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NMPABUTEJIbCTBO POCCUNCKOW ®EOEPALUUA
NOCTAHOBNEHUE
OT 14 MAS4 2025 TOAA Ne 641

OB YTBEPXXAEHWU NPABUJ1 3ATOTOBKWU, XPAHEHWUA, TPAHCMTOPTUPOBKWU U KNIUMHUYECKOI'O
NCNOJIb3OBAHUA NOHOPCKOW KPOBU U EE KOMINOHEHTOB

B cootBetcTBUM CcO cTatbent 8 PepepanbHoro 3akoHa "O AOHOPCTBE KPOBU M ee KomnoHeHToB" [lpaBuTenbCcTBO
Poccuitckon ®egepauuu
NOCTaHOBNSET:

1. YTBepauTb npunaraemble [lpaBuia 3aroToBKW, XPaHEeHWs, TPaAHCMNOPTUPOBKM W KIMHWUYECKOrO WCMNOMb30BaHUA
JOHOPCKOW KPOBM 1 €€ KOMMOHEHTOB.

2. YcTaHOBWUTb, YTO [OHOPCKas KPOBb M €€ KOMMOHEHTbI, 3aroToBrieHHble A0 1 ceHTabpa 2025 r. B nopsigke,
yCTaHOBMNEHHOM [1paBunamun 3aroToBKW, XPaHEHUs, TRAHCNOPTUROBKM U KIMHUYECKOIO MCNOMNb30BaHUSA AOHOPCKOW KPOBU U ee
KOMMOHEHTOB, YTBEPXAEHHbIMU nocTaHoBneHneM [pasutenscTBa Poccuiickon Penepauum ot 22 noHa 2019 . Ne 797 "O6
yTBEpXaeHUn [NpaBun 3aroToBKW, XPaHEHWS, TRAHCMOPTUMPROBKM WM KIAWHWUYECKOrO MCMONb30BaHWs [OOHOPCKOW KPOBU U ee
KOMMOHEHTOB 1 O NPU3HaHUK YTRATUBLUMMW CUIY HEKOTORbIX akToB lMpaBuTtenscta Poccuiickon Penepauun”, Ncnonb3yrTcs
00 NCTEYEHMS CpoKa UX MOAHOCTM B COOTBETCTBMU C [1paBmnamu, yTBep>KaeHHbIMU HaCTOSALLMM NOCTaHOBIIEHWNEM.

3. MuHuctepcTtBo 3gpaBooxpaHeHuns Poccuiickon depepauvm BnpaeBe YTBEPAUTb METOAMYECKME PeKOMeHZauuu o
BOMPOCaM KIMHUYECKOro UCNOSb30BaHUSA JOHOPCKOM KPOBM U €€ KOMMOHEHTOB.

4. MpusHaTb yTpaTMBLLIMM cuny noctaHoeneHue lMpasuTtenbcTBa Poccuickon Penepavimm ot 22 mioHa 2019 r. Ne 797 "O6
yTBEpPXAeHUN [NpaBun 3aroTOBKW, XPaHEHWUS, TRAHCMNOPTMPROBKM WM KIWHWUYECKOrO MCMONb30BaHWUS [OHOPCKOW KPOBU U ee
KOMMOHEHTOB M O NPWU3HaHWUK YTRPATMBLUMMW CWUMY HEKOTOPRbIX akToB [lpaButensctBa Poccuiickon Penepauummn” (CobpaHue
3akoHogatenbcTBa Poccuiickon depepauun, 2019, Ne 27, c1.3574).

5. HacTtosilee noctaHoBneHue BCTynaeT B cuny ¢ 1 ceHTabps 2025 r.

[MyHKT 1 HacTosLEero NoCcTaHoBNeHUA AencTByeT Ao 1 ceHTsabpsa 2031 r.

Mpencenatens NpasuTenscTBa
Poccuinckon dengepauuu
M.MuwwycTuH

YTBEPXOEHDbI

noctaHoBneHuem lMpaBuTenscTea
Poccuickon ®egepauun
oT 14 mas 2025 roga Ne 641
NMPABUIA 3AFOTOBKWU, XPAHEHUA, TPAHCITOPTUPOBKU U KNTMHUYECKOI'O UCMOJIb3OBAHUA
OOHOPCKOW KPOBU U EE KOMNOHEHTOB

I. OBLLUUE NMNOJIOXKXEHUA

1. Hactoswme [lpaBuna ycraHaBnuBalT ob6s3aTenbHble TpeboBaHMS K 3aroTOBKE, XPaHEHW, TPaHCMOPTUPOBKE U
KIMHUYECKOMY WCMONb30BaHNIO JOHOPCKOM KPOBM M €€ KOMMOHEHTOB, BKM4as obsizatenbHble TpeboBaHusi GesonacHoCTU
OOHOPCKOM KPOBU 1 €e KOMMOHEHTOB MpU UX 3aroTOBKE, XpaHeHUW, TPaHCMOPTUPOBKE M KIMHUYECKOM UCNOoNb30oBaHuK (ganee -
TpeboBaHus 6e3onacHoOCTH).

2. MNoHaTuA, ncnonbdyemsle B HacTodAwmx [paBmnax, o3HavaloT criegytoLlee:

"annoMMMyHHble aHTMTena" - aHTuTena, KoTopble OPMUPYIOTCA B pesynbrate HeCOBMECTMMOW TpaHcdysuu,
TpaHcnnaHTauum anmoreHHOro KOCTHOro Mo3ra W anmnoreHHbIX remMornoaTUYeCcKUX CTBOMOBbLIX KMETOK, 6epemMeHHOCTM unu
KOHTaKTa C rpynnoBbIMW aHTUreHaMu 3pUTPOLIUTOB;
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"ayTOMMMYHHbIE aHTUTena" - aHTUTeNa, HanpaeneHHbIE NPOTUB OAHOMO UMW HECKOMbKUX COOCTBEHHbIX aHTUIEHOB KIETOK
KpOBM (3pUTPOLIMTOB, TPOMOOLIMTOB, NENKOLMTOB);

"ayTonornyHas TpaHcgyausa” - npoueaypa nepenmBaHia KpoBu 1 (Unn) ee KOMMOHEHTOB, NPU KOTOPOW LOHOP U peuunmeHT
OJHO Y TO e N1uO;

"GakTepunanbHasa KOHTaMuMHauus" - nonagaHue B KOHTEMHEP C AOHOPCKOWN KPOBbIO M (M) ee KOMMNOHEHTaMK NOTEHLUMANbHO
OonacHbIX Ans 340pOBbs peuunueHta 6akTepuii, KOTOpble MOryT CTaTb MPUYMHOW peakuuu WM OCMOXHEHWs B CBSA3M C
TpaHcy3mnen;

"Buonornyeckas npoba" - npegBapuTenbHas OLEHKa COCTOSIHUS peumnuMeHTa npyu BHYTPUBEHHOM BBEOEHUN OOHOPCKOM
KPOBM U (M) ee KOMMOHEHTOB;

"OpakoBka" - UI3MEHEHNe cTaTyca AOHOPCKOM KPOBWU U (MNn) ee KOMMOHEHTOB, PacXO4HbIX MaTepuarnoB U peareHToB npu
BbISIBIIEHMM UX HECOOTBETCTBUSI TpeboBaHNsIM 6€30MacHOCTY;

"BapI/IaHTHbIe aHTUreHbl" - aHTUreHbl, Npn Hann4nm KOTOpPbIX onpegendeTca cnabas arrmoTUHaUMS co CTaHOapTHbIMU
peareHTaMu K aHTUreHam rpynn KpoBwu;,

"FeMOTpaHCMI/ICCVIBHbIe VIH(beKLI,VII/I" - VIH(beKLI,I/IVI, nepegawwmecd B TOM 4Yucrne 4epes JOHOPCKYH KPOBb U €€ KOMIMOHEHTDI;

"rpynnbl Kposu no cucteme ABQO" - aHTUrEHHbLIN COCTaB KPOBW, onpeaenseMblii N0 HanMyn Un oTCyTCTBUIO aHTUreHOB A 1
B Ha sputpouuTax n aHTuTen aHTu-A n aHTn-B B CbIBOPOTKE KPOBM YENOBEKA;

"egMHMLA OOHOPCKOM KpoBKU" - codepikallasicsi B OQHOM KOHTEHepe AOHOPCKas KPOBb;
"eanHMLIA KOMMNOHEHTa JOHOPCKOW KpoBU" - coaepKalLmMics B OOHOM KOHTEMHEPE KOMNOHEHT JOHOPCKOWN KPOBY;

"naeHTUMMKaLUMOHHBIN HOMep AoHopa" - HOMep, MpucBanMBaembli AOHOPY CyObekToM obpalleHus JOHOPCKOW KPOBK U
(M) ee KOMMOHEHTOB, OCYLUECTBNSAIOWMM MX 3aroTOBKY, XpaHeHWe, TPaHCMOPTUPOBKY, NPV MNepBOM [AOMNycke AoHopa K
A0OHaLMN, KOTOPLIN COXPaHAETCS Ha NPOTSHXKEHUN BCEN NCTOPUKN AOHALNIA;

"MOEHTUMMKALNOHHBIA HOMEpP AoHauuKn" - HoMep, NpucBaMBaeMbli AoHaLMK cyObekToM obpalleHns JOHOPCKOW KPOoBU U
(Mnn) ee KOMMNOHEHTOB, OCYLLECTBISIOWMM UX 3aroTOBKY, XpaHeHne, TpaHCNOPTUPOBKY, ANsi MapKUPOBKM 3TUM HOMEPOM BCEX
€OWHWL, IOHOPCKOM KpoBM M (M) ee KOMMOHEHTOB, MOMyYeHHbIX Ha BCEX 3Tanax obpaboTky KOMMOHEHTOB 3TOW AoHaUMK, a
Takke 06pasLOB KPOBM COOTBETCTBYIOLLENO AOHOPA;

"MMMyHOCNeuududeckas nnasma" - nnasma, cogepxawas cneunduyeckne aHTuTena W 3arotoBreHHass C LEenbio
npon3BoACcTBa crneununyeckux UMMyHornooOynmMHoB, NpegHasHavYeHHbIX 4Ns CO34aHMs HEBOCMPUMMYMBOCTU K MHDEKLMOHHBLIM
bonesHsiM, nedyeHust MHMEKUMOHHbIX 3aboneBaHui, MpegoTBpaLLEHMS  anfOMMMYHM3aUUM  Pe3yC-NoNoXUTENbHbIMU
apuTpoumTamu;

"MHOMBMAYanNbHbLIA NOAGOP KOMMOHEHTOB [AOHOPCKOM KpPOBM" - COBOKYMHOCTb WCCNEAOBaHWUNA, HamnpaereHHbIX Ha
BbISIBNIEHVNE Y peLUnMeHTa aHTUTen K aHTUreHam KOMMOHEHTOB [OOHOPCKOW KPOBM B LEMsiX onpeaeneHnsi COBMECTUMOCTH
OOHOpa 1 peLMNUEHTa;

"KapaHTMHU3aLMsA Nna3mbl" - XpaHeHUe NnasmMbl C 3aNpeToM ee MCNonb30BaHMS OO MOBTOPHOrO uccriegoBaHus obpasua
KpOBMW JOHOPA Ha reMOTPaHCMUCCUBHbIE UHMEKLMY;

"KOHLIEHTpAT rpaHynoumMToB" - NeNKOLMTbI, B3BELIEHHbIE B Nnasme, nornyyeHHsle B Konmyectse He MeHee 0,3 x 109 Ha 1
Knnorpamm macchl Tena peumnueHTa, noaBeprHyTble 06s3atensHoMy obryyeHmio;

"KOHLUEHTpaT TpoMOOLMTOB" - KOMMOHEHT [OHOPCKOW KPOBW, CoAepXaliuii TpomOGouuTbl B Mfasmve uMnu B nnasMe c
[06aBOYHbIM PACTBOPOM, MOMNy4YeHHbI METOAOM adhepesa U U3 KPOBU KOHCEPBUPOBAHHOW;

"KpuonpeuunuTaTr" - KOMMOHEHT [OOHOPCKOW KPOBM, COAEPXKALLMI KPUOrMoOYyNMHOBYK (hpakumio Mnnasmbl, NornyYyaembin
nocpencTeoM nepepaboTky Nnasmbl;
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"NeNKOTPOMOOLMTHBIA CNoN" - YacTb eAMHULbI JOHOPCKOW KPOBM, COAEpXKallasa KOHUEHTpaT NeNKoUMToOB 1 TPOMOOLMTOB,
nony4YeHHasi METOAOM LEeHTPUYrMpoBaHus;

"nenkopeayumMpoOBaHHbI KOMMOHEHT OOHOPCKOW KPOBWU" - KOMMOHEHT AOHOPCKOW KPOBMW, MOABEPTHYTHIN AOMNONHUTENBHON
06paboTke B LIENSAX CHUKEHNUA OCTaTOMHOMO KOnmnyecTsa nenkountos MmeHee 1 x 10 6 B eauHULIE KOMMOHEHTa IOHOPCKOW KPOBMU;

"nuocpmnunsaums nnasmol" - Mmetog 06paboTkM NNasmbl NOCPEACTBOM €€ BbICYLLUMBAHUSA U3 3aMOPOXKEHHOIO COCTOSIHUS;

"MaccmBHas TpaHcdyausa" - TpaHcdysum 5 n bonee eauHuUL IpuUTPOLMUTCOAEPKALLMX KOMMOHEHTOB [LOHOPCKOW KPOBM,
npMMeHseMble Ans KOPpPeKLMM MacCUBHOW KPOBOMOTEPH;

"MeTopg adepesa” - 3arotoBka KOMMNOHEHTOB AOHOPCKOW KPOBW C LiENEBbLIM BblAeneHneM nnasmbl Ui KNETOK U3 4OHOPCKON
KPOBM 1 BO3BPATOM [LOHOPY OCTATOYHbLIX KOMMNOHEHTOB AOHOPCKOW KPOBU;

"MHOXeCTBEHHble TpaHcdy3umn" - 5 n Gonee TpaHCcAy3nn OOHOPCKOW KPOBU M (MNKN) ee KOMMOHEHTOB PELMNUEHTY Mpu
O[HOW rocnuTanuaauuu;

"0Bry4YeHHbI KOMMOHEHT JOHOPCKOWM KPOBU" - KOMMOHEHT JOHOPCKOW KPOBU, MOABEPrHYThIA AOMNOMHUTENbBHON 0bpaboTke
PEHTreHOBCKUM 0bryyeHMem unm ramma-obnyvyeHnem B fose 25-50 [pei, HanpaBMEeHHOW Ha WMHAKTMBALMIO JOHOPCKMX
NenKoLMTOB B Lenax NpoduniakTuki peakumii 1 OClOXHEHUIN B CBA3N C TpaHcdysnen;

"obpaseL KpoBM AOHOPA" - KPOBb, B3ATas y AOHOPA, NpefHa3Ha4YeHHas ansi UCCreoBaHus;
"obpaseL, KPOBU peuunmeHTa" - KpoBb, B3ATas y peuunmeHTa, npegHasHadeHHasi 4ns UccrnefoBaHus;

"OTMbITbIE 3PUTPOLUTHLI" - KOMMOHEHT AOHOPCKOW KPOBW, MOABEPrHYTHIN AOMNONMHUTENBHOW 06paboTke, HaNpaBneHHON Ha
yaoaneHue 6enkoB nnasMbl KPOBM JOHOPA ANS CHUXKEHMS pUCKa Pa3BUTUS arnmnepruyeckmx peakuuii;

"naToreHHble Buonornyeckme areHTbl" - MUKPOOPraHu3Mbl, cnocobHble Mpu nonagaHuuM B OpraHW3M 4YeroBeka BbI3BaTb
WHMEKLUMOHHBIN MpoLecc;

"naToreHpeayuMpOBaHHbIA KOMMOHEHT JOHOPCKOW KPOBU" - KOMMNOHEHT JOHOPCKOW KPOBUW, NOABEPIrHYTLIA AOMNOMHUTENBLHON
06paboTke, HanpaBneHHOW Ha NpekpaLleHne penpoayKLMU NaToreHHbIX BUONOrMYECcKNxX areHToB;

"NpurogHble A9 KNMHMYECKOrO MCMONb30BaHNA LOHOPCKas KPOBb M (MKM) ee KOMMOHEHTHI" - JOHOpPCKas KpoBb U (Unn) ee
KOMMOHEHTbI, COOTBETCTBYIOLLMNE TpeboBaHUsiM 6e3onacHocTy;

"nynupoBaHune” - o6begnHEHE NPOAYKTOB UHANBUAYANbHbIX JOHALNNA;
"pesyc-NnpuHaanexHoCcTb" - HanM4Yne UM OTCYTCTBUE Ha 3pUTpouMTax aHTureHa D;

"cBexe3aMoOpoXeHHaa nnasMa" - nnasma, nonydeHHad MeTogoM adpepesa, XpaHMBLUAsiCA A0 3aMopakuBaHWA npu
Temnepartype ot +2 go +6 rpagycoB Llenbcus He Bonee 6 YacoB C MOMEHTa 3aroTOBKM, UMW NOMyYeHHasa U3 OHOPCKOW KPOBM,
XpaHuBLUENCA OO0 UeHTpudyrmpoBaHus npu TemnepaTtype He Bbiwe +10 rpagycoB Llenbcuss He Gonee 24 4acos, U
XpaHMBLUAsICS nocrne LeHTpudyrmpoBaHms 0O 3amopaxuBaHus He Oornee 1 4aca npu TemnepaTtype oT +2 Ao +6 rpagycos
Llenbcus;

