NPABUTENIbCTBO POCCUNCKOW GEAEPALIUN

MNOCTAHOB/NEHUE
oT 14 maa 2025 r. N 641

OB YTBEPXXAEHUN NPABUN
3ArOTOBKUN, XPAHEHUA, TPAHCMOPTUPOBKU U KIMHUYECKOTIO
NCNONb30BAHUA OHOPCKOW KPOBU U EE KOMMNOHEHTOB

CNM1COK M3MEHALWMX AOKYMEHTOB
(B pea. NoctaHoBneHuA Mpasutenbctea PO ot 09.09.2026 N 1148)

B cooTBeTcTBMM cO cTaTbel 8 PepepanbHOro 3akoHa "O AOHOPCTBE KPOBWU M €€ KOMMOHeHTOB"
MpasutenbcTBo Poccuiickoin Peagepaumm NocTaHOBASET:

KoHcynbTaHTlAOC: NpumeyaHue.
M. 1 pencreyet o 01.09.2031.

1. YTBepauTb npunaraemble lNpaBuna 3aroToBKW, XpPaHEHWUA, TPAHCMOPTUPOBKU U KANHUYECKOro
MCMO/Ib30BaHNA IOHOPCKOM KPOBM U ee KOMMNOHEHTOB.

2. YCTaHOBUTb, YTO AOHOPCKAA KPOBb 1 €e KOMMOHEHTbI, 3aroTossieHHble A0 1 ceHTAbpAa 2025 . B
nopaaKke, ycraHosieHHOM [lpaBunamm 3aroTOBKM, XPaHEHWA, TPAHCAOPTUPOBKM W  KAMHWUYECKOTO
MCNO/MIb30BaHMA [OHOPCKOM KPOBM WU €€ KOMMOHEHTOB, YTBEPKAEHHbIMWU MNOCTAHOB/IEHMEM
Mpasutenbctea Poccuinickon depepaumm ot 22 umioHa 2019 r. N 797 "O6 yrBepxaeHun [Mpasun
3aroTOBKM, XPaHEHWs, TPAHCMOPTUPOBKU WM KAMHMYECKOTO MCMOJIb30BaHUA AOHOPCKON KPOBU U ee
KOMMOHEHTOB M O MNPU3HAHUK YTPATMBLUMMM CUJIlYy HEKOTOpbIX akToB [MpaBuTtenbcTBa Poccuiickol
depepaunn”, MUCNoNb3YOTCA A0 WCTEYEHUA CPOKA WUX rOAHOCTM B COOTBETCTBMM C [lpaBunamu,
YTBEPHKAEHHBIMU HACTOALLMM MOCTAHOBIEHUEM.

3. MuHKUCTEPCTBO 34paBooOXpaHeHna Poccuiickoit deaepaumm Bnpase yTBEPAUTbL METOAMYECKUE
peKkoMeH4aLmMm1 No BONPocam KAMHUYECKOTO MCNO/Ib30BaHMA 4OHOPCKON KPOBM 1 €€ KOMMNOHEHTOB.

4. Mpun3HaTb yTPaTUBLWIMM CcUAy nocTaHoBneHue [MpaButenbctBa Poccuiickoit depepaunmn ot 22
umioHa 2019 r. N 797 "O6 yrteepKaeHun [paBun 3aroToBKM, XPaHEHWA, TPAHCMOPTUPOBKM MU
K/IMHNUYECKOTO MCNO/Ib30BaHMA OOHOPCKOWM KPOBU U €€ KOMMOHEHTOB M O MPU3HAHWUWM YTPATUBLLMMM
CUNYy HeKoTopbix akToB [MpaBuTenbctBa Poccuiickoin ®epepaumm" (CobpaHue 3akoHOAATENbCTBA
Poccuiickoli degepaumm, 2019, N 27, c1. 3574).

5. HacTosAwee noctaHoBAeHWe BCTynaeT B cuiy ¢ 1 ceHTabpa 2025 .

MyHKT 1 HacToALWEro NOCTaHOB/IEHMA AeNCTBYeT A0 1 ceHTAbpa 2031 .

MNpeacenatens NpasutenbcTsa
Poccuiickoin Pepepaumm
M.MULWYCTNH

YTBEepKAaeHbI
nocraHosneHuem [paBuTebCcTBa
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Poccuiickoin Pepepaumn
oT 14 maa 2025 r. N 641

NPABUIA
3ArOTOBKUN, XPAHEHUA, TPAHCNOPTUPOBKU U KIMHUYECKOTIO
NCNONb30BAHUA OHOPCKOW KPOBU U EE KOMMOHEHTOB

CNM1COK M3MEHALWMX AOKYMEHTOB
(B pea. NoctaHoBneHuA Mpasutenbctea PO ot 09.09.2026 N 1148)

I. O6wume nonoxeHns

1. Hactoawume [MpaBuna ycTaHaBAMBalOT obnA3aTesibHble TpeboBaHMA K 3aroTOBKE, XPaHEHWIo,
TPaHCMOPTMPOBKE U KJIMHUYECKOMY WMCMOJIb30BAHUIO AOHOPCKON KPOBU M €e KOMMOHEHTOB, BK/OYan
oba3atenbHble TpeboBaHUA 6E30MNaCHOCTN AOHOPCKOM KPOBM M €e KOMMOHEHTOB MPU UX 3aroTOBKe,
XpaHEeHUM, TPAHCMOPTUPOBKE U KIMHUYECKOM UCMO/1b30BaHUK (aanee - TpeboBaHMA 6e3onacHocTK).

2. MNoHATmna, ncnosibdyemble B HacToAwmx NpaBnaax, o3Ha4valoT cnegyoulee:

"aNnonmMMyHHble aHTUTena" - aHTMTeNa, KoTopble GOPMUPYIOTCA B pesyabTaTe HeCOBMECTMMOM
TpaHchy3uKM, TPaHCNAAHTAUMKM  aNIOFEHHOrO KOCTHOTO MO3ra W aA/JIoreHHbIX TeMOMO3TUYECKUX
CTBOJ/IOBbIX KNETOK, BEPEMEHHOCTU MM KOHTAKTa C rpynmnoBbiMW aHTUreHaMM 3pUTPOLMTOB;

"ayTOMMMyHHbIe aHTUTena" - aHTUTena, HanpasJ/ieHHble MPOTMB OAHOTO0 WM HECKOJIbKUX
COBCTBEHHbIX aHTUIEHOB KNETOK KPOBU (3pUTPOLUTOB, TPOMBOLINTOB, NEMKOLIUTOB);

"ayTonornyHas TpaHchysma" - npoueaypa nepennBaHUA KPoBM U (UNM) ee KOMMNOHEHTOB, Npu
KOTOPOI AOHOP M PELUMUEHT OAHO U TO Ke NLO;

"6aKTepmnanbHas KOHTaMMHAUMA" - NonajaHue B KOHTelMHep C AOHOPCKOW KpoBblo U (Mnu) ee
KOMMOHEHTaMM NOTEHLMANbHO ONacHbIX ANA 340P0BbA peunnueHta 6aKkTepuii, KoTopble MOFyT CTaTb
NPUYMHOM PeaKLMmn UK OCNOXKHEHUSA B CBA3M C TpaHCdy3meit;

"6uonornyeckan npoba" - npegBapuTeNbHAA OLLEHKA COCTOAHMA peuunmMeHTa Npu BHYTPUBEHHOM
BBEZEHMMU LOHOPCKOW KPOBU U (MAKN) ee KOMMNOHEHTOB;

"6pakoBKa" - M3MeHeHWe cTaTyca AOHOPCKOM KpPOoBU WM (MM) ee KOMMOHEHTOB, PacXOAHbIX
MaTepMaNoB 1 PeareHTOB MPU BbISBJEHUW UX HECOOTBETCTBMA TpeboBaHMAM 6e30MnacHoOCTY;

"BapuMaHTHble aHTUIreHbl" - aHTUreHbl, NPW HAIMYMM KOTOPbLIX onNpeaenseTca ciabasa arrntoTMHauma
CO CTAaHZAPTHLIMW peareHTamm K aHTUreHam rpynn KpoBsu;

"remoTpaHCMUCCUBHbIE MHDEKUUKN" - HEKUUK, Nepeaalowmecs B TOM YNCIe Yepes OOHOPCKYHO
KPOBb 1 €€ KOMMOHEHTbI;

"rpynnbl KpoBu no cucteme ABO" - aHTUrEHHbI COCTaB KPOBW, ONpPeAensiemblii No HaANUYNI0 UK
OTCYTCTBMIO @aHTUIEHOB A 1 B Ha 3puTpOLLUTaX U aHTUTEN aHTU-A 1 aHTU-B B CbIBOPOTKE KPOBU YE/I0BEKS;

"eANHML JOHOPCKOM KPOBKU" - coAeprKalllasnca B O4HOM KOHTelHepe A4OHOPCKAan KPOoBb;

"eAMHMLA KOMMNOHEHTA AOHOPCKON KpoBM" - cogepKaliniica B O4HOM KOHTEMHEepe KOMMOHEHT
[OHOPCKOW KPOBU;

"MAEHTUPUKALMOHHBIA HOMep JoHOopa" - Homep, NpuUcBaMBaeMblli [OHOPY cybbeKkTom
obpalleHna AOHOPCKOW KPOBM M (MNK) ee KOMMOHEHTOB, OCYLLECTBAAIOWMM MX 3aroTOBKY, XpaHeHue,
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TPaHCMOPTMPOBKY, NPU NEpPBOM [OMYCKe [A0HOPa K AOHAaLMU, KOTOPbIA COXPaHAETCA Ha MPOTAMKEHUU
BCEM UCTOPUMN AOHALNIA;

"MAEHTUPUKALMOHHBIA HOMep AoHauumu" - Homep, nNpucBaMBaeMbl AOHaUUKM cybbeKTom
06paLLeHMA SOHOPCKOWM KPOBM U (MN) ee KOMMNOHEHTOB, OCYLLECTBSIOWMM MX 3arOoTOBKY, XpPaHeHUe,
TPaAHCMOPTUPOBKY, 418 MAPKUPOBKM STUM HOMEPOM BCEX eAMHWL, AOHOPCKOM KpoBWU M (Man) ee
KOMMOHEHTOB, NOJIy4EHHbIX Ha BCEX 3Tanax 06paboTKM KOMMOHEHTOB 3TOM AOHALMM, a TaKxKe 0bpasLoB
KPOBW COOTBETCTBYIOLLETO AOHOPA;

"MmmyHocneunduyeckas nnasma" - nnasma, cogeprkawas cneumMduueckMe aHTMTENa WU
3aroToB/IEHHAA C LEe/blo NPOM3BOACTBA CNEUUPUUECKUX MMMYHOrN06YIMHOB, NpeaHasHaYeHHbIX s
CO34aHNA HEBOCMPUMMUMBOCTU K UHPEKLMOHHBIM BONE3HAM, NEeYEHUA UHPEKLMOHHbIX 3abosieBaHui,
NpegoTBPALLEHNA aNIOMMMYHMU3ALLMM PE3YC-NONOMKUTENbHBIMU 3PUTPOLUTAMMU;

"MHAMBUAYaNbHbLIN NOABOP KOMMOHEHTOB AOHOPCKOM KpOBWU" - COBOKYMHOCTb WCCAEA0BaHWUM,
HanpaB/IEHHbIX HA BbIIBIEHUE Y PELMNMEHTA aHTUTEN K aHTUIreHamM KOMMOHEHTOB 4OHOPCKON KPOBU B
uensax onpeseneHmsa COBMeCTUMOCTU AOHOPA U PeLUNneHTa;

"KapaHTMHKU3ALMA NNasmbl" - XpaHEHME NNA3Mbl C 3aNPETOM ee UCMOJIb30BAHUA A0 NMOBTOPHOTO
nccnenosaHuna obpasiia KPOBU AOHOPA Ha reMOTPAHCMUCCUBHBIE UHbEKLNNY;

"KOHLEeHTpaT rpaHynoLMTOB" - IEAKOUMTbI, B3BELLEHHbIE B MJ/1a3Me, NOJYYEHHbIE B KOJIMYECTBE He
meHee 0,3 x 10° Ha 1 KunorpamMm mMacchl Tena peLmnueHTa, NoaseprHyTbie 0643aTenbHOMY 061YUYEHUIO;

"KOHUEHTpaT TpomMboUMTOB" - KOMMOHEHT [AOHOPCKOW KPOBW, codep:Kalmii TpombouuTbl B
nnasme MAM B niasme ¢ A06aBOYHbIM PACTBOPOM, MOJIYYEHHbIM MEeToaoM adepesa WAM U3 KPOoBM
KOHCEepPBMPOBaAHHOW;

"KpuonpeumnuTaTt" - KOMAOHEHT AOHOPCKOM KPOBM, CoaepKalumnii KpuornobyamHosyto dpaKkumio
nnasmbl, NOJy4aemblii NOCPEACTBOM NepepaboTKu naasmbl;

"NeMKoTpoOMOBOLMTHBLIN cnon" - YyacTb eauHMLUbl AOHOPCKOM KPOBM, COAEpPrKALAna KOHUEHTpaT
NeNKouMTOB M TPOMBOUMTOB, NOYYEHHAA METOAO0M LLEeHTPUPYrMpoBaHUs;

"NelikopeayuMpPOBaHHbIA KOMMOHEHT [AOHOPCKOWM KpoBW" - KOMMNOHEHT AOHOPCKOW KPOBM,
NnoABeprHyTbli A0MNO/NHUTENbHOM 06PaboTKe B LENAX CHUMKEHUS OCTAaTOYHOIO KONMYECTBA /IeMKOLUTOB
meHee 1 x 10° 8 eINHM1LLEe KOMMOHEHTa AOHOPCKON KPOBMU;

"nmodunusauma nnasmbl" - meTon 06paboOTKM nNnasmbl NOCPEACTBOM €€ BbICYLUIMBAHUA U3
3aMOpPOXKEHHOTO COCTOSIHUS;

"MaccuBHas TpaHcohy3sma" - TpaHcoy3mm 5 1 bonee eanHUL, IPUTPOLUTCOLEPKALLUX KOMMNOHEHTOB
[OOHOPCKOW KPOBU, NPUMEHSIEMbIE A5 KOPPEKLIMM MAaCCUBHOM KPOBOMOTEPY;

"meTog apepesa” - 3aroToBKa KOMMNOHEHTOB AOHOPCKOM KPOBU C LIENEBLIM Bblge/IeHUEM N1a3mbl
WU KNETOK N3 JOHOPCKOWN KPOBU 1 BO3BPATOM AOHOPY OCTaTOYHbIX KOMMNOHEHTOB LOHOPCKOM KPOBY;

"MHOecTBeHHble TpaHcoy3mm" - 5 n 6onee TpaHcdhy3Mii OOHOPCKOM KpoBu M (Mnu) ee
KOMMOHEHTOB PELMMNUEHTY NPU OAHOW rOCNUTANU3ALMM;

"06/1y4eHHbI KOMMOHEHT AOHOPCKOM KPoBU" - KOMMOHEHT OOHOPCKOM KPOBW, NOABEPrHYTbIN
AONoNHUTENbHON 06paboTKe pPeHTreHOBCKMM 0bayyeHvem UM ramma-obayyeHvem B gose 25 - 50
lpei, HanpaBfeHHOW Ha WHAKTMBALMIO OOHOPCKUX NIEMKOUMUTOB B LeNAX MPOGUNAKTUKM peakuuin u
OCNOXKHEHWUI B CBA3U C TpaHcdy3unen;

"obpaseL, KpoBK JOHOPA" - KPOBb, B3ATaA Y AOHOPA, NPeAHa3HAYEHHAsA /1A UCC/Ie40BaHUS;



"obpasey, KpoBM peuunuMeHTa" - KpoOBb, B3ATas Y peumnueHTa, MpeAHasHayeHHana g
nccnenoBaHus;

"OTMbITble 3PUTPOLMUTLI" - KOMMOHEHT [AOHOPCKOM KPOBM, MOABEPrHYTbIA AOMOAHUTENIbHOMN
06paboTKe, Hanpas/eHHOM Ha yaaneHue 6e1KO0B Naa3Mbl KPOBU AOHOPA A5 CHUKEHUA PUCKA Pa3BUTUSA
annepruyecknx peakumm;

"natoreHHble buonorMyeckme areHTbl" - MUKPOOPraHM3mbl, CNocobHble Npu nonagaHuu B
OpraHn3m YeNoBeKa Bbi3BaTb MHOEKUMOHHbIN NpoLecc;

"naToreHpeayuMpPoOBaHHbIA KOMMOHEHT AOHOPCKOM KpOBWU" - KOMMOHEHT AOHOPCKON KpOBM,
NoABEPrHYTbIA  AOMNONHUTENbHOM 06paboTKe, HaMpaB/feHHOW Ha MNpeKpalleHne penpoaykunm
NaToreHHbIX 6MONOrMYECKUX areHTOoB;

"NpurogHble AN KAUHUYECKOrO MCMNONb30BaHMA AOHOPCKas KPoBb U (M) ee KOMMOHEHTbI" -
[OHOPCKas KpoBb U (MN1M) ee KOMMOHEHTbI, COOTBETCTBYIOLLNE TpeboBaHNAM 6e30nacHOCTY;

"nynnposaHue" - o6beanHEHNE NPOAYKTOB NHAMBUAYANbHbBIX 4OHALUMMA;
"pe3yc-npuHaaieXKHOCTb" - HaIMuMe UK OTCYTCTBUE HA IPUTPOLMUTAX aHTUreHa D;

"cBeXke3amMopoXKeHHana naasma" - naasma, nosyvyeHHas MeTogoM adepesa, XpaHMBLIAACA A0
3aMOpaXKMBaHUA MpK Temnepatype oT +2 Ao +6 rpagycos Lenbcua He 6onee 6 4acoB C MOMEHTa
3aroTOBKM, MAM NOAYYEeHHasA W3 [OOHOPCKOM KPOBM, XPaHMBLIENCA A0 UeHTpUYrMpoBaHuA npwu
Temnepatype He Bbiwe +10 rpagycoB LUenbcus He 6onee 24 4acoB, M XpaHuMBLUAACA nocne
LEHTPUPYrMpoBaHMA [0 3aMopaxkmBaHuAa He Bonee 1 yaca npu Temnepatype oT +2 [0 +6 rpaaycos
Lenbcus;

