Dimension  406mm X254mm (L r. W)

Tiibim specifications ofPlatelet Poolins Set

Item Wall thickness Outer diameter Inner diameter
Blue striped tubing 0,60mm 4,15mm 2,95mm
Clearplateletpooling 0,60mm 4,15mm 2,95mm
tubing

Tubing topooled 0,56mm 4,06mm 2,95mm

platelets storage bag

*Note: The tubing dimensions listed on this document are nominal values and are intendedfor use in
determining compatibility with various types oflaboratory equipment. The nominal values are
specified target dimensions; however, because they are based on non-sterile tubing measurements,
and due to variations in the manufacturing process, the actual dimensions may be slightly different.

Pre-Sterile Length (mm) Post Sterile Length
Position . Between
Length Tolerance Tubing Components

Platelet Pooling Lines

1 135 mm +10/-5 mm 132 mm 120 mm
Primary Tubing

2 80 mm +10/-5mm 80 mm 62 mm

4 80 mm +10/-5 mm 75 mm 57 mm

6 280 mm +10/-5 mm 266 mm 255 mm

7 110 mm +10/-5 mm 104 mm 83 mm
Blue Striped PAS Line

3 385 mm +10 /-5 mm 380 mm 363 mm
Red Striped Restrictive Tubing Line

5 229 mm + 6 mm 230 mm 216 mm
Terumo BCT Page 4 of 7
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Platelet Pooling Set

AShelflife
Treproduct expires 2 years from date of manufacture. Refer to product labelling for expiry date

METHODS AND CONDITIONS OF STERILIZATION. THE TERM OF

MAINTAINING STERILITY

The Platelet Pooling Set is ethylene oxide sterilized.

This product has been processed with ETO to achieve a 10®sterility assurance level in accordance
with 1ISO 11135-1:2007 Sterilization ofhealth care products - Ethylene Oxide- Part 1: Requirements
for development and routine control ofa sterilization processfor medical devices.

This product has been validated to achieve less than 6mg EtO, meeting the requirements of ISO
10993-7:2008 Biological evaluation ofmedical devices - Part 7: Ethylene oxide sterilization
residuals prior to release and less then Ippm in the collect bag at time of use.

If a sterile packaging is damaged, it’s necessary to dispose of the medical device in accordance with
local regulations as a class A waste.

OPERATION CONDITIONS

Operating conditions of a MD
The pooling and leukoreduction of platelet units into a platelet unit for transfusion using the Platelet
Pooling Set occurs in a laboratory setting under ambient room temperature conditions.

Requirements for installation and set-up
Not applicable

Information on technical maintenance
The Platelet Pooling Set is a single-use medical device and it does not need technical maintenance

Information on verification
Not applicable, the Platelet Pooling Set does not incorporate a measuring function

Requirements for maintenance or repair
Not applicable, the Platelet Pooling Set is a single-use medical device and it does not need
maintenance or repair

CONDITIONS OF TRANSPORTATION AND STORAGE

Type of storage, temperature, moisture, illuminance etc.
Protect from freezing. Avoid excessive heat.

Storage Parameter Recommended Ranges for Recommended Ranges for
Storage in Plasma Storage in PAS

Volume per bag 100 to 400 mL 100 to 400 mL

Platelet concentration 05t0 21 x I0/pL 05t021x IO~L

Maximum total platelets per <5.1 X10“ platelets <45 x 10" platelets

bag [(vol. x cone.) x 107

Temperature 2 °Cx2°C 22°Cx2°C

WARRANTY LIABILITIES

Terumo BCT Page 5o0f 7
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Platelet Pooling Set

(Wenpurchasing a Terumo BCT product, the general terms and conditions are applicable. This
includes the following warranty statement:

LIMITED WARRANTY. Warranty information applicable to the equipment or disposables specified
on this invoice is set forth in the price list and any contract for such equipment or disposables and
shall be provided by Terumo BCT upon request. For a period of ninety (90) days from the date of the
invoice, Terumo BCT will repair or replace Terumo BCT spare parts or optional feature components
that Terumo BCT finds defective in material or workmanship. Terumo BCT is not responsible for,
and shall have no obligation with respect to any failure caused by normal wear and tear, misuse,
unauthorized alterations, accident, neglect, use of non-standard accessory attachments, and/or
improper customer maintenance. Terumo BCT does not verify the safety or efficacy of, and makes
no warranties, express or implied, with respect to any non-Terumo BCT components or non-Terumo
BCT spare parts included at Purchaser’s request or any components or products used other than as
expressly intended by their manufacturer. Failure to perform preventive maintenance procedures will
invalidate this warranty. Terumo BCT is not responsible for any events related to non-Terumo BCT
parts installed in the equipment. THIS LIMITED WARRANTY CONTAINS THE PURCHASER’S
EXCLUSIVE WARRANTIES AND REMEDIES.

