KomyHanbHe HeKOMepLiliHe NiAIPHEMCTBO
«/IuTsiua kiaiHivyna gikapas Cearoi 3inaign»
CyMcBhKOI MiCBKOI paju

OBIPYHTYBAHHA
TEXHIYHHMX Ta SKICHAX XApaKTEPHCTHK 3aKymiBii KOMIIOHEHTIB JOHOPCHKOI KPOBi, po3Mipy
6IODKETHOTO IPU3HAYCHHS, OYIKYBaHOI BApTOCTI IpeIMeTa 3aKyIiBIi(OmpunioOHIoEmbCs Ha
guronanus nocmanoeu KMY Ne710 6io 11.10.2016 «Ilpo epexmusne 6UKOPUCHAHHA OEPHCABHUX
xowmisy (3i aminamu))

Haiimenyeannsa, micuesnaxodsicenna ma ioenmugicayitinuii Koo 3amosnuxa ¢ €ounomy
depacagnomy peecmpi lopududHuUX 0cib, Qizuunux oci6 — nionpuemuic ma 2POMAOChKUX
dopmyeans:

KomyHasibHe HeKomepmiiine minmpuemcrBo «/lutada Kiiniyna ikapus  Cearol
3inaigu» CymcbKoi Micbkoi pamn (nani — 3aMoBHHK), kKoxl 3a CIPTIOY —02000334,

Anpeca: Ykpaina, 40022, Cymcebka 061., M. Cymu,Byit. Tpoilbxa, Oyn. 28.

Hazea npedmema 3axynieni i3 3a3Ha4eHHIM KOy 3a CIMHUM 3aKyIBEIBHIM CIOBHHKOM (y pasi
MOAiTy Ha JIOTH Taki BiZOMOCTI MOBMHHI 3a3HaYaTHCA CTOCOBHO KOXHOIO JIOT3) Ta Ha3BH
Bi/IOBiMHMX KnacudikaTopiB IpeaMeTa 3aKyIiBii I 4YacTWH IIpeMeTa 3aKymiBmi (J1OTiB) (3a
nassrocti): JIK 021:2015: 33140000-3 Meanuni maTepiann (KoMnoHeHTH XOHOPCHKOT KpOBI).

Buo npouedypu 3axkynieni: BIAKpHTi TOPTH 3 0COOIHBOCTSMH.

TexHiuHi XapaKTePUCTHKH MpeAMeTa 3aKyliBii

Ne HaiiMeHyBaHHs1 KOMIIOHEHTIB JOHOPCHKOY KPOBi OauHus Kinbkicth
3/n BHMIpY
1 EputporwmTty 3011HEH] Ha JISHKOIMTH Y I0IaTKOBOMY JITp ’ 1,5
pO34MHI
2 [Tnazma cBixo3aMopokeHa JIeHKopUIbTpOBaHa m1p 1,5
3 TpombGowmta, apepes 4%10'" 36immeni nefixouuramu Alosa 2
(BipyCiHAKTHBOBAHI)
Ilia3zma cBisko3amoposkeHa Jiefiko ginbTpoBana
9. [Tnazma By nakyBaHHs ITosiMepHi KOHTEHHEPH
CBLKO3aMOpOXeHA | O6’em Bceranosnenuii 06'eM £ 10%
NeRKOPINBTPOBAHA | [epMeTHUHICTD Hemae nopynieHs OiliCHOCTI
MapxkyBaHHs Bkazana:
-rpynoBa HAJEKHICTh 33 CHCTEMaMH:
ABO, KELL,

- Jlata 3aroTiBii,
-KOJi OoHaIii,
-KOJI MPOAYKIIi,
-00°eM,
-BUJ KOHCEPBAHTY,
-pe3yabTaTH TECTyBaHHS Ha iHQEKIiHHi
MapKepH,
. -~TepMiH IIPUIATHOCTI,
: -yMOBH 30epiranHs,
BiMiTKA npo POBEICHHS
KapaHTHHi3allil,
-I1.LB. BianmoBigaapHOTO 3a 3aroTiBIIO Ta
ampobarniio,
-BigMiTka nTpo Makpoominky Ta ILLb.




JiKapst, skui 11 301HCHUB

Pesynbrard  TecTyBaHHsS  Ha
iH(eKUiiHI MapKepu:

-IIOBEPXHEBUHN AHTUTEH

36yauuka renatuty B (HBsAg), | He Bussieni
-aHTHTLNIa bi (o) 30y IHUKA

renaruty C,

-autured BT p24 ta aHTHTIIA
no BUI-1 ta BUJI-2,

-aHTHTiNA 0 30yaHuKa cHdiicy
-PHK Bipycy iMyHozmedinuty
monuau (BUI-1 ta BUI-2),

- PHK Bipycy renatuty C,

- JIHK Bipycy renatuty B (IUIP

MPX)

daxTop 3ropranss kposi VIII He menme70% (0,7 MO/mn)
3aranpHul O1710K He menme 50 r/n

BMICT 3aJTMIIKOBUX KIIITHH Eputpoumty: Merine 6,0x10°/m

Jletikomutu: Medine 0,1x1 0%/n
TpombouuTU: MeH1IIE 50,0x10°/n
YMOBH TPaHCIOPTYBaHHS TpaHCOPTYETHCS Y 3aMOPOKEHOMY
cTaHi B 60KCl JUist TpaHCTIOPTYBaHHS 3
KOHTPOJILOBAHOIO TEMIIEPATYPOIO
YmoBu 30epiranas 36 micaie mpu Temnepatypi Big -25°C 1
HIDKYE Ta 3 MicsAli Ipu TeMIeparypi Bix -
18°C no -30°C Bisaty 3aroTiBii.
HasBHICTH CynpOBiIHOL Ceprudikar SKOCTi, IPOTOKOJ BXITHOTO
JIOKyMEHTAIii KOHTPOJIFO KOMITOHEHTIB JOHOPCHKOT
KPOBi, HAKJIa/THa Ha IPOIYKIIIIO.

