06 yTBep>xaeHuu MpaBun 3aroToBKu, XpaHeHuUs,
TPAHCNOPTUPOBKU M KJIMHNYECKOro MCNOJIb30BaHUA AOHOPCKOM
KPOBU U ee KOMNOHEHTOB

MocTtaHoBneHue - Ne 641 - o1 14.05.2025 - NMpaBuTenbcTBo Poccuiickon Genepauun - dencTeyeT 63 nameHeHuUn

NMPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 14 MAA 2025 T. Ne 641
MOCKBA

06 yTBepxxaeHuM MNpaBun 3aroToBKN, XPaHEHUSs, TPaHCMOPTUPOBKM 1N KJIMHNYECKOT0 NCMOJIb30BaHNA
LOHOPCKOW KPOBU 1 €€ KOMMNOHEHTOB

B cooTBeTCTBUM CO CTaTben 8 PefepasibHOro 3akoHa "O LOHOPCTBE KPOBMW M €€ KOMMOHEHTOB"
MpaBuTenbCTBO Poccninckon Pegepaumn NOCTaHOBASAET:

1. YTBepanTb Npunaraemble MNpaBuna 3aroTOBKKW, XpaHEHUS, TPAHCMOPTUPOBKN Y KIIUHUYECKOI O
MCMNOMb30BaHNSA LOHOPCKOWN KPOBW U €€ KOMMOHEHTOB.

2. YCTaHOBUTb, 4TO [JOHOPCKAs KPOBb U €€ KOMMOHEHTHI, 3aroTOBJEHHbIE A0 1 ceHTAbpsa 2025 r. B nopsaake,
YyCTaHOBJIEHHOM [1paBuiaMun 3aroTOBKW, XPaHEHUS, TPAHCMOPTUPOBKM U KJIMHUYECKOr0 UCMNOJIb30BaHWA
LOHOPCKOW KPOBU N €€ KOMMOHEHTOB, YTBEPXXAEHHbIMY NOCTaHoBAeHeM lNpaBuTensCcTBa Poccuinckonm
®epepaumm ot 22 ntoHa 2019 r. Ne 797 "06 yTBepxaeHnmn MNpaBun 3aroToBKW, XpaHEHUS, TPAHCMOPTUPOBKK
N KJIMHNYECKOro NCM0JIb30BaHNA JOHOPCKON KPOBM W €8 KOMMOHEHTOB U O MPU3HAHUN YyTPATUBLUUMN CUITY
HeKoTOopbIX aKToB MpaBuTenbcTBa Poccunckon ®epepaumm”, NCNONb3YIOTCSA L0 UCTEYEHUS CPOKa UX
rOAHOCTY B COOTBETCTBUY C [TpaBunamu, yTBepXAEHHbIMY HaCTOALW MM NOCTAHOBJIEHNEM.

3. MMHKCTEepPCTBO 34paBooxpaHeHuns Poccuiickon degepaumm Bnpase yTBEPAUTb METOANYECKNE
pekoMeHauumn No BONPOCcaM KANHUYECKOro NCNOb30BaHNA JOHOPCKOM KPOBU 1 €e KOMMOHEHTOB.

4. Mpun3HaTb YyTPaTMBLLUMM CUAY NOCTaHoBNeHUe lNpaBuTenbcTBa Poccniickon ®degepaumm ot 22 noHsa 2019
r. Ne 797 "O6 yTBep>xaeHun MpaBun 3aroTOBKW, XpaHEHNS, TPAHCMOPTUPOBKMN 1 KIMHUYECKOr O
MNCMNO/b30BaHNSA LLOHOPCKOW KPOBY U €€ KOMMOHEHTOB 1 O NPU3HaHWW YTPAaTUBLUMMUK CUJTY HEKOTOPbIX aKTOB
MpaBuTenscTBa Poccuiickon Penepaunn” (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2019, Ne
27, cT. 3574).

5. HacTosliee nocTaHOB/IEHNE BCTYNaeT B cuny ¢ 1 ceHTabps 2025 .

MyHKT 1 HacToALLEro NOCTaHOBNEHNS AeNCcTBYEeT A0 1 ceHTAbps 2031 r.

Mpencenartens MpaBuTesbCTBA
Poccuinckon ®epepaummn M.MuwycTnH

YTBEP)XZEHbI

nocTaHoBeHVeM lNpaBUTeNLCTBa
Poccuinckon ®epepauun

oT 14 mas 2025 r. Ne 641

MPABWJ1A
3aroTOBKM, XpPaHEHUS, TPAHCMOPTUPOBKYM U KJIMHNYECKOr0 NCMO0JIb30BaHMS LOHOPCKOW KPOBM 1 ee
KOMMOHEHTOB

|. ObLime NnonoXeHns

1. HacTosiwue MpaBuna ycTaHaBnuBatoT obs3aTesibHble TPebOBaHNS K 3aroTOBKE, XpaHeHNIo,
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TPaHCMOPTUPOBKE N KJIMHNYECKOMY NCM0J/1b30BaHNIO JOHOPCKON KPOBY M €e KOMMOHEHTOB, BK/0Yas
obs3aTenbHble TpeboBaHNs 6e30MacHOCTY LOHOPCKON KPOBMW U ee KOMMOHEHTOB NPU NX 3ar0TOBKE,
XPaHeHUN, TPAHCMOPTMPOBKE N KINHNYECKOM NCMOb30BaHUK (panee - TpeboBaHus 6esonacHocTH).

2. MNoHATUA, Ncnosib3yemble B HaCcToALWMX MpaBunax, 03Ha4aloT cleayloLlee:

"aNNoOUMMYHHbIE aHTUTeNa" - aHTUTENa, KOTopble DOPMUPYIOTCA B pe3ysibTaTe HECOBMECTUMOM
TpaHCy3nn, TPaHCNIAHTaLKUW aJlJIOreHHOr0 KOCTHOr0 MO3ra M asiyloreHHbIX FeMOMo3TUYECKUX CTBOJIOBbIX
KJIeTOK, 6EPEMEHHOCTM NN KOHTaKTa C FPYMNMnoBbIMA aHTUMeHAaMW 3PUTPOLINTOB;

"ayTOMMMYHHblE aHTUTEeNA" - aHTUTeNa, HanpaBleHHbIE MPOTUB OAHOI0 MM HECKOJIbKMX COBCTBEHHbIX
aHTUTeHOB KNETOK KPOBM (3pUTPOLINTOB, TPOMOOLMTOB, TIENKOLMTOB);

"ayTonornyHaa TpaHchysnsa" - npouenypa nepesmBaHna KPOBU 1 (1K) ee KOMMNOHEHTOB, MPX KOTOPOW
LOHOP 1 peuunnueHT O4HO U TO Xe JIMLO;

"GakTepuasibHasa KOHTaMUHaUMa" - nonagaHne B KOHTENHep C AOHOPCKOW KPOBbIO 1 (1K) ee
KOMMOHEHTaMM MOTEHLMANbHO ONaCHbIX 419 340P0BbS peunnmeHTa 6akTepuii, KOTopble MOryT CTaTb
NPUYNHOW peakum Nan 0CI0OXKHEHNS B CBA3U C TpaHChy3mnen;