"cnctema 6e3onacHoOCTU” - KOMMNAEKC MEPONPUATUIN, OXBATbIBAIOLLMIN BCE BUAbI AEATENBHOCTM NPU
BbINOJIHEHUN PABOT MO 3aroTOBKE, XPAaHEHWUIO, TPAHCMOPTUPOBKE WU KAWHUYECKOMY WMCMO/b30BaHMIO
[JOHOPCKOWM KPOBU M (MNU) ee KOMMOHEHTOB, HanpaBAeHHbI Ha obecneyeHne 6HesonacHocTM npwu
OCYLLECTB/IEHWUM 3arOTOBKM, XPaHEHMA, TPAHCNOPTUPOBKN U KNUHUYECKOTO MCMNO/b30BaHMA LOHOPCKOM
KpOBW U1 (MNKN) ee KOMMNOHEHTOB;

"CPOK rogHOCTU [AOHOPCKOM KPoBM U (MNAK) ee KOMNOHEHTOB" - nepuod, B TeYEHME KOTOpOoro
AOHOPCKas KPOBb M (MN) ee KOMNOHEHTbI NPUrOAHbI A8 KNMHUYECKOTO UCMOb30BaHMs;

"cTaTyc AOHOPCKOM KpoBW U (MAN) ee KOMMOHEHTOB" - COCTOSIHME AOHOPCKOW KPOBM WU ee
KOMMOHEHTOB, U3MEHSIOLLEECA B 3aBUCMMOCTM OT PE3Y/IbTAaTOB KOHTPOJIA U LEeAN UX UCNOJ/Ib30BaHWUA, -
"Ha KapaHTuHe", "HenccnepoBaHHble", "6pakoBaHHbIe", "NpUrogHble Ana ncnonb3osaHma", "npurogHolie
A1 NPOU3BOACTBA IEKAPCTBEHHbIX NPenapaTtoB KpoBu", "npuroaHbie A4aa NPoM3BOACTBA MEANLMHCKUX
nsgennin", "npurogHble ANA Hay4YHO-UCCeLOBaTeNbCKMX W obpasoBaTesibHbIX Uenen" u "gns

ayTONI0rMYHOM TpaHcdysnn";

"TpaHcdy3na" - COBOKYNHOCTb MEAMUMHCKUX MaHUNYAAUMA NO BBEAEHMIO B TepaneBTUYECKMX
Lenax peumMnmeHTy B KPOBEHOCHOE PYC/10 OT O4HOWM A0 HECKObKUX eANHUL, AOHOPCKOW KPOBU U (1K)
€e KOMMOHEHTOB OAHOr0 HaMMEHOBAaHWA B COOTBETCTBMM C HOMEHKIATYpOW [OOHOPCKOM KpoBw,
KOMMNOHEHTOB [LOHOPCKOM KPOBWU cornacHo npuaoxeHuto N 1, 3aroToBseHHbIX OT JOHOPA MAW Camoro
peuunueHTa (aytonornyHas TpaHcdysua), KPOBK, U3NUBLLENCA B NOJIOCTU TENA U B paHy Npu Tpasme U
onepaumsx, a TakKe ApeHarKHOM KpoBu (penHoy3ua);

"3KCTPaarrtOTUHMHBI aHTU-AL1" - ecTeCcTBEHHbIE aHTUTeNa, onpeaensemMble B Naasme (CbIBOPOTKe)
KPOBW y N1L, C rpynnon kposu A2 nnu A2B;

"sputpounTcosepKalime KOMMOHEHTbI AOHOPCKOWM KPOBWU" - KOMMOHEHTbl AOHOPCKON KpPOBM,
coZepKalime spuTpoLLMTbI B N1a3me UM BO B3BELIMBAKOLLEM PAcTBOPe, NOJlyYeHHble MeToaoM adepesa



NN N3 KPOBWU KOHCEPBMPOBAHHOM.

Il. TpeboBaHMA 6e30NacHOCTM NPU 3aroTOBKE, XPaHeHU!,
TPAHCNOPTUPOBKE U KANHMYECKOM UCNONb30BaHUN AOHOPCKOMN KPOBU
M ee KOMNOHEHTOB

3. CybbeKkTbl obpallleHMa OOHOPCKOW KpoBW U (MAM) ee KOMMOHEHTOB obecrneymsatoT
COOTBETCTBME PabOT MO 3aroTOBKE, XPaHEHWIO, TPAHCMOPTUPOBKE U KAMHUYECKOMY WMCMO/Nb30BaHUIO
[OHOPCKOW KPOBM U (M/1M) ee KOMNOHEHTOB TpeboBaHMAM HacToALLMX MpaBu.

C oToli uenblo B cybbekTax obpalieHus [OOHOPCKOM KpoBM U (MAM) ee KOMMOHEHTOB
paspabatbiBaeTcs, BHEAPSAETCA U HENPEPbIBHO COBEPLUEHCTBYETCA cMcTeEMa 6e30MNacHOCTM.

4. Cuctema b6esonacHocTM obecneumsaeT CTabubHOCTb MPOLLECCOB MO 3aroTOBKE, XPaHEHMUIo,
TPaAHCMOPTUPOBKE U KAMHUYECKOMY MCNONb30BaHUIO AOHOPCKOW KPOBU WU (MNM) ee KOMNOHEHTOB U
BK/1tOYaeT B cebA:

a) ynpasaeHne nNepcoHanom;

6) BegeHMEe MeAUUMHCKON [OKYMEHTauWKu, CBA3aHHOW C AOHOPCTBOM KpoBM U (uMau) ee
KOMMOHEHTOB N KAMHUYECKMM UCMNO/b30BaHUEM AOHOPCKOW KPOBU U (UNM) ee KOMNOHEHTOB (aanee -
MeANUMHCKaA [AO0KyMeHTaums), CTaTUCTUYECKOro yyeTa M OTYETHOCTM MO 3aroTOBKe, XpaHeHMUio,
TPaHCMOPTUMPOBKE N KAUHUYECKOMY WCMONb30BaHUIO AOHOPCKON KPOBU U (MAKN) ee KOMMOHEHTOB No
dbopmam, yTeepKaaembim MUHMCTEPCTBOM 34paBooxpaHeHna Poccuninickon Peaepauuu;

B) pasmelleHne MHPopmauMnm B eamuHOW 6ase AaHHbIX MO OCYLLECTB/IEHUIO MEPONPUATUNA,
cBA3aHHbIX C obecrneyeHnem 6e30MaCHOCTU [OHOPCKOMN KPOBM M €e KOMMOHEHTOB, pPa3BUTMEM,
opraHusaumMen u nponaraHaoi AOHOPCTBA KPOBM M ee KOMMNOHEHTOB (aanee - 6a3a AaHHbIX JOHOPCTBA
KPOBW N ee KOMMOHEHTOB);

r) NOEHTUOUKALMIO M NPOCNEKMBAEMOCTb AaHHbIX, yKa3aHHbIX B NyHKTe 17 HacToAwmx Mpasun;

[) KOHTPO/Nb 3HaYyeHWit nokasaTtesieit 6e30MacHOCTU LOHOPCKON KPOBM M €€ KOMMOHEHTOB MO
nepeyHto CornacHo npuaoxKeumio N 2;

e) npoBefAeHWEe BHYTPEHHUX MNPOBEPOK (ayaAMTOB) AEATENLHOCTM MO 3aroTOBKE, XPaHEeHMIo,
TPaAHCMNOPTMPOBKE U KAMHUYECKOMY MCMOb30BaHMIO JOHOPCKON KPOBU U (M11) ee KOMMNOHEHTOB (aanee
- BHYTPEHHWE NPOBEPKK);

) NPUHATME Mep, HanpaBAEHHbIX Ha NPOQUNAKTUKY HapylleHuli TpeboBaHMIt Be3onacHOCTU U
yCTpaHeHWe NPUYUH U NOCNeACTBUN BbISBNEHHbIX HAPYLLIEHWIA;

3) OoCyLLecTBeHME KOHTPOAS M MOHUTOPUHIA YCAOBUIM XpPaHEHMS U TPAHCMOPTUPOBKM LOHOPCKOM
KPOBW M €e KOMMOHEHTOB COrNIACHO NpuaoxeHuto N 3.

5. PykoBoACTBO CybbeKTa obpalleHUs JOHOPCKOW KPOBU U (MK) ee KOMMNOHEHTOB obecneynBaeT
B NpeAenax cBoMx NosHoMouYni apdeKkTMBHOE GYHKUMOHUPOBAHME CUCTEMbI 6HE30MaCcHOCTH, BblAeNEHUE
HeobXoAMMbIX PecypcoB, onpeaeneHne A0MKHOCTHbIX 06A3aHHOCTEN U pacnpeaeneHne NoHOMOYUIA
nepcoHana B UeNAX pa3paboTKW, BHeAPEHMA W HenpepbiBHOrO COBEPLUIEHCTBOBAHUA CUCTEMbI
6esonacHoCTW.

6. TpeboBaHMA K OpraHn3aLUmnn AesTeNbHOCTM Cy6beKkToB 0bpalleHns AOHOPCKOM KpoBu U (1an)
€e KOMMOHEHTOB MO 3aroToBKe, XPaHEeHWo, TPaAHCNOPTUPOBKE [OOHOPCKOW KpoBUM U (Maun) ee
KOMMNOHEHTOB, BK/lOYaA LWTATHble HOPMaTMBbl M CTaHAAPT OCHALWEHMA, a TaKXKe TpeboBaHuA K
OpraHusaLmMm cucTembl 6€30MacHOCTU yTBepXKaatoTca MUHUCTEPCTBOM 34paBOOXpaHeHns Poccminckoit
depepaunn.
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7. 06a3aHHOCTM NepcoHasa yCTaHaB/MBAOTCA B 06beME, UCK/IOYAIOWEM BO3HUKHOBEHWE PUCKOB
Ana 6e30nacHOCTM AOHOPCKOM KPOBU U (MAN) ee KOMMNOHEHTOB.

8. CybbeKTbl 0bpalleHna AOHOPCKOW KPOBU U (MIM) ee KOMMNOHEHTOB obecneynBaloT obyyeHune
nepcoHana B COOTBETCTBMM C BbIMNOJIHAEMbIMX BUAAaMKM pPabOT MO 3aroToBKe, XPaHEHWIo,
TPaHCMOPTMPOBKE M KAMHMUYECKOMY WCMNONb30BaHUIO AOHOPCKOM KPOoBU U (MAM) ee KOMMOHEHTOB U
HaNn4yme AOKYMEHTOB, MOATBEPKAAOLMX KBANDUKALMIO NepCcoHana.

9. CybbekTbl obpalleHns [OHOPCKOW KpPoBM U (MM) ee KOMMOHeHTOB obecneuymBatoT
COOTBETCTBME MCMONb3YEMbIX 34aHWUIA U NOMELLEeHUIA CaHUTAPHO-3MUAEMMON0rMYEeCcKUM TpeboBaHMAM,
NpeabaABASEMbIM K OpraHM3aumsam, OCYLECTBASIOWMM MEANUMHCKYIO OeATeNbHOCTb. [omelueHus,
npegHasHayeHHble A/ 3aroTOBKM M XPaHeHWAa [OHOPCKOW KpoBM U (MM) ee KOMMNOHEHTOB,
pasaenaoTcs no BMAAM MPOBOAMMBIX PAbOT, MMEIOT KOHTPOAMPYEeMbId AOCTyn, WCMOAb3YTCA B
COOTBETCTBUM C MX HAa3HAYEHNEM M BKKOYALOT B cebn:

a) nomeleHna Ana npuema U meguumMHCKoro obcneaosaHMA A0HOPa;

6) nomelleHMA ANA OCYLLECTBeHMUA AOHALNI AOHOPCKOW KPOBU U (M11) ee KOMMNOHEHTOB;
B) MPOUN3BOACTBEHHbIE NOMELLEHUS;

r) nabopaTopHbie NoMeLLEHMS;

A1) NomeLLeHNa ANA XpaHeHUs JOHOPCKOM KPOBU U (M1K) ee KOMMNOHEHTOB;

e) nomelleHUs ANA XpaHeHWs PacxoAHbIX MaTepuanos (Cknaabl);

) aAMUHUCTPATUBHO-XO3ANCTBEHHbIE NOMELLEHUS;

3) caHWTapHO-ObLITOBblE MOMELLEHMA A1 MepCcoHana, pPacno/ioXKeHHble W30/JUPOBAHHO OT
NPOM3BOACTBEHHbIX U NabOPaTOPHbIX MOMELLEHUNA.

10. MapuwpyTn3auma NOTOKOB [JOHOPOB, JAOHOPCKOW KPOBM U (MAM) ee KOMMOHEHTOB,
MeAMULMUHCKUX U38ennii U MeAULMHCKMX OTXOAO0B B WMCMO/Ib3YeMbIX MOMELLEHUAX OpraHusyeTca B
COOTBETCTBUM C NOC/IeA,0BaTE/bHOCTLIO BbINOJHEHUA PaboT NPU 3aroTOBKE JOHOPCKOM KPOBU U (Mnn) ee
KOMMOHEHTOB B LLeNAX UCKAOYEHUA nepeceveHnsn "rpasHbix" n "uynctoix" NOTOKOB.

11. Cybbektamu 06palleHMA [OOHOPCKOW KPOBM U (MIM) ee KOMMOHEHTOB MCMO/b3YyHOTCA
3aperucTpupoBaHHble B YCTAaHOB/IEHHOM MOpAAKE MEeAMUMHCKME MW3Lenus, npefHasHayYeHHble Ann
3aroTOBKM, XPaHeHUs, TPAHCMOPTUPOBKU U KNMHUYECKOTO UCMONb30BaHUA AOHOPCKOM KpoBU U (Unn) ee
KOMMOHEHTOB.

12. CybbeKTbl 0bpalleHUs 4OHOPCKON KPOoBU U (M1n) ee KOMMNOHEHTOB obecneynBaloT BHeCEHWNE
MHdOpPMaLMK, NO3BONAIOLLEN NPOCNEANTL BCE 3Tanbl PaboT Mo 3aroTOBKE, XPaHEHMIO, TPAHCMOPTUPOBKE
N KNAMHUYECKOMY WCMO/b30BaHUIO AOHOPCKOM KPOBWU W (MAM) €e KOMMOHEHTOB, B MEAMLMHCKYIO
AOKyMeHTaumio 1 6asy JaHHbIX LOHOPCTBA KPOBU M ee KOMMOHEHTOB. PyKonNUCHblE 3anucK AenaroTca
yeTKo u pasbopumso.

13. [na Bcex 3TanoB 3aroTOBKWU, XPAHEHUA, TPAHCNOPTUPOBKU N KANHUYECKOrO MCNO/1b30BaHUA
ILI,OHOpCKOf/‘I KpoBun wm (VII'IM) €ee KOMMNOHEHTOB pa3pa6aTblBaIOTCF| WHCTPYKUMK, oOnucbiBarowme
cooTBeTCTBYHOLMNE pa6OTb| M nocnenoBaTesibHOCTb ,EI,EVICTBMIZ nepcoHasna no WX BbIMNOJIHEHUIO.
YKa3zaHHble WHCTPYKUMK, oOnucbiBarwowme pa6OTbI C npuMeHeHnem megununHCKnX M3ﬂ,e.l'|VII7I,
pa3pa6aTb|Ba+0Tc51 Ha OCHOBe 3KCI’lﬂyaTaLI,MOHHOlZ AOKYMEHTaUuuMn npounssoanTena megunumHCKOro
n3agenna.

14. MNpoBeaeHWe peryasapHbIX BHYTPEHHUX MPOBEPOK B LENAX OLEHKM 3PEKTUBHOCTU CUCTEMDI



6e3onacHOCTM B cybbekTax o6palleHna AOHOPCKOM KPoBM M (MM) ee KOMMNOHEHTOB OCYyLLecTBAAETCA
Komuccuent. CocTaB KommccuM M rpaduK NpoBedeHMs BHYTPEHHMX NPOBEPOK YTBEPXKAAOTCA aKTOM
cybbekTa 0bpalleHna 4OHOPCKOMN KPoBM U (MAK) ee KOMMOHEHTOB.

15. MNMnaHnpoBaHWe BHYTPEHHMX NPOBEPOK OCYLLECTBAAETCA C Y4ETOM pPe3ynbTaToB npeablayLimx
NpPOBEpPOK.

16. Pe3ynbTaTbl BHYTPEHHUX NPOBEPOK AOKYMEHTUPYIOTCA, @ MO UX UTOraM NPUHUMAIOTCA Mepbl,
HanpaB/ieHHble Ha YCTPaHEHWEe MPUYMH WU TNOCNEACTBUIA BbIABNEHHbIX HapylweHuin TpeboBaHWi
6e30MacHOCTM U NPOPUNAKTUKY TaKMX HapyleHWh. PykoBoAcCTBO cybbeKTa obpalieHus [0HOPCKOW
KpOBW U (MNK) ee KOMNOHEHTOB obecneynmBaeT CBOEBPEMEHHOE YCTPAaHEHME BbiBIEHHbIX HapyLLUeHW
TpeboBaHMIt 6€30NacHOCTU U MPUYMH UX BO3HUKHOBEHMWA.

17. B uenax obecneyeHns 6e30NacHOCTU KANMHUYECKOTO MCMONb30BaHNA AOHOPCKOWM KPOBU U (MAK)
ee KOMMNOHeHTOB obecneymBaeTca NPOCNAEKUBAEMOCTb [laHHbIX O AOHOPE, AOHALUMAX, 3arOTOBAEHHbIX
[JOHOPCKOWM KpPOBU U (MNM) ee KOMMOHEHTOB, PacXofHbIX MaTepuanax (KOHTelHepax, peareHTax,
pacTBOpax, /IeKapCTBEHHbIX cpeacTBax), o6pasuax KpoBW [IOHOPA, pPeXUMax XpaHeHua WU
TPaHCMOPTMPOBKM [AOHOPCKOW KpPOBM U (MAM) ee KOMNOHEHTOB, 06pasuax KpPOBU pPeuLunUeHTa,
NCNOJIHUTENAX PaboT, a TakKe O COOTBETCTBMM TpeboBaHMAM 6e30MacHOCTM NMPOBOAUMbBIX PaboT no
3aroToBKe, TPAHCMOPTUPOBKE, XPAHEHUIO U KJIMHUYECKOMY MCMO/b30BaHUIO AOHOPCKON KPOBU U (1K)
€e KOMMOHEHTOB.