"cucteMa 6e3onacHOCTU" - KOMMIIEKC MEPOMNPUSTUI, OXBaTbIBAKOLWMIA BCE BUAObI AEATENbHOCTN NP BbINOMTHEHUN PaboT no
3aroTOBKE, XPaHEHW0, TPaHCMOPTUPOBKE U KIMHUYECKOMY WCMONMb30BaHMIO [OHOPCKOW KPOBW U (UNK) ee KOMIMOHEHTOB,
HarnpaBsreHHbIn Ha obecnevyeHne 6e30MacHOCTY NPY OCYLLIECTBMNEHUN 3aroTOBKU, XPaHEHMWS!, TPAHCMOPTUPOBKM U KITMHUYECKOTO
UCMNOrb30BaHUS [OHOPCKOM KPOBM U (UNN) €€ KOMIMOHEHTOB;

"CpOK rOAHOCTM [OHOPCKOW KPOBM U (MNM) ee KOMMOHEHTOB" - nepuof, B Te4eHUEe KOTOPOro [OHOpCKasi KpoBb M (Mnn) ee
KOMMOHEHTbI NPUroAHbI AN KMUHUYECKOro UCMoNb30BaHUs;

"cTaTyc JOHOPCKOW KPOBM U (UNIN) €€ KOMMOHEHTOB" - COCTOSIHME AOHOPCKOM KPOBU UITU €€ KOMMOHEHTOB, N3MEHSOLLIEECs
B 3aBMCMMOCTW OT pPe3ynbTaToB KOHTPOMS U LENU NX UCNOMb30BaHus, - "Ha KapaHTuHe", "HeuccregoBaHHble", "OpakoBaHHbIe",
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"npurogHble Ana mMcnonb3oBaHusA", "NpuUrogHble Ans NPOM3BOACTBA JIEKAPCTBEHHbIX MpenapatoB Kposwu", "MpurogHble Ans
WAL

npon3BoACTBa MEAULUMHCKMX M3genuin”, "npurogHble Ans HaydYHo-UccrnegoBaTenbCkMx M obpasoBaTenbHbIX uenen" u "gns
ayTonorn4yHon TpaHcdysmm";

"TpaHcdy3uns" - COBOKYMHOCTb MEAUUMHCKUX MaHUNynsauuMii o BBEAEHWIO B TepaneBTUYECKMX LENsX PeuunueHTy B
KPOBEHOCHOE PYCMO OT OAHOW A0 HECKONbKUX €4MHML, JOHOPCKOA KPOBM M (MNKU) ee KOMMOHEHTOB OAHOMO0 HaMMeHOBaHUS B
COOTBETCTBMM C HOMEHKMATYpON [OHOPCKOW KPOBW, KOMMOHEHTOB [OHOPCKOM KPOBM COMMACHO ApunoxeHuto Ne 1,
3aroTOBMEHHbIX OT AOHOpA UMM CaMoro peuunueHTa (ayTonormyHas TpaHcdysusi), KPOBM, U3NUBLUENCS B NOMOCTU Tena v B
paHy nNpu TpaBMe 1 onepauusix, a Takke ApPeHaXKHOR KpoBU (penHAY3US);

"9KCTpaarrioTMHUHLI aHTU-A1" - eCTECTBEHHbIE aHTUTENa, onpeaensiemMbie B nnasme (CbIBOPOTKE) KPOBW Y MWL C rpynnon
kposu A2 unu A2B;

"sputpounTcogepKallime KOMMOHEHTbI JOHOPCKON KPOBU" - KOMMOHEHTblI JOHOPCKOM KPOBW, codepXKalime apuUTpounuTbl B
nnasme vnu BO B3BeLUMBAOLLEM pPacTBope, NonyyYeHHble MeTogoM adepesa UM U3 KpoBU KOHCEPBUPOBaHHOW.
Il. TPEBOBAHUA BE3ONACHOCTMU NPU 3ArOTOBKE, XPAHEHN, TPAHCNOPTUPOBKE U KMTMHNYECKOM
MCNONb30BAHMU OOHOPCKON KPOBU U EE KOMMOHEHTOB

3. CyObekTbl 0bpalleHns JOHOPCKOW KpOoBW U (M) ee KOMMOHEHTOB obecnevmBaloT COOTBETCTBME paboT MO 3aroTOBKE,
XpaHeHWto, TPaHCMOPTUPOBKE M KIMMHUYECKOMY MCMOMb30BaHMIO AOHOPCKOM KPOBU M (MNU) ee KOMMOHEHTOB TpeboBaHusM
HacToswmx MNMpaswmn.

C aTon uenbio B cyObekTax obpalleHus LOHOPCKOW KpoBW M (MNM) ee KOMMOHEHTOB paspabaTbiBaeTcsi, BHeAPSiETCS U
HenpepbIBHO COBEPLLEHCTBYETCS cucteMa 6e30nacHOCTH.

4. Cncrema 6GesonacHocTn obGecneumBaeT CTabUNbHOCTb MPOLECCOB MO 3aroTOBKE, XPAHEHWI0, TPaHCMOPTMPOBKE U
KIMHMYECKOMY MCMOMb30BaHUI0 JOHOPCKOM KPOBY U (MIN) €e KOMMOHEHTOB U BKIOYaeT B cebs:

a) ynpaBreHne nepcoHarnom;

0) BegeHVe MeOMUUHCKON OOKYMEHTauuW, CBA3AHHOW C JOHOPCTBOM KPOBU U (MNN) €€ KOMMOHEHTOB U KITMHWUYECKUM
UCMOrb30BaHNEM JOHOPCKOW KPOBU U (MNK) ee KOMIMOHEHTOB (fanee - MeguumnHCKas OKYMeHTaums1), CTaTUCTUYECKOro yyYeTa u
OTYETHOCTW MO 3aroTOBKE, XPaHEHWU, TPAHCMOPTMPOBKE W KIMHUYECKOMY WCMONb30BaHUIO JOHOPCKOW KpOBWU U (unn) ee
KOMMOHEHTOB Mo dhopmam, yTeepxgaemMbiM MUHMCTEpCTBOM 3apaBooxpaHeHuns Poccuinickon degepalimu;

B) pa3melleHne nHpopMaLMn B eAMHON Ga3e AaHHbIX MO OCYLLECTBMEHUIO MEPONPUSTUA, CBSI3aHHbIX C obecrnevyeHnem
6e30MacHOCTU [JOHOPCKOM KPOBU W €e KOMMOHEHTOB, pPasBUTMEM, OpraHuM3aumelnt U nponaraHgov AOHOPCTBa KPOBU U ee
KOMMOHEHTOB (aanee - 6a3a gaHHbIX JOHOPCTBA KPOBU U €€ KOMIMOHEHTOB);

r) ngeHTUMKaLMIo N NPOCHEXNBAEMOCTb AaHHbIX, YKa3aHHbIX B NyHkTe 17 HacToauunx Mpasun;

) KOHTPONb 3Ha4YeHW nokasatene Oe30MacHOCTU [OHOPCKOW KPOBM WM €e KOMMOHEHTOB MO MNEPEYHI0 COrnacHo
npunoxeHuo Ne 2;

€) npoBedeHMe BHYTPEHHUX MpPOBEPOK (ayAMTOB) AEATENbHOCTM MO 3aroTOBKE, XPaHeHW, TPaHCMNOPTUPOBKE U
KITMHWYECKOMY MCMNOMb30BaHUI0 JOHOPCKOM KPOBY U (M) ee KOMMOHEHTOB (fanee - BHyTPEHHUE NPOBEPKN);

X) NpUHATME Mep, HanpaBreHHbIX Ha NPogUNaKkTUKy HapyleHun TpeboBaHui Ge3onacHOCTU U yCTpaHeHue NPUYUH U
NOCNeACTBUI BbISIBMEHHbLIX HAPYLLUEHWUIA;

3) OCYyLLeCTBMNEHNE KOHTPONSA N MOHUTOPUHIa YCNOBUIN XpaHEHUS U TPAHCMOPTUPOBKN JOHOPCKOM KPOBU N €€ KOMMOHEHTOB
cornacHo npunoxeHuto Ne 3.

5. PykoBoacTBO cyGbekTa obpalleHnss JOHOPCKOM KPOBM U (MnM) ee KOMMOHEHTOB obecneuvBaeT B npeaenax CBOWUX
nonHomoun adpdekTnBHoe hyHKLMOHMPOBaHE cucTeMbl 6e3onacHoCTY, BblaeneHne HeobxoaumblX pecypcoB, onpeaeneHne
OOIMKHOCTHBLIX 0BsA3aHHOCTEN M pacnpefeneHve NOMHOMOYUI NepcoHana B Lensx pa3paboTku, BHEAPEHUS U HenpepbIBHOrO
COBEpPLUEHCTBOBAHUA cUCTeMbl 6e30nacHOCTHU.

6. TpeboBaHMs K opraHuM3auuu OeATenbHOCTM CyObLeKTOB obpalleHnss OOHOPCKOW KPOBM U (UNIM) €e KOMMOHEHTOB MO
3aroTOBKe, XPaHEHWo, TPaHCMOPTMPOBKE [AOHOPCKOM KPOBW U (UNW) ee KOMMOHEHTOB, BKMYas LUTaTHble HOpMaTuBbl U
CTaHOapT OcCHalleHusl, a Takke TpeboBaHMS K opraHusauum cucteMbl 6e3onacHocTv yTBepxaarTcs MuHMCTEPCTBOM
3npaBooxpaHeHuns Poccuiickon depepauun.

7. OBsA3aHHOCTM MepcoHana ycTaHaBNMBaKTCA B 0ObeMe, UCKI4YalowemM BO3HUMKHOBEHME PUCKOB Ansa ©6e3onacHOCTU
OOHOPCKOW KPOBM 1 (M1N) ee KOMMOHEHTOB.

8. CybbekTbl 0bpaLleHns JOHOPCKOW KPOoBM 1 (Mnn) ee KOMNOHEHTOB obecneyvnBatloT 00y4eHne nepcoHana B COOTBETCTBUMN
C BbINOMHSAEMbIMW BMAamMu paboT MO 3aroTOBKE, XPaHEHWo, TPaHCMOPTUPOBKE U KIMHWUYECKOMY WUCMOMb30BaHUI0 LOHOPCKOW
KpOBW 1 (MnK) €€ KOMMOHEHTOB U Hanu4uMe JOKYMEHTOB, MOATBEPXKAALLNX KBanMdrKaLuo nepcoHarna.

9. CybbekTbl obpalleHnss JOHOPCKOM KPOBU U (MIN) ee KOMIMOHEHTOB obecneynBaloT COOTBETCTBME UCNOMb3yEeMbIX 30aHWN
U MOMELLEHUA CaHUTApPHO-INUAEMUONONMYECKMM TPebOBaHUSAM, NPEObSBASEMbIM K OpraHu3auusiM, OCYLLECTBNSAKLLNM
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MeOUUMHCKYIO OeATeNlbHOCTb. |-|0Me|JJ,eHMﬂ, npegHa3HadyeHHble AONnA 3aroToBKM U XpaHeHuaA D,OHOpCKOVI KpoBu " (VIJ'IM) ee
KOMMOHEHTOB, pa3aendaTcd no sungamMm npoBoAUMbIX pa60T, nMmerT KOHTpOJ‘IMpyeMbIﬂ [OO0CTyn, NCNonb3yTCA B COOTBETCTBUM C
MX Ha3Ha4YeHneM 1 BKNoYalT B cebs:

a) NoMeLLeHns ansa npMema u MeguLmMHCKoro obcneaoBaHns 4AOHOPA;
TekcT/Pegakuma aokymenTa noarotoenerel AQ "Kopekc"

6) nomeLLeHNs Ans ocyLecTBNeHUs OHaLUn JOHOPCKON KPOBU U (M) ee KOMMNOHEHTOB;

B) NPON3BOACTBEHHbIE NOMELLEHNS;

r) nabopaTopHble NOMELLEHNS;

4) noMeLleHnsa Ans XpaHeHUs JOHOPCKOW KPOBU U (UNN) ee KOMMOHEHTOB;

€) NoMeLLEeHNs AN XpaHeHUs pacxofHbIX MaTepuanos (cknagbl);

X) aOMUHUCTPATUBHO-XO3ANCTBEHHbIE NOMELLEHMS;

3) CcaHWUTapHO-ObITOBblE MOMeLleHUs ANs nepcoHana, pacrnonoXeHHble W30NMPOBaHHO OT MNPOM3BOACTBEHHbLIX U
nabopaTopHbIX MOMELLIEHUNA.

10. MapuwpyTnsaunss NOTOKOB [AOHOPOB, OOHOPCKOW KPOBUM U (UNN) €e KOMMOHEHTOB, MEAULMHCKUX u3genui u
MeOMUMHCKMX OTXOAOB B WUCMOMNb3yeMbIX NMOMELLEHUAX OpraHM3yeTcs B COOTBETCTBUWM C MOCMEeA0BaTeNbHOCTbIO BbIMOMHEHUS
paboT npu 3aroToBKE OOHOPCKOW KPOBM U (MNIN) €e KOMMOHEHTOB B LEMsIX MCKMYEHUs nepecedeHns "rpsasHbiX” n "4nctbix”
NMOTOKOB.

11. Cybbektamu oOpalleHMs OOHOPCKOWM KpOBM M (MNM) €€ KOMIMOHEHTOB WCMOSb3YHTCA 3aperncTpupoBaHHbIE B
YCTaHOBNEHHOM MOpPSAKe MeAWLWHCKME Ww3fenusi, npegHasHadeHHble ANA  3aroTOBKW, XpaHeHWsl, TPaHCNOPTUPOBKU W
KIMHWUYECKOrO UCMNONMb30BaHUSA AOHOPCKON KPOBU U (UNN) ee KOMMOHEHTOB.

12. CybbekTbl OOpalleHusi OOHOPCKOM KPOoBM U (MnM) ee KOMMOHEHTOB obecnednmBaloT BHECEHME WHdopMauun,
no3BornsoLLEe NpocneauTb Bce 3Tanbl paboT No 3aroTOBKE, XPaHEHWIO, TPaHCMOPTUPOBKE U KIIMHWUYECKOMY WUCMONb30BaHMIO
OOHOPCKOM KpOBU M (MrM) €€ KOMMOHEHTOB, B MEOMUMHCKYI0 [OKYMeHTauuio u 6a3dy AaHHbIX [AOHOPCTBa KPOBU U ee
KOMMOHEHTOB. PykonucHble 3anucu genarTcs YeTKo 1 pa3bopumBso.

13. [Insa Bcex aTanoB 3aroTOBKW, XpaHEHUS!, TPAHCMOPTUPOBKM U KMMHUYECKOTO UCMONb30BaHWUA JOHOPCKOW KPOBU U (MIu)
ee KOMMOHEHTOB pa3pabaTbiBaloTCs MHCTPYKLUUK, ONUChIBalOLLME COOTBETCTBYIOLWME paboThl U NocnedoBaTenbHOCTb AEACTBUN
nepcoHana no WMx BbINOMHEHWD. YKa3aHHbIE WMHCTPYKUMM, OnucbiBalolWmMe paboTbl ¢ MPUMEHEHUEM MEOULIMHCKUX W3Oenun,
pa3pabaTbiBatoTCA Ha OCHOBE JKCMyaTauMoHHON AOKYMEHTaunM Npon3BoanTens MeguUmMHCKOro N3genus.

14. TlpoBeaeHue perynspHbIX BHYTPEHHMX MPOBEPOK B LENAX OueHKM 3d(PEeKTUBHOCTM cucTeMbl GesonacHoCcTU B
cybbekTax obpalleHnsi JOHOPCKOW KPOBU U (MNN) ee KOMIMOHEHTOB OCYLUEeCTBNsAeTcs komuccmen. CoctaB KOMUCCUM U rpadomk
NpoBeAEHNsI BHYTPEHHMX NPOBEPOK YTBEPXKAAKTCS akTOM cyObekTa obpalleHns JOHOPCKON KPOBU U (MITN) €€ KOMMOHEHTOB.

15. MnaHupoBaHue BHYTPEHHNX MPOBEPOK OCYLLECTBMASIETCA C Y4ETOM pe3yrnbTaToB NpeblayLnx NpoBEPOK.

16. PesynbraTbl BHYTPEHHUX MPOBEPOK AOKYMEHTUPYHOTCS, @ MO WX WUTOraM MPUHMMAKOTCSt Mepbl, HanpaereHHble Ha
yCTpaHeHWe NpUYMH 1 NOCNEACTBUI BbISIBIIEHHBIX HapyLLEHUA TpeboBaHU 6e30MacHOCT U NPOMUNAKTUKY TakMX HapyLUEHUH.
PykoBoacTBo cybbekta obpalleHnss JOHOPCKOW KPOBM M (MNM) ee KOMMOHEHTOB obecrneynBaeT CBOEBPEMEHHOE yCTpaHeHue
BbISIBITEHHbIX HapyLUeHUA TpeboBaHMM 6e30NacHOCTM U MPUYMH MX BO3HUKHOBEHWSI.

17. B uensix obecnevyeHns 6e30MacHOCTM KIMHWYECKOTO MCMONb30BaHUsi QOHOPCKOW KPOBU U (MNU) ee KOMMOHEHTOB
obecneynBaeTcA NPOCMEXMBAEMOCTb [AaHHbIX O [AOHOpe, AOHaUusiX, 3aroTOBMEHHbIX [OHOPCKOW KpoBW U (unn) ee
KOMMOHEHTOB, pacxogHbIX MaTtepuanax (KOHTelHepax, peareHTax, pacTBopax, NeKapCTBEHHbIX cpefcTBax), obpasuax KpoBu
AOHOpa, pexumMax XpaHeHUs U TPaHCMOPTUPOBKM AOHOPCKOM KPOBU U (MNK) ee KOMMOHEHTOB, obpasuax KpoBM peuunueHTa,
ucnonHutenax pabot, a Takke O CooTBeTCTBUM TpeboBaHusM GesonacHOCTM MpoBOAMMBIX paboT no  3aroToske,
TPaHCNOPTUPOBKE, XPaHEHUIO U KITMHNYECKOMY MCMONb30BaHNIO OHOPCKOWN KPOBU U (UNN) €€ KOMMOHEHTOB.