INDICATION, IF REQUIRED, OF SPECIAL PRECAUTION MEASURES TO BE

TAKEN WHEN DESTROYING UNUSED MEDICAL DEVICES
The Platelet Pooling Set should be disposed of in accordance with local regulations. Waste class "A".

PROCEDURE OF DISPOSABLE (UTILIZATION) AND DESTRUCTION OF THE
USED MEDICAL DEVICE

The product packaging complies with European Directive 94/62/EC for packaging and packaging
waste. Medical device does not influence to environment.

After use the Platelet Pooling Set may be potentially biohazard and should be disposed of in
accordance with local regulations.

Class "A" medical waste in accordance with SanPin 2.1.7.2790-10 for unused products.

Disposal of the Class A medical waste.

Collecting of Class A medical waste can be carried out in reusable containers or in disposable bags.
The color of the packages does not matter, however, for this class it is not allowed to use yellow and
red packages.

Packages with garbage are located inside reusable containers or on special carts. Containers for
waste and carts must be marked as "Waste. Class A". As waste of this class is not potentially
dangerous, they can be stored on ordinary' landfills or dumped into sewerage.

Class "B" medical waste in accordance with SanPin 2.1.7.2790-10 for the used product.

Disposal of the Class B medical waste.

To collect solid and liquid Class B wastes, disposable, moisture-proof, non-permeable containers

must be used. Containers should have a tight fitting lid, which precludes the possibility of
spontaneous opening of the container.
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Platelet Pooling Set

Collecting of Class B waste into one-off packages is also permitted. All containers for this type of
waste must be yellow, or have a yellow marking "Waste. Class B". The rules for decontamination of
medical waste of this class are such that, for this type of waste, decontamination is required, after
which they can be burned or buried.

CLAIM
When purchasing a Terumo BCT product, the general terms and conditions are applicable. This

includes the following liability statement:

Limited liability: To the extent permitted under applicable law. Purchaser's exclusive remedy with
respect to any claim, whether in contract, in tort, under statute, under warranty or otherwise shall be
limited solely to the refund of the purchase price or replacement of all Products shown to be other
than as warranted. Terumo BCT’s liability for losses which do not affect the Product (e.g. indirect,
incidental, consequential losses, damages caused by delay) shall be excluded. To the extent the
foregoing limitation is not permissible under applicable law, the applicable legal limitation of
liability under statute or otherwise if there shall be one, shall apply.

Representative office in Russia:
Terumo Russia LLC

BC Northern Tower, 13th Floor,

10 Testovskaya Street, Moscow 123317,
Russia

Tel: +7-495-988-4740
Fax: +7-495-988-4739
E-mail: Arma.Sabirova@terumobct.com

Andrev.Shevelev(d),terumobct.com
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[MepeBog ¢ aHrAMIACKOTO A3bIKa Ha PYCCKNI A3bIK]

LUTaTt Konopago
CeKpeTapb LWITaTa

AMNOCTWUJIb
(Maarckas KoHBeHUMA 0T 05 oKTA6pA 1961 roga)

1 CrpaHa: CoeagnHeHHble LLTaTbl AMEpUKM
Hactoawmin omumanbHbid JOKYMEHT
2. nopgnucaH OuHHoN [xeinko6c.
3. BbICTynatoLleli B Ka4yecTBe HoTapuyca wrtata Konopago,
4. ckpenneH neyartblo/wTamnom AuHHbl [ykeinko6e, HoTapuyca wTata Konopago.
YAOCTOBEPEH
5. BT. [eHBepe, wrat Konopaso
6. 07 wona 2017 r.
7.  KeM: Y3iHOM Y. Yunbsmcom, Cekpetapem LuTata, wrat Konopamio
8. 3aNe 5143382511
9. Mevartb/wTtamn: [MeyaTb wTaTa Konopago]
10. Mowwecb:/nognuce/
HacToslwmin anoctunb yA0CTOBEPSET TOMbKO MOA/IMHHOCTL MNOAMUCU U JO/MHKHOCTb  NINLA,
noAnNMcasLLero opuuua/ibHbIA AOKYMEHT, a Takxe, B COOTBETCTBYHOLUMX C/y4vasx, nevatb Wm
LUTaMn Ha onLmMabHOM LOKYMEHTe.
AnNoCTU/Ib He YL0CTOBEPAET COAEPXKMMOE JOKYMEHTa, HA KOTOPOM OH MPOCTaB/IeH.
HacToswwin anocTnnb HefencTBUTENEH 419 UCMONb30BaHWA B CoefMHeHHbIX LLTatax AMepurky,

Ha TEPPUTOPUSIX UK BO BNaJEHMSX JaHHOrO rocyAapcTea.
Y [10CTOBEPUTL BbLLAYY anocTU/s MOXHO M0 aapecy: WWww.sos.state.co.us/auth
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\Ha 6naHke komnaHum «Tepymo BCT, NHK.»]
JononHeHve K MHCTPYKLUMM NO 3KCnnyaTaumm