"Bronornyeckas npoba" - npeaBapuTenbHasa OLEHKa COCTOSHMSA PeumnmeHTa Npyu BHYyTPMBEHHOM BBEAEHWM
LOHOPCKOW KPOBW 1 (MNIN) ee KOMMOHEHTOB;

"GpakoBKa" - 13MeHeHWe CTaTyca LOHOPCKOWN KPOBM U (1SIM) ee KOMMOHEHTOB, PAacX0A4HbIX MaTepPManoB u
peareHTOB MpW BbIBAEHWUMN UX HECOOTBETCTBUS TpeboBaHMAM He3onacHOCTY;

"BapUaHTHblE @aHTUIEHbI" - aHTUIEHbI, MPU HAIMYUN KOTOPLIX onpenenseTcs cnabas arrnoTnHaLMA CO
CTaHOAPTHBLIMU peareHTaMu K aHTUreHam rpynn Kposu;

"reMoTPaHCMUNCCUBHbBIE NH(EKLMN" - MH(eKUMK, Nepefalolinecs B TOM Y1ucie Yepes JOHOPCKYIO KPOBb U ee
KOMIMOHEHTHI;

"rpynnbl KpoBK Mo cucteme ABO" - aHTUIeHHbIN COCTaB KPOBW, ONpPeaensieMblin Mo HaNYnK0 UIn
OTCYTCTBUIO @aHTUreHOB A 1 B Ha s3puTpouMTax U aHTUTEN aHTK-A N aHTU-B B CbIBOPOTKE KPOBU YeJIOBEKA;
"eanHNLA 4OHOPCKOM KPOBK" - COAEP KaLLasiCs B 0QHOM KOHTENHepe OOHOPCKas KPOBb;

"eMHNLA KOMMOHEHTa AOHOPCKON KPOBKU" - COAEPXKALLNNCA B OLHOM KOHTENHEPE KOMMOHEHT LOHOPCKON
KpoBu;

"MAEHTU(MKALNOHHBIA HOMEpP [OHOPa" - HOMEpP, NPUCBaNBaEMbIN AOHOPY CybbekToM obpalleHuns
LOHOPCKOW KPOBU 1 (MN) ee KOMMOHEHTOB, OCYLLECTBAAIOWMM X 3ar0TOBKY, XpaHeHUe,
TPaHCMNOPTUPOBKY, NpY NEPBOM A0MYyCKe LOHOPa K AOHALMMW, KOTOPbIA COXPAHAETCA Ha MNPOTAXXEHUN BCel
ncTopun AoHaUMNI;

"MAEHTUPNKALNOHHBIA HOMEpP AoHAUMUK" - HOMep, NPUCBaNUBaEMbI AoHaLWK cybbekToM obpalleHus
LOHOPCKOW KPOBW 1 (MSIN) ee KOMMOHEHTOB, OCYLLECTBASALWMM UX 3ar0TOBKY, XpaHeHMe,
TPaHCMOPTUPOBKY, A5 MapKMPOBKK 3TUM HOMEPOM BCEX e4UNHNL, LOHOPCKON KPoBY 1 (nan) ee
KOMMOHEHTOB, MOJTyYEHHbIX Ha BCeX 3Tanax 06paboTKn KOMMNOHEHTOB 3TOM AOHALMM, @ TakKe 06pa3uoB
KPOBM COOTBETCTBYIOLLEro JOHOPA;

"MMMyHoOCneundunyeckas nnasma" - nnasma, cogepxxalian cneunduyeckme aHTMTeNa 1 3aroToBaeHHas ¢
Lefbio MPOM3BOACTBA CNeUntnYecKux MMMYHOrnobynnHoB, NpeaHasHa4YeHHbIX 415 CoO34aHns
HEBOCMPUMMYNBOCTUN K MHPEKLMOHHBIM 60Ne3HAM, Ie4eHUs MHPEKLMOHHbIX 3abonesaHuni,
npegoTBpaLLEHNS a/IOUMMYHU3aLUNN Pe3yC-NoIOKNTENbHBIMU 3PUTPOLINTaMMK;

"MHAMBMAYaNbHbIA N0460P KOMAIOHEHTOB LOHOPCKOW KPOBU" - COBOKYMHOCTb UCC/IEA0BAHNNA,
HanpaBJIeHHbIX HA BbISIBIEHWE Y PeunnneHTa aHTUTEN K aHTUreHaM KOMMOHEHTOB OHOPCKON KPOBY B
Lensx onpegeneHns COBMeCTUMOCTN LOHOPA U PeLUnmeHTa;

"KapaHTUHM3aLUKNA nNna3Mbl" - XpaHeHUe nsasMbl C 3aNpeToM ee UCNOoNb30BaHNSA 40 NOBTOPHOIo
nccnenoBaHua obpasua KpoBK AOHOPaA Ha FEMOTPAHCMUCCUBHBIE MHDEKLN;

"KOHLEHTpaT rpaHy oUNTOB" - NTENKOLMTBI, B3BELLUEHHbIE B NMa3Me, NoJIy4EHHbIE B KOIMYECTBE HE MeHee
0,3 x 10 9 Ha 1 KmnorpamMmm MaccChl Tefla peunnmneHTa, NoaBeprHyThie 0653aTeNbHOMY 061yYeHNIo;
"KoHLeHTpaT TpoMboLMTOB" - KOMMOHEHT AOHOPCKOM KPOBW, COAEPXKaLLMin TpoMboLnThl B Naa3Me uan B
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nna3me ¢ 4ob6aBoOYHbLIM PaCTBOPOM, MONYYEHHbI METOLOM adepesa Un U3 KPOBM KOHCEPBNPOBAHHOW;
"KpuonpeunnmuTaT" - KOMNOHEHT JOHOPCKOW KPOBM, COAEPXKALLUIA KPUOr 0By IMHOBYIO (hpaKLMio NaasMsl,
noJiy4aeMbli NoCpeacTBoM nepepaboTku nnasmbl;

"NenKoTPOMOOLINTHBIN CNON" - YaCTb e ANHULbI [OHOPCKOW KPOBM, COAEPXaLlas KOHLLEHTpaT NeNKoLUTOoB 1
TpoMboLMTOB, NOJly4EHHAs METOAOM LIeHTpUdYrmpoBaHuns;

"nenkopeayunpoBaHHbIA KOMMOHEHT AOHOPCKOW KPOBU" - KOMMOHEHT AOHOPCKOW KPOBW, MOABEPIrHYThIN
LOMNONHUTENLHON 06paboTKe B LLeNsaX CHUXEHMSA OCTAaTOYHOIr0 KONNYECTBa NIenKounToB MeHee 1 x 10 6 B
e4MHNLE KOMMNOHEHTa LOHOPCKOWN KPOBU;

"nuocdmnmlaums nnasmel" - metod 06paboTKM Naa3Mbl MOCPEACTBOM €€ BbICYLUMBAHUS U3 3aMOPOXXEHHOI 0
COCTOSIHUSA;

"MaccuBHas TpaHcdy3ma" - TpaHchy3um 5 n bonee equHUL, 3pUTPOLIMTCOAEPKALLMX KOMMOHEHTOB
LOHOPCKOW KPOBU, MPUMEHSAEMbIE AJ19 KOPPEKLUN MaCCMBHON KPOBOMOTEPW;