18. TlMpocnexuBaeMocTb YyKa3aHHbIX B NOyHkTe 17 HacTtoawmx [paBwn AaHHbIX [OCTUMraeTcs MocpencTBOM KX
naeHTudurKaumm Ha Bcex atanax oT MeauumMHcKoro obcnefoBaHnsa AOHOPa A0 KOHEYHOrO UCMNOMb30BaHUA ero JOHOPCKOW KPOBM
MU (MnNn) ee KOMMOHEHTOB, BKMOYas yTunNusauuo, C nocneaoBaTenbHbIM BHECEHWEM COOTBETCTBYHOLWEN WHGOpMauMM B
MeOMLMHCKYH0 AOKYMeHTaumio 1 6a3y AaHHbIX JOHOPCTBA KPOBU Y €€ KOMMNOHEHTOB.

19. CybbekTbl 0bpalleHns JOHOPCKOM KPOBM M (MNK) ee KOMMOHEHTOB obecneuvnBaloT npeacTtaeneHne B denepanbHoe
Meanko-buonornyeckoe areHTCTBO MHAOPMAaLIMN O peakumsix 1 06 OCMOXHEHUAX, BO3HUKLLMX Yy OOHOpa B CBA3W C AOHaLMeWn
OOHOPCKOM KPOBU U (MNN) ee KOMIMOHEHTOB, Y PeELMNMEHTa B CBSA3M C TpaHcdy3nen JOHOPCKOM KPOBU U (MN) €€ KOMMOHEHTOB,
B YCT@HOBIEHHOM MopsiaKe.

lll. OBA3ATEJNIbHbIE TPEBEOBAHUA K 3ArOTOBKE JOHOPCKOW KPOBU U (MNWU) EE KOMMNOHEHTOB

20. TMopsiaok NPOXOXAeHWUst [OoHopamMy MeaWLMHCKOro oO6cCrenoBaHusi, nepeyvyeHb MeOMLMHCKUX MpOTUBOMOKa3aHWii
(BpeMeHHbIX M MOCTOSIHHBIX) ANs coaydyM KpoBWM U (UNM) ee KOMMOHEHTOB M CPOKOB OTBOAA, KOTOPOMY MNOAMEXUT NULO Npu
HanMuMn BpPEMEHHbIX MEeOULMHCKUX roKasaHui, OT [OHOPCTBa KPOBM U (MNM) ee KOMMOHEHTOB, BKMOYas MNOpsAOoK
uccnegoBaHus 0bpasLoB KPOBWU AoHOPA, MOPAOOK [oMNycka AoHOpa K AoHaUuM, B TOM Yuche nocrne MeauLUMHCKOro oTeoaa,
HOpMbI cocTaBa U BMOXMMMYECKUX MokasaTenel nepudepuyeckon KpoBu ANA Aonycka AoHopa K AoHauun, TpeboBaHusa K
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onpefeneHuio BMaa AOHOPCTBA, obbema B3ATMA OOHOPCKOW KPOBUM WU (MNM) ee KOMMOHEHTOB, a TakkKe WHTepBanbl Mmexay
BYAaMu JOHopcTBa yTBepxaatTcs MuHnucTepcTBoM 3gpaBooxpaHeHus Poccuiickon depepaumm.

21. CybbektoM obpalleHna OOHOPCKOM KpoBWM U (MNN) €e KOMMOHEHTOB, OCYLUECTBSIOWMM 3aroTOBKY, XpaHeHue U
TPaHCNOPTMPOBKY JOHOPCKOW KPOBU U (MNK) ee KOMMOHEHTOB (Adarnee - opraHusaLms, oCyLLeCcTBsoLWas 3aroToBky AOHOPCKON
KpPOBU N ee KOMMOHEHTOB), Npu MepBON OOHaLMW OOHOPY M AOHaUWMW MpUCBauBalOTCS MAEHTUdMKaLUOHHbIe Homepa. [pwu
nocneayoLwmx obpalleHnsx 3Toro JoHopa NAeHTUMOUKALMOHHBIN HOMEP NPUCBaNBaETCS TONMbKO JOHALUMN.

22. B opraHusaumum, ocyLLecTBASOLWLEN 3aroTOBKY AOHOPCKOW KPOBU M €e KOMMOHEHTOB, AMS B3ATUS AOHOPCKOW KPOBU U
(Mnn) ee KOMMNOHEHTOB MPUMEHSIIOTCS CTEPUNbHBIE 3aMKHYTblE repMETUYHbIE KOHTEWHEPbLI 1 CUCTEMbI, KOTOPbIE NPeaCcTaBnsoT
CcODON eMKOCTU OAHOKPaTHOrO MCMofMb30BaHMs (B COCTaB KOTOPbIX MOXET BXOAWTb KOHTEMHep-CNyTHUK Ans otbopa obpasuos
KpOBW OOHOPOB), NPUMEHSIEMbIE ANsl 3aroTOBKU AOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB, pa3fdeneHns JOHOPCKOW KPpOBU Ha
KOMMOHEHTbI, @ Takke AN MNOCNeaylLwero XpaHeHus U KIMHWYECKOrO WUCMONb30BaHWsl, COOTBETCTBYHOLLME MONy4aemMbIM
KOMMOHEHTaM [OHOPCKOM KPOBU U UCMOMb3YIOLLMECH B COOTBETCTBMU C UHCTPYKUMEN NO MPUMEHEHUIO MEAULUHCKUX U3aenui
(oanee - KOHTENHEPSI).

23. KoHTeliHepbl nepea nNpUMeHEHWEM BU3yanbHO MPOBEPSIOTCA Ha OTCYTCTBME AedeKkToB (HapylleHue LernocTHOCTH,
npoTekaHne, U3MEHeHWe LiBeTa 1 Npo3pavyHOCTU pacTBOPOB) M COOTBETCTBME Cpoka rogHocTw. INpu obHapyxeHun aedektos
UINKN UCTEYEHUM CPOKa rOAHOCTU KOHTEMHEPLI OpaKyoTcs.

24. Tpwn 3aroToBke JAOHOPCKON KPOBU 0becnevmBaeTcsi MOCTOSTHHOE NepeMeLLUBaHNE KPOBM C PAaCTBOPOM aHTMKOAryrnsiHTa
(koHCepBaHTa) B TeYeHMEe BCEW JOHALMU.

25. 3arotoBka OOHOPCKOW KPOBM M pasferieHVe ee Ha KOMMOHEHTbl B KOHTEMHep He TpebyeT acenTUyecKux YCroBun
BHeLLUHeW cpeabl.

26. PaboTbl N0 3aroToBKE JOHOPCKOW KPOBU U (MIU) €€ KOMMOHEHTOB, NPUY BbIMOMTHEHWN KOTOPbIX HEOTHEMIIEMON YaCTbIO
TEXHONOTUN SIBNSIETCA HapyLleHUWe TepPMETUYHOCTM KOHTEMHEPOB, OCYLLUECTBMAAKOTCA B MOMELLEHUSX C acenTUYECKMMU
YCNoBUSMU NGO C NPUMEHEHNEM MEANLMHCKUX U3Oenuin, obecnedmBaoLmMx acenTnyeckme ycroBusl.

27. KoHTeliHepbl C [OOHOPCKOM KpPOBbIO M (MrM) €ee KOMMOHEeHTaMu W o0pasubl KpOBW [AOHOpa, CBA3aHHbIE C
COOTBETCTBYIOLLENA AOHAUUEN, UMEKT eauHbIi UOAEHTUMUKALMOHHBI HOMEP AOHAUUW C OOMOMHUTENbHBIM HOMEPOM Ans
KaXkgon eanHULbl KOMMOHEHTa JOHOPCKOM KPOBU MM 06pasLoB KpoBM JOHOpA.

Ona TpaHcdy3un (nepenueaHus) nuuam ¢ maccon Tena meHee 30 KunorpammoB AOMYCKaeTCs pasfaerneHue egumHuubl
KOMMOHEHTa AOHOPCKOM KPpOBM Ha 2 unu bonee eamHULbI.

28. HanmeHoBaHWe KOMMOHEHTa OHOPCKOW KPpOBU N NOEHTUUKALMOHHBIN KO4 JOHOPCKOM KPpOBU U (MnK) ee KOMMOHEHTOB
ONpenensitoTCcsl opraHv3aumen, OCYLLECTBISIOWEN 3aroToOBKY [OOHOPCKOM KPOBM W €€ KOMMOHEHTOB, B COOTBETCTBUMM C
HOMEHKNaTypon AOHOPCKOW KPOBW, KOMMOHEHTOB AOHOPCKOW KPOBW, MpedyCMOTpPeHHoW npunoxeHnem Ne 1 k HacToawmm
[Mpasunam.

29. KpoBb 1 ee KOMMNOHEHTbI AN ayTONOrMyHoOM TpaHcdy3mm MMET MapkKMpPOBKY "TONbKO ANst ayTONOrM4HON TpaHcdysun'”
C yKasaHuem haMmunumn, UMeHn, oT4yecTBa (Npyv HanuuuMKn) U Aatbl poOXAeHUsa nuua, Ans KOTOPOro OHW NpegHasHa4YeHbI.

30. MNocne goHauMm KOHTENHepPbI C JOHOPCKOW KPOBbLIO U (MNN) €e KOMMOHEHTaMU BU3yanbHO NPOBEPSIOTCA Ha OTCYTCTBUE
aedekTos.

31. B cny4ae HapylleHWsi repMETUYHOCTU KOHTEWHEPOB, NMPUMEHSIEMbIX ONS 3arOoTOBKM JOHOPCKOW KpoBM W (Mnun) ee
KOMMOHEHTOB, NPOLECC 3aroTOBKN OCTaHaBNMBAaETCH, AOHOPCKas KPOBb U (MNn) ee KOMMOHEHTLI BpakytoTcs.

32. JoHopckast KpoBb U (MNN) ee KOMMOHEHTbI XPaHATCS B YCNOBUSIX, MPEAYCMOTPEHHbIX OpunoxeHvem Ne 3 K HacToaumnm
Mpasunam.

33. B cnyyae ecnu no npuyunHe, He 3aBUCSLLIEN OT AOHOpPa (bpak KOHTEMHEPOB, OCNOXHEHUS AOHALUKN), AOHOPCKAs KPOBb U
(Mnn) ee KOMMOHEHTbLI He 3aroTOBMEHbI B YCTAHOBNIEHHOM OObeMe, [OHALMS YyUMThIBAETCS Kak COCTOSBLLASACS.

OcHoBaHvneM O5is1 BO3MOXHOW GpakoBKM LOHOPCKOW KPOBWU M (UNKU) €€ KOMMOHEHTOB ANS KMMHUYECKOro MCMONb30BaHUs
SIBMSETCA HECOOTBETCTBME 3aroTOBIMEHHbIX €AMHULIbI JOHOPCKOW KPOBWU U €AMHULbI KOMMOHEHTa JOHOPCKOW KPOBU 3HAYEHUAM
nokasarenen 6e30nacHOCTU JOHOPCKON KPOBU U (UNN) ee KOMMOHEHTOB, NPeAYCMOTPEHHbIM OpunoxeHvemM Ne 2 Kk HacToawmM
Mpasunam.

34. Bo Bpemsi JoHaLUKM OCYLLECTBNSAETCH OTOOp 06pasLoB KPOBM OOHOPOB ANS ONpedeneHust rpynn KPoBU Mo cUcTEME
ABO, pesyc-npvHaanexHocTu (onpegenexHme BapuaHTHoro aHTureHa D aBnsieTca obs3atensHeiM), K1 cuctemsl Kell (ganee - K),
aHTureHoB aputpoumuToB C, ¢, E, e, NnpoBegeHns CKpMHWHIA Ha Hanuune aniouMMYHHbIX aHTUTEN (B Cnydae MX BbISBNIEHUS
OCYLLECTBNSAETCA OnpefeneHne Mx crneuuguyHOCTU) U BbISIBIIEHWS MapKepoB Bupyca ummyHogedwuuuta 4venoseka (BUY-
UHekumm), renatutoB B, C n Bo3bygutens cudpunuca.

UccnenosaHue aHTureHoB aputpoumtoB C, ¢, E, e, K, a Takke BapuaHTHOro aHtureHa D B obGpasuax KpoBu [oHOpa
NPOBOAMTCA B OpraHu3auuu, OCYLUECTBUBLLUEN 3aroTOBKY OOHOPCKOW KPOBWM M (UNN) €€ KOMMOHEHTOB, UMM B OpraHusauumu,
OCYLLECTBNSAOLLENA 3aroTOBKY [JOHOPCKOM KpPOBUM M (MNM) €e KOMMOHEHTOB, YMOMHOMOYEHHOW WCMOMHUTENbHBIM OpPraHoOM
cybbekta Poccuiickon ®enepaummn B chepe oxpaHbl 300pOBbs, ABaXAbl OT pasHbIX AoHaUMRA. MNpu coBnageHun pesynsraToB
aHTUreHbl 3PUTPOLUTOB AOHOPA CHUTAIOTCS YCTAHOBIMEHHBIMU M NPY NOCNeayoLWMX JOHALMAX HE ONpeaenstoTes.

[ononHuTenbHoe onpegeneHne aHTUreHoB 3apuTpoumToB AoHopa (no aHtureHam Jk (cuctema Kugp), Fy (cuctema
HOaddu), Lu (cuctema JliotepaH), MNS, Le (cuctema JleBMC) UM aHTUreHam Apyrux cuctem) ansa nogbopa
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apuUTpoLMTCOAEPKALLMX KOMMOHEHTOB JOHOPCKOW KPOBW B COOTBETCTBUM C MYHKTOM 86 Hactodumx MpaBun ocyllecTBnsieTcs
ANg NpoBefeHNs TpaHChy3nn IpUTPOLIUTCOAEPKALLUUX KOMMOHEHTOB annonMMyHU3UPOBaHHLIM peLunMeHTaM B COOTBETCTBUM
C BbISIBMIEHHbIMU Y peLunueHTa annouMMyHHbIMU aHTUTENaMMu.

35. O6pasubl KpoBK AOHOPa OTOBMPaKOTCS HEMOCPEACTBEHHO U3 KOHTENHEPa NN U3 CUCTEMbI KOHTENHEPOB 6e3 HapyLLeHus
LlenoCTHOCTM Mpu NOMOLWM ajanTtepa Afs BakKyyMHbIX NPOOMPOK MMM U3 chneumanbHOro KOHTerHepa-crnyTHMKa Ansd otbopa
06pasLoB KpOBM JOHOPa B BaKyyMHble O4HOPa30Bble NPobUpKN, COOTBETCTBYIOLLME NPUMEHAEMbIM METOAMKAM uccrnegoBaHun.
He ponyckaetcs oTKpblTUe Npobupok ¢ obpasuamm KpoBu A0 NpoBeaeHUs NabopaTopHbIX NCCNEAOBaHUNA.

36. XpaHeHue 06pasuoB KPOBW AOHOpaA OO0 NPoBeaeHUs NabopaTopHbIX MCCregoBaHUMM OCYLUECTBIISIETCS B YCIOBMSX,
npegycMOTpeHHbIX npunoxennem Ne 3 Kk HacTosAuwum Npasunam.

37. BoisBneHne npu uccnegoBaHum B obpasile KpoBU OOHOpa SKCTpaarrfioTMHUHA aHTU-A1 sBNsieTcs OCHOBaHMEM Ansi
3anpera KIMHUYECKOro UCMONb30BaHWst KPOBU 1 (M) ee KOMMOHEHTOB. B Takom cnyyae gonyckaeTcsd nepefada KOMMNOHEHTOB
OOHOPCKOM KPOBY AN UCMONb30BaHNS B MHbIX, KPOME KITMHUYECKOrO MCNOMb30BaHUs, Liensix.

38. IMMyHonornyeckne nccrneaoBaHns Ha MapKkepbl BUPYCOB MMMyHoaeduumTta yenoseka (BUY-uHdekumm), renatntos B
n C, cudunuca n MonekynspHo-OMonormvyeckme MccrneqoBaHUs Ha Mapkepbl BUPYCOB MMMyHodedumumTa yenoseka (BUY-
uHekumm), renatntos D n C npoBogdATcs B opraHM3auuuv, OCYLLECTBUBLLEN 3arOTOBKY JOHOPCKOW KPOBU U €€ KOMMOHEHTOB,
UnnM B OpraHn3aumu, OCYLLECTBSIOLWEN 3aroToBKY AOHOPCKOM KPOBU U €e KOMMOHEHTOB, YNONHOMOYEHHOW WUCMNONHUTENbHbLIM
opraHom cybbekTa Poccuiickon denepaumm B cdepe oxpaHbl 300pOBbS.

MpoBeneHve MoneKynsipHO-6MONOrMYecKnx UccreaoBaHWiA Ha MapKkepbl BUPYCOB MMMyHopedumuuta yenoseka (BUY-
UHekumm), renatutoB B n C ocyllecTBnsieTcs Ons BCeX CEepOHeraTMBHbIX 00pasLoB KpOBWM AOHOPOB NGO OOHOBPEMEHHO
NPOBOAATCS MONEKYNAPHO-6Monornyeckme n MMMyHONorm4yeckne uccriefoBaHmns o6pasLoB KpOBM JOHOPOB.

39. B cny4yae BbisiBNeHNUst HapyLleHWn npu otbope o6pasuoB KpOBWM AOHOPOB, BBIMOMHEHWU UCCHEOO0BaHWIA, a Takke npu
HapyLleHun unaeHTudmrKaumm AOHOPCKOW KpOoBWM M (UNKN) ee KOMMOHEHTOB NGO 0OpasuoB KpOBM [AOHOPOB BCE €OUHMLbI
OOHOPCKOM KpOBM W (UNIN) €€ KOMMOHEHTOB, 3aroTOBMEHHbIE OT YCTAHOBMEHHOW [OOHaLUKU, M3bIMAaKTCsa U3 obpalleHus,
OpakylTCs U yTUNU3MPYHTCS.