KomnnekT ans nynupoBaHus TPOMGOLIMTOB

[Harta: 05 nrong 2017 .
Mognuck: /nognuce/

LOMKHOCTb: CTapLUWiA creymanucT oTAena HopMaTUBHO-NPABOBOMO PerynMpoBaHmns
Nmsa: Mapk A. Xepubepr

[WTamn:

«Tepymo BCT»

10811 ¥Y. KonnuH3 Ase
Neiksyn, Konopago 80215
CLUA]

[WTamn:

LLiTaT Konopago

Oxkpyr DxethhepcoH

MognucaHo ¥ NOATBEPXAEHO B MoeM mnpucyTcTBum cerofgHsa, 05 wuwona 2017 r. Mapkom
Xepubeprom

/nognuce/

Hotapuyc]

[WTamn:

[nHHa [keiiko6e

Hotapuyc wrata Konopaso

Homep nuueH3nn Hotapuyca: 20164047609

Mos nunueH3uns aeinctTenTenbHa Ao 16 gekabps 2020 r.]

«Tepymo BCT»
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KoMnnekT 4nsa nysmMpoBaHnst TPOMGOLMTOB

N10MO/THEHNE K MHCTPYKLUUU NO
aKcnayaTauum

MHPOPMALWNA OB NTOTOBUTENTAX MEANLUWNHCKOIO M3AENNA

M3rotoBuTesnb

Terumo BCT, Ine.

10811 B. KonnunHe ABeHIO
Neiiksyn, Konopago 80215
CLLA
TenedoH:+1.303.231.4357
dakc:+1.303.542.5215

MpOon3BOACTBEHHbIE OOBEKTHI
Terumo BCT, Inc.

10811 B. KonnunHc ABeHIO
Neiiksyn, Konopago 80215
CLIA
TenedoH:+1.303.231.4357
dakc:+1.303.542.5215

NMPMMEHEHVWE MEAVNUWHCKOTIO N3AE/INA B COOTBETCTBUU C
NMPEAHA3SHAYEHWEM, SAABNEHHBIM N3TOTOBUNTENEM

Ha3HaueHue
KomnnekT 4ns nynvMpoBaHUA TPOMOOUUTOB NpefHa3HayeH 4/19 UCMOo/b30BaHNA npu paboTe ¢
TpomboumMTaMm, NOMYHEHHbIMW M3 LENbHOW KPOBKM, B TOM YMC/IE METOAOM MY/IMPOBaHNA 1 hnbTpaLmn.

NTorom pa6oTbl C KOMMN/IEKTOM SIBAISIETCS MOTyYeHKe NPOoAyKTa TPOMOOLMTOB, NMPUroAHONo s
nepenuBaHKs. KauecTBo hyHKLMOHMPOBaHWS Habopa /1 NyNnpoBaHUs 6bIo OLEEHEHO TONbKO
NPUMEHNTENBHO K crcTeMam Atreus 1 Reveos. Ecnv npeanonaraeTcs MCMonb3oBaHWe Habopa B Apyrix
cucTemax, He06XOAMMO BbIMONHUTL OLEHKY ero (yHKLVOHMPOBaHWS B COOTBETCTBUM CO CTaHAapPTHbIMU
pabouMmMK npoLieaypamy COOTBETCTBYIOLLIErO YUPEXKIEHWS.

INokasaHusa

Komnnekt ans nynuMpoBaHUs TPOMOOUMTOB MpefHa3HayeH Ans NyanMpoBaHUA W NeKopeayKuum
TPOMOOLMTOB, MOMYYEHHbIX U3 LENbHON KPOBM, B pe3y/nbTaTe Yero obpasyeTcs TPOMOOLMTHbIA NPOAYKT
AN151 NepennBaHns.

MpoTrBOMOKasaHUs
N3BECTHbIX MPOTUBOMOKA3aHMIA HeET.

Ycnosus npyUMeHeHWs
[JaHHbI NPOAYKT UCMONb3YeTCA 00yUeHHbIM U KB/IM(MLMPOBaHHLIM NEPCOHANIOM LieHTpa nepenvBaHus
KPOBW [N1A MY/IMPOBaHUA M NENKOPeLyKLMN MPOMEXYTOYHbIX [03 TPOMOOUMUTOB. 3TO MPOUCXOLUT B
YC/0BMAX naboparopum.

Mo6oYHbIe fencTBus

B Habopax pacxofHbIX MaTepuanos, OMWCaHHLIX B AaHHOM [OKYMeHTe, cofepxatcs (Tanatbl
(DEHP).Cuutaetca, 4To rpynmnbl NauWeHToB, K KOTOPbIM OTHOCATCS GepeMeHHble U KopMsLLmMe
YKEHLLUMHbI 1 AeTN Hanbonee NoABePXKeHbl PUCKY HebnaronpuaTHOro BosaencTeus hranatos (DEHP). Ha
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KoMMneKT Ans nynmMpoBaHnsi TpOM60LMTOB

OCHOBaHWM MNATU JECATUNETUIA YCMELHOMo NPUMEHEHUS B MEAMLUMHCKUX n3enmsax 6e3 AOKYMeHTaslbHO
OhOPM/IEHHBIX C/TyYaeB MOBOYHbIX ABNEHWNIA, CBA3aHHbIX C Tanatammn (DEHP), MOXHO yTBepXAaTb, YTO
PUCK OTKa3a OT HeoOXOAMMON npouedypbl HaMHOro 60/blUe PUCKA, CBA3AHHONO C BO3AEVCTBUEM

(pranaros (DEHP).