"meTon aepesa” - 3aroToBKa KOMMOHEHTOB AOHOPCKOM KPOBM C LieIeBbIM BblAeNIeHNEM MJ1a3Mbl N
KJIETOK M3 LLOHOPCKOW KPOBU 1 BO3BPATOM JOHOPY OCTATO4YHbIX KOMMOHEHTOB JOHOPCKOW KPOBU;
"MHOXXeCTBEHHbIe TpaHchy3un" - 5 n bonee TpaHCy3min LOHOPCKOWN KPOBU U (MN) €e KOMMOHEHTOB
peunnueHTy Npu 04HON rocnuTaan3auunng;

"06/1ly4eHHbIN KOMMOHEHT OOHOPCKOMN KPOBMW" - KOMMOHEHT LOHOPCKOW KPOBM, NOABEPIHYThI
AonoNHNTeNbHON 06paboTKe peHTreHoBCKNM 061y4eHnem nnm ramma-obnyveHmem B gose 25 - 50 Mpen,
HanpaBJIEHHOM Ha UHAKTMBALIMIO LOHOPCKMX JIENKOLMTOB B LeNsSX NPOPUIAKTMKN PeakLnii U 0CJI0XKHEHWI
B CBSA3U C TpaHCcdy3uen;

"obpaseL KpoBU AOHOpPa" - KPOBb, B3ATas y AOHOPA, NpeAHa3HayYeHHas ans UCCNenoBaHus;

"obpa3eL, KpoBY peLnnmeHTa" - KpoBb, B3ATan y peumnueHTa, npefHasHavyeHHas A5 UCcCcneoBaHus;
"OTMbITblE 3pUTPOLMTHI" - KOMMOHEHT AOHOPCKOW KPOBW, MOABEPTrHYTHIN A0NONHUTENbHON 06paboTke,
HanpaBfeHHON Ha yaaneHne 6enKOoB Ma3Mbl KPOBM AOHOPA AN CHUXKEHUS pUCKa pa3BUTUS
anneprnyecknx peakuun,

"natoreHHble BMonornyeckne areHThl" - MMKPOOPraHu3Mel, CNOCObHbIE MPU NONafaHUU B OpraHu3m
4esl0BEKa BbI3BaTb MHMEKLMOHHbIN NPOLLECC;

"MmaToreHpeayumMpoBaHHbIN KOMMOHEHT JOHOPCKON KPOBMK" - KOMMOHEHT JOHOPCKON KPOBK, NOABEPIHYTHIN
LoMNoNHUTEeNbHON 06paboTke, HaNpaBNEHHON Ha NPeKpaLleHne penpoiyKLMM NaToreHHbIX B1Uonornyeckmx
areHToB;

"npurogHele gaa KINHUYECKOr0 NCMOJIb30BaHUA JOHOPCKas KPOBb M (MK) ee KOMMOHEHTHI" - OHOpCKas
KPOBb 1 (UNK) ee KOMMOHEHThI, COOTBETCTBYOLWMNE TpeboBaHnsaM Be3onacHOCTY;

"nynupoBaHune" - obbeanHeHNe NPOAYKTOB NHANBMAYaAbHbIX OOHALWN,

"pe3yc-npuHagnNeXxHoCcTb" - HaM4ye UM OTCYTCTBUE Ha SPUTPOLMTaxX aHTUreHa D;
'CcBEXXE3aMOpOXXeHHas naasma" - nnasma, rnosiy4yeHHas MeTooM adepesa, XpaHUBLLAACA 40
3aMOpaXKMBaHUA Npu TemnepaType oT +2 A0 +6 rpagycos Lenbcus He 6onee 6 4acoB C MOMEHTa
3aroTOBKW, AW MONYyYeHHas N3 LOHOPCKON KPOBM, XPaHMBLLENCA A0 LLEHTPUGYrnpoBaHUS npu
TemnepaType He Boiwe +10 rpasycos Llenscus He 6onee 24 4acos, 1 XpaHMBLLAACS Nocne
LeHTpudyrmposaHma 4o 3aMmopakmaHma He 6onee 1 4aca npu TemnepaType oT + 2 80 + 6 rpagycos
Lenbcus;

"cuctema 6e30nNacHOCTU" - KOMMJIEKC MEPONPUSATUIA, OXBaTbIBAIOLLUNIA BCe BUAbI AeATEIbHOCTYU NpK
BbINOJIHEHMM PabOT MO 3aroTOBKE, XPaHEHNIO, TPAHCMOPTUPOBKE U KINMHWYECKOMY UCMO0/b30BaHUI0
LLOHOPCKOW KPOBW 1 (MNK1) ee KOMMOHEHTOB, HanpaB/eHHbIN Ha obecnevyeHne 6esonacHOCTW Npu
OCYLLLeCTBJIEHNN 3ar0TOBKW, XPaHEHNS, TPAHCNOPTUPOBKMN U KJIMHNYECKOr0 NCMOJIb30BaHMA OHOPCKON
KPOBW 1 (M) €e KOMIMOHEHTOB;

"CPOK rOAHOCTW LOHOPCKOW KPOBU U (MNKN) ee KOMMOHEHTOB" - Mepuof, B Te4YeHne KOTOPOro OHOPCKas
KPOBb U (UKN) ee KOMMOHEHTbI MPUIroAHbl A1 KJIMHUYECKOro UCMOJIb30BaHuUs;

"CTaTyC LOHOPCKOW KPOBM U (MAN) ee KOMMOHEHTOB" - COCTOSHUE LOHOPCKOW KPOBY U €8 KOMMNOHEHTOB,
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N3MeHsIoLLeecs B 3aBUCUMOCTM OT pe3y/ibTaTOB KOHTPOJIA U LieSIn UX UCMOJIb30BaHUS, - "Ha KapaHTUHe",
"HenccnenoBaHHble", "6pakoBaHHbIe", "NPUro4HbIE NS UCNOMb30BaHMA", "NPUroaHble O NPOM3BOACTBA
JIeKapCTBEHHbIX NPenapaToB KpoBK", "MpurogHbie Aad Npon3BoACTBa MEAULNHCKMX n3genmn',
"NpurofiHble OAs Hay4YHO-NCCNen0BaTEeNbCKUX N 0B6pa3oBaTesNbHbIX Lienen"
TpaHchy3un";

"TpaHChy3ma" - COBOKYNHOCTb MEANLMHCKUX MaHUNYN[UMIA MO BBEAEHMIO B TEPANEBTUYECKUX LIENSX
PeUnnMeHTY B KPOBEHOCHOE PYCJI0 OT OAHON 40 HECKOAbKNX eQUHUL, JOHOPCKOW KPOBU 1 (1K) ee
KOMIMOHEHTOB 0HOIr0 HaMeHOBaHNS B COOTBETCTBUMN C HOMEHKIATYPON JIOHOPCKOW KPOBW, KOMMOHEHTOB
LOHOPCKOW KPOBW COrIaCHO NMpuioXKeHunto Ne 1, 3aroToB/IEHHbIX OT AOHOPA UK CaMOro peunnmneHTa
(ayTonornyHas TpaHcdy3mns), KpoBY, M3NUBLUENCA B MOJOCTW TeSla U B paHy Npu TpaBme 1 onepauunsx, a
TakK)Xe OPeHa)HOWN KpoBu (penHgy3uns);