18. [lMpocnexneBaemocCTb YKasaHHbIX B MyHKTe 17 HactoAwwmx [lpaBumn AaHHbIX AOCTUraeTca
nocpeacTBoM WX WMAEHTUPUKaALMM Ha BCEX 3Tamax OT MeAMUMHCKOro obcnegoBaHua AOHOpa A0
KOHEYHOTrO MCMNO/Ib30BaHUSA ero AOHOPCKOW KPOBWU M (MNK) ee KOMMOHEHTOB, BK/OYaA YyTUAN3ALMIO, C
nocneaoBaTebHbIM BHECEHMEM COOTBETCTBYHOWEN MHPOPMALMN B MEAMUMHCKYIO AOKYMEHTALUMIO U
6a3y AaHHbIX 4OHOPCTBA KPOBM U €€ KOMMOHEHTOB.

19. CybbekTbl o0bpalleHMAa [AOHOPCKOM KpoBM U (MM) ee KOMMOHEHTOB obecneynBatoT
npeacrtasneHne B PegepanbHoe MeaMKo-OMOIOTMYECKOE areHTCTBO MHPOpMauMM O peakuuax u ob
OC/IOXKHEHUAX, BO3HUKLLMX Y AOHOPA B CBA3W C AOHAUMEN AOHOPCKOM KPOBU U (MIM) ee KOMMOHEHTOB, Y
peuunueHTa B CBA3M C TpaHcdy3nein AOHOPCKON KPOBM U (M1N) ee KOMMNOHEHTOB, B YCTAHOBNEHHOM
nopagke.

Ill. O6Aa3aTenbHble TPe60BaHUA K 3aroTOBKE A4,0HOPCKOI KPOBMU
1 (nnn) ee KomnoHeHTOB

20. NopsagoK NPOXOXKAEHUA AOHOPAMM MEAMLMHCKOrO 06cnefoBaHUsA, NnepeyeHb MeanLMHCKUX
NPOTMBONOKa3aHUN (BPEMEHHbIX U MOCTOAHHbIX) A1A CAAaYM KPOBU U (MIX) ee KOMMNOHEHTOB M CPOKOB
0TBOJa, KOTOPOMY MOANEKMUT IMLLO NPU HANUUYNKN BPEMEHHbIX MeAULMHCKMX NOKa3aHUM, OT AOHOPCTBA
KpOBU U1 (UNK) ee KOMMNOHEHTOB, BK/OYasA NOPAAOK UCCNefoBaHUA 06pasLoB KPOBU AOHOpPA, NOPAAOK
Jonycka AoHOpa K AoHauuu, B TOM 4uc/le Nocne MeAMLUMHCKOro OTBOJa, HOPMbl COCTaBa U
H6MOXMMMYECKUX NOKa3aTenel nepmudepmnyeckon KpoBm Ans AONyCcKa AOHOPa K AoHauuMu, TpeboBaHuA K
onpeaeneHnio BUAa A0OHOPCTBA, 06bemMa B3ATUA AOHOPCKOW KPOBM U (MKN) ee KOMMOHEHTOB, a TaKXKe
WMHTEPBA/bl MEXAY BUAAaMM AOHOPCTBA yTBepKaatoTca MUHUCTEPCTBOM 34paBOOXpaHeHns Poccuitckoi
depepaunn.

21. CybbekTom o0bpalleHns AOHOPCKOM KPOBU U (MAKM) ee KOMMOHEHTOB, OCYLULECTBAAOLMM
3aroTOBKY, XpaHeHWe W TPAHCMOPTUPOBKY AOHOPCKOM KPOBWM M (MNM) ee KOMMOHEHToB (panee -
OpraHM3aumMsa, OCYLECTBAAIOWLAA 3aroTOBKY [OHOPCKOM KpPOBM M ee KOMMOHEHTOB), Mpu nepBoW
AOHAUMWM [OHOPY M AOHAUMW NPUCBaMBAOTCA MAEHTUPMKAUMOHHbIE HOomepa. Mpu nocnemyolmx
0b6paLLeHnAX 3TOro AOHOPA UAEHTUOUKALMOHHBIM HOMEP NPUCBAMBAETCA TOJIbKO AOHALMM,

22. B opraHnsauuu, OCYLLI,GCTBJ'IFII-OLLI,GVI 3aroToBKRy ,D,OHOpCKOﬁ KpoBn U ee KOMNOHEHTOB, O/1A4
B3ATUA Iﬂ,OHOpCKOl\;I Kposn u (VI}'IM) €e KOMMOHEHTOB MNPUMEHAIKOTCA CTePU/IbHble 3aMKHYTble



repMeTuYHble KOHTEWHEepbl W CUCTEMbI, KOTOpble NPeAcTaBAAloT cobOi eMKOCTM OAHOKPAaTHOro
MCMO/b30BaHMNA (B COCTaB KOTOPbIX MOXET BXOAWUTb KOHTEWHEP-CNYTHUK A4nA oTbopa 06pasuoB Kposu
AOHOPOB), NpPUMeHAeMble AN 3aroTOBKM [AOHOPCKOW KPOBU M (MAM) ee KOMMOHEHTOB, pasAeneHus
OOHOPCKOWM KPOBM Ha KOMMOHEHTbl, @ TaKXKe ANA MNOoCAeAylolero XpaHeHUs W KAMHUYECKOro
MCMNO/Ib30BaHWUSA, COOTBETCTBYHOLLME MOAYYaEMbIM KOMIMOHEHTaM 4OHOPCKOM KPOBU U MCNO/b3ytowmecs
B COOTBETCTBUM C MHCTPYKLUMEN NO MPUMEHEHNIO MeOULMHCKUX U3aeNnii (aanee - KOHTelHepbl).

23. KoHTelHepbl nepen MNPUMEHEHMEM BU3yasbHO MPOBEPAIOTCS Ha OTCyTcTBUE AedeKToB
(HapyweHMe LenocTHOCTK, NPOTEKaHUEe, U3MEHEHME LBETa M NPO3PaYHOCTN PAacTBOPOB) U COOTBETCTBME
CpoKa rogHocTu. MNMpu ob6HapyKeHUN AedPpeKToB UM UCTEYEHNIN CPOKa rOAHOCTU KOHTEMHepbI bpaKytoTcs.

24, |_|pl/l 3aroTtoBke ,D,OHOpCKOﬁ KpoBu obecneuymBaeTcs NOCTOSHHOE nepemewimBaHne Kposu C
PacTBOPOM aHTUKOArynAHTa (KOHcepBaHTa) B TEYEHMe BCel AOHaLnn.

25. 3arotoBKa [AOHOPCKOM KPOBM M pasgenieHne ee Ha KOMMOHEHTbl B KOHTEMHep He Tpebyet
acenTMYEeCcKMX YC/I0BMIN BHELLHEN cpeapbl.

26. PaboTbl N0 3aroToBKe AOHOPCKOW KPOBU U (MN) ee KOMMNOHEHTOB, MPW BbINOJHEHNN KOTOPbIX
HEOTbEM/IEMOI  4YacTbio  TEXHONOTUW  ABAAETCA  HapylleHUe TrepMeTMYHOCTM  KOHTEMHepos,
OCYLLECTBAIAIOTCA B MOMELLEHUAX C acenTUYECKUMU YCAOBUAMMU ANBO C NPUMEHEHMEM MELAMUMHCKUX
nsaennin, obecneymBaroLMxX acenTUYecKme yCcaoBus.

27. KoHTeilHepbl C AOHOPCKON KPOBbIO U (MAM) ee KOMMNOHEHTaMK M 0b6pasupbl KpoBM A0OHOPa,
CBA3aHHble C COOTBETCTBYHOLLEN AOHaLMen, UMET eauHbIi MAEHTUOUKALMOHHbIA HOMep AoHauuu ¢
OOMNONHUTENbHBIM HOMEPOM ANA KaXKAOW eAuHULbl KOMMOHEHTa AOHOPCKOW KpoBWM Mau obpasuos
KpoBM AOHOpA.

Ona TpaHcoysum (nepenusaHua) AMuam € maccoi Tena meHee 30 KMAOrpaMmoB A0MYyCKaeTcs
pasgaeneHue eaMHNLLbI KOMMNOHEHTa I0HOPCKOM KPOoBK Ha 2 naun 6onee eauHNLbI.

28. HanmeHoBaHMe KOMMOHEHTa AOHOPCKOM KPOBU U MAEHTUOUKALMOHHBLIN KOA, AOHOPCKOW
KpOBW U (UNK) ee KOMMOHEHTOB ONpPeaenaoTCa OpraHu3alLMent, OCyLLLeCTBAAIOLWEN 3aroTOBKY J4OHOPCKOM
KPOBM M ee KOMMOHEHTOB, B COOTBETCTBUM C HOMEHKANATYpPOl [OOHOPCKOM KPOBW, KOMMOHEHTOB
[OOHOPCKOW KpOoBM, NpeaycMoTpeHHoM npunoxeHnem N 1 K HacToAwmm Mpasunam.

29. KpoBb M ee KOMNOHEHTbI ANA ayTONOIMMUYHOW TpaHChY3UM MMEIOT MapKUMPOBKY "TO/IbKO A4
ayTONOrMyHOM TpaHcdhy3mm'" ¢ ykasaHnem Gamuanm, UMeHu, oT4ecTBa (NPU HaMuMK) U AaTbl POXKAEHUA
MLa, ANA KOTOPOro OHM NpeaHasHaYeHbl.

30. Mocne AOHaUMWM KOHTEWMHEpbl C AOHOPCKOW KPOBblO U (MM) ee KOMMNOHEHTaMW BM3yasbHO
NPOBEPAIOTCA HA OTCYTCTBUE AedEKTOB.

31. B cnyyae HapyLleHWA repMeTUYHOCTU KOHTEMHEPOB, MPUMEHAEMbIX A1 3ar0TOBKM JOHOPCKOW
KPOBM U (M1M) ee KOMMOHEHTOB, MPOLECC 3aroTOBKM OCTaHaB/AMBAETCA, AOHOPCKas KpoBb U (Mau) ee
KOMMNOHEeHTbI bpaKytoTca.

32. [JoHopcKas KpoBb W (MAN) ee KOMMOHEHTbl XPaHATCA B YCNOBUAX, MNPEAYCMOTPEHHbIX
npunoxkeHnem N 3 K HacToAwmMm Npasunam.

33. B ciy4yae ecnu No npuuYMHe, He 3aBuUcAWEN OT AoHOpa (bpak KOHTEMHEPOB, OCAOMKHEHUA
AOHauMK), OOHOPCKAA KPOBb M (MAM) ee KOMMOHEHTbl He 3aroToB/IeHbl B YCTaHOBJAEHHOM 06beme,
AOHAUMA YYUTLIBAETCA KaK COCTOABLLAACS.

OcHOBaHMEM AN BO3MOMHOW OpaKoBKM [AOHOPCKOM KPOBU U (MAK) ee KOMMOHEHTOB AnA
KJIMHNYECKOTO MCNO/b30BaHMA ABASETCA HECOOTBETCTBME 3aroTOBAEHHbIX e ANHULLbI JOHOPCKOMN KPOBU U
e4UHULbl KOMMOHEHTa AOHOPCKOW KPOBM 3HaYeHUAM MoKasaTesneld 6e30NacHOCTM AOHOPCKOW KPOBU U



(M) ee KOMNOHEHTOB, MPEAYCMOTPEHHbIM NpuaoKkeHnem N 2 K HacToAwmm lMpasuaam.

34. Bo Bpemsa goHaumm ocyuwiectsasetca oTbop obpasLoB KPOBM AOHOPOB ANA onpenesieHus
rpynn KposBu no cucteme ABO, pesyc-npuHagnexKHocTM (onpegefieHne BapUAHTHOIO aHTureHa D
ABnseTca obasatensHbiM), K1 cuctemsbl Kell (ganee - K), antureHos sputpouuTos C, ¢, E, e, npoBeaeHus
CKPUHUHIA HA HaAMuMe a//IOMMMYHHbIX aHTUTen (B C/ly4ae WX BbISIBIEHUSA OCYLLECTBASETCA
onpeaeneHne ux cneundPuyHocTn) 1 BbiABAEHUA MAPKEPOB BUMpYyca MMMyHoaedbuumMTa Yyenoseka (BUY-
nMHekuun), renatnutos B, C u Bo3bygutens cudunamca.

NccnepoBaHme aHTUreHos apuTpoumntoB C, ¢, E, e, K, a Takke BapuaHTHOro aHTureHa D B o6pasuax
KPOBWM A0OHOPA NPOBOAMUTCA B OPraHM3aLMuM, OCYLLECTBMBLUEN 3aroTOBKY AOHOPCKOW KpoBU U (Mnun) ee
KOMMOHEHTOB, WM B OPraHM3aLMMu, OCYLLECTBAAIOWEN 3aroTOBKY [AOHOPCKOW KpoBWM W (uau) ee
KOMMOHEHTOB, YMNOJHOMOYEHHON WCMOMHUTENbHLIM OpraHom cybbekTa Poccuiickoli depepaunn B
chepe oxpaHbl 340pPOBbA, ABaXKAbl OT PasHbIX AOHaumi. Mpu COBNAAEHUM pPe3yNbTaTOB aHTUreHbI
3PUTPOLMTOB AOHOPA CYUTAIOTCA YCTAHOBNEHHBIMU U NPY NOCAEAYIOLMX OHAUMAX HE oNpesenstoTcs.

[ononHutenbHoe onpefeseHne aHTUreHoB 3PUTPOLMTOB AoHopa (no aHTureHam Jk (cuctema
Kuan), Fy (cuctema Oadodm), Lu (cuctema Motepan), MNS, Le (cuctema JleBuc) m aHTUreHam Apyrux
cuctem) ana noabopa 3pPUTPOLIUTCOAEPIKALUMX KOMMOHEHTOB AOHOPCKON KPOBW B COOTBETCTBUM C
MyHKTOM 86 HacToAwmX NpaBua OCyLLLECTBAAETCA A/1A NPOBeAeHUA TPaHCPY3UM SPUTPOLUTCOAEPIKALLMX
KOMMOHEHTOB a/l/IOUMMYHU3UPOBAHHbIM PELUNUEHTAM B COOTBETCTBUM C BbIABNIEHHbIMU Y peLunmneHTa
ANIOUMMYHHbIMM aHTUTENIAMM.

35. O6pasubl KPoBM [AOHOPa OTOMPAOTCA HEMOCPEACTBEHHO M3 KOHTEMHepa WAM U3 CUCTEMBbI
KOHTeNHepoB 6e3 HapyLlleHUA LLeNOCTHOCTU NP MOMOLIM aJanTepa ANa BaKyYMHbIX NPOBGUPOK Uan us
CneunanbHOro KOHTEMHepa-CNyTHMKa A1a oTbopa 06pa3L0oB KPOBU AOHOPa B BaKyyMHble 04HOPa30Bble
NPOBMpPKKN, COOTBETCTBYIOWME NPUMEHAEMbIM METOAMKAM UCCNenoBaHMA. He gonyckaetcs OTKpbITMe
NpobMpoK c obpasLamm KpoBM 40 NPOBeAEHMA 1aboPaTOPHbIX UCCNeA0BaAHUN.

36. XpaHeHWe 006pa3LOB KpoOBM nAOHOpPa A0 NpoBeAeHUA NabopaTopHbIX WUCCAeA0BaHWUM
OCYLLECTB/IAETCA B YC/IOBUAX, NPeayCMOTpeHHbIX npuaoxenmem N 3 K HacTtoAawmm lMpasuaam.

37. BbiABneHWe npu uccnepoBaHMM B obpasue KpoBWM AOHOPA 3KCTPaaArritoTMHWMHA aHTM-Al
ABNAETCA OCHOBAHWEM /1A 3anpeTa KJAMHUYECKOro MCNOoJ/Ib30BaHMA KPOBU U (MIM) ee KOMMNOHEHTOB. B
TAaKOM C/lydae [AOMycKaeTcA nepefavya KOMMOHEHTOB AOHOPCKOW KPOBW A/ UCNO/b30BAaHUA B MHbIX,
KpOME KJIMHNUYECKOro UCMO/b30BaHUA, Lenax.

38. MMMyHOIOrMYECKMe UCCNeaoBaHNA Ha MapKepbl BUPYCOB MMMyHoAedUunTa YenoseKa (BUY-
nHdekummn), renatutos B 1 C, cudpuamca n monekynapHo-6MonorMyeckne UCCneaoBaHUA Ha MapKepbl
BMPYCOB MMMyHoAedMLMTa YenoseKa (BUY-nHdekumn), renatutos B u C npoBOAATCA B OpraHM3aumu,
OCYLLECTBMBLUEI 3aroTOBKY [OOHOPCKOM KPOBM M ee KOMMOHEHTOB, WAM B OpraHv3auuu,
OCYLLECTBAAIOWLEN  3aroTOBKY AOHOPCKOM KPOBM M €€  KOMMOHEHTOB,  YMNOJAHOMOYEHHOM
NCMNONHUTENbHBIM OpraHoM cybbeKkTa Poccuiickoii ®egepaunn B chepe oxpaHbl 340p0BbA.

MNposepeHne MOJIEKYNAPHO-OMONOrMYEeCKMX nccnenoBaHNi Ha MapKepbl BMPYCOB
uMmmyHozedbuumTa uyenoseka (BUY-uHdekumum), renatmtoB B u  C ocywectsnserca AnA  Bcex
cepoHeraTMBHbIXx 06pasuoB KpoBM [OHOPOB /MO0 OAHOBPEMEHHO MPOBOAATCA MOJIEKYAAPHO-
61onornyeckne n UMMyHoI0rMYeckue nccnefoBaHusa ob6pasLos KPOBM AOHOPOB.

39. B c/iyyae BbISIBNEHWA HapylweHuin npu oTbope 06pasuLOB KPOBWM AOHOPOB, BbIMOJHEHUU
nccneaoBaHWiA, a TaKKe NPU HapyLWeHUn naeHTUGUKaLUMmM 4OHOPCKOM KPOBM U (MNK) ee KOMMNOHEHTOB
nmMbo 06pasyoB KpoBM AOHOPOB BCE e€AMHULbI OOHOPCKOM KPOBU WM (MAU) €e KOMMOHEHTOB,
3aroToB/IEHHbIE OT YCTAHOB/MEHHOW A0HALMK, M3bIMAKOTCA U3 06palLeHNn, BPaKyTCA N YTUANSUPYIOTCA.