KNTACCNOPUNKAUNA MEOVNUNMHCKOIO NM3AENINA

KomnnekT ansa nynvmposaHns TPOMOOLMTOB ABNSETCA MEAULMHCKMM 13gennem knacca Ib,
MapKMpoBaHHbI 3Hakom CE v oTBevatoLmin TpeboBaHUAM [MPeKT1BbI N0 MeSULUHCKOMY
o6opyposaHuto (93/42/EEC) B ielCTBYHOLLEN pefakumm.

Kog GMDN(BceM1pHOI HOMEHKATYpbl MeANUMHCKUX m3aenuii): 44034 -Habop ans foHopa KpoBu -

[BoilHas ynakoBKa
KomnnekT ansa nynvmposaHns TPOMOOLMTOB He MMEET MPSAMOro KOHTaKTa C OpraHM3MOM YeNoBeKa.

TEXHNWYECKWE XAPAKTEPUCTUKW MEANUNHCKOIO N3AENTNA

KOHCTPYKUUSI 1 BHELLIHWIA BUf,
KomnneKT gns nyMpoBaHnst TPOMOGOLMTOB SIB/IIETCS OJHOPA30BbIM KOMM/IEKTOM, CTEPU/IN30BAHHbIM C

MPUMEHEHNEM OKcnaa aTuneHa. OH COCTOUT M3 6 OTBETB/IEHUI ANS MY/IMPOBaHUS U OTAENbHBIX TPY6OK
ANS CTEPUIBHOTO COeANHEHNS C 106aBOYHLIM PACTBOPOM TPOMGOLMTOB UK NNa3mbl, GUnbTpa ans
neikopeyKLuMn TPOMOOLMTOB, MeLLIKa A1 XpaHEH)S MyIMPOBaHHbIX TPOMOOLMTOB 1 MeLLKa /151 Npob.

CTpyKTypa u3genuns 1 nepeyeHb NpUHaALNEXHOCTel

Homep no kaTanory OnwucaHue
PACXO4HbLIE MATEPUATDBI
41910 KomnnekT Ans nynupoBaHus TPomM6OLUT OB

B03MOXKHOCTM 1 Croco6bl 06 beAVHEHUSA C APYTUMUN MEAULMHCKUMU N3LENNAMN
Komnnekt fns nynupoBaHWs TpomOOUMTOB Oblil  aTTecToBaH [1S  WCMOMb30BaHWS BMECTE C
TPEXKOMIMOHEHTHbIM UHTErpupoBaHHLIM Habopom a1 0bpaboTku Atreus (Atreus 3 Component Integrated
Processing Set) 1 TpeXKOMMOHEHTHbIM Habopom Anst cbopa Kposu Reveos (Reveos 3 Component Blood
Bag Set) 1 coBmecTMm ¢ TpoM6oUMTaMK, KOTopble OyayT co6paHbl C MOMOLLbHO 3TUX HAGOPOB.

TpomMbouUTbl, MOMYYEHHble W3  LEeNbHOAW  KPOBW, MOTYT OblTb My/MpOBaHbl WM MOABEPrHYThI
nemkopesykuMm ¢ npuMeHeHveMm Komnnekta Ans  MynMpoBaHUs TPOMOGOUMTOB. Komniekt ans
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KoMnneKT Ans nynmpoBaHnst TpOoM60LMTOB

JlprapoBaHiis TPOMOOLMTOB TakXkKe MMeeT eoefiuHeHWe Ans Ao6aBneHus nnasmbl UAK A06aBOYHOTO
pacTeopa TPOMOOLMTOB. O €0BMEETUMOETM € APYTMMU MeAULMHCKUMU M3AeNVMSMU MHOPMaLUA HeT.

OCHOBHBLIE NAPAMETPbl W XAPAKTEPUCTUKWN MEONWUMHCKOTIO

NM3OENNA
HomuHanbHble TeXHUYecKne xapak TepucT KK
Obuimne iiie.xuwiecKiie .XapakKTepucTnKn
EMKOCTb KOHTEIAHEPA o  KoHTeliHep 4ns TpoMGoLuToB: oT 100mn Ao 400 mn
Pa3mepbl 0fHOpPa30Boii  m  OaHOPA30BbIii HABOP TPYOOK B NAKeTe, 3aneyaTbiBaeMblii C MOMOLLbHO
MepPBUYHOI yNaKoBKY 3TVKETKY, nepernbaemoii nononam: 406Mm X 254MM (4 ~ LW )