"3KCTpaarrMlOTUHNHLI @aHTU-AL" - eCTeCTBEHHbIE aHTUTENa, ONpeaensiemMble B NaasMe (CbIBOPOTKE) KPOBU y
S, ¢ rpynnon kposu A2 nnn A2B;

"IpuTpOLUTCOAEPKALLME KOMMOHEHTbI JOHOPCKOW KPOBU" - KOMMOHEHThLI OHOPCKOW KPOBUY, CoaepXallune
3pMTPOLUTLI B NJia3Me Uan BO B3BeLUMBAlOLLEM pacTBOpe, NoJlyYyeHHble MeTOA0M adyepesa Uan 13 Kposu
KOHCepBUPOBaHHON.

n"ons ayTonornyHomn

Il. ToeboBaHMs1 6€30MaCcHOCTM NPU 3ar0TOBKE, XPaHEHUN, TPAHCMOPTUPOBKE U KINHNYECKOM
CMO/Ib30BAHNMN [OHOPCKOW KPOBU 1 €€ KOMMOHEHTOB

3. CybbekTbl 0bpalleHns 4OHOPCKOW KPOBU 1 (M) ee KOMNOHEHTOB obecneymBaloT COOTBETCTBME paboT
Mo 3aroTOBKE, XpaHEHMIO, TPAHCMOPTUPOBKE W KIMHUYECKOMY UCMOJSIb30BaHNIO 4OHOPCKOW KPOBU 1 (1K) ee
KOMMOHEHTOB TpeboBaHMAM HacToALmMX MpaBu.

C 3Tol uenbto B cybbekTax obpalleHns LOHOPCKOW KPOBU 1 (M) ee KOMMNOHEHTOB pa3pabaThiBaeTcs,
BHEAPSAETCS M HEMPEPLIBHO COBEPLUEHCTBYETCSA cucTeMa besonacHocTw.

4. Cnctema 6e3onacHocTn obecneymBaeT CTabUNbHOCTL NPOLECCOB MO 3aroTOBKE, XPaHEHMIO,
TPaHCMOPTUPOBKE N KJIMHNYECKOMY NCMO/1b30BaHUI0 JOHOPCKON KPOBU U (1UK) ee KOMMOHEHTOB U
BKJIlOYaeT B cebs:

a) ynpasJieHne nepcoHasiom;

6) BegeHme MeanNLNHCKON JOKYMEHTaLNN, CBA3aHHON C JOHOPCTBOM KPOBU U (1) €e KOMMOHEHTOB U
KJVMHUYECKUM NCMOb30BaHNEM SOHOPCKON KPOBM 1 (MKN) ee KOMMOHEHTOB (fanee - MeguuUnHCKas
LOKYMEHTaLMSA), CTaTUCTUYECKOr0 y4eTa 1 OTHETHOCTW MO 3ar0TOBKE, XPaHEHMNIO, TPAHCMOPTMPOBKE 1
KJINHNYECKOMY MCMOJIb30BaHNIO JOHOPCKOM KPOBY U (M) ee KOMMOHEHTOB Mo (hopMaM, YyTBEPXKAAaeMbIM
MnHMCTepCcTBOM 3apaBooxpaHeHnsa Poccunckon depepauuu;

B) pa3MeLLeHne HGOPMaLUN B enHOM 6a3e AaHHbIX MO OCYLLECTBEHNIO MEPOMNPUATUIA, CBA3AHHbIX C
obecneyeHnem 6e30NacHOCTN AOHOPCKON KPOBU 1 €e KOMMOHEHTOB, Pa3BUTUEM, OpraHu3aumnen n
nponaraHaon LOHOPCTBA KPOBMW 1 ee KOMMOHEHTOB (Aanee - 6a3a AaHHbIX 4OHOPCTBA KPOBM U ee
KOMIOHEHTOB);

r) MOEHTU(MKALNIO N NPOCAEXMNBAEMOCTb AaHHbIX, YKa3aHHbIX B MyHKTe 17 HacTosAwmx Mpasun;

[1) KOHTPOJIb 3HAYEHNA NoKa3aTenen 6e30NacHOCTN AOHOPCKON KPOBU 1 €6 KOMMOHEHTOB MO NepeyHio
COrnacHo NpunoxxeHuio Ne 2;

€) npoBeAeHNne BHYTPEHHUX MPOBEPOK (ayANTOB) AeATENbHOCTM MO 3aroTOBKE, XPaHEHNIO,
TPaHCNOPTUPOBKE N KIIMHNYECKOMY MCMOJIb30BAHNIO OHOPCKOM KPOBM U (M1M) ee KOMMNOHEHTOB (fasnee -
BHYTPEHHWE NPOBEPKMN);

)K) NPUHATNE Mep, HanpaBJIEHHbIX Ha NPOMUNAKTUKY HapyLleHun TpeboBaHUA 6€30NacHOCTN N YCTPaHeHne
NPWYUH U NOCNEACTBNIA BbISBAEHHbIX HAPYLUEHNI;

3) OCyLLeCTB/IEHNE KOHTPOA U MOHUTOPUHIa YCI0BUA XPaHEHNA 1 TPAHCMOPTUPOBKM LOHOPCKON KPOBU U
€e KOMIMOHEHTOB COrJTAaCHO NpunoXxeHuto Ne 3.

5. PykoBoAacTBO cybbekTa obpalleHns JOHOPCKON KPoBY 1 (Man) ee KOMMOHEHTOB obecneynBaeT B
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npeaenax CBOUX NMoJIHOMOYUIA 3hPEKTMBHOE DYHKLIMOHNPOBAHNE CUCTEMbI 6E30MacHOCTK, BbieneHme
HeobXx0aMMbIX PECcypCcoB, onpenesieHne 00JHKHOCTHbLIX 0653aHHOCTEN U pacnpeaeeHne NoJIHOMOYUN
nepcoHana B Lenax pa3paboTku, BHEAPEHNS U HEMPEPLIBHOIO COBEPLLUEHCTBOBAHNA CUCTEMBI
6e3onacHocTL.

6. TpeboBaHMA K opraHu3auny oeatTenbHocTn cybbekToB obpalleHns OOHOPCKON KpoBK 1 (nan) ee
KOMMOHEHTOB MO 3ar0TOBKE, XPaHEHWNO, TPAHCMOPTUPOBKE AOHOPCKOM KPOBU 1 (MKN) ee KOMMOHEHTOB,
BKJ1tOYAA LWITATHbIE HOPMATUBLI U CTaHAAPT OCHALLEHUS, a Tak)Xe TpeboBaHMA K opraHM3aunm CUCTEMBI
6e3onacHOCTU yTBEpPXKAATCA MUHNCTEPCTBOM 3A4paBooOXpaHeHus Poccuinckon ®eaepaumn.

7. 0693aHHOCTY NepcoHana yCTaHaBANBAOTCS B 06beMe, NCKII0YaoLWEM BO3SHUKHOBEHNE PUCKOB ANs
6e30nMacHOCTY AOHOPCKON KPOBM 1 (111) ee KOMMOHEHTOB.