40. OpraHu3aums, oCcyLLeCTBMSIOLLAA 3aroTOBKY AOHOPCKOM KPOBU 1 €€ KOMMOHEHTOB, obecneynBaeT KOHTPOIb JOHOPCKOM
KPOBU M (MrM) ee KOMMOHEHTOB Ha MpeaMeT COOTBETCTBMS 3HAYEHMsSIM MokasaTenen 6e30nmacHOCTU JOHOPCKOW KPOBU U ee
KOMMOHEHTOB, NpeayCMOTPEeHHbIM apunoxeHnem Ne 2 k HacToauinm MNpasunam.

41. Mo 3aBepLueHMM Npoueaypbl AoHAUMWU MAEHTUDUKALMOHHBIA HOMEP AOHaLMK CBEPSETCA C HOMEPOM Ha KOHTEMHepax C
OOHOPCKOM KPOBbLIO U (MfIM) ee KOMMOHEeHTaMn, C HOMepPOM Ha obpasLax KpoBM AOHOPA, a Takke C AaHHbIMU, BHECEHHLIMU B
MEeOMLMHCKYO JOKYMEHTaumo 1 6a3y AaHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB. VOeHTUYHOCTb MapKMpPOBKN KOHTENHepa ¢
JOHOPCKOM KPOBbLIO M (MNN) ee KOMMOHEeHTamu U obpasLoB KpOBM AOHOPa ANS UCCNEAOBaHUN NPOBEPSETCS B MPUCYTCTBUM
AoHopa. Heuncnonb3oBaHHbIe STUKETKM C MAEHTUMUKALMOHHBIM HOMEPOM TakKoW AOHaLUN YHUYTOXAIOTCA.

42. 3aroTOBMNEHHYO AOHOPCKYI KPOBb U (UNN) €e KOMMOHEHTbl A0 OKOHYaHWs uccriefqoBaHus obpasuoB KpPOBW AOHOpa
XpaHAT B YCNOBUSX, NPeaycMOTPeHHbiX npunoxenHnem Ne 3 k HacToduium [lpaBunam, 00O03HA4YMB MapPKUPOBKOW Ha
MeOMUMHCKNX 13nenusax, npegHasHadYeHHbIX Ans XpaHeHUss KOMMOHEHTOB JOHOPCKOW KPOBW, CTaTyC AOHOPCKOW KPOBU U (MNn)
ee KOMMNOHEHTOB Kak "HenccriegoBaHHble".

43. IMMyHM3auus OOHOPOB ANs 3aroTOBKUM MMMyHOcMeuuduryeckon nnasmbl B LEnsSx NpovM3BOACTBa Cneumdunyeckmx
UMMYHOTTOBYNMHOB OCYLLECTBNSETCA B COOTBETCTBMU C MOPSAKOM, yTBepxaaembiM MWHUCTEPCTBOM 30paBoOOXpaHeHus
Poccuinckon denepaumu.

44, B uensax obecneyeHns coxpaHeHns hakToOpOB CBEPTbIBAHUA npoLueaypa 3aMOopaXXmBaHWs nasmbl OCYLLECTBIISETCS B
TeyeHme He Bonee Yaca O MOMEHTa A0CTUKeHUst Temnepatypsbl -30 rpagycoB Llenbcusi BHyTpy KOHTENHEpPA C NITa3Mon.

45. KpuonpeuunuraT n nMounmsanpoBaHHyo nnasmy nony4yarT U3 KapaHTUHU3NPOBAHHOM UKW naTtoreHpenyLunpoBaHHOM
nnasmbl.

46. MNpn NCNonb3oBaHUN TEXHOMOMIN KPUOKOHCEPBMPOBAHUS KOHLEHTPaTbl TPOMOOLIMTOB 3aMOPaXMBatoTCsl HE Mo3gHee
yeMm 4epes 24 vyaca nocrne JoHaLUKU, SPUTPOLUTCOAEPXKALLME KOMMOHEHTbI JOHOPCKOW KPOBM 3aMOPaXMBalTCH B TeyeHue
BCEro cpoka rogHocCTu.

47. KOMNOHEHTbI JOHOPCKOW KPOBU MPY 3arOTOBKE Pa3MOpaXKMBAOTCS (B Criyyae ecrnv 3TO NpedyCMOTPEHO TEXHOmNoruemn
norny4YeHnsi KOMMOHEHTa KPOBUM) C WCMOMNb30BAHWEM MEOULMHCKUX MW3Aenuin, obecnedrBalolmx KOHTPOMb TeMmmnepaTypHOro
pexuma, C peructpauven napameTpoB TemnepaTypHOro pexumma no KakaoW eduHuLe KOMMOHEeHTa [OHOPCKOW KPOoBM B
MeOMLIMHCKON OOKYMEHTaunu.

[o n nocne pasMmopaxmBaHUs KOHTENHEPbI NPOBEPSAIOTCH Ha OTCYTCTBME AedEKTOB 1 HapyLLeHne repMeTUYHOCTH.

Mocne pasmopaxmnBaHNA KOMMOHEHTbI JOHOPCKOM KPOBU BM3YyarbHO NMPOBEPSIOTCA Ha OTCYTCTBME Oocajka, Npy BbiSBEHUU
ocapgka bpakylTcs 1 YyTUMUM3NPYHOTCS.

48. MNMna3ma He NoANEeXWUT MOBTOPHOMY 3aMOpPaXMBaHMUIO, 3a UCKIOYEHMEM CryvaeB, Korda NoBTOPHOE 3amMopaXuBaHue
OCYLLECTBNSIETCA MOCMe 3aBeplUeHuss paboT, HEeOTHLEMISIEMOM YacTbl) KOTOPbIX SBMSETCA pa3MOpaXvMBaHUe Mnasmbl
(naToreHpeaykums, nonyyeHue kpuonpeuunutarta). B cnyyae noBTOPHOro 3amopauBaHUs Mnas3Mbl HAHOCUTCA MapKUMPOBKA,
noATBepXKaatoLLas NOBTOPHOE 3aMOpaXKmMBaHuWe.
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49. Tlnasma nartoreHpegyuMpoBaHHas nNPUMeEHSIETCA ANS KIMHUYECKOro WCMOoNb30BaHWUS HEemnocpeacTBEHHO nocne
MOBTOPHOrO  pasMopaxuBaHWs (AN coxpaHeHwss nabunbHblX akToOpoB), 3a WUCKMYEHWeM nrasmbl, KoTopas
natoreHpegyLupoBaHa A0 3amopaxwuBaHus. [JonyckaeTtcs npoBedeHue natoreHpeaykuum nnasmbl nepes ee 3amMOpO3KOW C
BO3MOXHOCTbIO BblJauu Takon nnasmMbl AN KIMHUYECKOro MCNOoMb30BaHMSA A0 OKOHYaHUSA CpoKa KapaHTUHa.

50. [lonyckaeTcs npoBeAeHue natoreHpeayKLMn nnasmbl B e4MHMLEX NnasMbl Unv B nynax.

51. Ona KnNuHU4Yeckoro Mcnonb3oBaHMA MOXeT ObiTb nepefaHa KapaHTUMHU3UPOBaHHAs WM naTtoreHpeayuMpoBaHHas
nnasma. [1ns aytonorn4yHon TpaHcdyaum gonyckaercsa nepegadya HekapaHTUHU3MPOBAHHOW CBEXEe3aMOPOXXEHHON NiasMmbl.

52. KapaHTrHU3aums nnasmbl OCYLLECTBISETCS Npu TemnepaTtype Hmxke -25 rpagycoB Llenbcus B TeyeHne He meHee 120
CYTOK CO [IHS1 3aroTOBKW.

53. MNpwn oTcyTcTBMM B 0Opasue KpoBM AOHOPa MapkepoB reMOTPAHCMUCCUBHbBIX MHAPEKLMIA U MHGOPMAaLMKN O BbISIBNEHUN Y
JOHOpa MapKepoB reMOTPaHCMUCCUMBHBIX MHMpeKkuniA B Gase AaHHbIX LJOHOPCTBA KPOBM M €e KOMMOHEHTOB B Mepuoa U no
3aBepLUEHNM KapaHTUHU3aUUM CBEXEe3aMOPOXEHHasi nrasma BbIMYCKaeTCsl M3 KapaHTUHa C yKka3aHMeM Ha 3TUKETKe cpoka
KapaHTuHmu3aumm 120 cyTok.

54. B cny4vae BbisIBNieHUsS B 00Opasue KpOBM OOHOpPa MapKepOB reMOTPaHCMUCCUBHBIX MHMEKUMA UMK MOCTYMNEeHMs B
cybbekT obpalleHus JOHOPCKON KPOBU U (M) ee KOMMOHEHTOB MHGOPMAaLMU O BbISIBIIEHUM Y JOHOPA reMOTPAHCMUCCUBHbBIX
WH(EKUMI BCE e4MHULIbI JOHOPCKOM KPOBU U (M) €e KOMMOHEHTOB, 3aroTOBMEHHbIE OT 3TOr0 JOHOPA, MAEHTUMULMPYIOTCS U
Te, KOTOpble HAXOOATCHA Ha XpaHeHun B cybbekTe obpalleHns JOHOPCKOW KPOBU U (MNM) ee KOMMOHEHTOB, HeE3aMeaMTerNnbHO
N3bIMAKTCA U MPU3HAKOTCA HENPUIOOHLIMU ANS KITMHUYECKOrO MCMOMb30BaHUS.

MpoBoguTcst aHanu3 paHee BbIOAHHBLIX W NEPENUTBIX KOMMOHEHTOB KPOBMW, 3aroTOBIEHHbLIX OT MpeablayLiux AoHaLuui
yKasaHHOro goHopa 3a 12 mecsueB, 1 NPUMHUMAIOTCA Mepbl Ans NpefoTBpaLleHns KIMHUYECKOro UCMofb30BaHUA LOHOPCKOW
KPOBW 1 (MnK) ee KOMMOHEHTOB, MOJTyYEHHbIX OT 3TOrO AOHOpPA.

55. [Ing npodunakTnkm peakuuin nu OCNOXHEHWI B CBA3M C TpaHCdy3nen aputpouuTcogepxalime KOMMOHeHTbl JOHOPCKOM
KpOBM JonyckaeTcsl obnyyaTb He nosgHee vem 4depe3 14 cyTok nocne 3arotoBku. KoHUeHTpaTbl TPOMOOUMTOB MOryT ObiTb
006ny4yeHbl 1 UCMONb30BaHbl B NIO0OE BpeMsi B TEYEHUE BCEro Cpoka XpaHeHusl. KoHUeHTpaT rpaHynouuToB obnyyvaeTcsa nocne
nony4yeHns oT AOHOPa U NepenuBaeTCcs peunnueHTy He no3gHee Yem Yyepes 24 yaca C MOMEHTa 3aroTOBKM.

56. O6ny4YeHHble 3pUTpOLMTCOAEPKALLME KOMMOHEHThLI JOHOPCKON KPOBU NEPENUBAOTCA He No3fgHee YeM vepes 28 cyTok
CO [IHS 3aroTOBKMW.

57. Tpu naToreHpeaykumm KOHUEHTpaAToB TpoMbouMTOB onpedeneHve 6akTepuanbHOM KOHTAMUHAUMW B HUX He
NPOBOAMTCS.

58. Npun natoreHpeayKUMM KOHLEHTPATOB TPOMBOLUUTOB 06Mny4YeHne He NPOBOAUTCS.

59. PeleHnss 0 NpUrogHOCTU ANA KNMHUYECKOro UCNOMb30BaHUA 1 06 U3MeHeHUn cTatyca AOHOPCKOW KpoBU U (unn) ee
KOMMOHEHTOB MPUHMMAOTCS PaboTHUKaMK, YNOMHOMOYEHHbIMU PYKOBOAMTENEM OpraHusaumn, OCYLLEeCTBASIOLWEN 3aroTOBKY
AOHOPCKOMN KPOBU 1N €€ KOMMOHEHTOB, HA OCHOBaHWU:

a) AaHHbIX, BHECEHHbIX B 6a3y AaHHbIX AOHOPCTBA KPOBU N €€ KOMMNOHEHTOB;

0) pesynbTaToB MCCRegoBaHMM KPOBM [OHOpPA Ha HanuuMe MapkepoB Bupyca MMMyHodedumumta denoseka (BUY-
MHekumm), renatutos B, C n Bo3byautensa cucpunuca;

B) pe3ynsraTtoB onpeaeneHus rpynnbl Kposu no cucteme ABO, pesyc-npuHaanexHocTu, aHTureHos aputpouuTtoB C, ¢, E, e,
K, npoBeaeHns CKpUHUHIa annonMMYyHHbIX aHTUTEN;

r) pesynsTaTtoB MPOBEPKM BHELUHEro BMAa [AOHOPCKOM KPOBU U (MNKN) ee KOMMOHEHTOB WM OTCYTCTBUS MNOBpexaeHus
KOHTENHepa.

60. MIameHeHWe cTaTyca 4OHOPCKOWM KPOBU U (MNN) €€ KOMMOHEHTOB OCYLLIECTBIISAETCS HA OCHOBaHUM:

a) nidopmauum 13 6a3bl JaHHbIX JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;

0) pesynsraTtoB nNabopaTopHbIX NCCregoBaHM KPOBU OOHOPA;

B) pes3ynbraToB MPOBEPKM BHELUHEro Buaa OOHOPCKOM KPOBU U (MNM) €e KOMMOHEHTOB W OTCYTCTBUSI MOBpEeXAeHUs
KOHTENHepa;

TekcTt/Pegakuna aokymeHTa noarotoenersl ACQ "Kopekc"

r) Lenu Ucnornb30BaHUS.

61. [loHopckas KpoBb M (MNN) €€ KOMMOHEHTbl, B OTHOLLUEHUW KOTOPbIX PELUEHUsl, NPeayCMOTPEHHbIe NyHKTOM 59
HacTosauwmx MNpaBun, He NPUHSATLI, U30MNUPYIOTCS OT MPUIOAHLIX ANA KMMHUYECKOro UCMONb30BaHUS AOHOPCKON KPOBWU WU (MNn)
KOMMOHEHTOB, U B 6a3e AaHHbIX AOHOPCTBA KPOBU N €€ KOMMNOHEHTOB M3MEHSAETCH X CTaTycC.

62. lNMocne n3onMpoBaHWa HENPUroAHbIX ANS UCTONb30BaHUS AOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB YNONHOMOYEHHbIE
paboTHWKK, yKasaHHble B NyHKTe 59 HacTosawmx [Npasun, npuctynatoT K paboTe ¢ NPpUrogHbIMK AN UCMONb30BaHWUS LOHOPCKOWN
KPOBbIO U (UNN) €e KOMMOHEHTaMM1, B TOM YUCTIE:

a) nameHsitoT B 0a3e AaHHbIX LOHOPCTBA KPOBM M €e KOMMOHEHTOB CTaTyC LOHOPCKOW KpoBWU U (MNK) €e KOMMOHEHTOB
"HeuccrneoBaHHbIe" Ha cTaTyc "NPUrogHble Ans UCNonNb3oBaHMsa", "NpUrogHble Ans NPOU3BOACTBA NEKapCTBEHHbIX NpenapaTos
KpoBK", "MpurogHble Ans NPOM3BOACTBA MEAUUMHCKMX u3genuin”, "npurogHble Ans  HayvyHO-UccregoBaTenbCKuX U
obpasoBaTenbHbIX Lenen”, "ans ayTonornyHom TpaHcdysun" unm "Ha kapaHTuHe";
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0) HaHOCAT 3TUKETKY Ha KOHTEWHEep C 3aroTOBMIEHHOW [OOHOPCKOW KpPOBbK M (MnM) ee KOMMOHeHTamu, obecrneymBas
AOCTYMHOCTb WMHGOPMaLMM O MpPOU3BOAUTENE KOHTEMHepa, Cepuum U CPOKe ero rodHOCTU, KOTopasi COXpaHseTcd U
obecneymBaeT UMTaeMOCTb MapKMPOBKU MpPU BCEX OOMYCTUMbIX PeXMMax XpaHeHWst U UCNoMb30BaHMA B TeuyeHue cpoka
rO4HOCTW AOHOPCKON KPOBU U €€ KOMMOHEHTOB.

63. He ponyckaeTrcs HaHeceHue STUKETKW, MNoATBepXAalollen cTaTyc OOHOPCKOW KpoBM U (MM) ee KOMMOHEHTOB
"npurogHble AN UCnonb3oBaHMs", 4O OKOHYaHWUS BCEX 3TanoB 3aroTOBKW W MOMyYeHWst pesynsratoB UCCnenoBaHuin obpasLoBs
KpOBM JOHOpPa, NpegyCMOTPEHHbIX NyHKTOM 59 HacToswmux MNpasus.

64. Mpouenypbl, NPegyCMOTPEHHbIe NyHKTaMu 59-61 HacTtosawmx [Mpasusi, BLINOMHAKOTCA COBMECTHO HEe MeHee yem 2
paboTHMKaMUn opraHv3aLmm, OCYLLECTBSIOWEN 3aroTOBKY JOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB.