1. BuzHauenHst

[Tnasma neiikodinsTposana (I1JI) - KOMIOHEHT NOHOPCHKOI KPOBi, OTPUMAHUI 3 KOHCEPBOBAHOI
KpOBI MeTozamu UCHTpU(YryBaHHS MpU NEPBHHHOMY (QpaKI[iOHYBaHHS KpPOBI 3 BHIAJICHHAM
OLIBINOT YACTHHM JIEMKOIMTIB LUIXOM (inmbTparii depe3 sneiikoruTapHi (inbTpH, 3aMOpPOXKEHHH
IpA BH3HAUECHMX TEMIICpATYpHHUX Ta YACOBHX T[lapaMeTpax, SKi [apaHTYyIOThb 30€pexeHHs
(GYHKIIIOHATBHOT MOBHOMIHHOCTI ()aKTOPiB CUCTEMU [EMOCTA3y.

2. XapaKTepHCTHKH

[eMakOMIOHEHT BMilllye cTabinbHI hakTopu 3ropraHHs KpoBi, albOyMiH Ta IMyHOTJIOOYJIIHU B TiHt
KUTbKOCTI, B sIKif BOHM MICTATbCS B IUIa3Mi KpOBI 3 BpaxyBaHHSIM pO3BEIACHHA IUIa3MH
reMakoHcepBanToM. Bin BMminrye He menme 70% (0,7 Mo/min) nodatkoBoro piBHs ¢axtopy VIII ta
TaKy X KiJIbKICTh 1HIMHX JabinbHUX (GaxTopiB Ta mpupoaHix iHribitopis remocrasy. O6’em (I1JI) -
230+50 mur; 3aranpHuA 610K He MeHIne S50 /1, BMICT 3aIHIIKOBUX KJITHH: €pUTPOLUTH - MEHINE
6x109/n; JIEUKOLIUTH - MEHIIIE 0,1x106/n; TPOMOOIIUTH - MEHIIIE 50x10°/n.

BizyanbHi 3MiHH 1O 3aMOpPOXYBaHHS — BIJACYTHICTH HE3BHYAaWHOTO KONLOpY ab0 BUAMMUX
IUIACTIBLIB, BIACYTHICTh IPOTiKaHH B OyAb-sKill YaCTHHI KOHTelHepa.

3. MeToau oTpuMaHHs

[ oTpUMaHHS T€MaKOMIIOHEHTY IPOBOJUTHCA 3aroTiBiIsS KOHCEPBOBAHOI KPOBi B MOJiMEpHI
KOHTEHHEpH, sKi MalOTh HACTYIIHY KOHQIrypalito: KoHTeHHep Ui KpoBi 3 anTukoaryisaToM [{D]]
3 BOymOBaHMM JielikouuTapHUM GUIBTPOM Ul KOHCEPBOBAaHOI KPOBI Ta KOHTEHHEPOM IS
npodiIbTPOBaHOI KPOBi, MIA3MOKOHTEHHEp Ta KOHTECHHEP 3 JOJATKOBHM PO3YMHOM KOHCEPBAHTY
CAI'M i 06’ cianux B 3aMKHeHy cucteMy. [IpoBoauThes GinbTpanis KOHCEPBOBAHOI KPOBI uepes 2
roguHH micng 11  3aroTiBii, HOJAITBIIAM LEHTPUPYTYBaHHSIM, BHAAICHHAM IUIA3MH 3
reMaKoHTeHepa B CYIyTHiH I1a3MOKOHTEHHED 3a JOTIOMOTOI0 IIa3MOEKCTPAaKTOpa.

IloBHa no3a xoHcepBOBaHOI KpoBi i 3aroTisii [1J] mosurna 6yt BrirydeHa 3a 10 XB BiJ MO9YaTKy
BEHEITYHKIIi1.