TexHMyeckmne xapak TeMMCcTUKN TPY6oK KomnnekTa gas nyampoBaHns TPOM6GOMMTOB

feTanb To.mynna Bueiimuii BuyTpennnii

anenkm 6na.meTp (Kw.meTp
Tpy6KmM C CYHUMW NOMIOCKaMK 0,60mMMm 4,15MMm 2,95MMm
[Mpo3payuHble TPYOKU 415 NyIMPOBaHWA TPOMOOLMTOB 0,60mMm 4,15Mm 2,95MMm
Tpybku, nayLme K MeLLKy Ans XpaHeHWs NnynpoBaHHbIX 0,56MMm 4,06MM 2,95MM
TPOMOOLMTOB

*MpumMedaHmne: Pa3mepbl TPYOOK, NepeyncieHHble B JaHHOM [JOKYMEHTE, B0 T CS HOMUHANbHbIMU
3HAYeHMAMM W NpeaHa3HaueHbl AN UCMONb30BaHNS ONPeAeneHNst COBMECTUMOCTM C pasanyHbIMK BUAAMY
nabopaTopHOro 06opyaoBaHns. HoMuHaNbHbIE 3HAUYEHUS SBNSHOTCS YKa3aHHbIMU 3aaHHbIMY
pasMepamu; OfHAKO M3-3a TOr0, YTO OHWN OCHOBaHbl Ha M3MEPEHNSAX HECTEPUNbHBIX TPYBOK 1 13-3a
pasHuLbl B MPOLIECCe NPOKU3BOACTBA, (haKTWYeCKNe pasMepbl MOTYT HEMHOIO OT/MYATbCS.

[nvHa go ctepunmsaynm (M) [nvHa nocne ctepunmnsaynm
Mo3nyus PaccTosHme me
[nvHa Jonyck [nviHa Tpy6Kn KOMHOHeHTaJ;py
JIHM NynpoBaHUs TPOMOOLIMTOB
1 135 mm +10 /- 5Mm 132 mm 120 mm
OCHOBHbIe NMHUN
2 80 Mm +10/ -5 Mv 80 Mm 62 MM
4 80 Mv +10/-5 Mm 75 MM 57 Mv
6 280 Mm +10/-5 Mm 266 MM 255 MM
7 110 mm +10/ -5 Mm 104 mm 83 Mv
JIMHKs pacTBOpa 151 XpaHeHns ¢ ro/y6oii Nosocoi
3 385 Mm +10/-5 Mm 380 Mm 363 Mm

JINHUS OrpaHNUMTENbHASH C KPACHOI MoJoCcoi
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KOMM/IEKT Ans MyMpoBaHus TPOMGOLMTOB

229 MM | + 6 MM | 230 Mm 216 MM

Cpok cny>Kobl
Cpok cnybbl nNpoayKTa 2 rofga € AaTbl M3roToB/eHNs. [laTa OKOHYaHMsi CPOKa roAHOCTWM yKasaHa Ha
3TUKETKe NPOoLyKTa.

METO/bI 7 YCNOBUA CTEPUNN3ALNWN, yc/noBu4d COXPAHEHWHA

CTEPUNBHOCTN

KomnnekT gna nynmposaHns TPOMOOLMTOB eTePUIN30BaH € MOMOLLbIO OKenaa aTUeHa.

[JaHHoe n3genue 66110 06paboTaHO C NOMOLLLHO OKCUAA 3TUNEHA A4/1 LOCTUXKEHWS rapaHTMPOBaHHOIO
YPOBHA cTepuibHoeTn 10™B cooTtBeTcTBUM € ISO 11135-1:2007CTepLlumnsayLl U3Lenuin MeguLuHCKoro
HasHayeHus - okeunpg aTuneHa —YacTb 1: TpeboBaHusA K pa3paboTKe M TekyllemMy KOHTPO/ npouecca
cTepunuaLum MegnLNHCKNX U3LENMIA.

[aHHoe wn3genve 6bi10 aTTeCTOBAHO Ha BHECEHME MeHee 6 MI OKenfa 3TU/IeHa, 0TBeYas TpeboBaHMAM
ISO 10993-7:2008 Bronormyeckas oLeHKa MeANLMHCKUX n3aennii - YacTb 7: oCTaTO4YHOE KONNYECTBO
nocne cTepuan3aLmnmM OKCMAOM 3TUneHa 0 BbiMycKa U MeHee 1 M.[. B KOHTeMHepe Ans ebopa BO Bpems
NPUMEHEHMS.

Mpy HapyLLeHUM eTePUNbHON YNaKoBKM HEOBX0AMMO YTUNM3NPOBATb MEAULIMHCKOE 13Aenne B
COOTBETCTBUM C MECTHbIMM HOPMATMBHbIMMW aKTamMu, Kak 0TX04 Knacca A.