65. EovHMUbl OOHOPCKOM KPOBM W eauHWLbI KOMMOHEHTOB [OHOPCKOW KPOBM, HE COOTBETCTBYKOLIME TpeboBaHMAM
6e30MacHOCTU UNU He WCMOoMNb30BaHHblIE B TEYEHMEe CpoKa rOOHOCTM, W3ONUPYKTCH OT MPUroAHbIX AN KIUMHAYECKOro
UCMOMb30BaHUSA AOHOPCKON KPOBWU U (UNKN) €e KOMMOHEHTOB U MOryT ObiTb nepefaHbl ANsi UCMOMb30BaHUSA B WHbIX, KPOMe
KIMHMYECKOrO UCMOMNb30BaHUs, Liensx, NpegycMOTPeHHbIX 3akoHoaaTenbcTBoM Poccunckon ®eaepaunm, unu yTunmsnmpoBaHbl.

66. C 1 gaHBapss 2026 r. 3aroToBka 3pUTPOLIMTCOAEPKALUMX KOMMOHEHTOB [AOHOPCKOM KpoBu 6e3 pnobaeneHus
B3BELUMBAIOLLErO PacTBOPa U KOHLEHTpaTa TpomMboLMTOB 6e3 NenkopeayKLUn He OCyLLECTBISIETCS.

IV. OBA3ATEJ/IbHbIE TPEEOBAHUA K XPAHEHUIO U TPAHCMOPTUPOBKE OOHOPCKOWU KPOBU U (UNWN) EE
KOMIMNOHEHTOB

67. XpaHeHMe W TPaHCNOPTMPOBKA [OOHOPCKOM KPOBM W (MNN) €e KOMIMOHEHTOB OCYLUECTBIIAKTCA B YCIOBUSIX,
npegycMOTpeHHbIX npunoxennem Ne 3 Kk HacTosAwmnm [Npasunam.

68. B cybbekTax obpalleHns AOHOPCKON KPOBU U (M) ee KOMMOHEHTOB 0becnevnBaloTCs:

a) pasgenbHoe XpaHeHue pasnuyHbIX Mo CTaTycy A0OHOPCKON KPOBM U (UNN) ee KOMMOHEHTOB;

6) pasgenbHOe XpaHeHWe NPUrodHbIX AN KIMHUYECKOrO MCMONb30BaHUS JAOHOPCKOW KPOBU U (MMM) ee KOMMOHEHTOB Mo
rpynnam kposu ABO 1 pesyc-npuHagnexHocTy;

B) pasgenbHasi TPaHCMOPTMPOBKA NPUTOAHbIX AN UCMONb30BaHMUS JOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB, TPeOyHoLLMX
pasHoW TemnepaTypbl XpaHeHNUs!.

69. CybbekTbl 0OpalleHus OOHOPCKOW KpOBWU M (MNM) ee KOMMOHEHTOB 06eCcneynBaloT YCTAHOBMEHHbIE HACTOSLLMMMU
MpaBunamu ycrioBust XpaHeHUs1 U TPAHCMOPTUPOBKM LOHOPCKOW KPOBM U (MIN) €e KOMMOHEHTOB, 06pa3L0oB KPOBM LOHOPOB U
06pa3uoB KPOBM PELMMUEHTOB, a TakKe peareHToB NOCPeaCTBOM:

a) NCMonb30BaHWsa MEAMLMHCKMX M3Oenuin, 06ecnevmBaoLLmnX YCTaHOBIEHHbIE YCIIOBUS XPaHEHWS 1 TPAHCMOPTUPOBKY;

6) Hanuuus cpeacTB M3MEPEHUS TeMMNepaTypbl MPU XpaHeHUU u TpaHcnopTuposke 6onee 30 MUHYT;

B) perucTpaLmu npoaormKUTENbHOCTU TPAHCNOPTUPOBKN U3 NMYHKTA BblAauu B MYHKT HA3HaYeHus;

r) pervcTpaumm KOHTPOrs LeNOCTHOCTM KOHTEHepa AOHOPCKON KPOBM U (UNN) ee KOMMOHEHTOB MPWU TPaHCMOPTUPOBKE;

) peructpaummM TemnepaTypHOro pexumMa He pexe 2 pa3 B CYTKM MNpU XPaHEHUMU [OOHOPCKOW KpoBW U (unn) ee
KOMMOHEHTOB;

€) perucTpauum TemrnepaTypHOro pexvMmMa B Hayane TPaHCMOPTUMPOBKA M MO MNPUOBLITUM B KOHEYHbIA MNYHKT MpK
TpaHcnopTpoBke 6onee 30 MUHYT.

70. Ha wmeguvumHckom wusgenuu, npegHasHayeHHOM Ansi XpaHeHUs! OOHOPCKOM KPOBU W (UNKM) ee KOMIMOHEHTOB,
yKa3blBalTCqd HauMeHoBaHWe JOHOPCKOW KPOBU U (UrM) ee KOMMNOHEHTOB B COOTBETCTBMU C HOMEHKMNATYPOW JOHOPCKOW KPOBMU,
KOMMOHEHTOB JOHOPCKOWM KPOBW, NPeAyCMOTpPeHHON npunoxeHnem Ne 1 k HacTtoauwmM MpaBunam, ctaTtyc AOHOPCKON KPOBM U
(unn) ee KoMMNoHeHTOB, rpynna kposu no cucteme ABO 1 pesyc-npuHaanexHocTb (4Ns KOMNOHEHTOB AOHOPCKOM KpOBWU Ans
KIMHWUYECKOrO UCMOMb30BaHUS).

71. JonyckaeTcsa pa3meLlLeHne JOHOPCKON KPOBM U (MNN) ee KOMMNOHEHTOB pa3HoW rpynmbl KPOBU U pe3yc-NpUHaanexHocTu
B OQHOM MeAMLUHCKOM n3aenuu, npeaHasHavyeHHOM AnS XpaHeHWs JOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB, pasfenbHoO ¢
MapKMPOBKOW MecCTa XpaHeHus.

Bpemsi xpaHeHUs 3aMOpPOXEHHbIX (KPUOKOHCEPBUPOBaHHBLIX) AOHOPCKOM KPOBU M (MnM) ee KOMMOHEHTOB onpefensiercs
TEXHUYECKON JOKYMeHTaumen nponssoanTens obopyaoBaHus n (Unn) pacxofHbIX MaTepyarnos.

[oHopckasi KpoBb U (MNM) ee KOMMOHEHTbl NPUroAHbI NS UCMONb30BaHUS B nNpeaenax YCTaHOBMEHHbIX ANA HUX CPOKOB
rO4HOCTW HE3aBUCUMO OT CpOKa FOAHOCTU KOHTEMHEpOB, B KOTOPbIE OHW 3aroTOBMEHbl, NPV YCNOBUU, YTO Ha OaTy 3aroToBKM
OOHOPCKOM KPOBU U1 (M) ee KOMMNOHEHTOB CPOK rOAHOCTM KOHTEHEPa HaXOAMICsl B YCTAaHOBMNEHHbIX Npeaenax.

Mpn HECOOTBETCTBMM CPOKOB FOAHOCTU, OMNpedeneHHbIX TEXHWYECKOW OOKyMeHTauuen npoussoguTens obopynoBaHus,
CpoKam rOAHOCTW, onpefderneHHbIM TEeXHUYECKON AOKYyMEeHTauuenh Npou3BOAMTENS pacxodHblX MarepuarnoB (B TOM uyucne
aHTUKOarynsHTbl, B3BELUMBAIOLLME pPaCTBOPbI), CPOK FOOHOCTM onpeaensercd no HavbonblUeMy CpOKy, onpeaeneHHOMY
TEXHNYECKOWN JOKYMEHTaLMEN.

72. B cybbektax obpalleHus OOHOPCKOW KpOBM M (UNK) €e KOMMOHEHTOB obecneyMBaeTcs pe3epBHbIA MCTOYHMK
anekTponuTaHns ans 6ecnepebofHOro MCNonb30BaHUSA MEOVLVHCKMX U3OENUNA, NpegHasHayYeHHbIX AN XpaHeHUst LOHOPCKOW
KpOBM 1 (M) ee KOMMOHEHTOB.
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73. TpaHcnopTUpoBKa [OOHOPCKOW KPOBM U (MNM) €e KOMMOHEHTOB OcCyLlecTBnseTca paboTHUKOM, YNONMHOMOYEHHbLIM
pykoBoguTenem cybbekta obpalleHnsa JOHOPCKOM KPOBM U (Mnn) ee KOMMOHEHTOB.

74. MNepen TpaHCNOPTUPOBKOW JOHOPCKOW KPOBU U (MfN) €€ KOMMOHEHTOB YMNOMHOMOYEHHbIMY paboTHUKaMy opraHu3aumu,
OCYLLECTBNSAOLLEN 3aroTOBKY JOHOPCKON KPOBU U €€ KOMMOHEHTOB, NPOBEPSOTCS:

a) NAeHTUUKALMOHHBIA HOMEP eQUHWLIbI AJOHOPCKOM KPOBU UIN €€ KOMMOHEHTA;

0) cTatyc JOHOPCKOWM KpoBM 1 (M) ee KOMMOHEHTOB;

B) BHELLHWA BUA JOHOPCKOW KPOBM WM (MNN) €e KOMMOHEHTOB (OTCYTCTBUE CrYCTKOB M reMOonun3a B apuTpoLMTCoaepKallmx
KOMMOHEHTaX [OOHOPCKOM KpoBW, 3adpdpekTa "MeTenn" B KOHUEHTpaTax TpoMOOLMTOB, a Takke OTCYTCTBME OCagka B
pa3mMopoOXXeHHON nnasme);

r) LENOCTHOCTb KOHTEeHepa eanHULbI KOMMOHEHTa JOHOPCKOW KPOBY;

) YCNoBWsI XpaHeHwUs.

75. CBegeHusl 0 pesynbratax NpoOBEpKW, NpeayCMOTPEHHOW MOYHKTOM 74 Hactosauwmx [MpaBun, BHOCATCS B 6a3y OaHHbIX
OOHOPCTBa KPOBM U €€ KOMMOHEHTOB.

76. He ponyckaetrca nepegava [OOHOPCKOW KPOBM W (MNM) €€ KOMMOHEHTOB [ANsl KIAMHWYECKOro MCMONb30BaHNS
OpraHusauusM, He WUMEKLWUM IUUEH3UN Ha MEOWLIMHCKYI0 OedATEernbHOCTb C yKasaHueM TpaHcdysmonorum B KayecTBe
COCTaBMAWLLEN YaCTU NULEH3MPYEMOrO Buaa AesTENbHOCTU.

V. OBA3ATEJIbHbIE TPEEOBAHUA K KMTUHUYECKOMY UCMNONMb30BAHUIO AOHOPCKON KPOBU U (UNN)
EE KOMIMOHEHTOB

77. B cybbekTe obpalleHms JOHOPCKOW KPOBU 1 (MNM) €€ KOMMOHEHTOB, OCYLLECTBSIIOLEM KMMHMYECKOE UCMONb3oBaHMe
OOHOPCKOM KpOBM U (MNM) €€ KOMMOHEHTOB Ha OCHOBaHWM MNULUEH3UM Ha MEOULMHCKYI0 AeATeNbHOCTb C YyKa3aHueMm
TpaHcdpysmonormm B KayeCTBe COCTaBMASAIOLWEN YacTy MUMUEH3MpyeMoro Buaa [JesTenbHOCTU (Janee - opraHv3auus,
OCyLLEeCTBNAOLWAs KIMMHUYECKOE WCMONb30BaHNE [JOHOPCKOW KPOBM U €€ KOMIMOHEHTOB), CO3[alOTCsl CTPYKTYPHbIE
noapasfeneHusl, AesTenbHOCTb KOTOPbIX OpPraHuM3yeTcsl B COOTBETCTBUU C MOPSIAKOM OKa3aHUsS MEOULMHCKOM MOMOLLM Mo
npocpuno "TpaHcdysnonorms”, yreepxgaeMbsiM MUHUCTEPCTBOM 34paBooxpaHeHus Poccuiickon degepauuu.

78. OpraHu3auus, OCyLLeCTBRSAOLWAsa KIMHUYECKOE WCMONb30BaHWE [LOHOPCKOM KPOBU WM €€ KOMIMOHEHTOB, 0O0s3aHa
cdopmmpoBaTh 3anac OOHOPCKOW KpOBM U (Unn) ee KOMMOHEHTOB. HopmaTuB ykasaHHOro 3anaca, a Takke Mopsigok ero
(POpPMMPOBaHNSI U pacxo4oBaHWs ycTaHaBnMBaTca MUHUCTEPCTBOM 34paBooxpaHeHuns Poccuiickon degepauun.

79. MeguumHcKkne nokasaHus K TpaHcdy3nmn yKasbiBalOTCS B MEOULIMHCKON AOKYMEHTaUUM peuunmeHTa.

80. NHdbopmmnpoBaHHOE [OOPOBOMLHOE COrMacuMe peuunueHTa WU ero 3aKOHHOro npeacTaBUTENs Ha TpaHcdysuio
OOHOPCKOM KPOBU U1 (M) ee KOMMOHEHTOB 0DOPMIISIETCS OAMH pa3 Ha BECb NEpPUOoZ rocnuTanusawmu.

81. OpraHusaums TpaHcdy3un OCYLLECTBMSIETCS BpavoM-TPaHCKY3MONOroM Mnu fevalym BpavoM NGO OeXypHbIM
Bpa4oM, KOTopble MpoLunn obyyeHne No BonpocaM TpaHcdy3uonornm (aanee - Bpad, NPOBOASALLNIA TpaHCHY3NnH0).

82. MepguumHckoe o6cnefoBaHve peuvnueHTa, NPOBEAEeHWEe MWHOMBMAOYanbHOro nogbopa M npoBefeHWe npod Ha
MHOMBUAOYyanNbHYI COBMECTMMOCTb, BKItouyasi Ouonoruvdeckyto npoby, npu TpaHcdy3uuM [OOHOPCKOM KPOBU W (Mnu) ee
KOMMOHEHTOB OCYLLECTBISOTCS B NOPsiAKe, yTBepaaemom MUHUCTEPCTBOM 3apaBooxpaHeHust Poccuiickon ®epepaumm.

83. Mpu nocTynneHWM naumeHTa, HYXXOawLerocs B MNpoBedeHMM TpaHcdy3uu, B OpraHvM3auuio, OCYLLECTBISOLLYIO
KIMMHMYECKOE WUCMONb30BaHNE OOHOPCKOW KPOBWM UM €€ KOMMOHEHTOB, Bpa4oM, MPOBOASLUMM TpaHCHYy3uo, OCYLLECTBISieTCs
nepBuYHOE onpeaeneHue rpynnbl KpoBu no cucteme ABO 1 pesyc-npnHagneXxHocTn ¢ BHECEHUEM pe3ynsTaToB onpeaeneHus B
MeOMUMHCKYHO JOKYMEHTaLMI0 peLmnnueHTa.

He ponyckaeTca BHeCeHWe B MeAMUMHCKYI0 OOKYMEHTaLMIio peumnueHTa pesynbraToB YKasaHHbIX WCCneaoBaHUMM Ha
OCHOBaHWM [aHHbIX MEAULMHCKOM AOKYyMeHTauun, OMOPMIEHHON WHLIMWA MEAWLMHCKMMU OpraHuM3aumsmMu, B KOTOPbIX
peunnueHTy paHee bbina okasaHa MeauLMHCKas NOMOLLb UK NPOBOAUNOCE MeauLlmnHCKkoe obcrnegoBaHme peumnueHTa.

84. lNocne nepBu4YHOro onpegeneHus rpynnbl KpoBu no cucteme ABO n pesyc-npuHagnexHocTn obpasel Kposu
peuunueHTa HanpasnsieTca B KIWHWUKO-AMArHOCTUYECKyl0 nabopaTopuio opraHusauuu, OCYLLECTBRAOLWEN KNMHUYecKkoe
UCMNOnb30BaHNe [AOHOPCKON KPOBU U (UNN) €e KOMMOHEHTOB, UMW B OpraHm3aLuio, OCYLLECTBSAOLYI0 3aroTOBKY AOHOPCKOW
KpOBM K (MNnN) ee KOMMOHEHTOB, YMOSTHOMOYEHHYO MCMONMHUTENBHBIM OpraHoM cybbekTa Poccuiickon depepauumn B coepe
OXpaHbl 340POBbs, AN NPOBeAeHNS CNeayoLnX NOATBEPXKAAOLLNX NCCNELOBaHUIA:

a) onpenenexne rpynnbl kpoBu no cucteme ABO 1 pesyc-npuHaanexHocTu;

0) onpegeneHne aHTureHa K;

B) CKPUHWHI annovMMYyHHbIX aHTUTEN C UCNOMb30BaHMEM He MeHee 3 06pa3LoB TeCT-3pUTPOLINTOB;

r) onpegeneHne aHTUreHoB apuTtpoumnToB C, ¢, E, e Ans naumMeHToB, yka3aHHbIX B OyHkTe 88 HacTodauux Mpasun.

85. lNpun coBnageHwn pesynbTaToOB MCCNeAoBaHWW, ykasaHHblX B OyHKTe 84 Hactoswwmx [paBwn, npoBedeHHbIX Mnpu
rocnuTanusauuu, ¢ pesynsratamu MUCCrnefoBaHUi, NPOBEAEHHbIX MpU NpeablayLlen rocnuTanu3aumm, B O4HOW opraHusauumn,
OCYLLECTBNAOLEN KIUMHUYECKOE WCMONb30BaHWE [OHOPCKOW KPOBM U (MMM) €e KOMMOHEHTOB, WM B OpraHu3auuu,
OCYLLECTBNSAOLLEN 3aroTOBKY JOHOPCKOW KPOBU U €€ KOMMOHEHTOB, YMONMHOMOYEHHOW WCMOMHUTENbHBLIM OpraHoM cybbekTa
Poccuinckon ®epepaumm B cdhepe oxpaHbl 300pPOBbs, OHWU CYMTAKOTCH YCTaHOBMEHHbIMU U B JanbHenWweM He onpeaenstoTcs, 3a
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WCKITIOYEHMEM MCCNeaoBaHUs, ykazaHHOro B noanyHkre "B" nyHkTa 84 Hactosawwmx MNpasun, u (Mnu) crnyvyaesB TpaHCnaHTaumm
annoreHHoro KOCTHOro Mosra v (Mnu) anfnoreHHbIX reMONO3TUYECKUX CTBOMOBLIX KMETOK.