4. 3aMmopoKyBaHHS IIA3MU




Bigpasy micist BHAINEHHA IUIa3My 3aMOPOXYIOTH B IBUAKICHOMY 3aMOPOXYBaHI IJIa3MH UM
HU3BKOTEMIIEPATYPHOMY MOPO3HIIBHUKY TIPH teMmepatypi He Bule MiHyc 40° C.
3aMOpOKyBAHHSI [LIA3MH BUKOHYETBCS Y MEXax MEPIINX 6 romvH 3 MOMEHTY 300py B CHCTEMI, SKa
3a6e3ledye MOBHE 3aMOPOXKYBaHHS BCBOrO 00’€My IUIasMM  [POTATOM ojggiel TOAUHH JO
TEMIICPATYpPH HHKUIEC — 25°C.
[licas 3aKiHuYeHHS 3aMOPOXYBaHHS KOHTEHHEPH i3 3aMOPOXKEHOIO IUIA3MOIO MNEPEKIANAloTh B
MOpO3IIIBHY Kamepy IIPU TeMIIepatypi He puieMinyc25° C Ha BeCh TEPMiH 30€piraHHs.
5. Kapanrusnizanis IL1
TIpoBOAMTECS KApaHTHHI3AIlis 3arOTOBIEHOT ILIAa3MH JIEHKO ($ineTPOBAHOI MPOTATOM HE MeEHILE 3
micsitis (90 zi6) 3a BCTAHOBICHHMH ITPABUJIAMHU Ta 3TiIHO JIIOUHX PErAMEHTYIOUMX JOKYMEHTIB.
[Ipg 1BOMY BHKOPHCTOBYETBHCS BHITYUEHHS HENpUAATHOI JUIS BHKODHMCTAHHS IJasMHM 32
pe3ynpTaTamu 1abopaTopHUX OOCTEXKEHb JoHOpiB abo 3a JaHUMH JKyBaIbHO-IPODIIAKTHIHIX
3aKyIajiB IIPO 3aXBOPIOBAHHS IOHOPIB UM HAsABHOCTI y HBOTO HociiicTBa 30yAHUKIB 1HGEKIUHHNX
3aXBOPIOBAHb.
6. IlacmopTH3anis
Cucrema MapkypanHs I1J1 nopuHHa Ge3MOMHIKOBO inenTudiKyBaTH KOHTEHHEp Ta HOro BMICT, a
TAKOX BLIMOBIZATH BMMOTaM INOJO MapKyBaHHS Ta BiICHIAKOBYBAHHS. [MacnopTH3ania Ta
CYNPOBOJUKYOYaA TOKYMEHTAIlisl IOBUHHA BinnoBimaTé BUMoraM AirounM Hakazam MO3 Ykpainu.
ETHKeTKa MICTUTh TaKy iHGOpMaNiio:
Ha3By KOMIIOHEHTA;
00CIT KOMIIOHEHTY,
oxHO3HAUHY IHdpoBY abo nudpPoBo-OyKBEHY inentudikanio;
Ha3By Y CTaHOBH;
rpyny ABO,;
BiZIMITKA ITPO MPOBEICHHS KapaHTHHi3aIlil;
JaTy 3aroTiBI;
maty abo TepMiH IPHAATHOCTI;
TeMneparypy 30epiranus;
Ha3By AHTHKOAryJAHTY;
nojaTkoBa iHdopmalis (pe3ysibTaTd TeCTyBaHHS Ha indeKiiH MapKepy 3a BCTAHOBICHHM
fepeNikoM, mepenik 0O0OB'A3KOBUX BHU3HAYCHb MEPEH Tpanchy3i€cto, HEOOXiAHICTh BUKOPHCTAHHA
CHCTEMH [UIsl IEETMBaHHs 3 iaMeTpOM 1op GinbTpy He Oinbue 170-200 mMxM).
7. 36epiraHHs Ta TPAHCIIOPTYBAHHS
T1J1 noBuHHa 36epiraTrcs Npy KOHTPOIbOBAHIH Temieparypi Hmwkue Minyc 25° C.
Tepmin npumatHocti II s KIIiHIYHOrO BHKOPHCTAHHS CTaHOBHTH 3 pOKHM TIpH TEMIIEpaTypi
3Gepiranas Hwxdue Mixyc25° C abo 3 micswi npu Temmeparypi 30epiranHs 36 MicAmiB IpH
Temmeparypi Bin -25°C i Hikde Ta 3 MicAll npH temneparypi Bix -18°C o -30°C.
BinmopisHa cucreMa TPAHCIOPTYBAHHS IIOBMHHA 3a0C€3MEYMTH TapaHTOBaHEe 30epeKCHHS
nosroninnocti 11 sk Tparcdysiitaoro cepenopuina. CrucTeMa TPaHCIIOPTYBaHHA Ma€ 3a0e3MeUuTH
HeoOXinHy Temmeparypy He Bume Minyc 20° C, momyckaeTbes OXHOPA3OBE i ABUIIECHHSA
temmeparypu Minyc 15° C. Ilpu BUKOpHCTaHHI TPaHCIOPTHOTO 3aco0y 6e3 pedpuxeparopa
BAMAracThcsi TEPMOI3ONMIOKOUMI KOHTEHHEp 3 aKyMyJsTOPOM  XOJIOAY, OXOJOMKEHUM 10
TemmepaTypu Hikde Minyc 20° C. JlikyBanbHui 3aKian, B skuii Oyna JocTaBi€Ha IIa3Mma,
[IOBHHHHI BIEBHHTHCH, mo 11J] 3aidmanach B 3aMOPOXEHOMY CTaHi IPOTATOM BChOTO nepiony
tpancnopryBaHHs. Skmo 1] He mpu3HagaeThCs s TEpPMiHOBOTO MEPENHMBAHH, TO ii HEOOXINHO
BiZpa3y momicTuTH Ha 36epiraHHs Npy PEKOMEHAOBAHHMX TEMIIEPATYPHUX yMOBAX.
YMTPOLIATH, 30i1HEHI HA JTEHKOIUTH Y 101aTKOBOM DO3YHHI

tén

1. Epurponuru, Bup nakyBaHHs [MosimepHi KOHTEHHEPH

30iHeH] HA Ob6%eMm 250 + - 50 mx
JIEHKOLUTH, Y I'epMeTHUHICTD Hemae mopyieHs HixiCHOCTI
[OIATKOBOMY PO34HHi MapkyBaHHS Bkazana:

-rpyIoBa HaJEKHICTh 3a CHCTEMaMHu:
ABO, Pesyc, KELL,
- JlaTa 3aroTiByi KpoBi,




-nara jeikodinpTpanii,

-KOJ JIOHAIIi],

-KOJ POAYKILii,

-00’€eM,

-pe3yibTaTH TECTYBaHHS Ha
iHbeKIiiHI MapKepH,

- BHJI KOHCEPBaHTY/HaliMEHYy-BaHH]
Ta 00’€M 10JIaTKOBOTO PO3YHHY,
-TE€PMiH NPUIATHOCTI,

-yMOBH 30€epiraHus,

-ILLB. BIJITIOBiJAJILHOTO 3a
3aroTiBiIo Ta anpo0ailito,

-BiAMiTKa TMpPO MAaKpOOIIHKY Ta
I1.1.5. nixkaps, skuii i 3nificHB

PesynbraTu TecTyBaHHs Ha
iH(eKiitHI MapKepu:
-IIOBEPXHEBUI aHTUTCH
30yQHHKa renatuty B
(HBsAg),