8. CybbeKkTbl 0bpalleHns JOHOPCKOW KPOBU 1 (MnKn) ee KoMNoHeHTOB obecneymBatoT obyyeHne nepcoHana B
COOTBETCTBUU C BbIMOAHAEMbIMMK BAaMM paboT No 3aroTOBKE, XpPaHEHWIO, TPAHCMOPTUPOBKE U
KJINHNYECKOMY MCMOJIb30BaHNIO JOHOPCKOM KPOBU U (MKN) ee KOMMOHEHTOB M Han4ne LOKYMEHTOB,
noaTBepXXAaoLWNX KBanudmrKaLno nepcoHana.

9. CybbekTbl 0bpalleHns [OHOPCKOW KPOBU 1 (MnKn) ee KOMNOHEHTOB obecneynBaloT COOTBETCTBME
NCMNOJIb3yeMbIX 34aHWIA U NOMELLLEHWUI CAaHUTAPHO-3NNAEMUONOrMYECKUM TpeboBaHUAM, NpeabaBISEMbIM K
OpraHu3aunsaM, oCyLLeCTBAALWNUM MeANLNHCKYI0 OeATEeNbHOCTb. [ToMeLLeHns, NpegHa3HadYyeHHble 4Na
3ar0TOBKWN N XpaHeHWA OOHOPCKON KPOBU 1 (Un) ee KOMMOHEHTOB, pa3fensatoTcs No BMaaM NnpoBOANMbIX
paboT, UMEIOT KOHTPOJIMPYEMBIN AO0CTYM, NCMOJIb3YIOTCA B COOTBETCTBUM C X HAa3HAYEHUEM U BKJHOYAlOT B
cebs:

a) NnoMeLeHns ana npnemMa n MeauuUnHCKoro obcienoBaHUs OOHOPaA;

6) nomeLeHNs 419 OCyLLEeCTBAEHNS AOHALNA JOHOPCKON KPOBY U (UanN) ee KOMMOHEHTOB;

B) MPOM3BOACTBEHHbIE MOMELLEHUS;

r) nabopaTopHble NOMeLLEHNS;

[1) MOMELLEeHNs N5 XPaHEHNS OHOPCKON KPOBU U (1K) ee KOMMOHEHTOB;

€) NOMeLEeHNs 4N XpaHeHNS PaCXodHbIX MaTepunanoB (CKnagbl);

’K) aAMUHUCTPATUBHO-XO3ANCTBEHHbIE MOMELLEHNS;

3) CaHMTapHO-bbITOBbIE MOMELLLEHNS ANS MEPCOHaNa, PacnosioXKeHHbIE N30/IMPOBAHHO OT
NPOM3BOLACTBEHHbIX 1 labopaToOpHbIX MOMELLEHWI.

10. MapuwpyTunsaumnsa NoOTOKOB JOHOPOB, AOHOPCKOM KPOBMW 1 (M1KN) eée KOMMNOHEHTOB, MEANLMHCKNX N3AENNIA
N MeANLNHCKMX OTXOA0B B NCMOJb3YEMbIX MOMELLIEHNAX OPraHU3yeTCs B COOTBETCTBUN C
nocaenoBaTe/IbHOCTbIO BbIMOJHEHNS paboT Npu 3aroTOBKE OOHOPCKOW KPOBU U (MK) ee KOMMOHEHTOB B
Lensx NCKIoYeHMa nepeceyeHuns "rpssnbix" 1 "4nMCTbiX" NOTOKOB.

11. CybbekTamu obpalleHns JOHOPCKOM KPOBU U (M) ee KOMMOHEHTOB UCMONb3YIOTCS
3apernucTpupoBaHHble B yCTAaHOBIEHHOM NOpsAKe MeAUUNHCKME n3genns, npefHa3HavyeHHble ans
3aroTOBKW, XpaHeHMs, TPAHCMOPTMPOBKM U KJMHNYECKOrO NCMOJb30BaHNS LOHOPCKON KPOBU U (1K) ee
KOMMOHEHTOB.

12. CybbekTbl 0bpaLleHns SOHOPCKOM KPOBU 1 (Mn) ee KOMMOHEHTOB 06eCneYmBaloT BHeCeH e
NHOpMaLUK, NO3BONSAOLEN NPOCAeANTb BCe 3Tanbl paboT Mo 3aroTOBKE, XPaHEHWNIO, TPAHCMOPTMPOBKE 1
KJINHNYECKOMY UCMOJIb30BaHMNI0 JOHOPCKOM KPOBY U (M) €e KOMMOHEHTOB, B MEANLIMHCKYIO
AOKyMeHTauuo 1 6a3y gaHHbIX JOHOPCTBA KPOBW N €e KOMMOHEHTOB. PyKOMUCHbIE 3anncy LenalTCsa YeTKO
1 pa3bopyneo.

13. 10 BCcex 3TamnoB 3aroTOBKU, XPaHEHMNS, TPAHCMOPTUPOBKN W KIIMHUYECKOr0 MCMOJ1b30BaHNS OHOPCKOW
KPOBU U (M) ee KOMMOHEHTOB pa3pabaTbiBaloTCA UHCTPYKLUMK, OMUChIBAOLLNE COOTBETCTBYOLWME paboThl
1 NoCNenoBaTeNbHOCTb AENCTBMIA NEPCOHaNa Mo 1X BbINOJIHEHWUIO. YKa3aHHble MHCTPYKLUK, OMUCbIBatOLLNE
paboTbl C NPUMEHEHNEM MEAUNLNHCKNX N34enmnin, pa3pabaTbiBaloTCA Ha OCHOBE 3KCMyaTalnOHHON
LOKYMEHTaLUN Npon3BoanTeNa MeANLNHCKOrO N34eNnuns.

14. NpoBefeHne peryaspHbiX BHYTPEHHMX NPOBEPOK B LIeSIAX OLEHKMN 3NHEKTUBHOCTI CUCTEMBI
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6e3onacHocTn B cybbekTax obpalleHns JOHOPCKON KPOBU 1 (M) ee KOMMOHEHTOB OCYLLECTBASETCS
Komuccmen. CocTaB KOMUCCUMM U FpadhK NPOBeLEHNS BHYTPEHHNX MPOBEPOK YTBEPXKAAOTCA aKTOM
cybbekTa obpalleHns LOHOPCKON KPOBU U (M1M) ee KOMMOHEHTOB.

15. MnaHnpoBaHNe BHYTPEHHNX MPOBEPOK OCYLLECTBASETCS C YH4ETOM Pe3ynbTaToB NPeablayLnx
NPOBEPOK.

16. Pe3ynbTaTbl BHYTPEHHUX MPOBEPOK AOKYMEHTUPYIOTCSH, @ N0 UX UTOraM NPUHUMAIOTCA Mepbl,
HanpaBJIEHHbIE Ha YCTPaHEHME NPUYUH 1 NOCeACTBUN BbISBJIEHHbIX HapyLleHni TpeboBaHmi
6e30MacHOCTU U NPOMUNAKTUKY TaKuX HapyLLleHW. PyKoBOACTBO CybbekTa obpalleHms JOHOPCKOW KPOBM
1 (nnn) ee KOMNOHEHTOB 0becrneynBaeT CBOEBPEMEHHOE YCTPAHEHWE BbISIBAIEHHbIX HapyLLEeHUA TpeboBaHMi
6e30MacHOCTM 1 NPUYUH UX BO3SHUKHOBEHUS.