86. B cnyuyae BbiSBNEHMs Yy peuunuMeHTa annoMMMYHHbIX aHTUTen MPOBOAUTCA MAEHTUdUKAUUS aHTUTEN C MOMOLLbIO
pacLUMpeHHOW NaHenu CTaHAapTHbIX 3PUTPOLIUTOB U OCYLLECTBNSAETCH KNMHUYECKOEe MCNOMb30BaHUE 3pUTpoLMTCodepKallmx
KOMMOHEHTOB [OHOPCKOW KPOBW, HE cofepXalluMx aHTUreHoB, MPOTMB KOTOPbIX HampaBreHbl BbiSIBIEHHbIE Y peuunueHTa
annouMMyHHble aHTuTena.

87. PesynbraThbl UccrnegoBaHum, ykasaHHble B NyHkTe 84 HacTodwmx [paBui, BHOCATCA B MEOUUMHCKYKO OOKYMEHTaUUIo
peuunueHTa.

88. OnpepneneHne aHTureHoB aputpounTtoB C, ¢, E, e npoBoantcs nuuam o 18 net u xeHwmHam epTunbHOro Bospacra
(15-49 nert), peuunueHTam, KOTOPbIM MNOKa3aHbl MHOXECTBEHHble TpaHCcdy3uu, peuunueHTam, Yy KOTOpbIX Korga-nnbo
BbISIBNANNCE anfoUMMYHHbIE aHTUTENa, a Takke peLunMeHTaM, y KOTOpbIX B aHaMHe3e OTMeYEHbl FreMONUTUYECKME peakuum un
(nnn) ocnoxHeHus, obycnoeneHHble TpaHcy3nen.

89. B uenax npodunakTuku peakunin M OCIIOXHEHUA B CBA3W C TpaHCdy3uen MCMOomb3yTCa 3puTpouuTcogepKaline
KOMMOHEHTbI JOHOPCKOW KPOBU, MOEHTUYHbIE Ui coBMecTuMble no cucteme ABO, pesyc-npuHagnexHoctn u K.

90. B uenax npodunakTuku peakumini 1 OCNOXHEHUIN B CBA3WM C TpaHcdy3nen B criydae 3aTpyaHeHun npu onpegeneHuu
rpynnbl kpoBu no cucteme ABO, pesyc-npuHagnexHoctu un aHtureHoB C, ¢, E, e, K k sputpountam gonyckaercs npumMmeHeHne
MEeTOA0B reHOTUMMPOBaHUS.

91. PeuunueHTam c 3KCTpaarrmoTUHUHaMn aHTU-A1 OCyLLecTBRAT crneaylowme TpaHcdy3um 3puTpoumTCcoaepallmnx
KOMMOHEHTOB JAOHOPCKOMN KPOBU, He codepXallmx aHTureH A1:

a) peuunueHTy C rpynnor Kposu A2 - TpaHCdy3nn SpUTPOLIMTCOAEPKALLMX KOMIMOHEHTOB JOHOPCKOM KpoBu rpynnsi 0;

6) peuunueHTy c rpynnoin kposu A2B - TpaHcdy3un spuTpounTcoaepKaLlmx KOMMNOHEHTOB JOHOPCKOWM KpOBM rpymnnbl O unu
rpynnel B.

92. [Ina naumeHToB, yKasaHHbIX B OyHkTe 88 HacTosauiunx MNpasun, npu nNnaHoBbIX TpaHCHy3naX 3pUTPOLIUTCOAEPKaLLUX
KOMMOHEHTOB AOHOPCKOMN KPOBU YYMTbIBAETCS COBMECTUMOCTb JOHOPA M peuunneHTa no aHtureHam aputpoumntos C, ¢, E, e.

93. JIlnuam npu HanNMuUM B aHaMHe3e FEMONTUTUYECKMX OCMOXHEHUI, 0OYCNOBMEHHBbIX TpaHCKy3ner OOHOPCKOM KPOBU U
(1) ee KOMMOHEHTOB, >XEHLLMHAM MpPU HanM4Mm B aHamHe3e 6epeMeHHOCTN C YCTaHOBIEHHLIMU NMPU3HAKaMU reMONIUTUYECKON
6one3Hn HOBOPOXAEHHLIX, NMLAM C BbIBMEHHLIMU anfOMMMYHHLIMU UM ayTOMMMYHHBIMW aHTUTENaMu K aputpoumtam B
cnyyae nonOXWUTENbHbIX pe3ynsTatoB Npob6 Ha WHAMBMAYaAnbHYKO COBMECTUMOCTb MNpU MNpPOBEAEHWM MHOXECTBEHHbIX
TpaHCcdy3nMn OCYLLEeCTBNAETCA WHAUBMAYaANbHbIA NOABOp 3PUTPOLMTCOAEPKALUMX KOMMOHEHTOB [JOHOPCKOM KPOBU C
NpPUMEHEHNEM HENPAMOrO aHTUIMOBYNMHOBOrO TeCTa UMM TecTa C TaKoW XKe YyBCTBUTENBHOCTLIO.

94. lMpu TpaHcdy3nsax HOBOPOXAEHHLIM M NMuaM B BO3pacTe OO0 4 MecsaueB NPOBOAMTCA WHAMBMAYanbHbIM nogdop
apuUTpoLMTCOAEPKALLUMX KOMMOHEHTOB JOHOPCKOW KPOBW C NPUMEHEHWEM HENPSIMOro aHTUrMOBYNMHOBOIO TecTa Mnu TecTa C
TaKoW Xe YyBCTBUTEMbHOCTbLIO. AHanNM3 NPOBOAUTCS Kak C CbIBOPOTKOW UMK NNasMomn KpoBu pebeHka, Tak U C CbIBOPOTKON MK
nnasMon kposu matepu. Ecnn y matepu n pebeHka pasHble rpynnbl Kposu no cucteme ABO, To BbIBGMpaloT apuTpounTsbl JOHOPA,
COBMECTMMbIE C CbIBOPOTKOM MNM nnasMon pebeHka, ¢ y4eToM cneundUYHOCTU anfOUMYHHbIX aHTUTEN, BbISIBIIEHHbIX Y
matepu. [Mpn HEBO3MOXHOCTW B3ATMS 0Opa3LOB KPOBM MaTepu [OMycKaeTcs TpaHCcdy3ns Ha OCHOBaHWWM pe3ynbTaToB
WHAMBUAYaneHOro nogdopa ¢ MCNonb30BaHMEM CbIBOPOTKU UMW nNnasmMbl pebeHka.

95. [ns npenynpexaneHWss peakumid U OCMOXHEHWA B CBA3M C TpaHCHy3Men peuunueHTam npoBOAAT TpaHcdy3uu
nerikopeayLMpoOBaHHbIX KOMMOHEHTOB [JOHOPCKOW KpPOBW, NaToreHpeayumpoBaHHbIX KOMMOHEHTOB [JOHOPCKOM  KPOBM,
06MnyYeHHbIX IpUTPOLMTCOAEPKALLMX KOMMIOHEHTOB OHOPCKON KPOBU M KOHLIEHTPATOB TPOMBOLIMTOB, OTMbIThIX 3pUTPOLIMTOB, a
Takke JpUTPOLUTHOW B3BECM W KOHLIEHTpaToB TPOMOOLMTOB, 3aroTOBMEHHbIX C 3aMelleHMeM nnasMmbl  [JOHOopa
B3BeLUMBaOLLUMN UK 0HABOYHLIMU pacTBOpamu.

96. OpraHusaumus, ocyLecTBhsiloWasa KIMHUYECKOe MCMONb30BaHMe OOHOPCKOW KPOBU M ee KOMMOHEHTOB, hopMUpyeT
3as8BKy Ha [OHOPCKYI KpOBb M (Mnn) ee KOMMOHeHTbl no dopme, yTBepxaaemor MUHUCTEpPCTBOM 34paBOOXpaHeHUst
Poccuinckon degepaumu.

97. lMpn nonyyeHUn [OOHOPCKOM KPOBM U (MNKN) €€ KOMMOHEHTOB pPabOTHWMK, YMONTHOMOYEHHbI pPYyKOBOAUTENEM
opraHusaLmu, OCyLLECTBNSAKOLIEN KMMHUYECKOE UCTONb30BaHNe OOHOPCKOWM KPOBU U €€ KOMMOHEHTOB, NpoBepsieT cobniogeHue
YCMNOBUIA TPaHCMOPTUPOBKM, NPELYCMOTPEHHbIX Opunoxenvem Ne 3 k HacTosuwwmm [IpaBunam, a TakkKe XapaKTepucTUKu
BHELLHEro Bvaa OOHOPCKOW KPOBU U (MnM) ee KOMMOHEHTOB (M3MEHEHME LiBETa, HanMune HepacTBOPUMBIX OCA[KOB, CTYCTKOB,
LLleNOCTHOCTb KOHTEHepa) N BHOCUT CBEAEHNsI O pe3yrbraTtax NPOBEPKM B MEOMLVHCKYO OKYMEHTALMIO.

98. He ponyckaeTcsl KNMUHMYECKOE MCMOMb3OBaHWE OOHOPCKOW KPOBWU U (UMW) €€ KOMMOHEHTOB, YCITOBUSI XPaHEHMUS U
TPaHCMOPTUPOBKM KOTOPbLIX HE COOTBETCTBYIOT YCMOBUAM, NpedycMOTpeHHbIM npunoxeHvem Ne 3 k HacTodawmm [pasunam, a
TakKkKe C UCTEKLLUM CPOKOM FOAHOCTMU.

99. buonoruyeckas npoba NpoBOAMTCSH HE3aBUCMMO OT OObemMa U HaMMEHOBaHUS KOMMOHEHTa LOHOPCKOW KpOBW, 3a
WCKITIOYEHMEM TpaHCdy3nn KpuonpeumunutaTa n3 eguHuLbl JOHOPCKOW KPoBU U (UNn) ee KOMMOHEHTOB. pn HeobxogumocTu
TpaHcy3nMn HECKONbKMX eAMHUL, KOMIMOHEHTOB LOHOPCKOW KPOBWU Ouonorvdeckas npoba BbIMOMHSETCS nepen TpaHcdy3nen
KaXkO4on HOBOW eOuHWLbI KOMMOHEHTa AOHOPCKOW KpoBu. Bruonornyeckas npoba BbINOMHAETCA B TOM YMCME MPU SKCTPEHHOW
TpaHcdy3unu.
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100. MNpn okasaHUM MEOULMNHCKOW MOMOLLM NO SKCTPEHHbIM MOKa3aHWsM AN yCTpPaHEeHUs Yrposbl XXM3HM YenoBeka A0
YCTPAHEHUS UCTOYHMKA KPOBOTEYEHMSI MACCUBHbIE TpaHCAY3UN 3PUTPOLIMTCOAEPKALUMX KOMMOHEHTOB [OHOPCKOW KpOBW,
paHee wWHAMBMAYanNbHO nNogobpaHHLIX ANS nauMeHTa, a TakkKke Nnnasmbl, KOHUEeHTpata TpoMOOoOLMTOB, Kpuonpeumnurtata
ocyuwlectenstoTcs 06e3 npoeedeHuss duonoruveckor npobbl. Bpemsi npoBegeHusi Guonornyeckon npodbl Npy MacCUBHOWM
TpaHcdy3nmn apuTpoumnTcodepKalimx KOMMOHEHTOB OOHOPCKOW KpoBM ©e3 MpOoBEeAEeHHOro paHee WHAMBMAYyanbHOro nopbdopa
COKpallaeTcsa 40 2 MUHYT.

MegnumHckasi opraHnsaumsi, OCYLLECTBSAOLWAs KIMHUYECKOE WCMONb30BaHNE OOHOPCKOW KPOBWU U (MNKN) KOMMOHEHTOB,
YTBEPXKOAET NPOTOKON MAacCUBHOW TpaHCy3nm, BKNOYas NepevyeHb MeANLMHCKUX MaHUMyNsSuMiA U NOpsiAOK B3aMMOLENCTBUS
MEOMLMHCKNX pabOTHMKOB, YHaCTBYIOLLINX B OKa3aHUM MEAMLIMHCKOM NOMOLLM MPU NPOBEAEHNM MAaCCUBHOW TpaHCdy3uun.

101. TpaHcdy3mm OOHOPCKOW  KPOBM, 3pUTPOLUTCOAEPXKALMX KOMMOHEHTOB OOHOPCKOW  KpPOBM, MfasMbl W
Kpuonpeuunutata Ha4MHalT HEMNOCPEACTBEHHO MOCNe MOAOrpeBaHUst KOHTEHepa OO TemnepaTtypbl He Bbiwe 37 rpagycos
Llenbcusa ¢ ncnonb3oBaHMEM MEOULUHCKUX U3Oenui, obecnevymBatomx KOHTPOb TeMNEPATYPHOro pexmma, u permctpaumen
TEMMEPATYPHOro pexmnma rno Kakaon eguHnLe AOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB B MEAULIMHCKOM LOKYMEHTAaLNN.

102. TpaHcdysms nnasMbl OCYLUECTBISIETCS MOCNe €ee pasMopaxuBaHusi M npoaomkaeTcsa He 6onee 4 4yacos.
PasmopoxeHHas nnasmMa npurogHa Aans UCMorb30BaHUS B Te4eHne 72 4acoB Npu yCroBUU XpaHeHNsa B MEAULMHCKOM N3fenuu,
npegHasHa4YeHHOM ANns XpaHEeHUs OOHOPCKOW KPOBW M (UNM) ee KOMMOHEHTOB, Mpu Temnepatype oT +2 go +6 rpagycos
Llenbcus. Mo nctevyeHun 72 yacoB pasMoOpOXXeHHas nnasmMa CTaHOBUTCS HEMPUrogHOW ANS KMMHUYECKOro UCNofnb30BaHus.

103. TpaHcdy3ausa aputpounTcogepaimx KOMNOHEHTOB JOHOPCKOM KPOBU OCYLLECTBISIETCH He no3aHee 2 YacoB nocne nx
nogorpeBaHus o 37 rpagycoB Llenbcusi. PaamopoXeHHbIe apuUTpoLMTCoaepKallme KOMMNOHEHTbI [JOHOPCKOW KpOBM MOTYT ObIThb
UCMOrb30BaHbl B TEYEHME CpOKa rOOHOCTM, YCTAHOBIIEHHOTO NMPOM3BOAUTENEM MEOMLMHCKOrO M3denus u (Mnm) pacxogHbixX
MaTepuanoB AN pasmMopaXxmBaHUA apuTpoumnTcodepXkallimx KOMMOHEHTOB OOHOPCKOM KPOBW, MPU YCMOBUU WX XpaHEHWUs B
MeOMLMHCKOM U3Aenun, npeaHa3Ha4YeHHOM Ansl XpaHeHUs1 JOHOPCKOWM KPOBM U (M) ee KOMMOHEHTOB, Npu Temneparype ot +2
ao +6 rpagycoB Lenbcusa. Mo wmctedeHMM YCTaHOBMEHHOTO CPoKa FOOHOCTU Pa3MOPOXKEHHbIE 3PUTPOLMTCOAEPKaLLne
KOMMOHEHTbI JOHOPCKOW KPOBM CTAHOBATCSA HEMPUIOAHbIMU ANS KITMHUYECKOro UCNOoMb30BaHUS.

TekcT/Pepakuyma apokymedTa noarotoeneHsl AQ "Kopekc"

104. PasaMOpOXeHHbIe KOHLEHTpaTbl TPOMOOLIMTOB NPUrodHbl AFis UCTIONb30BaHUSA B TeYeHue 24 4acoB Npu yCrioBUM KX
XpaHeHuUs1 B MEQULIMHCKOM M30enuy, npegHasHayeHHOM AN XpaHEeHUsT KOHLEHTpaToB TpoMbouuToB. o ncrteyeHumn 24 yacos
pPa3MOpPOXEHHbIN KOHLEHTPAT TPOMOOLUTOB CTaHOBUTCS HEMPUIOAHBIM AN KNMMHUYECKOrO UCMONb30BaHMS.

105. TpaHcdysusa kpuonpeLmnuTaTta OCyLLECTBMASETCA MOCHEe ero pa3mMopaxuBaHus u npogormkaetcs He 6onee 30 MUHYT.
Mo ucteueHun 4 yacos nocre NogorpeBaHUs KPUONPELMNUTAT CTAHOBUTCS HEMPUIOAHBIM A1 KITMHUYECKOTO UCMONb30BaHuS.

106. He pnonyckaeTcs BBejeHNE B KOHTENHEP C LJOHOPCKOM KPOBBLIO U (MITN) €€ KOMMOHEHTaMU Kakux-nNMbo NeKapCTBEHHbIX
CpeAacTs.

107. MNpu TpaHcdy3nn CBEXE3aMOPOXEHHOW MNnasMbl U KpuonpeuunMtata COBMECTUMMOCTb AOHOpa W peuunuMeHTa no
pesyc-NpUHaAneXxHoCcTu u aHTureHam aputpountoB C, ¢, E, e, K He yunTbiBaeTcs.

108. CoBMeCcTMMOCTb AOHOpa M peuunueHTa no pesyc-npuHaanexHocTn u aHTureHam aputpountoB C, c, E, e, K He
YUUTLIBAETCA NpU TpaHcdy3nM KOHLEHTPATOB TPOMOOLMTOB.