-aHTHTLJIA 10 30yIHHKA
rematuty C,

-anturen BIJI p24 ta aHTHTLIA
o BUJI-1 Ta BLJI-2,
-aHTHUTINIA 10 30yAHHKa
cudimicy

-PHK Bipycy imyHOmEDIIUTY
mopunu (BIJI-1 ta BIJI-2),

He Busisneni

PHK Bipycy renatuty C,

JIHK Bipycy rematuty B (IUIP

MPX)

I'emorno6in He menme 40 r/no3y
'emaToKpHUT 0,5-0,7 n/n

BMicT 3aIHIITKOBHUX JIEHKOIMTIB

Menme 1,0x10° B 1o3i

I'eMoJIi3 HAIIPUKIHIT TEPMIHY
30epiraHug

Menme 0,8% MacH EpUTPOIUTIB

YMOBH TpaHCIIOPTYBaHHS

CyMKa-XOJOUIIBHUK IIPU
KOHTPOJILOBaHi# TeMIeparypi, Ka
He nepesuiye +10°C HanpHuKiHI
4acy TPaHCNOPTYBaHHs

YmoBu 30epiraHss

ITpu Temmeparypi Big +2°C go +6°C

HasiBHiCTh CYIIpOBiAHOI
JIOKyMeHTaIii

Ceprudikat SIKOCTI, IPOTOKOJ
BXiJIHOr0 KOHTPOJIIO KOMIIOHEHTIB
JIOHOPCHKOT KpOBI, HaKJIaHa HA
IIPOAYKITIIO.

1. Buznauennsa

Eputporuty, 36i1HeHi Ha JEHKOUMTH Y JOXATKOBOMY PO3UMHI - KOMIIOHEHT JOHOPCHKOL KpOBI,
OTPMMaHMH 3 KOHCEpBOBAHOI KpOBI MeTojamMM HeHTpuYryBaHHS [pPH  NEPBHHHOMY
(paKIioHyBaHHS KpPOBi 3 BHAAIEHHAM OLIBIIOI YaCTHHH NEHKOUMTIB IUIIXOM dinmpTpanii depes
JedKonuTapHi GIIBTPH Ta 3 10JaBaHHAM JOAAaTKOBOTO PO3YUHY.

2. XapaKkTepHCTHKH

I'eMaToKpUT E€pUTPOLMTIB, 30{IHEHMX Ha JIEHKOLMTH Yy JOJATKOBOMY pO3UMHI, MOBHHCH
3HaxoquThch B Mexkax 0,5-0,7 n/1. O6’eM cTanaapTHOI J03M epUTPOLUTIB cknagae 250+50 M
reMornobiny - He Menuie 40 r/103y; TeHKOUUTIB - He Olnbiie 1 X 10%/n03y; reMouti3 B KiHIli TepMiHy
36epiranus merie 0,8% MacH epUTPOLHTIB.

3. Meroau oTpuMaHHA



Jlnst OTpUMaHHS TEMAKOMIIOHEHTY MPOBOJMTECH 3aroTiBjis KOHCEPBOBAHOI KpOBI B roiMepHi
KOHTEHHEPH, SIKI MAfOTh HACTYIHY KOHQIrypauito: KoHTe#Hep 11 KpOBi 3 aHTUKOATyJITHTOM oA
3 BOyIOBaHAM JeiKonMTAapHUM GiTBTpOM UL KOHCEpBOBAHOI KpOBi Ta KOHTCHHEpOM JUIA
podinbTpoBaHOi KPOBI, MIa3MO KOHTeHHep Ta KOHTEHHep 3 JONATKOBUM PO3IMHOM KOHCEPBAHTY
CAI'M i 06’ eHaHuK B 3aMKHEHY cucTeMy. [IpoBOIATECH (hiTpTpaIlist KOHCEPBOBAHOT KpoBi depes 2
FOJMHY Michs il 3aroTiBii, MOAAIBLIAM neHTpu(yryBaHHIM, BHIANCHHAM IUIasMHA Ta HeraitHuM
JIOJ[aBAHHSIM JOJIaTKOBOTO PO34YUHY 3 HACTYIMHHAM 06epeKHUM MEePEMINIYBAHHIM.
4. TlacnopTu3auis
CrcTeMa MapKyBaHHs CPHTPOLMTIB, 36iJHEHNX Ha JICHKOLMTH y TOJaTKOBOMY pO34HHI, IIOBUHHA
6e3MOMIIKOBO ieHTH(diKyBaTH KOHTEHHEp Ta HOro BMICT, @ TAKOX BiAIIOBiJaTH BHMOTaMm OO
MapKyBaHHsS Ta BiJCIIIKOBYBAHHS. [TacnopTH3allis Ta CYIpOBOKYIOIA JIOKYMEHTAllisl [TOBHHHA
BiNOBiaTH BEMOTaM AitounM Hakazam MO3 VYkpainu.
ETHKETKAa MICTHTH TaKy iH(opmanio:

Ha3BY KOMIOHEHTA;

00CAT KOMIIOHEHTY;

o/IHO3HAuHY 1 poBy abo ¢ poBO-OyKBEHY inenTH(diKaLiIo;

Ha3By Y CTaHOBH;

rpyny ABO ta pesyc-nasnexHicTs(Rh D), KELL;

JIaTy 3aroTiBJil;

TepMiH PHAATHOCTI;

TeMmIeparypy 30epiraHHs;