40. OpFaHVI3aLI,VIF|, ocyuwectsnAowWwana 3arotoBKy ,CI,OHOpCKOﬁ KpoBn U ee KOMIMOHEHTOSB,
obecneuunBaet KOHTPO/1b ,CI,OHOpCKOﬁ KpoBu " (M/'IM) €e KOMMNOHEHTOB Ha NnpeamMmeT COOTBETCTBUA



3HaAYeHMAM MOKasaTenelr 6e30NacHOCTU [OHOPCKOM KPOBU U €e KOMMOHEHTOB, MpeayCMOTPEHHbIM
npunoxenmem N 2 K HacToAwmm lMpasunam.

41. Mo 3aBeplUeHMN npoueaypbl AOHAUUM UAEHTUOUKALMOHHBLIA HOMEpP AOHAUMKU cBepsAeTcs C
HOMEPOM Ha KOHTelHepax C OHOPCKOW KPOBblo U (MKN) ee KOMMNOHEHTaMK, C HOMepom Ha obpasuax
KPOBM A0HOPA, a TaKKe C AaHHbIMW, BHECEHHbIMU B MEAMUMHCKYIO AOKYMEHTauuMo M 6a3y AaHHbIX
[OHOPCTBA KPOBM U €€ KOMMNOHEHTOB. MAEHTUYHOCTb MAaPKMPOBKM KOHTEMHEpPa C AOHOPCKOM KPOBbIO U
(nnn) ee KomnoHeHTammn M 06pa3LOB KPOBU AOHOPa AN UCCNeA0BaHUN NPOBEPAETCA B NPUCYTCTBUM
AoHOopa. Heucnonb3oBaHHblE 3TUKETKM C  WUAEHTUPUKALMOHHBIM HOMEPOM TaKoM  AOHAUUM
YHUYTOXKatoTCA.

42. 3aroToBNEHHYIO AOHOPCKYIO KPOBb U (M/IM) ee KOMMOHEHTbl A0 OKOHYaHUA UccnenoBaHuA
06pa3L0oB KPOBM AOHOPa XPaHAT B YC/AOBUAX, NPeAyCMOTPEeHHbIX npuaoxeHnem N 3 K HacToAwmUMm
MpaBuaam, 0603HaYMB MAPKUPOBKOM Ha MEAUMUMHCKUX U3Aenunax, npedHasHaydyeHHbIX ANA XpaHeHus
KOMMOHEHTOB [AOHOPCKOW KpOBWM, CTaTyC [JOHOPCKOM KpoBU W (MAM) ee KOMMNOHEHTOB Kak
"HenccnepoBaHHble".

43. MMMmyHM3aLMA LOHOPOB A1 3aroTOBKM MMMyHOCHeUuMPUUecKo naasmbl B Lenax
npoussoacTBa cneumduyecknx UMmMyHOrn0b6yMHOB OCYLLECTBAAETCA B COOTBETCTBMM C MOPAAKOM,
yTBEpKAaEMbIM MUHUCTEPCTBOM 34paBOOXpaHeHusa Poccuitckoin Pepepaumu.

44. B uenax obecneyeHua coxpaHeHus (aKTOPOB CBEPTbIBaHWUS MNpoLeaypa 3aMOparkMBaHUA
Nnnasmbl OCYLLECTBASIETCA B TeyeHWe He bonee 4yaca A0 MOMEHTa AOCTUMXKEeHUsa TemnepaTypbl -30
rpagycos Llenbcus BHYTpPU KOHTEMHEpPa C N/1a3MOM.

45, Kpronpeuunurat U AMOOUAN3UPOBAHHYIO NAAa3My NOAYYaAlOT U3 KapaHTUHU3UPOBAHHOMW Uan
naToreHpeayLMpoBaHHOM Naa3mbl.

46. TpM MCNONb30BaHUM TEXHONOMMIA KPUOKOHCEPBMPOBAHUA KOHLUEHTpaTbl TpombounToB
3aMOpaKMBalOTCA He no3gHee uyem uepe3s 24 yaca nocne [AOHaUMM, 3SpUTPOLUTCOAEPIKalume
KOMMOHEHTbI JOHOPCKOM KPOBM 3aMOPaXKMBAKOTCA B TEYEHME BCEro CPOKa rOAHOCTH.

47. KOMMNOHEHTbl OOHOPCKOM KPOBM MpPM 3aroTOBKE pPa3MOpPaXKMBaloTCA (B c/ly4ae ecim 3To
NpPeaycMOTPEHO TEeXHO/IoTMel MONyYeHUss KOMMOHEHTa KPOBW) C WCMONb30BaHUEM MEOULUHCKUX
usgenui, obecneymBatoWmMX KOHTPO/b TEMMNEPATYPHOTO pPEeXMMa, C pernctpaumert napameTpos
TEMMEPATYPHOrO perKMMa MO KaKAOW eAMHULE KOMMNOHEHTa [AOHOPCKOM KPOBM B MeAULMHCKOWN
OOKyMeHTaLuu.

[o v nocne pasmopakMBaHMA KOHTEMHEPbI MPOBEPAIOTCA Ha OTCYTCTBME AedEKTOB U HapyleHne
repMeTUYHOCTH.

Mocne pasmoparknMBaHMA KOMMNOHEHTbI AOHOPCKOW KPOBM BU3YyaNbHO MPOBEPAIOTCA HAa OTCYTCTBUE
0CafKa, Npu BbiABAEHUM OCafKa BPaKyoTCA U YyTUANSUPYIOTCA.

48. Mnasma He NoANEXUT MNOBTOPHOMY 3aMOPAXKUBAHMUIO, 33 WUCKAKOYEHMEM Cay4vaeB, Koraa
NMOBTOPHOE 3aMoOpaXMBaHWE OCYLLECTBAAETCA MOC/Ae 3aBeplleHnAa paboT, HeoTbeMIemMOol YacTbio
KOTOpPbIX AB/AETCA Pa3MOparkMBaHMe Masmbl (MaToreHpeayKumsa, MOayYeHWe Kpuonpeuunurtata). B
C/ly4ae NOBTOPHOrO 3aMoOpakMBaHMA MJa3Mbl HAHOCUTCA MApPKMPOBKA, NOATBEPXKAAIOLLAA NOBTOPHOE
3amMopaxkmBaHue.

49. T[nasma natoreHpeayuMpoBaHHAA MNPUMEHAETCA A1A KAMHUYECKOTOo MCMO/b30BaHUA
HenocpeAcTBEHHO MOC/e NOBTOPHOrO Pa3sMoOpaXKMBaHMA (O41A coxpaHeHWa NabuabHbix GakTopos), 3a
WCK/lOYEeHMeM N1a3Mbl, KOTOpaa NnaToreHpeayunpoBaHa A0 3aMopakKuBaHuA. Jonyckaerca nposegeHue
naTtoreHpeaykuMM naasmbl nepes ee 3aMOPO3KOM C BO3MOMKHOCTbIO BblAauuM TakoW Mniasmbl A0S
KJIMHUYECKOro NCNo/Ib30BaHMA 40 OKOHYAHMA CPOKA KapaHTUHA.
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50. ,ﬂ,OI'IYCKaETC‘r'I nposegeHne natoreHpeaykunm naasdmol B eguHULAX nNaasmbl MU B nyaax.

51. Ons KAMHUYECKOro MCMNO/Nb30BaHMA MOXKET ObiTb nepefaHa KapaHTUHU3MPOBAHHAA WK
natoreHpeayumMpoBaHHaa nnasma. [na  ayTonorMyHoin  TpaHcdysum  Oonyckaetcs nepegada
HeKapaHTUHM3NPOBAHHOM CBEXKE3aMOPOXKEHHOW Naasmbl.

52. KapaHTuHM3auma naasmbl OCyLLECTBAAECTCA NpU TemnepaTtype Huxe -25 rpagycos Llenbcua B8
TeyeHune He meHee 120 CyTOK CO AHA 3aroTOBKM.

53. Mpu oTcytcTBUKM B 06pasue KpoBM AOHOPaA MApPKEpPOB reMOTPaHCMUCCUBHBLIX UHGEKUMIA U
MHOOPMALUUM O BLISBIEHUU Y AOHOPA MapKEPOB FeMOTPAaHCMWUCCUBHBLIX UHPEKUMI B Base AaHHbIX
OOHOPCTBA KPOBM M e€e  KOMIMOHEHTOB B MNepuMoa W NO  3aBepleHMM  KapaHTUHM3auuu
CBEXe3aMOpPOXKeHHaa naasma BbINYCKAaeTCA M3 KapaHTMHA C YKa3aHMeM Ha 3TUKEeTKe CpokKa
KapaHTMHM3aummn 120 cyToK.

54. B cny4ae BbiaBAeHMA B 06pasue KPOBU AOHOPA MapKepPOB remMOTPaHCMUCCUBHBLIX MHPERUMI
WAW NOCTyN/ieHns B cybbekT obpalleHnsa AOHOPCKON KPoBM U (MKN) ee KOMMOHEHTOB MHbOpPMaLUN O
BbIAB/IEHUN Yy [OHOPA reMOTPaHCMUCCUBHBIX MHOEKLMI BCe eAMHULbI OOHOPCKOW KpoBU U (uan) ee
KOMMNOHEHTOB, 3aroTOBJ/IEHHbIE OT 3TOF0 AOHOPa, UAEHTUPULMPYIOTCA M Te, KOTOpble HAxXoAsaTcA Ha
XpaHeHMM B cybbekTe obpaleHunsa AOHOPCKOM KPOoBU U (M/IM) ee KOMMOHEHTOB, HesameaUTesbHO
N3bIMAIOTCA U NPU3HAIOTCA HENPUIOAHBbIMU ANA KAMHNUYECKOTO UCNO/Ib30BaHMA.

MpoBoauTCA aHanM3 paHee BblAaHHbIX WU NEPeanTbIX KOMMOHEHTOB KPOBMW, 3aroTOBAEHHbIX OT
npeablaywmnx [AoHauMi yKasaHHOro JoHopa 3a 12 mecAues, M NPUHUMAIOTCA Mepbl  ANnA
npeaoTBpalleHna  KAMHMYECKOTO WCNO/b30BaHMA [OHOPCKOM KpoBM W (MAN) ee KOMMOHEHTOB,
No/lyYeHHbIX OT 3TOro AOHOpa.

55. Ona npodMNaKTUKK pPeakumnin U OCNOXKHEHUIA B CBA3K C TpaHCdy3Mel sputpoumnTcoaepsKalime
KOMMOHEHTbl AOHOPCKOW KpOBM JomnycKaeTcA obnyyaTb He nosgHee 4yem 4yepe3 14 cyToK nocne
3arotoBku. KoHUEHTpaTbl TPOMOBOLMTOB MOTYT ObiTb 06/yYeHbl M UCNO/Ib30BaHbl B Ntoboe Bpemsa B
TeyeHMe BCero CpoKa xpaHeHusa. KOHUEHTPAT rpaHy/IoLMTOB 061y4aeTcsa nocae noayyeHus ot 4oHopa U
nepenvnBaeTcsa peLumnmeHTy He nosgHee Yem yepes 24 yaca C MOMEHTA 3aroTOBKM.

56. O6ayyeHHble 3PUTPOLMUTCOAEPIKALLME KOMMOHEHTbI AOHOPCKOW KPOBW MepenmBaloTca He
nosaHee Yyem yepes 28 CyTOK CO AHA 3arOTOBKM.

57. TMpu naToreHpeayKuMM KOHUEHTPATOB TPOMOBOUMUTOB onpeaeneHne 6HakTepuanbHOM
KOHTaMMHaLUMW B HUX HE MPOBOAMTCA.

58. lMpu naToreHpeayKLUMM KOHLLEHTPATOB TPOMBOLUNTOB 06/1y4eHME HE NPOBOAMTCS.

59. PeweHMAa O NPUrOAHOCTM ANA KAMHWYECKOro WMCMosb30BaHMA M 06 M3MeHeHMWM cTaTyca
OOHOPCKOWM KpOBM U (MM) ee KOMMOHEHTOB MNPUHUMAKOTCA PaboTHMKaMK, YMNOJHOMOYEHHbIMU
pyKOBOAMTENEM OPraHM3aLMn, OCYLLECTB/IAIOLLEN 3arOTOBKY 4OHOPCKON KPOBU M €e KOMMOHEHTOB, Ha
OCHOBaAHUMW:

a) AAHHbIX, BHECEHHbIX B 633y AaHHbIX 4OHOPCTBA KPOBM U €€ KOMMOHEHTOB;

6) pe3ynbTaToB UCCNEf0BAHUA KPOBU AOHOPA HA Ha/MUYME MApPKepoB BMpYca MMMyHoaeduunTa
yenoseka (BUY-nHdbekunn), renatutos B, C n Bo3byamtena cudunmca;

B) pe3y/nbTaToB onpeaeneHua rpynmnbl KpoBu no cucteme ABO, pesyc-NnpuHaaNeKHOCTU, aHTUTeHOB
aputpounTos C, ¢, E, e, K, npoBeaeHUsA CKPMHUHTA aNIOMMMYHHbBIX aHTUTEN;

l') Pe3ysibTaTOB MPOBEPKUN BHELWHEro BWAa AOHOpCKOﬁ Kposun u (MI'IM) €e KOMMOHEHTOB U
OTCYTCTBUA NoBpexXaeHUA KOHTEVIHepa.



60. WM3meHeHMe cTaTyca AOHOPCKOW KPOBM M (MM) ee KOMMOHEHTOB OCYLLECTBAAETCA Ha
OCHOBaHUM:

a) nHbopmauum us 6asbl AaHHbIX JOHOPCTBA KPOBU 1 €e KOMMOHEHTOB;
6) pe3ynbTaToOB 1abOPATOPHLIX UCCNEA0BAHNIN KPOBU AOHOPA;

B) pPe3ynbTaToOB MPOBEPKUN BHELWHEro BUAaQA ,D,OHOpCKOﬁ Kposu wu (MIIM) €e KOMMNOHEHTOB M
OTCYTCTBUA NoBpeXaeHnA KOHTEVIHepa;

r) uenm ncnonb3oBaHMA.

61. [JoHopcKas KpoBb U (MAM) ee KOMMOHEHTbl, B OTHOLUEHMM KOTOPbIX peLleHus,
npeaycMmoTpeHHble nyHKTom 59 HacTtoAwmx lMpasun, He MPUHATbI, U30AUPYIOTCA OT MPUrOAHbIX ANA
KNMHUYECKOro UCMNO/b30BaHMA AOHOPCKON KPOBU U (M1M) KOMNOHEHTOB, U B 6a3e AaHHbIX AOHOPCTBA
KPOBM U €€ KOMMNOHEHTOB U3MEHAETCA UX CTaTyC.

62. MNMocne M30AMPOBAHMA HEMPUrOAHbLIX ANA WUCMNO/Mb30BaHUA AOHOPCKOM KposBu u (Mnn) ee
KOMMNOHEHTOB YNO/HOMOYEHHbIe PabOTHUKMK, YKa3aHHble B NyHKTe 59 HacToawmx MpaBua, NpMucTynatoT K
paboTe c NpuUroAHbIMKM AN WUCMO/Ib30BAHUSA AOHOPCKOW KPOBbIO U (MIM) ee KOMMNOHEHTaMK, B TOM
yucne:

a) nameHsAT B H6ase AaHHbIX AOHOPCTBA KPOBM U €e KOMMOHEHTOB CTaTyC AOHOPCKOM KPOBU U
(nnn) ee KomnoHeHTOB "HeuccnegoBaHHbIE" Ha cTaTyc "nNpuUroaHbie AN MUCNosb3oBaHUA", "npurogHoie
ONA NPOUN3BOACTBA /IEKAPCTBEHHbIX NpenapaToB Kposu", "npurogHbie Aas NpoM3BOACTBa MeAULIMHCKUX
usgennin”, "npurogHble ANA  Hay4yHO-UCC/IeAOBaTeNbCKUX W obpasoBatenbHbix uenen”, "gns
ayTo/I0rMyHoM TpaHcdysmn" nam "Ha kapaHTuHe";

6) HaHOCAT 3TMKETKY Ha KOHTelHep C 3aroToBJEHHOW [JOHOPCKOW KpoBblo U (Mnau) ee
KOMMoHeHTamu, obecneunsas AOCTYNHOCTb MHOOPMAaLUMM O NPOU3BOAMTENE KOHTEWHepa, cepuu u
CPOKe ero rogHoCTW, KoTopas CcoxpaHaeTcs M obecrneymBaeT 4YMTAaEMOCTb MaPKMPOBKM MpU BCex
JOMYCTUMbBIX PEXMMAX XPaHEHUA U UCMONb30BaHUA B TEYEHME CPOKa roAHOCTM JAOHOPCKOM KPOBU U ee
KOMMOHEHTOB.

63. He gonyckaeTca HaHeceHMe 3TUKETKU, NOATBEPKAAOWEN CTaTyC AOHOPCKON KPOBM U (MnKn) ee
KOMMNOHEHTOB "NpurogHble s UCNOAb30BaHMA", 4O OKOHYAHWS BCEX 3TAMNOB 3arOTOBKM M MOyYeHUA
pe3ynbTaToB MCCNef0BaHUA 006pasLoB KPOBW AOHOPA, NPeAyCMOTPEHHbIX MYHKTOM 59 HacToAlwmx
Mpaswun.

64. Tlpoueaypbl, NpPeaycMOTpPeHHble nyHKTamu 59 - 61 Hactoawmx [Mpasua, BbINOJHAKOTCA
COBMECTHO He MeHee yem 2 pabOoTHMKaMW OpraHMsauumu, OCYLLEeCTBAAIOLWEN 3aroTOBKY [AOHOPCKOM
KPOBM 1 ee KOMNOHEHTOB.

65. EAMHMLbI [OOHOPCKOW KPOBM M e4MHUUBI  KOMMOHEHTOB [AOHOPCKOM KPOBWU, He
COOTBETCTBYIOWME TPebOBaHNAM 6€30NaCHOCTU UM HE MUCNO/Ib30BaHHbIE B TEYEHME CPOKa roA4HOCTH,
U30/IMPYIOTCA OT NPUrOAHbLIX A1 KAWHWYECKOrO WMCMONb30BAaHUA [OOHOPCKOW KpoBWM U (Man) ee
KOMMOHEHTOB W MoOryT ObiTb nepegaHbl ANA  WCMNOAb30BAHWA B  WHbIX, KPOME KIMHUYECKOTrO
MCNONb30BaHWA, UeNAX, NpeayCMOTPeHHbIX 3aKoHoAaTenbcTBOoM Poccuiickon ®epepaumn, uaun
YTUAN3UPOBAHDI.