109. Bpauy, npoBoaswun TpaHcgysuto, oLleHMBaeT COCTOSHUE peumnmMeHTa Jo Hadana TpaHcdyaum, yepes 1 yac n vyepes 2
Yyaca nocne TpaHcdy3un C y4ETOM Takmx MoKasaTenel COCTOSHUS 300pOBbs PeuunueHTa, Kak TemnepaTtypa Tena, JacTtoTa
OblXaTeNbHbIX ABWKEHUIN, apTepuarnbHoe AaBrneHue, Nynbc, AMypes3 U UBET MOYMW.

110. Tpn HEBO3MOXHOCTM OMNpedeneHnsa rpynnbl KpoBu peumnmeHTa no cucteme ABO no KM3HEHHbIM MOKa3aHWUSM
gonyctuma TpaHcdy3usa apuTpouuTcoaepxallimx KOMMOHEHTOB AoHopckor kposwu O rpynnbl, pesyc-oTpuuatenbHbix u K-
oTpuyLaTenbHbIX.

[onyckaeTtcs TpaHcy3nss HemaeHTuyHoro no cucteme ABO kpuonpeuunutata M (UNKU) KOHUEHTpaTa TPOMOOUMTOB,
3aroTOBMEHHOrO C WCMOnb3oBaHWeM [o6aBoyHOro pacteopa. [1o XKM3HEHHbIM MNoKasaHusM [JonyckaeTcs TpaHcdysus
KOHLeHTpaToB TpomboumToB AB rpynnbl peumnueHTy ¢ ntobow rpynnon Kposwu.

[onyckaeTcs TpaHchy3ns nna3mbl AB rpynnbl peumnmeHTy ¢ nobor rpynnov KpoBu.

111. B uensax obecnevyeHunsa 6e3onacHOCTM 3anpeLuarTca TpaHcdysnm:

a) U3 OAHOroO KOHTeWHepa HECKONbKMM peLunueHTam;

©) OOHOPCKOW KPOBM U (MNN) ee KOMMOHEHTOB, He 0b6CnefoBaHHbIX Ha MapKepbl BMPYCOB MMMyHoaeduumTa YenoBeka
(BUY-nHpekuun), renatutoB B n C, Bo3byautena cudunuca, rpynny kposu no cucteme ABO, pesyc-npuHagnexHocTtb, K un
annouMMYyHHbIE aHTUTena;

B) 6e3 npoBeaeHUs Npob Ha MHANBMAYANbHYO COBMECTUMOCTb.

112. MNocne okoH4YaHWs TpaHCdy3MM KOHTEMHEP C OCTaBLUENCS JOHOPCKON KPOBbIO U (M) ee KOMMOHEeHTaMK (He MeHee 5
MUIIIUNUTPOB), a Takke npobupka C 00pasLoOM KpPOBWU peLMNUEHTa, WCMOMNb30BaHHbIM NSl NPOBEAEHUS] KOHTPOMbHbIX
nccnegoBaHun U Npob Ha MHAMBMAYANbHYD COBMECTUMOCTb, COXPaHSIOTCA B TedeHne 48 yacoB npu TemnepaType ot +2 oo +6
rpagycosB Llenbcusi B MeQUMUUHCKOM U3aenun, npegHa3HavyeHHOM A11s1 XpaHeHWst JOHOPCKOW KPOBU U (M) ee KOMMOHEHTOB.
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113. Tlocne TpaHcoysnm ocdopmnseTca npoTokon TpaHcdysmm no dopme, yTBepxgaemon MUHUCTEPCTBOM
3gpaBooxpaHeHus Poccuiickon ®epepaumm, Ha BymakHOM HocuTene unm B oopme 3neKTPOHHOrO AOKYMEHTa, NOANUCAHHOMO C
UCMOMb30BaHNEM YCUINEHHON KBannMUUUMPOBaHHOW 3NEKTPOHHOW Noanucy MeavuuHckoro pabotHuka. MNMpotokon TpaHcdy3um
BHOCMUTCH B MEAMLIMHCKYIO AOKYMEHTaLUUo peuunmeHTa.

114. B uensx HedonyLleHus HeonpaBOaHHOW OpPakoBKM AOHOPCKas KPOBb WM (MNKN) ee KOMMOHEHTLI, MOoSlyYeHHble Ans
KNMHWUYECKOTO WCMOMNb30BaHWS, HO He WCMONb30BaHHblE, MOryT ObiTb BO3BpalleHbl B OpraHM3auuio, OCYLLEeCTBASIOLLYIO
3aroTOBKY JOHOPCKOW KPOBW M ee KOMMOHEHTOB, Ansi MOBTOPHOW BblAayu TONMbKO B TOM Crny4vae, ecnv npoueaypa Bo3spara
onpefeneHa [OroBOPOM MeXAy opraHusaumen, OCYLLEeCTBMSOWEN 3aroToBKYy [AOHOPCKOM KPOBU M €€ KOMMOHEHTOB, W
opraHusaumen, OCyLLeCTBAAWEN KIUHUYECKOe MWCMNOoMb30BaHWE [OOHOPCKOW KPOBM M €e KOMMOHEHTOB, M MO Kaxdon
BO3BpaLLlEeHHON eauHuLIe JOHOPCKON KPOBU U (MNM) ee KOMNOHEHTOB MMEETCS JOKYMeHTanbHoe noaTBepXXaeHne cooTBETCTBUS
YCMNOBUI €€ XpaHEeHUs N TPaHCNOPTUPOBKUN YCITOBUSAM, NpeayCcMOTpeHHbIM npunoxeHvem Ne 3 k HacTosumm Mpasunam.

MpunoxeHune Ne 1

k MpaBunam 3aroToBkW, XpaHeHusl,
TPaHCMNOPTUPOBKM U KIIMHNYECKOTO
MCMOMb30BaHMsl JOHOPCKOM KpOBU
N ee KOMMOHEHTOB
HOMEHKNATYPA IOHOPCKOW KPOBU, KOMMOHEHTOB JJOHOPCKOW KPOBU

NoeHTUbnKaLMoHHbIN HanmeHoBaHue OHOPCKON KPOBW M (MNN) ee KOMMNOHEHTA
Kof, [IOHOPCKOMN KPOBM
n (unun) ee

KOMMOHEHTa
KK KpoBb kOHCEpBMpOBaHHas
KK-N KpoBb kKOHCEpBMPOBaHHas nenkopeayLMpoBaHHas
OB-YINC OpuTpounTHas B3BECH C yaaneHHbIM NeNKOTPOMOOUMUTHBIM CITIOEM
OB-J1 OpuTpounTHasi B3BECH NerkopeayLpoBaHHas
OB-J1A SpuTpounTHas B3BeCh NerikopeayLnpoBaHHas, NofyyeHHass METOAOM adepesa
OM-YJIC OpuTpounTHas macca ¢ yaaneHHbIM NenkoTpomMBOoLUTHBIM CroeM
am-n OputpouuTHasa Macca nenkopeayumpoBaHHas
OM-A SpuTpounTHas macca, nonyvyeHHas Metoaom adepesa
OB-YINCO OpuTpounTHas B3BECH C yAaneHHbIM NeNKoTpoMOOUMUTHBIM crioem, obryyeHHas
OB-J10 OpuTpounTHasi B3BECH NerkopeayLumnpoBaHHasi, 00ny4yeHHas
OB-JIAO OputpouuTHast B3BECh NeNKopeayLMpoBaHHasl, NornyyYyeHHas MetogoM acdepesa, obnyyeHHas
OM-YJICO OpuTpounTHas macca ¢ yaaneHHbIM NenkoTpomMBoUnTHEIM crioem, obnyyeHHas
OM-J10 OpuTpounTHas macca nenkopeayumpoBaHHasi, 0bny4yeHHas
OM-AO OputpouuTHas Macca, nonyyYeHHast MeTogom adpepesa, obrnyveHHas
(IC) OTMbITblE 3pUTPOLNTBI
03-0 OTMbITblE 3pUTPOLNTLI 0BNYYEHHbIE
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9B-PO
9B-POO
KT-nr
KT-NNapP
KT-NMm

KT-nnnae

KT-NNA

KT-NAI

KT-NAMQP

KT-NAOP

KT-MIKP
KT-EK
KT-
KT-NapP
KT-Mm
KT-Nnap
KT-MA
KT-AM

KT-AMOP

KT-ALP
KT-KP
KT-JINO

KT-nngprPo

KT-NMAO

OpuUTpoLUTHas B3BECb Pa3MOPOXEHHas!, OTMbITas

OputpouuTHas B3BECb Pa3MOpPOXEHHas!, OTMbITasl, 0bnyyeHHas

KoHueHTpaT TpomMOoUMTOB NEKopeayLMPOBaHHBINA, NyNUPOBAHHBI

KoHueHTpaT TpomMBoLMTOB NnerkopeayLMpoBaHHbIN, NyNMpoBaHHbIA, B JO6aBOYHOM pacTBope
KoHueHTpaT TpPOMOOLMTOB NENKOPEAYLIMPOBAHHbINA, MYyIMPOBAHHBLIN, NaTOreHpeayLMpOBaHHbIN

KoHLeHTpaT TpPoMBOLMTOB NeikopeayLMpPOoBaHHbINA, MyNMPOBaHHLINA, NaToreHpeayLMpPOBaHHLIN, B
106aBOYHOM pacTBope

KoHueHTpaT TpOMBOLMTOB NENKOpEeaYLIMPOBaHHbIA, NONyYeHHbI MeETOAOM adepesa

KoHueHTpaT TpOMOOLMTOB NENKOPEAYLIMPOBaHHbIA, MONy4YeHHbIA METOAOM adepesa,
naTtoreHpenyLupoBaHHbIN

KoHueHTpaT TpoMOOLMTOB reiikopeayLpoBaHHbIN, NOMyYeHHbI MeTogoM adepesa,
naToreHpeayLUMpOBaHHeIi, B 106aBOYHOM pacTBope

KoHueHTpaT TPOMBOLMTOB NENKOPEAYLIMPOBaHHbIW, NONYy4YeHHbI METOAOM adepesa, B 406aBOYHOM
pacTBope

KoHueHTpaT TPOMOOLMTOB NENKOPELYLIMPOBaHHbIA, KPMOKOHCEPBUPOBAHHbIA, Pa3MOPOXEHHIN
KoHueHTpaT TpOMOOUMTOB U3 €AUHULIBI KPOBU

KoHueHTpaT TpOMBOLMTOB MyNUPOBaHHbIN

KoHueHTpaT TpomMOoUMTOB NyNUPOBaHHbINA, B J06aBOYHOM pacTBOpe

KoHueHTpaT TpoMOOLMTOB NyNUPOBaHHbINA, MATOreHpeayLIMPOBaHHbI

KoHueHTpaT TpomMBouMTOB NyNUPOBaHHLIW, MaToreHpeayLmMpoBaHHbIi, B 4O6aBOYHOM pacTBope
KoHueHTpaT TpoMOOoLMTOB, NOMYYEHHbLIN METO4OM adhepesa

KoHueHTpaT TpomMOboumMTOB, MONYYEHHbIN METOAOM achepesa, NaToreHpenyLpOBaHHbIN

KoHueHTpaT TpoMBOLMTOB, NOMYYEHHbIN METOAOM adhepesa, naToreHpeayLupoBaHHbIA, B fO06aBOYHOM
pacteope

KoHueHTpaT TpoMOOLMTOB, NOMYYEHHbLIN METOAOM adhepesa, B 406aBOYHOM pacTBope
KoHueHTpaT TpoMOOoLMTOB KPUOKOHCEPBUPOBAHHbIA, PA3MOPOXEHHBIN
KoHueHTpaT TpomMBoumMToB NnenkopeayLmMpoBaHHbIA, NyNMPOBaHHLINA, 06MyYeHHbIN

KoHueHTpaT TpoMBOoLMTOB neikopeayLmMpoBaHHbIA, NyNUpOBaHHbIN, B L06aBOYHOM pacTBOpE,
006nyYeHHbIN

KoHueHTpaT TpomMOboUMTOB NerkopeayLMpOBaHHbINA, NMONyYeHHbI MeTogoM adepesa, 06rmyYeHHbIN
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Ctpanuua 15

KT-NAOPO

KT-EKO
KT-MO
KT-NAPO
KT-MAO
KT-AOPO
can

rn

M

KM

nn

KPWO
KPNO-N
rko
rK-no
UCM-RhD
Cr-C
UCM-K3
UCM-SARS-CoV-2
cr-Cr

NCl-renB

KoHueHTpaT TpoMBoLMTOB NeikopeayLmnpoBaHHbIii, NOMyYeHHbI MeTogoM adepesa, B 406aBOYHOM

pacTBope, 06nyYeHHbI

KoHueHTpaT TPOMBOLMTOB 13 eAUHULI KPOBU 0ByYeHHbI

KoHueHTpaT TpOMOOLMTOB MyNMPOBaHHbIN, 0GMYyYEHHbIN

KoHueHTpaT TpoMGBOoLMTOB MyNMpOBaHHLIiA, B 106aBOYHOM pacTBope, 06yYeHHbI

KoHueHTpaT TpoMOOLMTOB, NOMYYEHHbIN MeToaoM acdepesa, 0bnyyeHHbI

KoHueHTpaT TpoMBOLMTOB, NOSyYeHHbI MeToaoM adpepesa, B 4o6aBo4HOM pacTBope, 06ryYeHHbIN

CBe)Ke3aMOp0)KeHHaF| nnasma

Mnasma naToreHpeayUMpoBaHHas

Mnasma nynupoBaHHasA, naTtoreHpeayumpoBaHHas

KpnocynepHataHTHas nnasma

JInodpmnusmposaHHas nnasma

Kpuonpeumnutat n3 eauHnLbl JOHOPCKOWM KPOBM U (MnK) ee KOMMNOHEHTOB

KpuonpeumnuTaTt nynvupoBaHHbIN

KoHueHTpaT rpaHynoumToB, NOMyyYeHHbIN MeTogom acdepesa, 0bnyyeHHbI

KoHueHTpaT rpaHynouMToB NynMpOBaHHbIA, 0BnyYeHHbIN

NmmyHocneumduryueckas nnasma ¢ aHTutenamm npotus aHtureHa Rh(D)

MMMyHOCI'IeUMd)W-IeCKaFI nnasma c aHTutenamu npoTne CTan)VIJ'IOKOKKa

MMMyHocneundmnyeckas nnasma ¢ aHTMTenamu npoTue Knewesoro aHuedanura

MmmyHocneundgunyeckas nnasma ¢ aHtutenamu npotme SARS-CoV-2

MMMyHOCI'IeUMd)W-IeCKaﬂ nnasma c aHTutenamu npoTne BO36y/J,MTeJ'IFI CTOnGHsIKa

MmMmyHocneumndmyeckas nnasma ¢ aHTMTenaMmm npoTme renatuTta B

3Ha4yeHune nokasartens

YactoTa kKoHTponsi 1

MpunoxeHune Ne 2

K I'Ipanu'laM 3aroToBKH1, XpaHeHu4d,
TPaHCNOPTUPOBKN U KITMHNYECKOTO
MCMNOMb30BaHNA JOHOPCKOW KPOBU

1 ee KOMMOHEHTOB
NEPEYEHb 3HAYEHWW NMOKA3ATEJIEA BE3OMNACHOCTM JOHOPCKOMN KPOBU N EE KOMIMOHEHTOB

[oHopckas KpoBb

UMN e KOMMNOHEHTbI 2,
noanexaltime KOHTPOIo
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cybbekTom obpalleHus
[AOHOPCKOW KpOBY
n (Mnn) ee KOMMNOHEHTOB,
OCYLLECTBAOLLNM
3aroToBKY,
XpaHeHue un
TPaHCMNopPTUPOBKY
OOHOPCKOM KpOBM
n (UnNn) ee KOMMNOHEHTOB
[. OB6bem JOHOPCKOM KPOBM U (MNN) €€ KOMNOHEHTOB

450 + 50 mn BCE eANHWLIbI KK; KK-1
6e3 aHTUkoarynsHTa

ot 30 go 40 mn BCE eNHULIbI KPNO
ot 150 go 250 mn BCE eaNHWLIbI KPUO-M

He meHee 40 mMn Ha 60 x 109 1 NPOLIEHT 3aroToBMNEHHbIX 3a KaneHaapHbIN roa KT-JIT; KT-NNAP;

eVHNL,, HO He MeHee 4 eguHUL, B MecsL, ecnu 3a KT-Nnr; KT-nrnge;

MECsIL, 3aroTOBNeHO MeHee, TO BCe eAUHULLbI KT-NMNA; KT-NAI;
KT-NANQOP; KT-NAOP;
KT-JIKP; KT-EK;
KT-IT; KT-NMAp;
KT-Mn; KT-Nnap;
KT-MA; KT-ArT;
KT-ANQP; KT-AOP;
KT-KP; KT-NMO;
KT-NMNQPO; KT-JTNAO;
KT-NALOPO; KT-EKO;
KT-MO; KT-NAarPo;
KT-MAO; KT-AQPO

TpoMGoUUTOB

MeHee Ha 10 NpoLEeHTOB NCXO4HOMO BCE eANHULIbI Kr
o6bema nnaswbl

[l. Temonua B KOHLiEe CpOKa rogHOCTH

meHee 0,8 npoueHTa 3puTpoLNTOB 1 NPOLEHT 3aroTOBIEHHbIX 3a KaneHaapHbIN rog KK; KK-IT; 9B-YJIC;
€[MHUL, HO He MeHee 4 eduHWUL, B MecsL, ecnn 3a OB-J1; 3B-J1A; SM-YIIC;
MECSiL, 3aroTOBfIEHO MeHee, TO Bce eAnHULIbI OM-IT; BM-A; 3B-YNCO;

9B-N0; 3B-NTAO; 3M-YJCO;
OM-N10; SM-AOQ; 3B-PO;