HA3By AHTHKOATYISHTY Ta Ha3BY i 00CAT LOAATKOBOTO pO3UUHY;

nofaTKoBa  iHGopmanis  (pe3yIbTaTd  TeCTyBaHHA  Hd inQexuiliai Mapkepu 3a
BCTAHOBJICHNM IIEPETiKOM, Mepelik 00OB'S3KOBUX BH3HAUCHD IEPE. Tpancdy3icto, HeOOXiIHICTD
BHKOPHCTAHHS CUCTEMH IS NICPETMBAHHSA 3 niametpoM nop GineTpy He OLbIIe 170-200 mMxM).
5. 36epiraHHs Ta TPAHCIOPTYBAHHS
EpuTpoiuTy, 30inHeHi Ha JCHKOUMTH JOJATKOBOMY pO3YMHI TIOBHHHI 30epiraTucs TpH
KOHTPOJBOBaHIH TeMIeparypi gig +2° o + 6° C mpoTsirom 42 J1i6 3 MOMCHTY 3aroTiBIIl.
BinmosinHa cHcTeMa TpPaHCIOPTYBaHHA [OBMHHA 3aGe3NeYnTH TapaHTOBaHE 30€peHEHHA
IOBHOLUHHOCTI epUTPOLMTIB, 30iNHCHHX Ha JEHKOLMTH Yy [IOJaTKOBOMY pO3uMHi, K
TpancdysitiHoro cepenopuima. Cucrema TPaHCIIOPTYBAHH: Mae 3a0e3MeUMTH TEMIIEpATYPy HE BHIIEC
+ 10° C npoTarom TpaHcmopTysaHus. B TIpolLeci TPAHCIOPTYBAHHSA TAKOXK IMOBHHHA Oyt
sabesneyena BiLICYTHICTH KopeTkoi Bibpauil xoHTeiiHepiB 3 epurpormramu. [Ipn BHUKOPHCTaHH1
TpaHCTIOpTHOTO 3aco0y 0e3 pedprxeparopa BHMAracTbCs TepMOi30MoIoUnil  KOHTEHHED 3
AKyMYJISATOPOM XOJIOZY, OXOJIOJDKSHIM [0 TeMIIepaTypH +2 +6° C.
TpomGouutH, adepes 4* 10" 36iameni aelikonuTaMH (BipycinakTHBOBaHi)

7. Tpombouuru adepes | Bun naxyBanHs [ToniMepHi KOHTCHHEPU
36igneni Ha | O6’eM 130 + - 10 mn Ha omHy [O3Y
JIEHKOLUTH (>2x 10! 1)
BipyciHaxTHBOBaHi [epMETHYHICTD Hemae HOPYIIEHb LiTICHOCTI
(pubodanin + YD) Metoj BipyciHakTHBaLil Puboduasin + YO
MapkyBaHHs Bxazana:
-rpynoBa HANEXKHICTh 33 CHCTEMAMU:
ABO, Pesyc,

- ;maTa 3aroTiBii,

-nata neikodinpTpamii,
-KOJI JOHAILii,

-KOJ TIPOJTYKIi,

-00’eM,
. -KiNBKicTh TPOMOOIIHUTIB,
-pe3ynbTaTH TECTYBaHHS Ha

indexuiiini MapKepH,

-TepMiH PUAATHOCTI,

-yMOBH 30epiranss,

-BHJI KOHCEPBAHTY,

-ILLDG. BiMOBI1ANIEHOTO 3a




3aroTiB/IIO Ta anpodalio,
-BiiMiTKa 1pPO MaKpOONIHKYy Ta
I1.1.B. nixaps, sikuii ii 3xificHUB

Pe3yapTatd  TeCTyBaHHS  Ha
iHdeKuiiiHi MapKepH:

-IIOBEPXHEBHH aHTHICH

30y MHUKA renaTuTy B | He BusiBieHi
(HBsAg),

-aHTHUTLNA 10 30yaHMKa

renatuty C,

-agTures BIJI p24 ta aHTUTINAG
n0 BIJI-1 ta BUJI-2,

-aHTUTLIA JI0 30y IHHKA
cudimicy
Bmict TpoMOOIHTIB He menme 2x10" /o3y

BuicT 3anumkoBux sgeitkouuTis | Menie 1,0x1 0°B mo3i
pH (+22°C) Hanpukinmi | 6,4-7,4

TepMiHy 30epiranis
VYMOBH TPaHCHOPTYBaHHS Bokc g  TpaHCIOPTYBaHHA 3
KOHTPOJILOBAHOK TEMIIEPATYPOIO Bill
+20°C mo +24°C, uac mnepeBe3CHHS
He TIOBMHEH TMepeBHINyBaTH 24
rO/IMHU

VYMmoBu 30epiraHHs IIpu Ttemmeparypi Bim +20°C mo
+24°C B weiikepi He 6inpme 5 1id

Jlo MOMEHTY BUKOHaHHs TpaHC]y3il
MOBHHHI OyTW 3axuileHi Bid mii
IpAMOro  COHSYHOTO CBiTIA T4
NOTYXHUX HABKOJNHINHIX JOKEPEIN

CBITJIA.
HasBHicTb cynposinnoi | Ceprudikar  AKOCTi,  IPOTOKON
JOKyMeHTaii BXi[HOTO KOHTPOJKO KOMIOHEHTIB
JIOHOPCHKOT ~ KpOBi, HakiagHa Ha
IPOYKLIIO.

1. BusnayenHs

TpomGorutn, adepe3, 30imHEHI JEHKOUUTAMU BipycinakTuBoBaHi (pubodnapur+y®@) — me
3GiqHeHMH EHKOMMTAMU KOMIIOHEHT JIOHODPCHKOI KPOBi, OTpPHMaHHM 3a JONOMOroio adepesa
TPOMOOIHTIB BiJl OJHOrO IOHOPA 3 BUKOPUCTAHHAM OOJIaHAHHSA JUIs ABTOMATH30BaHOI cemapanii
KJTiTHH, IO MICTHTH TPOMOOILUTH B TEPAIeBTHYHO SEKTUBHIH 1031, pecycrieH/(0BaHi B MIasMi Ta
SKYM TIpoBelieHa BipyciHaktupamis Merogom Pubodnasuu+Y®, mo CKIana€Tbes 3 [AOAABAHHA
itaminy B2 (500 Mxmonb/n puGodiasina), MO MPU3BOAUTE 10 KiHIEBOT KOHIIEHTpaLii IpubIu3HO
50 MKMOIB/T prbodIaBiny, a Takox mii Y ®-cBiTia MHAPOKOTO CIEKTPY (280-400 um, 6,2 Jlx/mm,
mo Bimosinae ~ 5 JHK/CM®).