17. B uensax obecneyeHns 6€30MacHOCTUN KANHNYECKOrO MCMOJb30BaHMS LOHOPCKON KPOBK 1 (1in) ee
KOMMOHeHTOB obecrneynBaeTCs NPOCNEXNBAEMOCTb aHHbLIX 0 AOHOPE, AOHALMAX, 3ar0TOBIEHHbLIX
JIOHOPCKOW KPOBW 1 (MN1N) ee KOMIMOHEHTOB, paCXoAHbIX MaTepuanax (KOHTelnHepax, peareHTax, pacTBopax,
NEKapCTBEHHbIX CpeacTBax), 0bpa3sLax KpoBM JOHOPA, PEXMMAX XPaHEHWS 1 TPAHCMOPTUPOBKM LOHOPCKON
KPOBM U1 (1N11) ee KOMMOHEHTOB, 0bpa3Lax KPOBW peLmnmeHTa, NCnoaHnTensax paboT, a Takxe o
cooTBeTCTBUM TpeboBaHnAM 6e30NMacHOCTY NPOBOAMMbIX PaboT MO 3aroTOBKE, TPAHCMOPTUPOBKE,
XPaHEHUIO U KJIMHUYECKOMY MCMOJIb30BAHNIO JOHOPCKOW KPOBUW U (MKN) ee KOMMOHEHTOB.

18. MNpocnexneBaemMoCTb YKasaHHbIX B MYHKTe 17 HacToAwmMX MpaBun AaHHbIX OCTUraeTCs nocpencTsoM
X NAEHTUPUKaALUN Ha BCEX 3Tanax OT MeAMLMHCKOro obcnefoBaHna JOHOPA A0 KOHEYHOro
NCNOJIb30BaHWA ero JOHOPCKON KPOBY 1 (Un) ee KOMAOHEHTOB, BK/OYas YTUAN3aLmio, C
nocnefoBaTesIbHbIM BHECEHNEM COOTBETCTBYIOLLEN UHOPMaLUN B MEAMLIMHCKYIO OKYMEHTauuo n 6asy
LaHHbIX JOHOPCTBA KPOBW U €e KOMMOHEHTOB.

19. Cy6bekTbl 0bpaLleHns JOHOPCKOM KPOBU 1 (Mn) ee KOMMOHEHTOB 06ecneynBatoT NpeacTaBieHne B
depepansHoe Meanko-bnonornyeckoe areHTCTBO MHAOPMaLIMKM O peakLmMax U 06 0CNOXKHEHNSX,
BO3HMKLUWX Y JOHOPaA B CBSA3M C AOHALMEN JOHOPCKOM KPOBU 1 (M1M) ee KOMMOHEHTOB, Y PeUunMeHTa B
CBA3U C TpaHCy3mMeln LOHOPCKON KPOBY 1 (M1M) €e KOMMOHEHTOB, B YCTaHOBAEHHOM MOPAAKE.

Ill. O6s3aTenbHbIe TpeboBaHUSA K 3aroTOBKE JOHOPCKOWN KPOBM 1 (1S11) ee KOMMOHEHTOB

20. NopA#oK NpoXoXXAeHMs LOHOPaMU MeaNUNHCKOro obcnenoBaHus, nepeyeHb MegnLMHCKINX
NPOTMBOMOKAa3aHUIN (BPeMEeHHbIX U MOCTOSHHBIX) AN CAa4Yu KPOBU U (MJ1M) ee KOMMOHEHTOB 1 CPOKOB
0TBOAA, KOTOPOMY MOANEXUT JNLO MPU HANYUN BPEMEHHBIX MEANLUHCKMX NMOKa3aHWN, 0T JOHOPCTBaA
KPOBW 1 (1JIN) ee KOMMOHEHTOB, BKJI0Yas NOPSLOK MCCNefoBaHNA 06pa3LoB KPOBY LOHOpa, NOPSAA0K
AOMNYyCKa AOHOpa K AOHaLWUK, B TOM YMCae Nocje MeaANLUUHCKOro 0TBoAa, HOPMbl COCTaBa M BUOXUMNYECKINX
nokasaTtenein nepndeprmyeckon Kposm Aas fonycka A0HOPa K AoHauuu, TpeboBaHMA K onpeneneHnio Buaa
[OHOPCTBA, 06beMa B3ATUS LOHOPCKOWN KPOBU U (MS1M) ee KOMMOHEHTOB, @ TakXXe NHTepBasibl MeXay
BMAaMMN OOHOPCTBA yTBEPXAATCA MUHMCTEPCTBOM 34paBooxXpaHeHus Poccuickon degepaunn.

21. CybbekTOoM 0bpalleHns JOHOPCKOW KPOBU U (MNKN) ee KOMMOHEHTOB, OCYLLECTB/IAIOLW MM 3ar0TOBKY,
XPaHEeHne 1 TPaHCMOPTUPOBKY AOHOPCKON KPOBU 1 (Un) ee KOMMOHEHTOB (Aanee - opraHnsauums,
OCYLLLeCTBAALASA 3ar0TOBKY LOHOPCKON KPOBM 1N ee KOMMOHEHTOB), MPX NepBOM AOHALMMW LOHOPY U
AOHaLUUN NPUCBanNBalOTCA MAEHTU(MKALNOHHbIE HOMepa. Mpu nocaenyowmx obpalleHnsax 3Toro 4oHopa
NAEHTUDUKALMOHHBIN HOMEpP NPUCBANBAETCS TOJIbKO AOHALNN.

22. B opraHusaumnm, ocyLLeCcTBASIOLWEN 3ar0TOBKY AOHOPCKOMN KPOBM U €6 KOMIMOHEHTOB, A4J19 B3ATUS
LOHOPCKOW KPOBU 1 (M1N) €e KOMMOHEHTOB MPUMEHSIOTCA CTEPUIIbHBIE 3aMKHYTble repMeTUYHbIe
KOHTENHEpPbI U CUCTEMbI, KOTOPbIE NPEACTaBAAT COO0A EMKOCTN OAHOKPATHOIO UCMONb30BaHNA (B COCTaB
KOTOPbIX MOXET BXOAUTb KOHTENHEP-CNYTHMK Aas 0Tbopa 06pa3L0B KpOBM AOHOPOB), MPUMEHsAeMbIe As
3aroTOBKU JOHOPCKOW KPOBM 1 (MS1M) ee KOMMOHEHTOB, Pa3efieHNs JOHOPCKOW KPOBM Ha KOMMOHEHTHI, a
TakXXe 415 NocneayoWwero XpaHeHNs 1 KIMHWYECKOro NCnoib30BaHns, COOTBETCTBYIOLLME MONYYaeMbIM
KOMMOHEHTaM LOHOPCKOW KPOBU 1 NCMOJb3YIOWMECS B COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHNIO
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MeaNLNHCKUX N3OEeNnNin (ganee - KOHTENHepbI).