66. C 1 aHBapa 2026 r. 3aroToBKa 3pUTPOLMTCOAEPKALLUX KOMMNOHEHTOB [OHOPCKOM Kposu be3
[06aBfeHNs B3BELUMBAIOWErO PacTBOpa M KOHUEHTpaTa TpomboumtoB 6e3 neikopesykuumn He
ocyuiecTsnAeTca.

IV. O6A3aTenbHble TPeb6OBaHUA K XPaHEHUIO U TPAHCNOPTUPOBKE
DOHOPCKOM KPOBU U (MNKN) ee KOMNOHEHTOB



67. XpaHeHue 1 TPaHCNoPTUPOBKA AOHOPCKOM KPOBU U (UIN) ee KOMMOHEHTOB OCYLLECTBAAIOTCA B
YCNOBUAX, NpeayCcMOTPeHHbIX npuaoxkeHmem N 3 K HacToAawmm MNpasmnam.

68. B cybbeKTax obpalleHus JOHOPCKOM KPpoBK U (Mn) ee KOMNOHEHTOB obecneymBaloTca:
a) pa3genbHoe XpaHeHMe Pas3iMyHbIX NO CTaTycy AOHOPCKOM KPOBU 1 (MUK) ee KOMMNOHEHTOB;

6) pasgenbHoe XpaHeHue MPUTOAHbLIX AA KAMHUYECKOro WCMO/Ib30BaHMA LOHOPCKOW KPOBU U
(MnKn) ee KOMNOHEHTOB MO rpynnam Kposu ABO 1 pesyc-npuHagNeRkHOCTY;

B) pasgefibHas TPAHCMOPTUPOBKA NPUIOAHbLIX ANA MCNOb30BaHMA AOHOPCKOM KPOBU U (MAn) ee
KOMMNOHEHTOB, TPebYIOLWNX PA3HON TeMNepPaTypbl XPaHEHUA.

69. CybbeKTbl o0bpalleHMs AOHOPCKOM KpoBM UM (MAM) ee KOMMOHEHTOB obecrneymBaioT
YCTaHOB/IEHHble HacToAWwMMK MpaBUAamMmn yCI0BUSA XPaHEHUA N TPAHCMOPTUPOBKN AOHOPCKOW KPOBU U
(nnn) ee KomnoHeHTOB, 06Pa3LLOB KPOBU AOHOPOB M 06PaA3LOB KPOBM PELMMMEHTOB, a TaKXKe peareHToB
nocpeacTBOM:

a) NCNO/b30BaHMUA MEANLMHCKUX N3aennii, obecneymBatoWmnx YCTaHOBAEHHbIE YC/I0BUA XpaHeHUA
W TPAaHCNOPTUPOBKMY;

6) HanMuMA cpeacTB M3MepeHMsa TemrnepaTypbl NPU XpaHeHUW M TpaHcnopTupoBke 6onee 30
MUHYT;

B) perucTpaummn NPoao/IKUTENbHOCTU TPAHCNOPTUPOBKN U3 MYHKTA BblAAUYN B MYHKT Ha3HauyeHus;

r) perucTpaumm KOHTPOIA LLe/IOCTHOCTU KOHTEMHepa JO0HOPCKON KPOBM U (M) ee KOMMNOHEHTOB
Mpv TPaHCMOPTUPOBKE;

A) pernctpauum TeMnepaTypHOro peXkKMma He peke 2 pa3 B CYTKM MNPWU XpaHeHWUU [LOHOPCKOM
KpOBU U1 (MNKN) ee KOMMNOHEHTOB;

€) perncrtpaumMm TemnepaTypHOro pPeXmma B Hayane TPAHCMOPTUPOBKM M MO NpubbITUM B
KOHEYHbI NYHKT Npu TpaHCnopTUpoBKe 6onee 30 MUHYT.

70. Ha MeanuUMHCKOM U34ennu, npeaHasHayeHHOM AN XPaHeHUs AOHOPCKOW KpoBu U (unun) ee
KOMMOHEHTOB, YKa3blBAOTCA HauMMeHOBaHWEe [OHOPCKOM KpoBM W (MM) ee KOMMOHEHTOB B
COOTBETCTBMM C  HOMEHKNATypol  [AOHOPCKOM  KPOBW, KOMMOHEHTOB  [OHOPCKOM  KPOBM,
npeaycmoTtpeHHoi npunoxeHrem N 1 K HacToAwmMm MpaBuanam, cTaTyc AOHOPCKOM KpoBU U (1) ee
KOMMOHEHTOB, rpynna KpoBu no cucteme ABO 1 pesyc-NprMHaaNEXHOCTb (419 KOMNOHEHTOB AOHOPCKOM
KPOBM 151 KIMHNUYECKOTO UCMO/Ib30BaHUSA).

71. [JonycKaeTcs pasmelleHMe AOHOPCKOW KPOBU U (MNK) ee KOMMNOHEHTOB Pa3HOW rPynnbl KPOBU
N pesyc-NpUHaANeXHOCTU B OOHOM MEeOMUMHCKOM M34enuKn, npeaHasHayeHHOM AO1A XpaHeHus
AOHOPCKOW KPOBW U (MN) ee KOMNOHEHTOB, Pa3ae/ibHO C MaPKMPOBKOM MeCTa XpaHeHUS.

Bpems XxpaHeHMA 3aMOpPOXKEHHbIX (KPMOKOHCEPBMPOBaHHbLIX) AOHOPCKOW KpoBu M (1nan) ee
KOMMOHEHTOB ONpeaenseTcs TeXHUYecKoW AOKyMeHTauuen npoussoguTens obopyposBaHua u (uawu)
pacxo4HbIX MaTepuanos.

ﬂ,OHOpCKaH KPpOBb " (MﬂM) €€ KOMIMOHEHTbl nNpuUrogHbl AOaA WUCNONb30BaHMA B nNpegenax
YCTAHOBJ/IEHHbIX ANA HUX CPOKOB rogHOCTU HE3ABUCMMO OT CPOKa rogHoCTu KOHTEVIHepOB, B KOTOpble
OHM 3aroToBJiEHbI, NPpU yCNOBUU, YTO Ha ATy 3aroTOBKU ,El,OHOpCKOVI Kposu un (VII'IVI) €€ KOMIMOHEHTOB
CPOK rogHocCTu KOHTEﬁHepa HaXxogwunca B YCTAHOBJ/IEHHbIX npeaenax.

Mpn HecooTBeTCTBMM CPOKOB rOAHOCTH, oOnpeseneHHbIX TeXHUYECKomn AOKYMEHTaLI,VIEﬁ



npoussogutens o6opyaoBaHMA, CPOKam roAHOCTM, OnpeaefneHHbIM TeXHWYECKOW AOKyMeHTauuen
NpoM3BOAUTENA PACXOAHbIX MaTepuanos (B TOM 4YMCNe aHTUKOAryAsHTbl, B3BELIMBAlOLWME PACTBOPbI),
CPOK roAHOCTM onpeaenaeTcsa no HambobleMy CPOKY, onpeaeneHHOMY TEXHUUYECKON AOKYMeHTaumeNn.

72. B cybbeKkTax obpalieHua OOHOPCKOW KpoBM U (MAKM) ee KOMMOHEHTOB obecneymBaeTcs
pe3epBHbIN UCTOYHUK INEKTpoNUTaHua ana becnepebolMHOro MCnoib30BaHUA MEAULIMHCKUX U3OeNNid,
npesHasHaYeHHbIX 410 XpaHeHMA LOHOPCKOM KPOBU U (M/IM) ee KOMMOHEHTOB.

73. TpaHCNOPTMPOBKA AOHOPCKOM KPOBU U (MIN) ee KOMMOHEHTOB OCYLLECTBASETCS PabOTHUKOM,
YNOJIHOMOYEHHbBIM PYyKOBOANUTENEM CYyObEKTA 06paLLEHMA LOHOPCKOM KPOBU U (M) ee KOMMOHEHTOB.

74. MNepepg, TPAHCNOPTUPOBKOM LOHOPCKOM KPOBM U (MIM) €e KOMNOHEHTOB YNOJHOMOYEHHbIMM
paboTHMKaMM OpPraHM3auUMM, OCYLLECTBAAIOLWLEN 3aroTOBKY [OHOPCKOM KPOBM W €e KOMMOHEHTOB,
npoBepAlTCA:

a) NAEHTUPUKALMOHHbIM HOMEP eANHULbI AOHOPCKOM KPOBU UM ee KOMMNOHEHTa;
6) cTaTyc AOHOPCKOM KPOBU U (MN) ee KOMMNOHEHTOB;

B) BHELUHWI BUA, JOHOPCKOM KPOBU N (MAK) ee KOMMNOHEHTOB (OTCYTCTBUE CTYCTKOB M remMo/iv3a B
3PUTPOLIUTCOAEPKAWIMX KOMMOHEHTaX [AOHOPCKOWM KpoBW, 3ddekta "meTenn" B KOHUEHTpaTax
TPOMBOLMTOB, a TaK¥e OTCYTCTBME OCaZKa B Pa3MOPOXKEHHOM nnasme);

r) LeNOCTHOCTb KOHTEMHEPa eANHULLbI KOMMOHEHTa JOHOPCKOM KPOBY;
A) ycnoBua XxpaHeHus.

75. CBegeHua o pesysbTatax MNPOBEPKM, MPeayCcMOTPEeHHOW NyHKTOM 74 Hactoswmx [Mpasus,
BHOCATCA B 633y AaHHbIX JOHOPCTBA KPOBU U €€ KOMMOHEHTOB.

76. He ponyckaeTca nepefadya AOHOPCKOW KPoBM U (MAKM) ee KOMMOHEHTOB ANA KAMHUYECKOTo
MCMNO/Nb30BaHNA OPraHM3aLMAM, HE UMEIOLWMM NMLEH3UN Ha MEAMLMHCKYIO OeATENbHOCTb C YKa3aHUeM
TpaHchy3M0N0TMK B KAYEeCTBE COCTABAAIOLWLEN YaCTM IMLEH3MPYEMOrO BUAA AEATENbHOCTM.

V. O6s3aTenbHble Tpe60BaHUA K KIMHUYECKOMY UCMONb30BaHUIO
[OHOPCKOM KPOBU U (MN11) ee KOMNOHEHTOB

77. B cybbekTe obpalleHns OOHOPCKON KPOBU U (MNU) ee KOMMOHEHTOB, OCYLLECTBAAIOLLEM
KJIMHMYECKOe MCMO/b30BaHWE AOHOPCKOM KPOBU U (M1M) ee KOMNOHEHTOB Ha OCHOBAHWUM JIMLEH3UUN HA
MeAMLMHCKYI0 [eATe/IbHOCTb C YKasaHuem TPaHChY3MONOTMM B KauyecTBe COCTaBAAOLWEN 4YacTu
JIMLEH3MPYEMOrO BMAA [AEeATe/NbHOCTM (Janee - OpraHvM3auus, OCYLECTBAAOWANA KAMHUYECKoe
MCMO/Ib30BaHNE [IOHOPCKOM KPOBM M €e KOMMOHEHTOB), CO3JaloTCA CTPYKTYpHble MOApa3feneHus,
OeATeNIbHOCTb KOTOPbIX OPraHM3yeTcs B COOTBETCTBUM C MOPAAKOM OKa3aHUs MeAULMHCKOM MOMOLLM No
npoounto  "tpaHcoysmonorma’, yreepkaaembiM  MUHUCTEPCTBOM 34paBooxpaHeHMa Poccuitckoit
depepaumn.

78. OpraHusauusa, OCYLLECTBAAIOWAA KAMHMYECKOE MWCMNO/b30BaHME AOHOPCKOM KpoBM U ee
KOMMNOHeHTOB, 06a3aHa cdopmMMpoBaTh 3anac AOHOPCKOM KPOoBU U (MK) ee KOMMNOHEHTOB. HopmaTue
YKa3aHHOro 3amaca, a TaKXe nopagok ero ¢popMMpoBaHMA WM pPacxogoBaHMA YCTaHaB/AMBAKOTCA
MuHUCTEPCTBOM 34paBoOXpaHeHnn Poccuiickon Peaepaumn.

79. MeAMUMHCKME MOKa3aHMA K TpaHchy3MM YKasbiBalOTCA B MeAMLMHCKOW [AOKYMEeHTaLun
peuunueHTa.

80. MHPopmMpoBaHHOe AOBPOBO/IBHOE COracMe peunnmMeHTa Uan ero 3aKOHHOro nNpeacTaBuTeNs
Ha TpaHCcdy3nIo JOHOPCKON KPOBU U (MAKM) ee KOMNOHEHTOB OPOPMISETCA OAMH Pa3 Ha BECb NEPUOZ,
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rocnntTannsauunmn.

81. OpraHu3auus TpaHchy3uM OCyLLECTBAAETCA BPaYOM-TPaHCPY3NON0rOM UK NevallMm Bpauom
NMB60 AeXKypHbIM BPavyoMm, KOTopble NpoLuin obydeHne no Bonpocam TpaHchysmonormm (aanee - Bpad,
NpPoBOAALLNIN TPAHCPY3MIO).

82. MeauunHcKoe obcnegoBaHME peumnnueHTa, NpoBedeHWe WHAMBMAyasbHOro noabopa wm
nposegeHne npob Ha MHAMBUAYA/IbHYIO COBMECTMMOCTb, BK/OYas Ouonoruyeckyto npoby, npwm
TpaHcdy3nM AOHOPCKON KPOBU U (UNIN) €€ KOMMNOHEHTOB OCYLLECTBAAOTCA B MOPAAKE, YTBEPKAAEMOM
MWHUCTEPCTBOM 34paBoOXpaHeHusa Poccuiickon deaepauun.

83. Mpu NocTynneHUN NaumeHTa, HY)KAaloleroca B NpoBefeHUn TpaHchy3uKn, B opraHM3aumio,
OCYLLECTBAAIOLWYO KAMHUYECKOEe WCNO/Nb30BaHWE AOHOPCKOM KPOBM M ee KOMMNOHEHTOB, BPayom,
NpPoBOAALMM TPAHCPY3MI0, OCYLLECTBAAETCA NepBUYHOE onpeaeneHune rpynnbl KPosu no cucteme ABO 1
pe3yc-MpMHaaNEeXKHOCTU C BHECEeHMEM pe3y/bTaToB OMpeAeneHMs B MeAMUMHCKYIO AO0KYMEeHTaumto
peuunueHTa.

He ponyckaeTca BHeceHVe B MeAMLMHCKYIO AOKYMEHTALMIO peumnueHTa pesyibTaToB YKa3aHHbIX
NUCCNefOBaHUI HA OCHOBAaHWUM AAHHbIX MEAULMHCKON AOKYMEHTauuuM, OQPOpPMIEHHON WHbBIMU
MEANLMHCKMMWN OpraHM3aunamMM, B KOTOPbIX PeLUNNEHTY paHee Bblna OKasaHa MeaULMHCKAA NOMOLLb
WM NPOBOAMIOCH MeaULMHCKOoe 0bcnefoBaHMe peLMnUeHTa.

84. MNocne NepBMYHOrO onpeaeneHus rpynnbl KpoBu no cucteme ABO u pesyc-npuHagNexHOCTH
obpasel, KPOBM peunnueHTa HanpaBafaeTca B KAMHWKO-AMArHoCTUYECKyto flabopaTopuio opraHM3aumu,
OCYLLECTBNAIOLWEN KAMHUYECKOE MCMNONb30BaHME AOHOPCKOM KPOBU M (MAKM) ee KOMMOHEHTOB, UK B
OpraHM3auMio, OCYLLECTBAAIOWLYIO 3aroTOBKY JAOHOPCKOM KpoBM U (MAM) ee  KOMMOHEHTOB,
YNOAHOMOYEHHYIO MCMONHUTENbHBIM OpraHom cybbekTa Poccuiickon depepaumm B chepe OXpaHbl
34,0p0BbA, AN NPOBEeAEHUA CeayoWmMX NOATBEPKAAIOLWNX UCCAeL0BaHUNA:

a) onpegeneHune rpynnbl KPoBu no cucteme ABO 1 pesyc-npuHaaiekHoCTy;
6) onpeaeneHune aHTMreHa K;

B) CKPUMHMHI a/JIOUMMYHHbIX aHTUTEN C MUCNo/ib3oBaHMEM He MeHee 3 o06pasuoB TecT-
3PUTPOLUTOB;

r) onpeaeneHve aHtUreHos sputpoumTtoB C, ¢, E, e AnA NauMeHTOB, yKasaHHbIX B MyHKTe 88
HacToawmx Mpasumn.

85. Mpwn coBnafeHMM pesynbTaToB MUCCAeAO0BaHMM, YKa3aHHbIX B NyHKTe 84 Hactoswmx lNpasua,
NpoBeAeHHbIX NPU rocnuTasan3aLmm, C pesyibTaTaMy UCCNe0BaHUI, NPOBEeAEHHbIX NP NpeablayLiei
rocnuMTannsauum, B 04HON OpraHU3aLuMM, OCYLLECTBASAIOWEN KAMHWUYECKOE MCNOb30BaHWE AOHOPCKOM
KpPOBM U (UKN) ee KOMMNOHEHTOB, UKW B OPraHM3aLUK, OCYLLECTBAAIOLLEN 3arOTOBKY AOHOPCKOM KPOBU U
€e KOMMOHEHTOB, YNOJIHOMOYEHHOM UCNOAHUTENbHBIM OpraHom cybbekTa Poccuiickon depepaunn B
chepe oxpaHbl 340POBbSA, OHU CUMTAIOTCA YCTAHOBNIEHHBIMU U B JajibHENlIeM He onpeaenstoTcd, 3a
WCKOYEHNEM UCCNeOoBaHWA, YKasaHHOro B noAanyHkTe "B" nyHKTa 84 HacToAwmx Mpasun, u (uam)
CNy4aeB TPAHCM/AHTALMM a/JIOFE@HHOTO KOCTHOrO Mo3ra M (M/IM) anioreHHbIX FeMono3TUYECKUX

CTBOJIOBbIX K/IETOK.

86. B C/lydae BbiABEHUA Y peunnmeHTa aI/IOMMMYHHbIX aHTUTEN MPOBOAUTCA M,EI,EHTMd)VIKaLl,VIFI
aHTUTEN C NTOMOLbIO pacu.mpeHHoﬁ NaHen CTaHOAPTHbBIX 3PUTPOLIUTOB N OCYLLECTBNAETCA KIMHNYECKOe
MCNONb30BaHUE 3pUTpOUUNTCOAEPKALWLNX KOMMNOHEHTOB AOHOpCKOVI KpOBU, HE coaepKalnx aHTUIeEHOB,
NPOTUB KOTOPbIX HAaMpaB/ieHbl BblIAB/ZIEHHbIE Y peUNNMUEHTA aI/TOUMMYHHbIE aHTUTENA.