2. XapaKTepHCTHKH

36upanHs TPOMOOIMTIB 3a OJIHY IPOLE/YPY KOIMBAETHCA B MEXKAX pin 2x10'" 1o 8x10'". 06°em —
70 - 100 M Ha xoxHi 1x10''tpoMGonuTin. BMicT TpoMOOLHTIB y KiHIEBiH 1031 22x10“(24x10“;
>8x10'")

MakcuMaiIbHHit BMICT JeifKomuTiB B tosicknanael,0 x 10%/m03y.

TemaxoHCepBaHT NMOBHHEH 3abesnedysary nigrpuManHs pH na pisai 6,4 — 7,4 npu TeMIIepaTypi
30epiranHs + 20° + 24° C ta QyHKIiOHANBEHOT MOBHOLIHAOCTI TPOMOOUMTIB MPOTATOM BCHOTO
TepMiHy 30epiraHHs. '

JlemoncTpanist peHOMEHy ,,3aBiproXu", KUl IPYHTYEThCA Ha po3ciroBaHHi CBiTa TPOMOOIUTAMH 3
HOPMaNbHOK MOpP(OJIOTi€l0, WO PyXaloThCsA, MOXE BUKOHYBATHCSA ab0 AK YacTMHA KOHTPOJIO
AKOCTI, 260 SK 3BUUaiiHa CKJIaoBa BU/ayl 1 NepeIMBaHHs [bOI'0 FTeMAaKOMIIOHEHTY.




3. MeToan OTpHMaHHA
JIng OpHroTyBaHHs TPOMOOIMTIB, adepe3, 30iAHEHMX JIGHKOUMTAMH BipyCIHAKTHBOBAHWX
(pubodaBur+Y®) muTbHA KpOB 3a0MpacTbCs y JOHOpAa 3 BHKOPHCTAaHHSM OXHOPAa30BOrO
TIOJIIMEPHOTO KOMIUIEKTY 3 BOYJOBaHMM JieHKO(inbTpoM mid TpoMOOUMTIB Ha amapari s
aepesy, crabini3yeThcss aHTUKOATYIISTHTOM Ta BUALISIOTBCS TPOMOOIMTH 3a JONOMOIOI0 KaMepH
cemaparii, BCTAHOBJIEHOT B IEHTPU(YTy cerlapatopa KIiTHH KpoBi. 3a ofHy mpouexypy adepesy
Moxe 6YTH OTpAMaHa KiTbKiCTh TPOMOOIMTIB, SKa eKBIBaJICHTHA KiJIbKOCTI TPOMOOLMTIB BiJ 3 10
13 cTaHmapTHEX 103 KOHCEPBOBAHO! KpPOBi. 3aroTOBIEHi TPOMOOHMTH MOXYTh 30epiraTucs B
WwiasMi a60 B TOEJHAHHI I[UIA3MM 3 BIANOBIAHMM IIa3MoO3aMiHIOIOYMM po3unHoM. [licns
IPUIrOTYBaHHS IPOBOAUTHCS iHAKTUBALLS MaTOTeHiB MeToJoM Pubodnasun + YO, 1m0 CKIaaaeTses
3 jonaBaHHsA Bitaminy B2 (500 wmxmons/n puGodrnasiHa), mO NPHU3BOAUTL JO KiHUEBOI
KOHIEeHTpamil npubam3Ho 50 MKMoIb/1 pubodiasiHy, a Takox Aii Y ®-cBiTina IMPOKOTO CHEKTPY
(280-400 uM™, 6,2 Jlx/Mi, mo BigmoBixae ~ 5 Tix/em?).
4, llacnopTu3auis
CucreMa MapKyBaHHS TpOMOOIWTIB, adepe3, 30IIHEHUX JEHKOLMTaMM BipyCIHAKTUBOBAHMX
(pubo¢pnasun+y @), noBrHHA GE3MOMIIIKOBO ineHTU(]IKYBaTH KOHTEHHEp Ta HOro BMICT, a TaKOX
BimmoBimaTH BHMoraM IIOJO MAapKyBaHHS Ta  BiAcHigxoByBaHHS. [lacmopruzauis Ta
CYIPOBOKYIOUA JOKYMEHTAIlis MOBHHHA BiAIIOBiNaTH BUMOTraM Jirounx HakasiB MO3 Ykpainu.
ETHkeTKa MiCTHTH Taky iHpoOpMaIiio:
Ha3By KOMIIOHEHTA,
006'eM B MJI Ta CepeHs KiJIbKiCTh TPOMOOLIMTIB B 1031;
OIHO3HAUHy HGpoBY abo HHU(PoBO-OyKBEHY iAeHTHDIKALIIO;
Ha3By Y CTaHOBH;
rpyiry ABO Ta pesyc-nanexsicTs(Rh D);
JaTy Ta 4ac 3aroTiBii;
TEpMiH MPUIATHOCTI;
YMOBH 30€piranus;
Ha3By aHTHKOATyJSIHTY Ta Ha3By i 0GCAT I0AaTKOBOTO PO3UMHY (IIpH HAasABHOCTI);
jgomatkosa  indopmaris (pe3ynbrat  TecTyBaHHS Ha iHGQexmifiHi Mapkepm 3a
BCTAHOBJICHMM TMEPETIKOM, MEPEiK OOOB'I3KOBHX BU3HAYEHb Nepel TpaHChy3i€lo, 10 MOMEHTY
BUKOHAHHA TpaHc(hy3ii moBHHHI GyTH 3aXHIeHi Bif Ail MPSIMOro COHSYHOrO CBITJIA Ta MOTYXXHHX
HABKOIMIIHIX JDKEpe CBIiT/ia. HeoOXiAHICTE BUKOPUCTAHHS CUCTEMH JUIs IEpeIHBaHHsA 3 J1aMETPOM
nop ¢inbTpy He Ginbine 170-200 Mxm).
5. 30epiranns Ta TPAHCNOPTYBAHHSA
Tpomboruth, adepes, 36imHeni nedkoruramu BipyciHakThBoBaHi (puOodnaBua+Y®d) HOBHHHI
30epiraTuCh B YMOBax, fKi TapaHTYIOTb ONTHMalbHE 30€peXeHHS IX JKUTTE3IAaTHOCTI Ta
T€MOCTaTHYHOI aKTUBHOCTI.
30epiranHs  TpoMmOonuTiB,  adepe3,  30imHEeHHWX  JIGHKOLMTAMH  BIPYCiHAKTHBOBaHHX
(pubodnaBua+yY®) NpoBOASTH MPH KOHTPOJIbOBaHill Temmeparypi 22+2°C mo 120 romuu mpH
NOCTiHOMY MepeMillyBaHHI B KJIIMaTHUYHIA Kamepi 3 mIelikepoM, MOXKIHBO TaKOX 30epiraHHs
IpPOTSroM 24 FOJWH B YMOBaX KiMHATH MPH Till e TeMIIepaTypi OpH NepioAHYHOMY CTPYLIyBaHHI.
Jlo MOMeHTY BUKOHAHH TpaHc(y3ii MOBUHHI OyTH 3axHIIeH] BiJ Ail IpAMOro COHSYHOIO CBIiTIa Ta
MOTYXHUX HaBKOJMIIHIX JDKEPET CBiTHa.
Jlis MakCUMaiibHOTO 30epekeHHsT QYHKI[IOHANIBHOI OBHOIIIHHOCTI TPOMOOLUTIB PEKOMEHI0BAHO
BUKOPUCTAHHS  TpoMOOUMTIB, adepe3, 30igHEHWX  JICHKOLMTaMH  BipyCIHAKTHBOBAHHX
(pubodnaBua+Y @) K HAWIIBH/IIE MiCHs 3aTOTIBII.
Binmosizna cucTeMa TpaHCHOPTYBaHHS IOBUHHA 3a0€3NCUMTH TapaHTOBaHE 30€peiKECHHS
MOBHOINIHHOCTI ~ TpomOonuTiB, adepes, 30igHEHMX  JEHKOIMTAMH  BipyCIHAKTHBOBAHHUX
(pubodnaBun+Y®) gk TpanchysiiiHoro cepenosumia. [Ipu TpaHCHIOPTYBaHHI TeMmIeparypa
HOBMHHA MiATPAUMYBATHCH 110 MOXJIMBOCTI OJM3BKO 10 PEKOMEH/I0BaHOI TeMIepaTypu 30epiranHs,
a mpu noctasii B JI[13, skmo*He nependavyaeTscs TEPMIHOBE 1X JIIKyBaJlbHE BUKOPUCTAHHS, BOHH
NOBHHHI OyTH mepeHeceHi aist 30epiraHHs MpU PEKOMEHJIOBaHUX YyMoOBax. PexomeHnoBaHO
HEePIOANTIHO CTPYIIYBATH TPOMOOIIUTH 0 BUKOPHCTAHHSI.
3arajibHi BUMOTH:
1. TexwniuHi, SIKiCHI Ta KUIBKICHI XapaKTEPHCTHKH 10Bapy MaiOTh BiJUIOBINATH, 3asBICHUM
BUMOraM 3aMOBHHKa Ta MIATBEP/DKYBATHCA cepTUdIKataMu SKOCTI BHUPOOHMKA abo 1HIIUMH