YCNOBUNA SKCMNAYATAUUN
YcnoBus akcrnsiyataumm MeguunHCKOro nstenuns
MynvMpoBaHve W NenKopeayKums TPOMOOLUMTOB B €MKOCTb [A1S NepevmBaHMs  TPOMOOUMTOB C
npvMeHeHneM Komnnekra gas nynmpoBaHvs TPOMOOLMTOB NPOMEXOAUT B N1a60PATOPHLIX YCIOBUSX MPU
KOMHaTHOI TeMnepaTtype.
TpeboBaHUA K YCTAHOBKE N PEryiMpoBKe
He npumeHnmo
VHopmaums o TEXHUYECKOM 06C/Ty)KMBaHUM
Komnnekt gng nynvmpoBaHUs TPOMOOUMTOB SBNAETCA OLHOPA30BbIM MELVUUMHCKAM W3LENMEM WU He
HY>K[2eTCA B TEXHUYECKOM 06CNY)XXMBaHUN.
MHdopmaumsa o sBepudurkaymm
He npvMeHMMO, KOMMEKT A5 My/MpoBaHns TPOMOOLMTOB He OCHALLEH (YHKLMER N3MePEHUS.
TpeboBaHUA K 0OCNY>XXMBAHUIO NN PEMOHTY
He npvMeHUMO, KOMMMEKT A/1F MynMpoBaHUA TPOMOOUMUTOB fBMsieTed O04HOPa30BbIM MeAULMHEKUM
N3LeNIMEM N He HY)XKAETCA B 06CY>KUBaHUW UIN PEMOHTE.

YCNOBUA TPAHCMOPTUPOBKWN U XPAHEHUNA
Bua xpaHeHus, TeMnepaTypa, BNaXXHOCTb, OCBELLEHME U T.[,
He 3amopakmBaTh. He gonyckaiite neperpesa.
Tabnuua: pekoMeHAaLymn Mo XpaHeHU0 TPOMOOLMTOB B MeLLKax AN XpaHeHMs NyNMPOBaHHbIX

TPOMOOLMTOB.
MapameTp XpaHeHWs PekomeHayemble PekomMeHayeMble A03bl
[nanasoHbl A1 XpaHeHUa Ons XpaHeHus B PAS
B Mnasve
OO6beM KOHTelHepa Ot 100 o 400 mn Ot 100 go 400 mn
Tpom6ouMTapHbIA KOHLEHTpaT OT1 0,5 10 21 x KO™Mun OT10,5 fo 21 x KO*un

MakcumanbHoe o6uee konmueetBo <5,1 X 10“TpomboumtoB  <4,5 x 10“ TpomM6OLMTOB
TPOMOOLIMTOB Ha KOHTEeNHep[(06beM X

KOHUeHTpaums) x 107

Temnepatypa 22°Cx2°C 22°Cx2°C
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KomMnnekT Ans nynvMpoBaHWsi TPOMGOLMTOB

AMHTUMHBIE OBA3ATE/NNILCTBA

5 cnyyae nprobpeTeHns NpoayKumuM KomnaHum “Terumo BCT” Ha Hee pacnpoCTpaHATCA 06Lime
MONOXEHNSA N YCNOBUSA. K HUM OTHOCSTCA CneaytoLme rapaHTUiiHble 06s3aTensCTBa:

OrPAHNYEHHAA TAPAHTNA. NHdopmaums o rapaHTUAHBIX 0653aTeNbCTBaX, KOTopas OTHOCUTCA K
060pYy0BaHNIO NN PaCXOAHLIM MaTepuanam, yKasaHHbIM B JaHHOM WMHBOICE, NpefcTaBeHa B npaiic-
NNCTe 1 B NHOOOM ApYrom LOKYMeHTe Ha 3T0 060pya0oBaHWe UK PacXoAHble Matepuasbl 1
npegoctasnseTcs komnaHvein “Terumo BCT” no 3anpocy. B TedeHne geaHocta (90) aHein ¢ gatbl
NOKYNKW KoMnaHust “Terumo BCT” npoun3BedeT PEMOHT WM 3aMeHY 3anacHbIX YacTeil KOMMaHun
“Terumo BCT” nnn AONONHUTENbHBIX KOMMOHEHTOB, (hYHKLMKW, MaTepuan UM KayeCcTBO M3roTOB/IEHUA
KOTOpbIX KomnaHus “Terumo BCT” nocumtaet 6pakoBaHHbIMK. KomnaHus “Terumo BCT” He HeceT
OTBETCTBEHHOCTb M He MeeT 0653aTeNbCTB B OTHOLLEHWM MOMIOMOK, MPON30LLEALLNX B pe3y bTaTe
eCTeCTBEHHOI0 M3HOCa, HENPaBW/bHOM 3KCMlyaTaumn, HeCaHKLMOHMPOBAHHOTO BHECEHNS M3MEHEHWNA,
aBapun, XanaTHOCTM, UCMO/b30BaHUA HECTAHAAPTHLIX AOMNOMHUTENbHLIX MPUCNOCO6EHNIA N/nan
HeHa/1eXalllero TEXHUYECKOro ob6cnyxmnsaHus knveHToM. KomnaHus “Terumo BCT” He noaTBepXxaaet
6e30MacHOCTb UK 3PMEKTUBHOCTL PaboTbl, U HE JAET HUKAKMX NPSMbIX U KOCBEHHbLIX rapaHTui B
OTHOLLEHWN KaKNX-M60 KOMMNOHEHTOB UM 3amnacHbIX YacTei, NPoM3BEAEHHbIX APYToil KOMMaHWe,
KOTOpble ObLUM BKOYEHbI B 3arpoc MokynaTtens, uin KOMMOHEHTOB WM NPOAYKTOB, UCMONb3YEMbIX He
Mo Ha3HaYeHWIO, YKa3aHHOMY M3roToBuTeIeM. HeBbINOHEHNE NMPOMUIAKTMYECKOTO PeMOHTa
aHHYNMPYeT faHHble rapaHTuitHble 0ba3aTenscTBa. KomnaHus “Terumo BCT” He HeceT
OTBETCTBEHHOCTb 3a Kakue-nnbo cobbITUsA, CBA3aHHbIE C YCTAHOBKOM Ha 060py0BaHMe 3amnacHbIX
yacTell, NPoN3BeEHHbIX ApYroi KomnaHmel. 9TV TAPAHTUMHBIE OBA3SATE/IbCTBA
BKJ/TFOUAKOT SKCKHO3UMBHBIE TAPAHTU U BUAbI TAPAHTUNHOIO OEC/TY)XVIBAHUA
MOKYTIATENA.