87. Pe3synbTaTbl MCCNenOBaHUIA, yKasaHHble B NyHKTe 84 HacToAwmx [paBwua, BHOCATCA B
MeAMLMHCKYIO0 OKYMEHTALMIO PeLUNUEHTa.
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88. OnpepgeneHne aHTureHos aputpoumtos C, ¢, E, e nposoagmtca anuam A0 18 neT u KeHwmnHam
depTunbHoro sospacta (15 - 49 net), peumnmueHTam, KOTOPbIM MOKa3aHbl MHOMECTBEHHbIe TpaHChy3un,
peumnmueHTam, Y KOTopbIx KOraa-nmbo BbiABAAANUCH a/I/IOMMMYHHbIE aHTUTENA, @ TaKKe peuunueHTam, y
KOTOPbIX B aHaMHe3e OTMe4YeHbl remMoaUTUYECKMEe peakummn U (Man) ocnoXHeHusa, obycroBAeHHble
TpaHcdysuen.

89. B uenax npodunakTUKM peakumil U OC/IOKHEHU B CBA3M C TpaHcdysmein Mchnosb3yotca
apuUTpoLMTCOAEPKALLME KOMMNOHEHTbI AOHOPCKON KPOBU, MAEHTUYHbIE MW COBMECTUMbIE NO CUCTEME
ABO, pesyc-npuHagnexKHocTu 1 K.

90. B uenax npoouNakTUKM peaKkuuii M OC/NOXKHEHWI B CBA3M C TpaHcdysmel B caydae
3aTpyLHEHWI Npy onpeaeneHnn rpynnbl KPoBu no cucteme ABO, pesyc-NnpuHaA/IeKHOCTU U aHTUTEHOB
C, ¢, E, e, K K apuTpoumutam gonyckaeTcs NpMMeHeHNe MeTo40B reHOTUNUMPOBaHUA.

91. PeuunueHTam C 3KCTPaarrlOTMHMHAMKM aHTU-ALl OCYWEecTBAAIOT cheaylowme TpaHcdysum
3PUTPOLMNTCOAEPKALUMX KOMMNOHEHTOB AOHOPCKON KPOBU, HEe coaepKallmx aHTureH Al:

a) peumnueHTy c rpynnoin Kposu A2 - TpaHCPy3UM 3PUTPOLUTCOAEPIKALLUX KOMMOHEHTOB
[OHOPCKOW Kposwu rpynnbi 0;

6) peumnueHTy c rpynnoii Kposu A2B - TpaHchysuM 3pUTPOLUTCOAEPIKALLMX KOMMOHEHTOB
OOHOPCKOWM KpoBu rpynnbl O uam rpynnoi B.

92. [nA nNauMeHTOB, YKasaHHbIX B NyHKTe 88 HacToAwmx MpaBua, Npu NAaHOBbLIX TPaHCY3MAX
3PUTPOLUTCOAEPKALMX KOMMOHEHTOB AOHOPCKOM KPOBWM Y4YMTbIBAaETCA COBMECTMMOCTb [OHOpa MU
peuunueHTa no aHTMreHam aputpoumntoB C, ¢, E, e.

93. JlMuam nNpM HaAMYMM B aAHAMHe3e TeMOJIMTUYECKMX OCNOXNKHEHUI, 06ycnoBAEHHbIX
TpaHchy3nein OOHOPCKOW KpoBU U (MN) ee KOMMOHEHTOB, EHWMHaM MNpPU HainyMKM B aHamHese
6epeMeHHOCTM C YCTAaHOBAEHHBIMWU NPU3HAKaMM reMOSNTUYECKON B60ne3HU HOBOPOXKAEHHbIX, MMLAM C
BbISIBJIEHHbIMM  a/INOMMMYHHBIMW  UAN  QYyTOMMMYHHBIMW @aHTUTENaMM K 3pUTPOUMTaM B Cay4yae
MOMIOXKUTE/IbHbIX pe3ynbTaToB Npob Ha WHAMBMAYANbHYIO COBMECTMMOCTb MpW  MpOBeeHUU
MHOECTBEHHbIX TPaHCPY3UA OCyLLEeCTBAAETCA WHAMBUAYANbHLIA NOAG0P 3PUTPOLUTCOAEPIKALLMUX
KOMMNOHEHTOB AOHOPCKOM KPOBWU C NMPUMEHEHMEM HEMPAMOrO aHTUINOOYNMHOBOIO TECTa WMAKM TecTa C
TAKOW e YyBCTBUTE/IbHOCTbHO.

94. Mpw TpaHchy3nAX HOBOPOMKAEHHBLIM WM AMUAM B Bo3pacTe A0 4 MecAUeB MPOBOAMTCA
WMHAMBUAYANbHbIA NOA6B0P 3PUTPOLUTCOAEPKALMX KOMMNOHEHTOB AOHOPCKOM KPOBWU C NMPUMEHEHWEM
HEeNPAMOro aHTUrNOBYIMHOBOIO TecTa UAM TECTa C TaKOW Ke YyBCTBUTE/NIbHOCTbIO. AHa/M3 NPOBOAMTCA
KaK C CbIBOPOTKOM UM NNa3mMoi KpoBY pebeHKa, Tak U C CbIBOPOTKOM WM N1a3Moi KpoBu maTepu. Ecam
y maTtepu u pebeHKa pasHble rpynnbl KpoBu no cucteme ABO, To BbIGMpPalOT 3pUTPOLUTLI AOHOPA,
COBMECTMMblE C CbIBOPOTKOW MAM NAasmoi pebeHKa, € yyeTom crneumdpuyHoCcTM anNoUMMMYHHbIX
aHTWUTEN, BbISB/IEHHbIX Y MaTepu. MNpy HEBO3MOMKHOCTU B3ATMA 0OPA3L0B KPOBM MaTepu OOMyCKaeTcs
TpaHcdy3ns Ha OCHOBAHWMM PE3YNbTATOB MHAMBUAYa/IbHOrO NMoAbopa C UCMO/b30BaHUEM CbIBOPOTKM
nUnun nnasmol pebeHKa.

95. [nA npepynpexneHus peakumMid U OC/NOXNHEHW B CBA3U C TpaHchysuel peumunuveHTam
npoBoAAT TpaHcdy3um NeikopeayumpoBaHHbIX KOMMNOHEHTOB AOHOPCKOW KpOBH,
naToreHpeayLMPOBaHHbIX KOMMOHEHTOB JAOHOPCKOW KPOBW, O0OJ/IyYEHHbIX 3PUTPOLUTCOLEPKALLNX
KOMMNOHEHTOB [OHOPCKOW KPOBM M KOHLEHTPATOB TPOMBOUMTOB, OTMbITbIX 3PUTPOLIUTOB, a TaKkKe
3PUTPOLMTHOM B3BECK U KOHLEHTPATOB TPOMBOLUMTOB, 3aroTOB/IEHHbIX C 3amMeLleHMeM Naa3mbl A0OHOPA
B3BELIMBAIOLWMMU UK A0DABOYHBLIMKN PACTBOPAMM.

96. OpraHu3aumsa, OCYLLECTBAAIOWAA KAUHMYECKOE MWCMNONb30BaHME [OHOPCKOM KPoBM U ee
KOMMNOHEHTOB, pOpMMpYyeT 3aABKY Ha [AOHOPCKYD KpPOBb W (MAM) ee KOMMOHEHTbl no d¢opme,
yTBEpKAaemoi MUHUCTepPCTBOM 34paBooxpaHeHua Poccuitickoli degepaumm.
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97. Mpw Nosy4eHUn LOHOPCKOM KPOBU U (MM) ee KOMMNOHEHTOB PabOTHUK, YNONHOMOYEHHbIM
pyKOBOAMUTENEM OPraHM3aLLMK, OCYLLLECTBAAIOLWEN KIMHUYECKOE MCMO/b30BaHMe AOHOPCKOW KPOBU U ee
KOMMOHEHTOB, NpoBepsaeT cobatogeHNe YCAOBUIA TPAHCMOPTUPOBKM, NPeayCMOTPEHHbIX MPUIONKEHUEM
N 3 K HacTosiwmMm lMpaBunam, a TakKe XapaKTePUCTUKU BHELLIHEro Buaa AOHOPCKOW KpoBu U (Unu) ee
KOMMOHEHTOB (M3MeHeHWe LBeTa, Ha/nuMe HepacTBOPUMbIX OCafKOB, CrycTKOB, LLE/IOCTHOCTb
KOHTelHepa) n BHOCUT CBeAEeHUs O pe3y/ibTaTax MPOBEPKM B MeAMULMHCKYIO OKYMEHTALMIO.

98. He ponycKaeTca KAMHUYECKOE MCNOoJ/Ib30BaHME AOHOPCKOM KPOBU U (MIM) ee KOMMOHEHTOB,
YC/NIOBUA XPaHEHMA W TPAHCMOPTUPOBKMU KOTOPbIX HE COOTBETCTBYIOT YC/IOBUAM, NpPenyCMOTPEHHbLIM
npunoxerHnem N 3 K HacToAwmMm MpaBunam, a TakKe C UCTEKLIMM CPOKOM rOAHOCTMU.

99. buonorunyeckaa npoba NPoBOAUTCA HE3AaBUCMMO OT 0ObEMA M HAMMEHOBAHUA KOMMOHEHTA
OOHOPCKOW KPOBM, 33 UCKAHOYEHMEM TpaHCchy3MM KpuonpeumnuTaTa ns eguHuLbl AOHOPCKOW KPOBU U
(nnn) ee KomnoHeHTOB. MMpyM HEOOXOAUMOCTU TPAHCHY3UM HECKONbKUX €AUHUL, KOMMOHEHTOB
[OOHOPCKOW KpoBWU Buonornyeckas npoba BbINONHAETCA nepes TpaHcdy3nen Kaxkaoh HOBOM eauMHULbI
KOMMNOHEHTa AOHOPCKOW KpoBW. BrMonornyeckas npoba BbIMOAHAETCS B TOM YMC/Ee MPU SKCTPEHHOWM
TpaHcdysum.

100. Mpyn OKazaHUN MeaNLMHCKON NOMOLLM MO SKCTPEHHbIM MOKa3aHUAM A8 YCTPAHEHUSA YrPOo3bl
KM3HW  4YenoBeKa A0  YCTPaHEHUA  UCTOYHMKA  KPOBOTEYEHMA  MACCMBHble  TpaHCcdy3um
3pUTPOLUTCOAEPKALUMX KOMNOHEHTOB AOHOPCKOW KPOBW, paHee MHAVBUAYASbHO NoAobpaHHbIX Ans
naumMeHTa, a TaKKe NJa3Mbl, KOHLEHTpaTa TPOMOOLMTOB, KpMOMpeumnutata ocyliectsnawTca 6es
nposeaeHns buonormyeckol npobbl. Bpema nposedeHua 6Guosormyeckon npobbl NpyM MacCUBHOM
TPaHChY3UN  IPUTPOLUTCOAEPKALLMX KOMMOHEHTOB [AOHOPCKOW KpoBM 6e3 npoBeAeHHOro paHee
WHAMBUAYANbHOTO NoAbopa COKPALLAETCS 40 2 MUHYT.

MeamMumMHCKan opraHusaumn, OCyLLEeCTBAAIOWAA KAMHUYECKOE UCMO/Ib30BaHNE AOHOPCKON KPoBU
M (MNM) KOMMOHEHTOB, YTBEP)KAAET MPOTOKON MACCUMBHOM TpaHchysuu, BKAKOYAA MepedyeHb
MEAMLMHCKMX MaHUMYNALMIA U NOPALOK B3aUMOAENCTBUA MEANUMHCKMX PabOTHMKOB, yYacTBYIOWMX B
OKa3aHUU MeANLMHCKON NOMOLLM MPU NPOBEAEHUN MACCUBHOM TpaHChy3UM.

101. TpaHcdhy3nMmM AOHOPCKOM KPOBW, 3PUTPOLUTCOAEPKALLMX KOMMOHEHTOB AOHOPCKOM KPOBMU,
Nnaasmbl U KpuonpeumnuTaTa HauMHAOT HEMNocpencTBEHHO MNOC/Ae NOAOrpeBaHUA KOHTeWHepa Ao
Temnepatypbl He Bbiwe 37 rpagycoB Lenbcns ¢ MCNOAb30BAaHMEM MEAUUMHCKUX U3Lenni,
obecneynBaloLMX KOHTPOIb TEMMEPATYPHOIrO PEXMMA, U PErNCTPaLMEN TeMNepPaTyPHOro pexnma no
KaXKaoW eauHULE LOHOPCKOM KPOBU U (MIN) ee KOMMOHEHTOB B MEANLMHCKON AOKYMEHTaLUMN.

102. TpaHcohy3ma nnasmbl OCYLLECTBAAETCA NOC/AE €e PAa3MOPaXKMBAHWMA W MPOAOKAETCA He
6onee 4 vacoB. PasmopoxkeHHasa niasma npurogHa ANA UCMNO/Mb30BaHWA B TedeHMe 72 4acos npwu
YC/NOBUW XPaHEHUA B MEAMLMHCKOM MU34enuun, npeaHasHayeHHOM ANA XpPaHeHWA JOHOPCKON KPOBW M
(nnn) ee KoMnNoHeHTOB, NpU TemnepaType oT +2 A0 +6 rpagycos Llenbcua. Mo ncteyeHun 72 yacos
pa3MopOoXKeHHas N1a3ma CTaHOBUTCA HENPUTOAHON ANA KIMHUYECKOro NCNONb30BaHWA.

103. TpaHcoy3ma apuTpoumTCOAEpPKALLMX KOMMNOHEHTOB AOHOPCKOM KPOBM OCYLLECTBAAETCA He
nosgHee 2 y4acoB nocae wux nogorpesaHna Ao 37 rpagycoB Llenbcma. PasmoporKeHHble
3puUTpoLUTCOAEPKALUME KOMMNOHEHTbI AOHOPCKOM KPOBM MOFYT 6bITb MCMNO/Ib30BaHbl B TEYEHWE CPOKaA
rogHOCTWN, YCTaHOBAIEHHOrO NPOU3BOAUTENEM MEANLMHCKOTO U3aenus u (Mamn) pacxoaHbix MaTepuanos
0N Pa3MOPAXKMBAHUA 3PUTPOLMTCOAEPHKALUMX KOMMOHEHTOB LOHOPCKOM KPOBW, MPU YCNOBUM WX
XPaHEeHUss B MeOULIMHCKOM M3gennun, npegHasHayeHHOM A1A XpaHeHUA AOHOPCKOM KpoBu U (Mnun) ee
KOMMOHEHTOB, Npu TemnepaType oT +2 0 +6 rpagycos Uenbcua. Mo ncteyeHMn yCcTaHOBNEHHOTO CPOKaA
rog4HOCTU Pa3sMOPOXKEHHbIE 3PUTPOLUTCOAEPIKALLME KOMMOHEHTbI [AOHOPCKON KPOBW CTaHOBATCA
HEeNpPUrogHbIMU AN KIMHUYECKOTO UCMOJIb30BaHUA.

104. PazmopoKeHHble KOHLEeHTpaTbl TPOMOOLMTOB NPUroAHbl ANA UCMO/b30BaHUA B TeyeHue 24
YacoB NpPW YC/NIOBUM WX XPAHEHWA B MEAMLMHCKOM MU34eNnuu, npeaHasHavyeHHOM ANA XpaHeHus



KOHUEHTpaToB TpomboumuToB. MO UCTeYeHUM 24 4acoB PaA3MOPOMKEHHbIM KOHUEHTpaT TpomboumToB
CTAHOBMTCA HENPUFOAHbIM AN KAMHUYECKOrO MCNO/b30BaHuUA.

105. TpaHcdy3ma Kpuonpeumnutata OCYWECTBAAETCA MNocae ero pasmMopakMBaHuA U
npoponxaetca He b6onee 30 MuHYT. Mo McTeyeHMM 4 YacoB Moc/ae NOAOrPeBaHMA KpuonpeuunutaTt
CTAQHOBUTCA HENPUTOAHbIM ANA KTNHUYECKOrO UCNO/Ib30BaHMA.

106. He gonycKaeTcsa BBeAeHWE B KOHTEMHep C AOHOPCKON KPOBbIO M (M1M) ee KOMNOHEHTaMM
KaKMX-TM60 NeKapCcTBEHHbIX CPEeACTB.

107. Mpwu TpaHCPy3MM CBEXKE3AMOPOKEHHON NNasmbl U KpUOMpPeuMnutata COBMECTMMOCTb
AOHOpPA W peuunueHTa No pPesyc-NPUHAANENKHOCTM W aHTUreHam sputpoumTtoB C, ¢, E, e, K He
YyunTbIBaETCS.

108. CoBmecTMMOCTb JOHOpPa W peuunueHTa Mo pe3yC-NPUHALNENKHOCTU WU  aHTUreHam
aputpoumntos C, ¢, E, e, K He yunTbiBaeTcsa npm TpaHchy3nmM KOHUEHTPATOB TPOMOOLIUTOB.

109. Bpauy, npoBoaALmni TpaHcPy3mnIo, OLLEHMBAET COCTOAHME peLunnueHTa 4o Havana TpaHcdysuu,
yepes 1 yac M 4yepes 2 yaca nocne TpaHCPysUM C y4eTOM TaKUX MoKasaTenel COCTOSHWUA 340POBbSA
peuunMeHTa, Kak TemnepaTypa Tena, 4actoTa AbiXaTe/bHbIX ABUMXEHWIN, apTepuanbHoe [AaBieHue,
nynbc, AMYype3 U LBET MOYM.

110. Mpn HEBO3MOXKHOCTU onpeaeneHna rpynnbl KPOBM peuunnmeHta no cucteme ABO no
YKM3HEHHbIM MOKa3aHMAM [onycTuma TpaHcdy3ma 3pUTpoLMTCOAEpPKalLMX KOMMOHEHTOB AOHOPCKOM
KpoBwu O rpynnbl, pe3yc-oTpuuatenbHbix U K-oTpuuaTenbHbIX.

Jonyckaetca TpaHcdysma HeuaeHTMYHOro no cucteme ABO KpuonpeuunuTtata w  (KMau)
KOHLEHTpaTa TPOMbOOUWUTOB, 3aroTOBJAEHHOrO C WCMNo/b30BaHMem [AobaBoyHoro pacrtsopa. [lo
KM3HEHHbIM MOKa3aHWAM [OMNycKaeTca TpaHChy3mMAa KOHLEHTpaToB Tpombouutos AB rpynnbl
peunnuenTy ¢ 1toboi rpynnoi Kposu.