JOKyMEHTaMH, NepeI0auyeHuMy YMHHHM 3aKOHOJGBCTBOM, 3  BKasaHUMHU napaMeTpamMH  Ta
MeTOJaMH AoCiipkeHb (YdacHMK OOOB’S3KOBO — MOBHHCH HalaTH ¥ CKJIafi CBOEI TEHIEPHOI
mpomo3milii  3aBipeHy iX Komito Ha KOJKHHMH aHAJOriYHMM TOBap 3aKyMiBii, 3a3HAYCHUA B
Crermuobikanii 3akymnisii, mo Bxe OyB MocTapjIeHHUH YUYacHUKOM 3a aHJIOTiYHHMH JOTOBOpaMH
3aKyIIiBIL).

). Texuiuni BUMOTM Ta [OKA3HHKH SKOCTI KOMIOHEHTIB JOHOPCHKOI KpOBi IIOBHHHI
BimmoBizaTH BuMoram Hakasy MO3 Vkpaiuu Ne 385 sin 01.08.05p. "Tlpo indexuiiiny Ge3rexy
JOHOPCHKOI KpoBi Ta il KOMITOHEHTIB", u.2. c1. 8 3akoHy Ykpainu «IIpo mpoTH/iI0 MOIIHPEHHS
XBOPOO, 3yMOBIIEHUX BIpyCOM imyronedinuty monunn (BUI), Ta NpaBOBHH i COLIAIBHUM 3aXHCT
nrozeit, sxi xuByTh 3 BUI» Bim 12.12.1991 p. Nel972», m.2.4. (anroput™ 2) posa. I «Ilopsaaxy
CKPHHIHTY JIOHOPCHKOI KpoBi Ta ii KOMITOHEHTIB Ha reMOTpaHcMicHBHI iH(eKIi» (3aTBEPIKECHOr0
gakazom MO3 Ne 134 Bim 19.02.2013p. «IIpo 3aTBEpIOKCHHSA TlopsiKy CKPHHIHTY JOHOPCBKOI
KpoBi Ta ii KOMIIOHEHTIB Ha remMoTpaHcMicuBHI iHQeknii»), TTopsaaky KOHTPOJIO 3a NOTPUMAHHA
IOKA3HHKIB GE3MeKH Ta SIKOCTi JOHOPCHKOI KOMIOHEHTIB», 3aTBEPIDKCHOrO Hakazom MO3 Bin
09.03.2010 p. Ne 211