YKA3AHUSA K BbIMOMHEHWIO B CIYYAE HEOBXOAVMOCTW OCOBbIX MEP
NPEAOCTOPOXHOCTU BO BPEMA YTUNU3ALNN HEUCMONb3OBAHHbBIX
MEAVNLUWHCKUX U3AENNIA

KomnnekT gna nynvposaHus TpOM60LI|I/ITOB OO/MKEH YTUNTN3NPOBATLCA B COOTBETCTBMK C HOPMaTBaMK
MECTHOr0 3aKoHozaTenbCTBa. Knacc 0TXo4oB «Ax.

MPOUEAYPA NMNKBNAOALWNA YTUNNN3ALWNW) n YHUUTOXEHWA
MCMNOJTB3OBAHHOIO MEAVNUWMHCKOIO N3AENUNA

YnakoBKa n3genus cootBeTcTBYeT EBponeiickon AupekTvee 94/62/EC B BONpOCe YNakoBKU M OTXOL0B
yNakoBKW. MeanLIMHCKOE U3aenne He OKa3bIBaeT BIUAHME Ha OKPYXXAOLLLYHO Cpeay.

Mocne WCNOMb30BaHUS KOMMIEKT A7 MyNMPOBaHUS TPOMOOLIMTOB MOXET HECTM MOTeHLMabHYO
B1ONOrNYeCcKyt0 OMacHOCTb M AO/MKEH ObITb YHUUTOXEH B COOTBETCTBMM C HOpPMATVBaMU MECTHOrO
3aKOHOAaTe/bCTBA.

Knacc «A» MeAMUMHCKUX 0TX0A0B B cooTBeTcTBUM ¢ CaHlluH 2.1.7.2790-10 gna Hemcnonb30BaHHOIo
n3genus.

YTununzauma MeamUmMHCKMX 0TX00B Knacca A.

C6op MeAMLIMHCKMX OTXO[0B Knacca A MOXET OCYLLECTB/SATLCA B MHOropasoBble €MKOCTW nM6o B
O/IHOPa30Bble MaKeTbl. LIBET NMaKeToB He MMEET 3HaueHWsi, OfHaKO [1s AaHHOro Knacca HeaomycTUMO
CMO/b30BaHVe NAKETOB XXENTOr0 1 KPacHOro LBeTa.

MakeTbl C MyCOPOM pacronaraloTcs BHYTPU MHOrOpPa3oBblX KOHTEMHEPOB NGO Ha CreLmasibHbIX
Tenexxkax. KoHTelHepbl Ans c6opa 0TX0A0B U TeNeXKN 0653aTe/lbHO A0/MKHbI ObiTb NMPOMapPKMPOBaHbI
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IVUMIUICK T 4na nynnpoBaHUA TpOMoOOLUTOB

ek "Omxompl. Knacc A". T10CKO/IbKY OTXOAbl faHHOM0 Kacca He ABNSAKTCA MOTEHUMaIbHO OMacHbIMMU,
AXA0MYCKaeTCs CKNaamMpoBaTb Ha 06bIKHOBEHHbIX NoanroHax ThO nnbo cbpackiBaTb B KaHaIM3aLMIO.

Knacc «b» MeAMUMHCKUX OTX0Z0B B COOTBETCTBUM C CaHluH 2.1.7.2790-10 ana mMcnosib30BaHHOMo
V3LenvA.

YTunusaumsi MeULIMHCKMX 0TX0A0B Knacca b.