JonycKaeTca TpaHcdy3una nnasmbl AB rpynnbl peuunmeHTy ¢ 11060l rpynnoii Kposu.
111. B uensax obecneyeHma 6e30MacHOCTM 3anpeLatoTca TpaHcdysnm:
a) U3 04HOTO KOHTEMHEPA HECKONIbKUM PeLMMNUEHTaM;

6) AOHOPCKOM KpoBM M (MAM) ee KOMMOHEHTOB, He 06cnefoBaHHbLIX Ha MapKepbl BUPYCOB
nMmMyHozeduunTta yenoseka (BUY-uHdekummn), renatutos B u C, Bo3byantens cudunuca, rpynny Kposu
no cuctreme ABO, pesyc-npmHagnexHocTb, K 1 annouMmMyHHble aHTUTena;

B) 6e3 NnpoBeaeHna Npob Ha MHAMBUAYANbHYO COBMECTUMOCTb.

112. MNMocne OKOHYaHMA TpaHCPY3MM KOHTEWHEep C OCTaBLUEWCA AOHOPCKOM KpoBbio M (Mau) ee
KOMMNOHEHTaMKU (HEe MeHee 5 MUAAMAUTPOB), a TaKKe NpobupKa c 06pasLOM KpPOBW peuunueHTa,
MCMNONb30BaHHbIM AN NPOBEAEHMA KOHTPOJIbHbIX MCCNeA0BaHWMM M Npob Ha MHAMBUAYANbHYIO
COBMECTMMOCTb, COXPaHAOTCA B TeueHue 48 yacos Npu Temnepatype oT +2 4o +6 rpagycos Lienbcus B
MeAMLMHCKOM M34eNnK, NpeaHasHaYeHHOM A8 XPaHeHUA OHOPCKON KPOBM U (M) ee KOMNOHEHTOB.

113. Nocne TpaHcoysnun odopmaaeTca NPOTOKOA TpaHchy3um no ¢opme, YyTBEPXKAAEMOW
MuHWcTepcTBOM 3apaBooxpaHeHus Poccuiickoit ®epepaumm, Ha BymaxkHOM HocuTene wau B dopme
SNEKTPOHHOTO AOKYMEHTa, MOAMUCAaHHOTO C WCMNO/Mb30BAHMEM YCUIEHHOM KBannouLMpPOBaHHOM
SNEKTPOHHON MoANUCU MeAMLMHCKOro paboTHMKa. MpoToKoN TpaHchy3MM BHOCUTCA B MEOULMHCKYIO
OOKYMEHTaLUMI0 peumnumeHTa.

114. B uensx HeponyweHWsa HeonpaBAaHHOW 6pakoBKM [OHOPCKaa KpoBb M (uan) ee



KOMMOHEHTbI, NOJIy4eHHble ANA KAMHUYECKOro MCMOJIb30BaHUA, HO HE WUCMONb30BaHHbIE, MOryT ObITb
BO3BpPALLEHbl B OPraHM3aLMio, OCYLLECTB/AIOLLYIO 3arOTOBKY AOHOPCKON KPOBU U €e KOMMNOHEHTOB, ANA
NMOBTOPHOI BblAa4M TONbKO B TOM C/y4yae, ecin npoueaypa Bo3BpaTa onpeaeneHa 4OrOBOPOM MexKay
OpraHusaLmemn, OCyLLECTBAAIOLLEN 3arOTOBKY AOHOPCKOM KPOBWM M ee KOMMOHEHTOB, M OpraHuM3aume,
OCYLLECTBAAIOLWEN KANHUYECKOE UCNO/Ib30BaHME AOHOPCKOM KPOBU M €€ KOMMOHEHTOB, U MO KaxKaok
BO3BPALWEHHOW eguHULe [OOHOPCKOW KPOBM U (MAM) ee KOMMOHEHTOB MMEETCA AOKYMEeHTa/bHoe
noaTBEPXKAEHME  COOTBETCTBMA  YC/IOBUIA €€  XPaHEeHMA U TPAHCMOPTUPOBKM  YC/AOBUAM,
npegycmoTpeHHbIM npuaoxeHmem N 3 K HacToAwmm MNpasunam.

MpunoxkeHne N 1

K MNpaBunnam 3aroToBKW, XpaHeHwUs,
TPAHCMOPTMUPOBKM U KAIMHUYECKOTO
NCMNONb30BaHUA AOHOPCKOM

KPOBW 1 ee KOMMOHEHTOB

HOMEHK/IATYPA JOHOPCKOI KPOBU, KOMMOHEHTOB JOHOPCKOW KPOBU

CNUCOK U3MEHSAIOWMX AOKYMEHTOB
(8 pea. NoctaHoBneHuA MpasutenbcTea PO ot 09.09.2026 N 1148)

NaeHTUPUKaUMOHHDBIN Kopa, HanmeHoBaHWe JOHOPCKOWN KPOBM U (MAKN) ee KOMMOHEHTA
[OOHOPCKOW KpOoBM U (1nn)
ee KOMMOHEeHTa

KK KpoBb KOHCEpBMPOBAHHAA

KK-/ KpoBb KOHCEPBMPOBAHHAA IENKOPeayLMPOBaHHanA

9B-Y/IC 3pUTPOLMTHAA B3BECH C YAA/IE€HHbIM NEMKOTPOMOBOUUTHBIM C/IOEM

3B-N 3pUTpounTHas B3BECH JielMKopeayLMpPOBaHHas

OB-J1A 3puUTpPOLMTHAA B3BECH SIENKOPEAYLIMPOBAHHAA, NOJlyYEHHAA METOLOM
adepesa

3M-YJIC 3pUTpoUUTHaA Macca C yaaseHHbIM 1eMKOTPOMBOLUTHBIM Cl0emM

3M-N 3pUTpouUTHaRA macca NekopeayumnpoBaHHan

OM-A 3puTpOLMTHAA Macca, NoJly4eHHaa meTogom adepesa

9B-YJICO 3pUTPOLUTHAA B3BECH C YAa/IEHHbIM 1IEMKOTPOMBOLUTHbBIM C/I0EM,
o0b1yyeHHas

9B-/10 3puTpoLMTHAA B3BECH SIeNKopeayLMpoBaHHan, 061y4yeHHas

3B-NAO 3pUTpoLUTHaA B3BECH IeMKopeayLMPOBaHHas, NoyYeHHas METOA0M

adepesa, 0bayveHHasn

OM-YN1CO 3pUTPOLMTHAA Macca C yAaneHHbIM N1eMKOTPOMBOLUTHBIM CNoeMm,
o0b1yyeHHas
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3M-N10
3M-AO
03
03-0
3B-PO
3B-POO
KT-1M

KT-n1ngp

KT-71MM

KT-ANnap

KT-NA

KT-NAN

KT-NANAP

KT-NAZP

KT-JIKP

KT-EK
KT-M
KT-NAP
KT-

KT-Nnap

KT-NA

KT-AM

KT-ANAP

KT-AOP

IpUTPOLMTHAA Macca ierMKkopeayLMpoBaHHasn, 0bayyeHHas
SpuUTpouMTHaA mMacca, NoaydeHHasa metoaom adepesa, obayvyeHHan
OTMbITblE 3PUTPOLMUTBI

OTMbITble 3pUTPOLUTLI 061yYEHHbIE

IpUTPOLMTHAA B3BECb PA3MOPOXKEHHAsA, OTMbITasA

IpUTPOLMTHAA B3BECb PA3MOPOXKEHHAA, OTMbITasA, 061y4eHHan
KoHueHTpaT TpombounTOB neikopeayumpoBaHHbIA, NyJMPOBaHHbIM

KoHLeHTpaT TpomboLnNTOB NeiKkopeayumpoBaHHbI1, NyAMPOBaHHbIN, B
A06aBoYHOM pacTBope

KoHueHTpaT TpombounToB nekopeayumpoBaHHbIA, NyIMPOBaHHbIM,
naTtoreHpeayLUMpoOBaHHbIN

KoHLEeHTpaT TPOMBOUMTOB NeliKopeayUuMpPOBaHHbIN, NYIMPOBAHHbIN,
naToreHpeayuMpoBaHHbIN, B 406aBOYHOM pacTBoOpe

KoHueHTpaT TpombouunTOoB NenkopeayumpoBaHHbIi, NOYYEHHbIN
meTtogom adepesa

KoHueHTpaT TpombouunTOoB NenkopeayumpoBaHHbIi, NOYYEHHbIN
meTofom adepesa, naToreHpeayUMpPOBaHHbIN

KoHLeHTpaT TPOMBOUMTOB NeliKopeayUunpOBaHHbIN, NONYYEHHbIN
meToaom adepesa, NaToreHpeayLunpoBaHHbIN, B 406aBOYHOM
pactBope

KoHLeHTpaT TpoMmbounTOB nekopeayumpoBaHHbIA, NOYYEHHbIN
meTozom adepesa, B 4,06aBOYHOM pacTBope

KoHLEeHTpaT TPOMBOUMTOB NeliKopeayLuMpPOBaHHbIN,
KPUOKOHCEPBMUPOBAHHbIN, PAa3MOPOKEHHbIN

KoHLeHTpaT TpoMboUUTOB 13 e4MHULbI KPOBU

KoHLeHTpaT TpoMbOoLNTOB NYIMPOBAHHbIN

KoHueHTpaT TpoMbBOLMTOB NY/IMPOBaHHbIN, B ,06aBOYHOM pacTBope
KoHLeHTpaT TpoMBOLMTOB NY/IMPOBAHHbLIN, NAaTOreHPeayLMPOBAHHbIN

KoHLEeHTpaT TPOMBOLMUTOB NYAMPOBAHHbIN, NaTOreHpPeayLMPOBaHHbIN,
B 406aBOYHOM pacTBope

KoHLeHTpaT TPOMBOUMTOB, NOJIyYeHHbIN meTogom adepesa

KoHLEeHTpaT TPOMBOUMTOB, NOIyYeHHbI meTogom adepesa,
naTtoreHpeayuMpoBaHHbIN

KoHLLeHTpaT TPOMBOLMTOB, NOJIyYeHHbIN meTogom adepesa,
naToreHpeayLMpoBaHHbIN, B 06aBOYHOM pacTBoOpe

KoHLeHTpaT TPOMBOLMTOB, NOJIy4YeHHbIN meTofom adepesa, B



A06aBoYHOM pacTBope

KT-KP KoHLeHTpaT TPoMBOLNTOB KPUOKOHCEPBUPOBAHHbIN,
Pa3sMOpPOKEHHbIN

KT-Nno KoHLeHTpaT TpoMboUNTOB NeikopeayumpoBaHHbIA, NyJIMPOBaHHbIM,
06.1y4YeHHbIN

KT-NnAapo KoHLeHTpaT TpomboUNTOB NeiKkopeayumpoBaHHbIi, Ny MPOBaHHbINM, B
[,06aBOYHOM pacTBOpe, 06/1yYEeHHbIN

KT-NNAO KoHueHTpaT TpombounTOB nekopeayumpoBaHHbIA, NOJAYYEHHbIN
meTtoaom adepesa, 061yYeHHbIN

KT-NALPO KoHLeHTpaT TpoMboUNTOB NekopeayumpoBaHHbIA, NOAYYEHHbIN
meToaom adepesa, B 06aBOYHOM PacTBOpE, 06/1yYEHHbIM

KT-EKO KoHueHTpaT TpombounTOB 13 eaMHNLbI KPOBU 061y4EHHbIN
KT-No KoHueHTpaT TpoMBOLMTOB NYANPOBAHHbIN, 061yHeHHbIN
KT-narPo KoHueHTpaT TpomMbouUTOB NYy/IMPOBaHHbIN, B 406aBOYHOM pacTBOpeE,

06/1y4eHHbIN

KT-NAO KoHueHTpaT TpombouunTOoB, NOJIYYEeHHbIA MeTogom adepesa,
06/1y4eHHbIN

KT-AQPO KoHueHTpaT TpombounToB, NonyyYeHHbI meTogom adepesa, B
£06aBoYHOM pacTBope, 061y4eHHbIN

c3n CBeXke3amopoXKeHHanA naasma

nn MNna3ma natoreHpeayumMpoBaHHaA

nnn Mna3sma nynnpoBaHHaA, NnaToreHpeayunpoBaHHas

KM KpunocynepHaTaHTHaA nnasma

an JNTnodmnmsmposaHHasa nnasma

KPHNO KpuonpeumnuraT U3 eauHULbI 4OHOPCKOWN KPOBU U (1K) ee
KOMMNOHEHTOB

KPHNO-N Kpuonpeumnutat nyMpoBaHHbIN

KPUO-N KpuonpeumnutaTt nMoPpuansnpoBaHHbIN

(sBepeHo MNoctaHoBneHMem MpaButenbctea PO ot 09.09.2026 N 1148)
KPHUO-NnN KpuonpeumnuraT Ny IMpoBaHHbIA N1MOOUANSNPOBAHHDIN
(sBepeHo MNoctaHoBneHMem MpaBuTenbcTea PO ot 09.09.2026 N 1148)

KO KoHLeHTpaT rpaHy/1ouMTOB, NOJIY4EeHHbIN meToaom adepesa,
06.1y4YeHHbIN

IK-Mo KoHLeHTpaT rpaHy10uMTOB NYIMPOBaHHbIN, 061y4eHHbIN

NCMN-RhD NmmyHocneunduyeckas naasma c aHTUTENAMU NPOTUB aHTUIEHA
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ncn-c

MNCM-K3

MNCI-SARS-CoV-2

ncn-cr

MCN-renB

Rh(D)

NmmyHocneunduyeckasa naasma ¢ aHTUTeNamMm NPoTMB CTadMIOKOKKA

MMMYHOCFIELI,Md)MHECKaﬂ naasma C aHTuTenamum nNpoTmuB Kneuwesoro

3HuedanuTa

NmmyHocneundpuyeckas nanasma c aHtutenamm npotns SARS-CoV-2

NmmyHocneundunyeckasa nnasma ¢ aHTUTENaMM NPOTUB BO3byanuTens

cToNb6HAKa

MMMYHOCFIELI,Md)MHECKaﬂ nnaasma C aHTuTenamum nNpoTmuB renaTuTa B

NEPEYEHb

MpunokeHue N 2

K MNpaBunnam 3aroToBKW, XpaHeHwUs,
TPAHCMOPTMUPOBKM U KAMHUYECKOTO
NCNo/1b30BaHMA AOHOPCKOM

KPOBW 1 ee KOMMOHEHTOB

3HAYEHU NOKA3ATENIEWM BE3ONACHOCTU JOHOPCKOW KPOBU
M EE KOMMNOHEHTOB

CnUCOK U3MEHSAIOLWMX AOKYMEHTOB
(8 pea. NoctaHoBneHuA Mpasutenbctea PO ot 09.09.2026 N 1148)

3HayeHMe NoKasaTena

YacToTa KOHTpoAA <1>

[oHopCKas KpoBb UK ee
KOMMOHEHTbI <2>, noA/iexalume
KOHTPO0 cyb6beKToM obpallueHums
[OHOPCKOW KpoBU U (MnK) ee
KOMMOHEHTOB, OCYLLECTBAAOWMNM
3aroTOBKY, XpaHeHue u
TPaHCNOPTUPOBKY AOHOPCKOM KPOBYU
" (MNn) ee KOMMNOHEHTOB

|. O6bem LOHOPCKOM KPOBU U (MIN) ee KOMMNOHEHTOB

450 1 50 mn
6e3 AHTUKOArynAaHTa

o1 30 go 40 mn
o1 150 ao 250 mn

He meHee 40 mn Ha 60 x 10°
TpombouumToB

BCE eAMHMLbI

BCE egMHMLbI
BCE eAMHMLbI

1 NpOLEHT 3aroTOB/IEHHbIX 3a
KaneHaapHbIN rog eanHNL,
HO He meHee 4 eAnHWULL B
MecsLl, ecaun 3a mecsl,
3aroToB/IEHO MeHee, TO Bce

KK; KR-J1

KPHNO
KPWNO-I

KT-/1M; KT-NNAP;
KT-NM; KT-ANNAP;
KT-NINA; KT-ATT;
KT-ANZP; KT-NIALP;
KT-/IKP; KT-EK; KT-TT;
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eAnHNLbI KT-NA4P; KT-MNM;
KT-NNAP; KT-NA;
KT-AM; KT-ANAP;
KT-AQP; KT-KP;
KT-NNo; KT-NN4pPo;
KT-/1MAO; KT-JIALOPO;
KT-EKO; KT-NO;
KT-NAPO; KT-MAO;
KT-AOPO

meHee Ha 10 npoueHTOB
NCXOAHOro o6bema naasmbl

BCE eANHMLbI KM

Il. FTemonun3 B KOHLE CPOKa rOAHOCTH

meHee 0,8 npoueHTa 1 npoueHT 3arotosneHHbix 32 KK; KK-J1; 9B-Y/IC;

3pUTPOLMTOB KaneHaapHbI rog eauHumL, 9B-/1; 9B-J1A; SM-YJIC;
HO He meHee 4 eaAnHUL, B 3M-/1; 3M-A; 3B-YJ1CO;
Mmecal, ecnn 3a mecsl, 2B-/10; 3B-J/IAO; SM-YJICO;
3aroToBJIEHO MEHee, TO BCE 9M-/10; OM-AQ; 3B-PO;
eaVHULbI 3B-POO
[Il. CTepMNbHOCTb AOHOPCKOMN KPOBU U (M) KOMMNOHEHTOB
CTEPUNbHO 1 npoueHT 3arotoBneHHbIX 38 KK; KK-/1; 9B-Y/IC;
KaseHZapHbIN rog eguHuL, 3B-/1; 9B-N1A; SM-Y/IC;
HO He meHee 4 eanHUL, B 9M-/1; 3M-A; 3B-YJ1CO;
Mmecal, ecnn 3a mecsl, 2B-/10; 3B-J1AQ;
3aroToBJIEHO MEHee, TO BCE 9M-Y/1CO; 3M-N0;
eauHNLbI 9M-AO; 03; 03-0;
3B-PO; 3B-POO;
KT-/11; KT-NNAP;
KT-/1MA; KT-JTIALP;
KT-/1KP; KT-EK; KT-IT;
KT-NAP; KT-MA;
KT-ALP; KT-KP;
KT-1MN0O; KT-NAPO;
KT-1MAO; KT-JTALPO;
KT-EKO; KT-NO;
KT-NAPO; KT-MAO;
KT-AQPO; C31; KMN; KPUO;
KPWNO-N; TKO; NK-NO;
NCN-RhD; UCN-C;
MCN-K3; UCM-SARS-CoV-2;
nCn-Cr, UCN-renB
CTEPUNIBHO 3 eanHMUbI Ha 3Tane po3nmea JIM;
(cepegmHa, Hayano, KoHel, KPNO-N;
npouecca), 10 eamHuy, KPUO-MN

npurogHoro Ans
KMHUYECKOro

MCMNO/1Ib30BaHUA KOMMOHEHTA
[OHOPCKOW KPOBM OT O4HOM
napTum <3>



(8 pea. NoctaHoBneHuMA MpaButenbctea PP ot 09.09.2026 N 1148)