9B-POO
[ll. CTepunbHOCTb OHOPCKON KPOBM U (MNN) KOMMOHEHTOB
CTEPUIBHO 1 NPOLEHT 3aroTOBMEHHbIX 3a KaneHaapHbIN rog KK; KK-I1; 9B-YJIC;
€[MHUL, HO He MeHee 4 euHW1L, B MecsLl, ecnn 3a 9B-J1; 3B-J1A; SM-YIIC;
MECSIL, 3aroTOBNEHO MeHee, TO BCe eANHULIbI OM-IT; BM-A; 3B-YNCO;

3B-N0; 3B-NAO; 3M-YICO;
3M-110; AM-AO; 03; 03-0;
3B-PO; 3B-POO; KT-IM;
KT-NNAP; KT-NMNA:;
KT-NALP;

KT-NKP; KT-EK;

KT-N; KT-NOP; KT-NA;
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Crpanuua 17

CTepuiibHO

He MeHee 45 rpammoB B euHuLE

He MeHee 43 rpamMmoB B e4uHULE

He MeHee 40 rpammoB B eanHuLEe

mMeHee 1 x 106 kneTok B equHULE

meHee 1,2 x 109 kneTok B eguHmue 4

meHee 0,1 x 109 knetok

B eguHuue S

ot 0,65 0o 0,76

3 eauHMUbI Ha aTane poanuea (cepedvHa, Hayarno,
KoHel npouecca), 10 eaMHUL NpUrogHoro Ans
KIMUHWUYECKOro MUCMOSb30BaHNA KOMMOHEHTa

[OHOPCKOM KPOBYM OT OfHOM NapTtum 3

IV. FemornobuH

1 NPOLIEHT 3aroTOBNEHHbIX 3a KaneHaapHbI ron
€MHW1L, HO He MeHee 4 eJuHULL B MecsL, ecnu 3a
MecsL, 3aroToBMEHO MeHee, TO BCe eanHMLbI

1 NPOLEHT 3aroTOBMEHHbIX 3a KaneHaapHbIl rog
eVHULL, HO He MeHee 4 eAnHUL, B MecsL, ecrnu 3a
MecsL, 3aroToBIeHO MeHee, TO BCe eAUHULbI

1 NPOLEHT 3aroTOBMNEHHbIX 3a KaneH4apHbIn roa
e1HULL, HO He MeHee 4 euHWUL, B MeCsLl, ecnu 3a
MecsiL|, 3aroToBIIeHO MeHee, TO BCe eANHULbI

V. OcTaTo4HOoe cogepkaHme NenkounToB
1 NPOLIEHT 3aroTOBMNEHHbIX 3@ KaneHaapHbIN rog

eaVHULL, HO He MeHee 4 eQuHUL, B MecAL, ecrniu 3a
MecsL, 3aroToBIIeHO MeHee, TO BCe eAUHULbI

1 NPOLIEHT 3aroTOBNEHHbIX 3a KaneHaapHbIi ron
€MHW1L, HO He MeHee 4 eJuHULL B MecsL, ecnu 3a
MecsL, 3aroTOBMEHO MeHee, TO BCe eanHMLbI

BCe eAnHNLbI

VI. lemaTokput

1 NPOLIEHT 3aroTOBMNEHHbIX 3a KaneH4apHbIn roa
e1HULL, HO He MeHee 4 eauHWL, B MeCSLl, ecnu 3a
MecsiL|, 3aroToBSIeHO MeHee, TO BCe eANHNLbI

KT-AOP; KT-KP; KT-ITNO;
KT-NNAPO; KT-NNAQ;
KT-NAQPO; KT-EKO; KT-NO;
KT-NOPO; KT-MAO; KT-
ALPO; C30M; KM; KPUO;
KPWNO-M;

'KO; INK-Nno; NCM-RhD;
NCIM-C; NCN-K3;
Mcn-SARS-CoV-2;

NCn-Ct, ClM-renB

nn

KK

KK-1

03; 03-0

KK-11; 3B-J1; 3B-J1A; AM-I1;
OM-A; 3B-J10; 3B-NAO;
OM-NO; AM-AQC; KT-IIT;
KT-NnapP; KT-Jn; KT-
nnnapP; KT-NNA; KT-NATT,
KT-NAMAP;

KT-NTAQP; KT-NKP; KT-NMO;
KT-JNIMAPO; KT-JMAQO; KT-
nAgQPO

3B-YIIC; 3M-YNC; 3B-
YNCO;
3M-YJICO

9B-PO; 3B-POO

OM-YJIC; SM-I1; AM-A;
AM-YJICO; 3M-NO; 3M-AO
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o1 0,5000,7 1 NPOLEHT 3aroTOBIEHHbIX 3a KaneHaapHbIN rog OB-YINC; 3B-J1; 3B-NA;
€[MHUL, HO He MeHee 4 eduHW1L, B MecsL, ecnu 3a OB-YNCO; 3B-J10; 3B-NTAO
MecsiL|, 3aroToBIeHO MeHee, TO BCe eAUHULbI

ot 0,5 000,75 1 NPOLEHT 3aroTOBMNEHHbIX 3@ KaneHaapHbIN rog 03; 03-0
eavHUL, HO He MeHee 4 eQuHUL, B Mecsil, ecrnn 3a
MecsiL, 3aroToBIIEHO MeHee, TO BCe eAuHMLbI

o1 0,37 po 0,7 1 NPOLEHT 3aroTOBMEHHbIX 3a KaneHJapHbIN rog 3B-PO; 3B-POO
€[IMHUL, HO He MeHee 4 eauHnL B MecsL, ecnu 3a

MecCHL, 3arotoBj1IeHO MeHee, TO BCe eANHULbI

VIl. KonnyectBo TpOMGOLIMTOB B €4MHMLE KOHLEHTpaTa TPOMOOLMTOB

He meHee 200 x 109 B eauHuLe 6 1 NPOLEHT 3aroTOBMEHHbIX 3a KaneHJapHbIN rog KT-Nn; KT-Nnge; KT-nnrt,
eVHWL, HO HEe MeHee 4 eguHuL, B MecsL, ecnu 3a KT-NNnae; KT-JrA; KT-
MECsIL, 3aroToBEHO MeHee, TO BCE eaNHULLbI JAT,

KT-NANAP; KT-NALP; KT-MT;
KT-MAP; KT-MM; KT-MNAP;
KT-MA; KT-AT; KT-ANAP;
KT-ADP; KT-NMO; KT-

nnapPo;
KT-IMAO; KT-NNTAOPO; KT-
Mno;
KT-NMAPO; KT-MAO; KT-
AOPO
He MeHee 40 NpoLEeHTOB codepXaHnst BCE €ANHNLbI KT-JIKP; KT-KP
TPOMOOUMTOB 40 3aMOpaXxnBaHus
VIII. BusyaneHble nameHeHust
He JOIMKHO ObITb aHOMaIbLHOIO LBETA UMK BCE eAUHULIBI C301; rr; nrn
BMOMMbIX CTYCTKOB
IX. ®akTop VI
He meHee 70 ME Ha 100 mn 1 pa3 B 3 mecsua, can
5 equHuu,
€CI1 3aroTOBMNEHO MEHeE,
TO BCE eQUHULIbI
He meHee 50 ME Ha 100 mn 1 pa3 B 3 mecsua, M nrn
5 eanHuu,
€CI1 3aroTOBMNEHO MEHee,
TO BCE eQuHULbI
He meHee 0,5 ME/Mn 2 eavHULbI NPUroAHOIO ANs KIMHUYECKOro Jn
MCMONb30BaHNsi KOMNOHEHTA LOHOPCKON KPOBU OT
oaHow napTum 2
He meHee 70 ME Ha 40 mn 1 NPOLIEHT 3aroTOBMNEHHbIX 3@ KaneHaapHbIN rog KPUO; KPNO-I

€OWHWL, HO HEe MeHee 4 eanHuy B I'IepBbIVI Mecay,
XpaHeHud, ecnmn 3a Mecsl 3arotoejieHO MeHee, TO BCe
eanHnLbl
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X. ®nbpuHoreH

He MmeHee 60 NPOLIEHTOB 3HAYEHNs B 1 pa3 B 3 mecsLa, Car; nrt nnn
nnasmMe 0 naTtoreHpeayKumm 5 eguHunu,

€CInu 3aroToBINEHO MEHee,

TO BCE eQuHMLbI

He meHee 140 mr Ha 40 mn 1 NPOLEHT 3aroTOBIEHHbIX 3a KaneHaapHbIN rog KPWNO; KPNO-T
eauHUL, HO He MeHee 4 eauHUL, B NepBbLIN Mecsl,
XpaHeHus, ecnn 3a MecsL, 3aroToBfieHO MeHee, To BCe
eauHnLbI

Xl. O6wwmin 6enok

He meHee 50 r/n 2 eavHULbI NPUrO4HOrO Ans KIMHUYECKOro Jin
NCMNOMb30BaHMS KOMNOHEHTa LOHOPCKON KPOBU OT
ogHoOM napTun

XIl. BnaxHocTb
MeHee 2 NpoLEeHTOB 2 eaNHNLbI Jn
KOMMOHEHTOB JOHOPCKOW KPOBU, pa3MeLLEHHbIE Ha

OfHOW NOJfIKe CyLUMbHOW Kamepbl

Xlll. KonnyectBo nenkoumToB

He meHee 0,3 X 109 Ha 1 kr maccbl Tena  BCE €AMHULbI rKO; MK-No
peuunueHTa

He MeHee 1:64 BCE eNHULIbI MCIM-RhD
aKTUBHOCTb BCE eAVNHNLbI ncr-c

aHTManbdacTadunoTokcnHa He MeHee 3
ME B 1 mn nnaswmebl

He MeHee 1:400 (npv uccnenoBaHum BCE eANHNLbI NCIM-K3
MeTOA0M

UMMYHOhEPMEHTHOrO aHanusa)/

He MmeHee 1:20 (npu nccnegoBaHum

METOOO0M peakLmn TOPMOXKEHUS

remarrntoTuHaumm)

He MeHee 1:20 npu uccnegoBaHmn B BCE eNHWLIbl MCIM-SARS-CoV-2
peakuum BUpycHehTpanmusawmum

aKTUBHOCTb aHTUTen He MeHee 7 ME/mMn Bce eguHuMLbI NCI-Ct, UCl-renB;
XIV. Benok B Hagocago4HOM XUAKOCTU

meHee 0,5 rpamma B eguHuLe 2 eQMHMLBI 3a KaneHgapHbIA rod, ecnu 3a 03; 03-0
KaneHaapHbIi rof 3aroToBreHO MeHee, TO Bce
eavHULBbI

XV. l'emorno6uH B Hagocaao4HOM XUOKOCTH
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meHee 0,2 rpamma B eanHuLe 2 eQMHMLBI 3a KaneHaapHbIN rod, ecnu 3a 9B-PO; 3B-POO
KaneHaapHbIf rof 3aroToBMeEHO MeHee, TO Bce
eavHULbI

TekcT/Pepakuymna aokymeHTa noarotoeneHel AQ "Kopekc"

1 [ns npoBeaeHMs1 KOHTPONSA 3HaYeHWi rnokasatenei 6e3onacHOCTVM JOHOPCKOW KPOBUM UM ee KOMMOHEHTOB eduHULEen

KOHTPOMNS SBMSIOTCS KOHTEWHEepbl C JOHOPCKOW KPOBbIO WM €€ KOMMOHEHTaMW UMM CTEPUIbHbIA KOHTEWHep Ansi oTbopa
06pasLoB, B3ATbIN 6e3 HapyLLueHNs1 repMETUYHOCTU N3 KOHTENHepa C JOHOPCKOM KPOBBLIO UMW €€ KOMMOHEHTaMMU.

2 B COOTBETCTBUM C HOMEHKIATYPOI JOHOPCKON KPOBU, KOMMOHEHTOB JOHOPCKOW KPOBM, NPEayCMOTPEHHOM NPUNOXEHNeM
Ne 1 k [NpaBunam 3aroToBKM, XPaHEHUS, TPAHCMOPTMPOBKW W KIWHWYECKOTO WCMONb30BaHWUA [OHOPCKOW KPOBWU U ee
KOMMOHEHTOB, YTBEPXAEHHbIM nocTaHoBreHnem [NpaBuTenbctBa Poccuiickon ®epepaumm ot 14 maa 2025 r. Ne 641 "O6
yTBepxaeHun [paBun 3aroTOBKW, XpaHEHWs, TPAHCMOPTUPOBKA W KIMHUYECKOTO WCMONb30BaHWUS LOHOPCKOW KpOBU U ee
KOMMOHEHTOB".

3 KonnyecTBO KOMMOHEHTOB, MOABEPraBLUMXCA NUOMUMNBHOMY BbICYLUIMBAHMIO MPU OOVMHAKOBbLIX YCMOBUAX (B OAHOWA

3arpyske B CyLUWIbHYO Kamepy).
4 3HayeHuIo NokasaTens LOMKHbI COOTBETCTBOBAaTL He MeHee 90 npoLeHToB o6cnefoBaHHbIX eanHUL,.

5 3HadeHuio nokasarens OOIMKHbI COOTBETCTBOBATL HE MeHee 90 npoueHToB obcnenoBaHHbIX equHUL,.

6 3HayeHuno nokasarens AOOJTKHbl COOTBETCTBOBATb HE MEHEe 75 npoueHToB O6CJ'Ie£|,OBaHHbIX eanHuy,.
MpunoxeHue Ne 3

k MpaBunam 3aroToBkW, XpaHeHus],
TPaHCMNOPTUPOBKM U KIIMHUYECKOTO
MCMOMb30BaHMsl JOHOPCKOM KpOBU
N ee KOMMOHEHTOB
YCNnoBUA XPAHEHUA U TPAHCMOPTUPOBKU JIOHOPCKOW KPOBWU U EE KOMMNOHEHTOB

HanmeHoBaHue Temnepatypa Temnepatypa Cpok rogHocTK
XpaHeHust  TPaHCMOPTUPOBKYU
[loHopcKasi KpoBb, oT +2°C  He Bbiwe +10°C onpeensieTcs TEXHNYECKON JOKYMEHTaumen
apuTpounTcoaepxalimne 0o +6°C  Ha NpoTsHKeHUK npounseoauTens 06opynoBaHMs U (MNK) pacxogHbIX
KOMMOHEHTbI JOHOPCKOW KPOBU 1 MaKCcMMarnbHOro maTepuanos
06pasLibl JOHOPCKOM KPOBK nepuoga (B TOM YmMCre NCNONb3yemMoro aHTuKoarynsHTa u

TPaHCMOPTMPOBKK,  B3BELLUMBAILLETO PacTBOpaA).

paBHoro 24 yacam, He Bonee 28 cyTok co AHS 3aroTOBKM - AN

Bbie +10 °C npu  0Bny4YeHHbIX 3PUTPOLUTCOAEPXKALLUX KOMIIOHEHTOB
TPaHCNOPTMPOBKE  OOHOPCKOW kpoBu. He Bonee 24 yacoB co OHsi

BHYTpU 3arotoBku - gna 03, 03-0,
MeANLIMHCKOWN OB-PO, 3B-POO
opraHusauum
He 6onee 30 MUHYT

KoHueHTpaT TpoM6oumMTOB ot +20°C  Heobxogumo 5 cyTok npu ycrnosuu

8o +24°C  noppepxuBaTtb HenpepbIBHOIO NOMELLNBaHMWS

Temneparypy (npu TpaHCNopTMPOBKE
Ha YpOBHE, Jonyckaertcsl XxpaHeHve 6e3
NPUGIMKEHHOM noMeLunBaHusa 4o 24 4acos),
K Temnepartype onpeaensieTcs TEXHNYECKOM
XpaHeHusi [OKyMeHTaLue NponsBoauTens

obopyaoBaHus u (Unm)
pacxofHbIX MaTepuanos

(B TOM YMCnEe NCNonb3yemoro
aHTWKoarynsiHTa n 4obaBo4HOro
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pacTBopa) Npu ycrnosun

natoreHpeaykuum

U UCNONb30BaHUs 06ABOYHbIX

pacTBOPOB AMNS XpaHEHUs

TPOMOOLINTOB,

7 CYTOK npw yCrnosumu

naTtoreHpenyKuumM U UCnonb30BaHns 106aBOYHbIX
pacTBOPOB AMs XpaHeHUst TPOMOOLMTOB, Koraa
TEXHUYECKOW AOKyMeHTaLuen nponssoanTens
obopynoBaHns 1 (MNn) pacxodHbIX MaTeprarnoB CPoK
rogHOCTU He YCTaHOBMEH

Mnasma He Bbllle  HeobxogmMmo 36 mecsues
-25°C nogaepxuearb
Temnepatypy
Ha ypoBHe,
NpUGAMKEHHOM
K TemnepaTtype
XpaHeHus,
HO He Bblilwe -18°C

JInodunusmnpoBaHHas nnasma oT +5°C  Heobxogumo 5 net
0o +20°C  nogaepxueatb
Temneparypy
Ha ypOBHE,
NPUBNKEHHOM
K Temnepartype
XpaHeHUs

Kpuonpeuunutat He Bblle -25 Heobxoanmo 36 mecsueB
°C nogaepXxuearb (BKMOYasA CPOK rogHOCTH

Temneparypy KapaHTWHWU3MPOBaHHOW MNa3mbl,
Ha YpOBHE, 13 KOTOPOW 3aroTOBMeEH
NpUGAMXKEHHOM KpuonpeumnuTar)
K Temnepartype
XpaHeHus,
HO He Bblilwe -18°C

KoHueHTpaT rpaHynoumTos oT +20°C  ot1 +20°C po +24°C 24 vaca
0o +24°C  6es BCTpsiXMBaHMWS

OneKTPOHHBIV TEKCT JOKYMEHTA
nogrotoBrieH AO "Kogekc" 1 cBepeH no:
OduumnanbHbIN MHTEPHET-NOPTAN
npaBoBoW MHOpMaLnn
www.pravo.gov.ru, 14.05.2025,

Ne 0001202505140022

Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"
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