23. KoHTeWHepbl nepes NpuMeHeHNeM B13yanbHO NPOBEPSAIOTCA Ha OTCYTCTBME Ae(heKTOB (HapyLLueHue
LEeN0CTHOCTH, MPOTEKaHNe, N3MEHEHME LiBeTa 1 NPO3PavyHOCTM PacTBOPOB) 1 COOTBETCTBME CPOKA
rogHocTu. Mpu obHapyXeHnn AeheKTOB NAN NCTEYEHUN CPOKA FOAHOCTY KOHTENHeps! BpakytoTcs.

24. MNpw 3aroToBKe AOHOPCKOW KpoBM obecrneymBaeTca NoCTOSHHOE NepeMeLlBaHne KpoBy C pacTBOPOM
aHTMKOarynsHTa (KOHCEepBaHTa) B TEYEHME BCEW AOHALMMN.

25. 3aroToBKa AOHOPCKON KPOBU 1 pa3fiesieHne ee Ha KOMMOHEHTbI B KOHTENHep He TpebyeT acenTuyeckmx
YCIOBUIA BHELLHEN Cpefbl.

26. PaboTbl M0 3aroToBKe JOHOPCKOWN KPOBU U (MK) ee KOMMOHEHTOB, MPU BbINOJHEHUN KOTOPbIX
HeOTBHEMJIEMOMN HaCTblO TEXHONOM MU SBASETCA HapyLLUEeHNe repMeTUYHOCTN KOHTENHEPOoB, OCYLLEeCTBAAIOTCS
B NMOMELLEHNAX C aCENTUYECKUMW YCOBMAMM NNBO C NPUMEHEHNEM MEAULNHCKUX U3LENNNA,
obecneymBalonx acenTmyeckme ycaosus.

27. KoHTeWHepbl C IOHOPCKON KPOBbIO 1 (1U11) ee KOMMOHeHTaMu 1 06pa3Lbl KPOBU AOHOPaA, CBA3aHHbIE C
COOTBETCTBYIOLLEN AOHALMEN, UMEIOT €ANHbIN NAEHTUPUKALNOHHBIN HOMEP AOHALMMN C AOMONHUTENbHLIM
HOMEPOM /15 KaXKA0M eANHMNLbI KOMMOHEeHTa AOHOPCKOM KpoBu nan 0bpa3uoB KpoBy LOHOpPa.

Ona TpaHchys3um (nepenmeaHmna) nuuam ¢ Maccon Tena meHee 30 KMNOrpamMMoB A0MNycKaeTcsa pasaeneHmne
eVHVLLbI KOMMNOHEHTa LOHOPCKON KPOBY Ha 2 unn bonee eauHNLLbI.

28. HanmeHoBaHMe KOMMOHEHTa AOHOPCKON KPOBU N NAEHTURMUKALNOHHBIA KOO AOHOPCKOW KPOBU 1 (1n)
€e KOMMOHEHTOB OMNPeAenAlTCS OpraHM3aLnen, oCcyLLeCcTBAAOLWEN 3ar0TOBKY JOHOPCKON KPOBY 1 ee
KOMMOHEHTOB, B COOTBETCTBUM C HOMEHKNATYPO AOHOPCKON KPOBW, KOMMOHEHTOB AOHOPCKOW KPOBH,
npenycMoTpeHHon npunoxxexHmem Ne 1 K HacToswmM lNpasunam.

29. KpoBb 1 ee KOMMOHEHTbI A/19 ayTONOrMYHON TPaHChy3nn UMEIDT MapKUPOBKY "TONbKO AN
ayTOJIOrMYHON TpaHCy3nn" € yKasaHmeM pamMmunmnm, MMeHn, 0THeCTBa (MPY HaMYUKN) 1N AaTbl POXKAEHNS
nnua, ANg KOTOPOro OHW NpefHa3HayeHsbl.

30. MNMocne goHauMM KOHTENHEPLI C JOHOPCKOWN KPOBbLIO 1 (M/1M) ee KOMNOHEHTaMK BU3yasbHO MPOBEPSAIOTCS
Ha OTCYTCTBUE Oe(eKTOB.

31. B cnyyae HapyLleHns repMeTUYHOCTN KOHTENHEPOB, NPUMEHAEMbIX 41 3ar0TOBKM AOHOPCKON KPOBU 1
(M) ee KOMMOHEHTOB, MPOLLECC 3ar0TOBKM OCTAHABJ/IMBAETCS, LOHOPCKAs KPOBb U (UK) ee KOMMOHEHTbI
BpakyroTCs.

32. [loHopcKas KpoBb 1 (M1M) ee KOMMOHEHTbI XPaHATCA B YCNOBMAX, MPeayCMOTPEHHbIX NpuioxxeHunem Ne 3
K HacTosAwmm Mpasunam.

33. B cnyyae ecnv no npuymnHe, He 3aBUCSILLER OT AoHopa (bpak KOHTEeNHepPOoB, OCJI0XKHEHMNS AOHALMNK),
LOHOPCKas KPOBb 1 (MAK) ee KOMMOHEHTLI HE 3aroTOBJIEHbI B YCTaHOBIEHHOM 06beMe, AoHauus
YHUTBIBAETCH KakK COCTOSABLUAACS.

OCHOBaHMeM [/ BO3MOXXHOW 6pakoBKM OOHOPCKON KPOBUW 1 (M11) e KOMMOHEHTOB ANS KIUHUYECKOr0
MCMNO/b30BaHUA ABASETCH HECOOTBETCTBME 3ar0TOBNEHHbIX €4NHNLBI AOHOPCKOW KPOBU U € AMHULbI
KOMMOHEHTa JIOHOPCKOW KPOBU 3Ha4YeHNAM NokasaTenen 6e30nacHOCTU JOHOPCKOM KPoBK 1 (unn) ee
KOMMOHEHTOB, NPEeAYCMOTPEHHLIM NpuaoxxeHneM Ne 2 K HacToAwmm Mpasunam.

34. Bo Bpemsa goHauwmm ocywecteaseTcs otbop ob6pa3L 0B KpOBY LOHOPOB A4J11 OnpeneneHnsa rpynn Kposu
no cucteme ABO, pe3yc-npuHagnexxHoCTu (onpefesieHne BapMaHTHOro aHTureHa D aBnseTcs
obsa3aTenbHbIM), K1 cuctemsl Kell (nanee - K), aHTureHos aputpountos C, ¢, E, e, npoBeaeHNa CKPUHWHTa
Ha Hann4me asIOMMMYHHbIX aHTUTeN (B C/lyHae MX BbiBAEHNS OCYLLECTBASETCS onpenesieHne nx
CcneunUYHOCTM) 1 BbIBNEHNS MapKepoB BUpyca MMyHodeduunTa Yenoseka (BUY-nHdpekumn),
renatutos B, C n Bo3byantensa cucdunuca.