He meHee 45 rpammos B
eguHuLe

He meHee 43 rpammoB B
eguHuLe

He meHee 40 rpammoB B
eanHuLe

meHee 1 x 10° kneTok B
eAnHuLe

meHee 1,2 x 10° KneToK B
eagnHuue <4>

meHee 0,1 x 10° KneToK B
eanHuue <5>

o1 0,65 0o 0,76

IV. Temorno6uH

1 NpouEeHT 3aroToB/IeHHbIX 3a
KaneHaapHbIn rog eanHuL,
HO He MmeHee 4 eanHUL, B
MecsL, ecaun 3a mecal,
3aroToB/IEHO MeHee, TO BCe
eanNHULbI

1 NpoLEeHT 3aroToB/IeHHbIX 3a
KaneHaapHbIn rog eanHnL,
HO He MmeHee 4 eanHUL, B
MecsL, ecau 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eanHULbI

1 NpoueHT 3aroToB/IEHHbIX 33
KaneHAapHbIM rog, eauHuL,
HO He MeHee 4 eanHUL, B
mecsL, ecnm 3a mecau,
3aroToB/IEHO MeHee, To Bce
eANHULbI

KK

KK-N

03; 03-0

V. OcTaTto4yHoe cogeprkaHne NermKoumToB

1 NpoLEHT 3aroToB/IeHHbIX 3a
KaneHaapHbIN rog eanHnL,
HO He meHee 4 eanHUL, B
MecsL, ecaun 3a mecsl,
3aroToB/IEHO MEHee, TO BCe
eanHNLbI

1 NpoLLEHT 3aroToB/IeHHbIX 3a
KaneHaapHbIN rog eanHNUL,
HO He meHee 4 eanHUL, B
MecsLl, ecaun 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eanHNLbI

BCE eAUHMLbI

VI. FTemaTtoKpuT

1 NPOLLEHT 3aroTOB/IEHHbIX 3a
KaneHaapHbIN rog eanHNL,
HO He meHee 4 eAnHWULL B
MecsL, ecaun 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eanHULbI

KK-11; 3B-/1; 3B-N1A; SM-/1;
9M-A; 3B-/10; 3B-J/1A0;
3M-/10; SM-AO; KT-/1;
KT-nngp; KT-1nn;
KT-NNnAap; KT-NMNA;
KT-NAN; KT-NTANAP;
KT-NAAP; KT-IKP; KT-/1MNO;
KT-NNn4pPo; KT-1MNAO;
KT-NAAPO

3B-YJIC; SM-Y/IG;
3B-YJ1CO; 3M-YJICO

3B-PO; 3B-POO

3M-YJIC; SM-/T; SM-A;
3M-YJICO; 3M-/10; OM-AO
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o710,5800,7

ot 0,5 800,75

o10,37 no 0,7

1 NpoLEHT 3aroToB/IeHHbIX 3a
KaneHaapHbIi rog eanHuL,
HO He MmeHee 4 eanHUL, B
MecsL, ecau 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eanHULbI

1 NpouEeHT 3aroToB/IeHHbIX 3a
KaneHaapHbIn rog eanHuL,
HO He MmeHee 4 eanHUL, B
MecsL, ecau 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eanHULbI

1 npoueHT 3aroToB/IEHHbIX 3a
KaneHAapHbIM rog, eauHuL,
HO He meHee 4 eanHUL, B
mecsL, ecnum 3a mecau,
3aroToB/IEHO MeHee, To Bce
eANHULbI

3B-YNC; 3B-/1; 3B-/1A;
3B-Y/1CO; 3B-N10; 3B-/1AO

03; 03-0

3B-PO; 3B-POO

VIIl. Konnyectso TpomboUMTOB B e4MHNLE KOHLEHTpaTa TPOMBOLNMTOB

He meHee 200 x 10° B
eaAnHuLe <6>

He meHee 40 NpoueHTOB
coaepKaHua TpomboLMTOB
[0 3aMOpaXKMBaHUA

He J0/1KHO bbITb
aHOMaNbHOrO LBeTa UAn
BUAMMbIX CTYCTKOB

He meHee 70 ME Ha 100 mn

He meHee 50 ME Ha 100 mn

1 NpoLEHT 3aroToB/IeHHbIX 3a
KaneHaapHbIN rog eanHnL,
HO He meHee 4 eanHUL, B
MecsL, ecaun 3a mecsl,
3aroToB/IEHO MeHee, TO Bce
eauHULbI

BCE eAMHMLbI

KT-NM; KT-NNAP;
KT-NNN; KT-NNNAp;
KT-NNA; KT-NAI;
KT-NANAP; KT-NAOP; KT-M;
KT-NAP; KT-NM; KT-NNAP;
KT-MA; KT-AN; KT-ANAP;
KT-ALP; KT-1MO;
KT-NNAPO; KT-/IMAO;
KT-NAZPO; KT-NO;
KT-NAPO; KT-NMAO; KT-AZPO

KT-JIKP; KT-KP

VIIl. BusyanbHble nsameHeHuA

BCE eAMHMLbI

IX. ®akTop VIII

1 pa3 B 3 mecAua,

5 egunuy,

€C/IM 3aroTOBNEHO MeHee, TO
BCE eAMHULLbI

1 pa3 B 3 mecAua,

5 eanHunu,

€C/11 3aroTOBJ/IEHO MEHEE, TO
BCE eAMHMLbI

c3n; nn; nnn

c3n

nn; nnn



He meHee 0,5 ME/mn

He meHee 70 ME Ha 40 mn

2 eanHuubl npurogHoro ana  JM
KNMHUYECKOTO

NCNO/Ib30BaHMA KOMIMOHEHTA
[OHOPCKOW KPOBM OT O4HOM
napTum <2>

1 npoueHT 3arotosneHHbIx 3@ KPUO;
KaneHaapHbI rog eauHuL, KPUO-,
HO He meHee 4 eauHUL, B KPUO-;
nepBbIi MecsL, XpaHeHus, KPUO-NnN
€C/IM 33 MecAL, 3aroToB/IEHO

MeHee, TO BCE eAMHULLbI

(B pea. MocTtaHoBneHusa Mpasutenbctea PO o1 09.09.2026 N 1148)

He meHee 60 npoueHToB
3Ha4yeHUA B N1asme 40
natoreHpeayKkuum

He meHee 140 mr Ha 40 mn

X. ®nbpurHoreH

1 pas B 3 mecsaua, C301; nr; nnn
5 eanHnu,

€C/11 3aroTOB/IEHO MEHEE, TO

BCE eAMHULbI

1 npoueHT 3arotosneHHbIXx 3@ KPUO;
KaneH4apHbIM rog egumHuL, KPNO-M;
HO He meHee 4 eaAnHUL, B KPUNO-N;
nepBbIi MecsL, XpaHeHus, KPNO-MnN
€C/11 32 MecAL, 3aroToB/IEHO

MeHee, TO BCe eANHULbI

(8 pea. NocTtaHoBNeHMA MpaButenbcTea PO ot 09.09.2026 N 1148)

He meHee 50 r/n

Xl. O6bwmit 6enok

2 eanHuubl npurogHoro ana  JMN
K/IMHWUYECKOro

NCNO/Ib30BaHMA KOMMOHEHTA
[OHOPCKOW KPOBM OT OL4HOWM
napTuu

Xll. BhaxKHOCTb

(8 peq. MoctaHoBneHuA Mpasutensctea PP o1 09.09.2026 N 1148)

meHee 2 npoueHTOB

2 e ANHNLbI KOMNOHEHTOB nn;
[OHOPCKOM KPOBMY, KPNO-N;
pa3smelleHHbIe Ha OgHOM KPHNO-NnN

nosnkKe CYUJMﬂbHOﬁ Kamepbl

Xlll. Konnyectso nenkoumtos

(8 peq. MocTtaHoBneHMA Mpasutensctea PP o1 09.09.2026 N 1148)

He meHee 0,3 x 10° Ha 1 Kr
Maccbl TeNa peunnmeHTa

BCE eANHULbI KO;
rK-no
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XIV. Cneunduyeckme aHTUTENA

(8 peq. MoctaHoBneHuA Mpasutensctea PP o1 09.09.2026 N 1148)
He meHee 1:64 BCE eANHMLbI NCN-RhD

AKTUBHOCTb BCe eANHULbI nCn-c
aHTManbpacTadmMNOTOKCHHA

He meHee 3ME B 1 mn

nnasmbl

He meHee 1:400 (npwu BCe eANHULbI UCN-K3
nccnefoBaHUM METOL0M

UMMYHObEPMEHTHOTO

aHanusa)/He meHee 1:20

(npu nccneposaHmm

METOLOM peaKLunn

TOPMOKEeHUA
remarritoTMHaumm)
He meHee 1:20 npun BCE eANHULbI MCIM-SARS-CoV-2
nccnenoBaHUM B peakuum
BUPYCHENTPaNM3aumm
aKTUBHOCTb aHTUTEN He BCE eANHULbI nCn-Cr,
meHee 7 ME/mn NCMN-renB
XV. benoK B Ha0CaA0YHOM KUAKOCTU
(8 pea. MoctaHoBneHun Mpasutensctea PP ot 09.09.2026 N 1148)
meHee 0,5 rpamma B 2 eANHULbI 33 KaneHZapHbin  O3;
eanHuue rof, €Cnu 3a KaneHaapHbIn 03-0
rog, 3arotos/seHO MeHee, TO
BCE egMHMLbI
XVI. TemornobuH B Hag0Cag04HOM }KUAKOCTU
(sBepeH MNocraHoBneHnem MpaButenbcrTea PO
071 09.09.2026 N 1148)
meHee 0,2 rpamma B 2 eAMHULbI 33 KaneHgapHoln  IB-PO;
eagnHuue rog, ec/v 3a KaneH4apHbIM 9B-POO

rof, 3arotoB/sieHO MeHee, TO
BCE eAMHMLbI

<1> [na npoBeAeHUA KOHTPO/A 3HAYeHWi MoKasaTteneit 6e30MacHOCTM AOHOPCKOW KpoBU U ee
KOMMNOHEHTOB eAMHMLEN KOHTPOA ABAAIOTCA KOHTEMHEPbI C AOHOPCKOMN KPOBbIO MM €€ KOMMNOHEHTaMU
WU CTEPUAbHbIN KOHTelHep ana oTbopa o6pasuos, B3ATbIM 6e3 HapyleHWa repmMeTUYHOCTM U3
KOHTeliHepa C JOHOPCKOM KPOBbLIO MM €8 KOMMNOHEHTaMM.
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<2> B COOTBETCTBMM C HOMEHKNATYPOW AOHOPCKOM KPOBW, KOMMOHEHTOB [AOHOPCKOM KPOBW,
npeaycmoTpeHHon npunoxkeHmem N 1 K [MpaBuMnam 3aroTOBKW, XPaHEHWUA, TPAHCMOPTUPOBKU U
K/IMHNUYECKOTO MCMO/Ib30BaHMA AOHOPCKOM KPOBU M €€ KOMMOHEHTOB, YTBEPKAEHHbIM NOCTAHOB/IEHNEM
MpasuTenbctea Poccuiickoin Pepepaumm ot 14 maa 2025 r. N 641 "O6 yTBepxaeHUM [paBma 3aroToBKY,
XPaHEHUS, TPAHCMOPTUPOBKM U KAMHUYECKOTO MCMO/Ib30BAHNA SOHOPCKOM KPOBM U €€ KOMMNOHEHTOB" .

<3> KonnyecTBo KOMMNOHEHTOB, NOABEPraBLINXCA MOPUIbHOMY BbICYLUMBAHMIO MPU OANHAKOBbIX
ycnoBuaXx (B 04HOM 3arpysKe B CyLUM/IbHYIO Kamepy).

<4> 3Ha4yeHuo NokasaTens A0/XHbl COOTBETCTBOBaTb He MeHee 90 npoueHToB o6cneoBaHHbIX
eauHuL,.

<5> 3HauyeHUto NoKasaTena AOJ/IKHbl COOTBETCTBOBATbL He meHee 90 npoueHToB ob6c/iefoBaHHbIX
eaunHUL,.

<6> 3Ha4yeHMI0 NoKasaTens AOJIKHbl COOTBETCTBOBATb HE meHee 75 npoueHToB o06cnenoBaHHbIX
eanHnLL,.

MpunorkeHune N 3

K MNpaBunnam 3aroToBKW, XpaHeHwUs,
TPAHCMOPTMUPOBKM U KAMHUYECKOTO
NCNo/1b30BaHMA AOHOPCKOM

KPOBW 1 ee KOMMOHEHTOB

ycnosusa
XPAHEHWA N TPAHCNOPTUPOBKU JOHOPCKOW KPOBW U EE KOMIMOHEHTOB

CnUCOK U3MEHSAIOLWMX OKYMEHTOB
(8 pea. NoctaHoBneHuA Mpasutenbctea PO ot 09.09.2026 N 1148)

HanmeHoBaHue Temnepatypa Temnepatypa CpoOK rogHocTH
XpaHeHua TPAHCMOPTMPOBKMU

JoHOpCKasA KpoBb, oT+2°Cpo+6 HeBblwe +10 °CHa onpeaenseTca TeXHNYecKo

aputpoumtcogepKaw, °C NPOTAXKEHUU OOKYMeHTaumMel nponssoauTens

ne KOMMOHEHTbI MaKCMMabHOTo 060pya0BaHUA U (MK) PacXoaHbIX

[OOHOPCKOM KPOBM U nepuoaa MaTepuanos (B TOM uncne

06pa3Lbl 4OHOPCKOW TPaHCNOPTMPOBKMY, WCMOJIb3yeMOro aHTUKOAryasaHTa u

KpoBMU paBHOro 24 yacam, B3BELLMBAlOLLLEro pacTBopa).
gbiwe +10 °C npwm He 6onee 28 cyToK co AHs
TPAHCNOPTMPOBKE 3aroToBKM - A1a 06/1y4YeHHbIX
BHYTpU 3PUTPOLUTCOAEPHKALLMX
MeONLMHCKOMN KOMMNOHEHTOB AOHOPCKOM KPOBMU.
OpraHusaLunmn He He 6onee 24 yacos co AHA
6onee 30 MUHYT 3arotoBku - ansa 03, 03-0, 3B-PO,

3B-POO
KoHueHTpaT o1 +20 °C go HeobxoaMmo 5 cyTok npu ycnosum

TpomboUMTOB +24°C noafep»KmeaTtb HenpepbIBHOTO NOMELINBAHUSA
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Mnasma

He Bbiwe -25 °C

NnodmnmsmposaHHasa ot +5 °C go +20

naasma

KpnonpeuunuraT

Kpvonpeuunutat
IMOGUNIN3NPOBAHHDI
1, Kpnonpeunnurar
NyNPOBaHHbIN
IMOGUIN3NPOBAHHDI

°C

He Bbiwe -25 °C

ot +5°C go +20
°C

TemnepaTtypy Ha
ypoBHe,
NPUBANKEHHOM K
TemnepaTtype
XpaHeHus

HeobxoamMmo
noagep*KmMBaTb
Temnepartypy Ha
YPOBHE,
NPUBANKEHHOM K
Temnepartype
XPaHEHMUSA, HO He
Bbiwe -18 °C

Heobxoanmo
noaneprKMBaTb
TemnepaTypy Ha
YPOBHE,
NPUBANKEHHOM K
Temnepartype
XpaHeHus

HeobxoanMmo
noaneprKMBaTb
TemnepaTypy Ha
YPOBHE,
NPUBANKEHHOM K
Temneparype
XPaHEeHUs, HO He
Bbiwe -18 °C

Heobxoaumo
noafep»KmeaTtb
TemnepaTtypy Ha
ypoBHe,
NPUBANKEHHOM K

(npu TpaHcnopTUpoBKe
JonycKaeTca xpaHeHue bes
nomelumnBaHma 4o 24 yacos),
onpeaenseTcs TEXHUYECKOM
OOKYMeHTaLmMen nponssoanTens
060pyA0BaHUA U (MK) PACXOAHbIX
MaTepuanos (B TOmM yncne
NCNONIb3YeMOTO aHTUKOAryAAHTa U
n006aBOYHOro pacTeopa) npu
YCNIOBUM NaTOreHpeayKLMn U
MCMo/1b30BaHMUA 4006aBOYHbIX
pacTBOPOB A/1A XpPaHEeHMUA
TpombouunTos,

7 CYTOK Npu ycnosum
naToreHpeayKumm n
NCNo/1b30BaHUA J06aBOYHbIX
pPacTBOPOB A/1A XPaHEHUS
TPOMOOLMTOB, KOrAa TEXHUYECKOM
OOKYMeHTaumMen nponssoamTtens
obopyaoBaHuA U (MAKN) pacxoaHbIX
MaTepuanoB CPOK rOAHOCTU He
ycTaHoBNEH

36 mecAaues

5 net

36 mecAaues

(BKNtOYAA CPOK roAHOCTH
KapaHTMHM3NPOBAHHOW N1a3Mbl,
13 KOTOPOW 3aroToB/IEH
KpuonpeumnuTar)

onpeaensaeTca TeXHNYECKon
[OKYMeHTauuel nponssoanTens
060pyaoBaHUA U (MK) pacXoaHbIX
maTtepuanos, Ho He 6onee 5 net



TemnepaType
XpaHeHus

¢

(sBegeHo MNoctaHoBNeHUem MpasuTtensbcTea PO ot 09.09.2026 N 1148)

KoHueHTpaT ot +20°C go o1 +20 °C go +24 °C 24 vaca
rpaHynoUNTOB +24 °C 6e3 BCTpAXMBaAHUSA
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