[ns cbopa TBEpAbIX M XUAKMX OTXOAOB Knacca B HEo6XoaMmMo 1CMofib30BaTh  OJHOPA30BbIe
HENpOKaslbIBaeMble BArocTOVKMEe KOHTEelHepbl. EMKOCTU [0/MKHbI UMETb M/IOTHO MNPUMEratoLLyto
KPbILLIKY, KOTOpasi UCK/OYaeT BO3MOXHOCTb CaMOMPOU3BO/IbHOTO BCKPbLITUS KOHTEIHEpA.

Takoke gornyckaetcs c60p OTX0LOB Knacca b B ofHOpa3oBble NakeTbl. Bca Tapa Ans 0TX0A0B [aHHOMO
TUNa JO/MKHa ObITb YKENTOro LBeTa, MO0 MMETh XEeNTY Mapkuposky "OTxogpbl. Knacc «b». Mpasuna
06e33apaXknBaHns MeAULUMHCKMX OTXOAO0B [AHHOr0 Knacca TakoBbl, YTO, A5 [aHHOro Tuna OTXOAO0B
TpebyeTcs 06e33apaXkmnBaHne, Nocsie KOTOPOro OHWM MOTYT CXKUraTbCa /IM60 3aX0paHUBaTLCA.

MNMPETEH3UNWU
B cnyyae npnobpeteHus npoayKumm KomnaHmm “Terumo BCT” Ha Hee pacripocTpaHarTCa obuime

NOMOXEHWS 1 yCnoBKsi. K HUM OTHOCATCA cneaytoLLye rapaHTUliHble 06s3aTeNbCTBa:

OrpaHuYeHHast OTBETCTBEHHOCTb: B cny4yasx, YCTaHOBNEHHbIX AEWCTBYHOLMM 3aKOHOAATE/IbCTBOM,
9KCK/IHO3UBHbIE BUAbI FapaHTUIHOIO 06CNy)KMBaHUA [lokynaTtens B OTHOLUEHUWM NHOObLIX MPETEH3W,
NpeAcTaB/eHHbIX B KOHTPaKTe, BO3HUKLUNX B pe3ynbTaTe NpaBoHapyLUEHNs, B CU/Y 3aKOHa, MO rapaHTum
W MHBIM 06Pa30M [0/MHKHBI 6bITb OrpaHNYeHbl UCK/OUNUTENIbHO BO3MELLEHMEM CTOMMOCTM NMOKYMKN UK
3ameHo Bcei MpoayKumn, KoTopas nonana nog rapaHtumM. OTBETCTBEHHOCTL KOMMaHun «Terumo BCT»
3a noTepu, KOTOpble He BAMAKOT Ha MpoayKT (T.e. KOCBEHHbIE, CNy4ailHble, NMOBPEXAEeHUS Bbl3BaHHbIe
OTCPOYKOW) OyAeT UCKNYeHa. B ciyyasx, KOrfa BbILIEN3/IOXKEHHbIE OrpaHNYeHUs He YCTaHOB/EHbI
[eVCTBYIOLMM 3aKOHOLATE/IbCTBOM, [AO/DKHbI MPUMEHATLCA [AENCTBYIOLLME MPaBOBble OrpaHUYeHus
OTBETCTBEHHOCTU, YCTAHOB/IEHHbIE 3aKOHOM W/IN MHbIM 06Pa30M, eC/I OHW CYLLIECTBYHOT.

MpeacTaBUTeNLCTBO B Poccun:

00O Tepymo Pyc

B3Hec-UeHTp CeBepHas baluHs ,13-i1 3Tax,
yn. Tectoeckas, 10, Mocksa 123317,
Poccusa

Ten.: +7-495-988-4740
dakc: +7-495-988-4739
E-mail: Andrev.Shevelev@terumobct.com

Nataliva.Sukhoguzova@terumo-europe.com
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MepeBoA AaHHOrO T eHLNa chaenaH MHoO, nepeBogumkoM KnenHeBbiM BUKTOpPOM Kropesmyem.

Poccuitckasa Pegepauyums

MNopos Mocksa
BocbMmoro aBrycTa fiBe ThiCAYM CEMHAALATOro roga

[ Axvmos I'ne6 boprcosuy, HOTapuyc roposa MockBbl, CBALETENLCTBYHO NOLIMHHOCTb NOANMCY
nepesofunka KnenHesa BukTopa ropesnya.

Moannch caenaHa B MOEM MPUCY TCTBUN.
JIn4HOCTb NoAnMcaBLIEro AOKYMEHT YCTaHOB/EHA.

3apervcTpuposaHo BpeecTpe: Ne
B3biCKaHO rocyaapCTBEHHOM NowwmMHbI (Mo Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycLu3: LLILLIr*oro 1 TexHM4eckoro xapakrepa: pyo.

I.B. AKUMOB

Bcero npoLuHypo!
11 CKPEN/NEHO reya,

HoTapuyc
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