3. CTpoKH IOCTaBKH.

VuyacHHK ITOBHHEH HAJATH rapaHTiHHUH JUCT, B IKOMY 3a3HAYUTH IIPO MOXJIABICTH TTOCTABKH
TOBapy Ha aipecy 3aMOBHHKA YIACHUKOM 3 JOTPUMAHHSIM HACTYITHHUX BUMOT.

ToBap Gysie MOCTABISTHCh 32 PAXYHOK YHacHMKa Ha yMOBaX DDP srigno i3 Odinidnumu
TIpaBUJIaMH TJIyMayeHHs TOProBEIbHHX TepMiHiB MiKHapoHOT TOProBoi najaTi «IHKOTEPMC
2010» 3a ampecoro 3aMOBHYKA 3 JOTPHUMAHHSIM X0JI0J0BOTO JIAHIIOTA B HACTYITHOMY NOPAIKY:

IIpY TIAaHOBUX 3aMOBJICHHSX!

- epUTPOLUTH BiJMHTI, CPUTPOLIHTH, 36iIHeHHI JeHKOLUTaMH, IU1a3Ma JeHKo(QLIbTPOBAHA
[OCTABASIOTHCS TPOTATOM JBOX TOJAMH 3 MOMEHTY OTPMMAaHH:S 3aMOBJICHHA (3asBKM) BiA
3aMOBHHKA,

- TpoMbonuTH adepes, 36iMHEHAX JEAKOLUHTAMH, NOCTABIAIOTHCA MPOTATOM I’SITH TOAMH 3
MOMEHTY OTPMMAHHS 3aMOBJICHHS (3a5BKH) Bin 3aMOBHUKA.

B YPreHTHUX BHIIAJIKaX:

- EPUTPOLHUTH BiJMHTI, EPUTPOIHTH, 3GiIHeHH] JeHKOUUTaMH, IUla3Ma JeHKoQinsTpoBaHa
IOCTABIAIOTHCS HPOTATOM OJHI€l TOJAMHHM 3 MOMEHTY OTPHMAaHHA 3aMOBJICHHS (3as1BKH) Bix
3aMOBHHKA,

- EpUTPOMTH BiIMATI TOCTABIAIOTBCS NPOTATOM JABOX TOJMH 3 MOMCHTY OTpUMAaHHA
3aMOBJICHHS (3asBKH) BiJ 3aMOBHHKA.

5. O6csar 3akymiBii Moxke OyTH 3MCHIICHO B 3aJIeXHOCTI Bijl peasbHOro (QiHaHCYBaHHSA
BHJIATKIB Ta MOTped 3aMOBHHKA.

OuikyBaHa BapTicTh NpeAMETa 3aKyNiBJi:

BisHaueHHs O4iKyBaHOI BApTOCTI 3aKymiBjli 3/(ACHIOBANOCH Ha mificTaBl JaHUX PUHKY, a
caMe 3arajpbHOJOCTYNHOI imdopManii Mmoo WiH Ta ACOPTUMEHTY TOBapiB, SIKa MICTUTBCS Y
BLAKpHTHX JUKepenax (y TOMy 4YHCII Ha CaHTax BHPOGHHKIB Ta/af0 IOCTavaIbHUKIB BiJOBiTHOL
NpOYKIii, Cremiani3oBaHHUX TOPriBeNBHUX MAaHIaHIHKaX, B  CICKTPOHHHX Karajorax, B
elleKTpOHHIN cucTemi 3akymiBenp "Prozorro" Ta Ha AQHAJOTIYHMX TOPTiBENBHUX €ICKTPOHHHX
MaiilaHIuKaXx Ha MOMEHT BHUBYEHHS PHHKY 3 ypaxXyBaHHSIM «[TpuMipHOT METOJMKM BHU3HAUCHHA
Od4iKyBaHOI BapTOCTI MpeAMETa 3aKyIiBIi», 3aTBEPIKCHOI HAKa3oM MinictepcTBa pPO3BUTKY
eKOHOMiKH, TOPTiBIIi Ta CiLCHKOTO rocrofapeTsa YKpainu No 275 Bin 18.02.2020 p.

3a momepenHiMH poO3paxyHKaMu OdiKyBaHa BapTiCTh sakynisni cknagae 38 020,00 rph.
(TpuausaTh BiciM THCHY IBAIUATE TPHBEHL 00 xomiitox) (3 ILAB).

Posmip OlomkeTHOro mnpu3Hadenns: 38 020,00 rpu. 3 IIJIB 3rizHo od4iKyBaHMX
KOIUTOPHCHHX TIPH3HAYEHb Ta BIACHMX HAJXOUKCHb 3aMOBHHKA.

Po3mip GIOIKETHOrO NPHU3HAYEHHS, BU3HAUCHUH BijimoBigHO 0 moTpebu 3aMOBHHMKA Ta Ha
rifcTaBi MOHITOPHMHTY IIiH HA JaHMI TOBap B PI3HHX cy6’€KTiB rocrnojaploBatHs 3riHO YHHHOIO
3aKOHOJABCTBA YKpaiHu Ta MOTPeOH 3aMOBHHKA.

v

YnosHOBajxeHa 0co0a/mpoBigHMil eKoOHOMICT
3 1OroBipHHUX poOIT Ta MJIAHYBAHHA S1.B. Yeuk