WccnenosaHne aHTUreHoB sputpoumntoB C, ¢, E, e, K, a Takxe BapMaHTHOro aHTureHa D B obpa3uax Kposu
LLOHOpa NPOBOAMTCS B OpraHu3aLmm, oCcyLleCTBUBLLEN 3aroTOBKY OHOPCKOW KPOBM 1 (uan) ee
KOMIMOHEHTOB, UK B OpraHn3aLmm, oCyLLeCTBASIOWEN 3aroTOBKY A4OHOPCKOW KPoBY 1 (1K) ee
KOMMOHEHTOB, YNOJHOMOYEHHON UCMONHUTENbHLIM OpraHoM cybbekTa Poccunckon ®epepaunn B cepe
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OXpaHbl 340P0BbSA, ABaXXAbl OT Pa3HbIX A4OHAUWA. Mpy COBMaAeHUN pe3ynbTaTOB aHTUreHbl 3pUTPOLIUTOB
LOHOPa CYNTAKOTCHA YCTAHOBIEHHBIMI 1 NPU NOCAEAYIOLNX AOHALUSAX HE ONPefensoTCs.
JlononHMTENbHOE onpefeneHne aHTUreHoB 3PUTPOLMTOB AoHOpa (No aHTureHam Jk (cmctema Kngn), Fy
(cuctema Jadbdu), Lu (cuctema JliotepaH), MNS, Le (cuctema JleBUC) U aHTUIreHaM ApPYrux CUCTEM) s
nofabopa apuMTPOLINTCOAEPKALLNX KOMMTOHEHTOB AOHOPCKOW KPOBM B COOTBETCTBUM C NYHKTOM 86
HacToAwwmx MNpaBunn oCyLWecTBAseTCA AN NMPOBEeAEeHNS TPAHCMY3MN 3PUTPOLUTCOAEPKALLMX KOMIOHEHTOB
aNNIOUMMYHN3MPOBAHHbLIM PELIUMNEHTAM B COOTBETCTBUN C BbISIBIEHHLIMU Y PELIUNNEHTA a/lJIOMMMYHHbLIMU
aHTUTEeNaMu.

35. Obpa3ubl KPOBK AOHOPa OTOMPAOTCSA HEMOCPEACTBEHHO M3 KOHTENHEPA WU N3 CUCTEMbI KOHTENHEPOB
6e3 HapyLleHUs LenoCTHOCTY Npu NoMOLLM afanTepa 419 BaKyyMHbIX MPOBMPOK WK U3 CneumnanbHoro
KOHTeNHepa-CnyTHWKa Ana oTbopa 06pa3Li0B KPOBU AOHOPA B BaKyyMHbIE OJHOPa30Bble MPOBUPKHY,
COOTBETCTBYOLLME MPUMEHAEMBIM METOAUKAM NCCNELOBaHUA. He fonyCcKaeTcs OTKpbITME Npobumpok ¢
obpa3uamMu KpoBu A0 NpoBeaeHus nabopaTopHbIX CCNenoBaHWI.

36. XpaHeHue obpa3LL0B KPOBU AOHOPA A0 NpoBeLeHUs NabopaTopHbIX MCCNeLOBaHNIA OCYLLECTBNAETCS B
YyCNoBUAX, NPefyCMOTPeHHbIX npunoxeHuem Ne 3 K HacToawmMM lNpasusiam.

37. BbiiBneHne Npu uccnenoaHnm B obpasLie KpoBy LOHOPa IKCTPaarrJloTUHWHA aHTK-Al ABnseTcs
OCHOBaHWEM /15 3anpeTa KJANHUYECKOro NCNob30BaHNA KPOBY 1 (MS1M) ee KOMNOHEHTOB. B TakoM ciy4ae
LONyCKaeTcs nepefaya KOMMNOHEHTOB AOHOPCKOW KPOBW A5 UCMO/b30BaHNS B MHbIX, KPOME KJNHNYECKOr 0
NCMNOJIb30BaHMA, Liensx.

38. IMMyHoOI0rnyeckne nccaenoBaHnsa Ha MapKepbl BUPYCOB MMMyHoAeduLUuTa Yenoseka (BNY-
NHpeKumnKn), renatutos B n C, cudpmnmnca n MonekynsapHo-brnonormyeckne nccaeaoBaHns Ha Mapkepbl
BMPYCOB MMMYHoZedmLumTa Yyenoeka (BUY-nHpekunn), renatutos B n C npoBoAATCS B opraHmM3aumuu,
OCYyLLLeCTBMBLUEWN 3aroTOBKY AOHOPCKOM KPOBW 11 € KOMMOHEHTOB, MW B OPraHu3aLnm, oCyLecTBASIOWEN
3aroTOBKY LLOHOPCKOWN KPOBY U €€ KOMMOHEHTOB, YMNOJHOMOYEHHON UCMONHUTESIbHLIM OpraHoM CybbekTa
Poccninckon ®degepaunn B chpepe oxpaHbl 310POBbS.

MpoBeneHne MONEKYNSPHO-BMONOrMYECKMX NCCNESOBAHNA Ha MapKepbl BUPYCOB UMMYHOAehNLNTa
yenoseka (BWY-nHpekummn), renatutos B n C oCyLLecTBAAETCA 418 BCEX CEPOHEraTMBHbIX 06pa3LL0B KPOBY
LOHOPOB B0 OAHOBPEMEHHO NPOBOAATCSH MOJIEKYIAPHO-OM0N0rN4ECKME N UMMYHONOr NYecKmne
nccnepoBaHms 06pasLLoB KPOBM AOHOPOB.

39. B cnyyvae BbISIBNEHNS HapyLleHuii npu otbope 06pa3LoB KPOBM LOHOPOB, BbIMOJHEHWNN NCCNIEA0BAHMUNA, @
TaKXxe Npu HapyLeHnn nAeHTUGMKaLny JOHOPCKON KPOoBK 1 (1K) ee KOMMOHEHTOB b0 06pa3L0B KpoBK
JIOHOPOB BCE eANHWLIbl IOHOPCKOWN KPOBU U (1S1N) €e KOMIMOHEHTOB, 3ar0TOBJIEHHbIE OT YCTAaHOBJIEHHOM
LOHaLMK, n3biMatoTca 13 obpalleHns, 6pakyloTCs U yTUAN3NPYIOTCS.

40. OpraHu3auns, ocyLLeCcTBASIOWAN 3aroTOBKY JOHOPCKOWM KPOBM N ee KOMMOHEHTOB, obecrneyunsaeT
KOHTPOJIb AOHOPCKOW KPOBU U (MSIN) ee KOMMOHEHTOB Ha NpeAMeT COOTBETCTBUSA 3HAYEHNAM NoKa3aTenen
6e30MacHOCTM LOHOPCKOWM KPOBM U €€ KOMMOHEHTOB, NPeAYCMOTPEHHbIM NpUAoXKeHneM Ne 2 K HaCTOALWMM
Mpasunam.

41. Mo 3aBepLueHnn NpoLeypsl LOHALUN NAEHTUHUKALMOHHBIA HOMEP AOHALUN CBEPSETCA C HOMEPOM Ha
KOHTENHepax C LOHOPCKON KPOBbIO 1 (1K) ee KOMMOHEHTaMu, C HOMepPOM Ha obpa3uax KpoBM AOHOPa, a
TakXXe C AaHHbIMUW, BHECEHHbLIMY B MEAULMHCKYIO AOKYMEHTaLMI0 1 6a3y faHHbIX JOHOPCTBa KPOBU 1 ee
KOMMOHEHTOB. N AEHTNYHOCTb MapKMPOBKM KOHTENHEpa C OHOPCKON KPOBbIO U (UK) ee KOMMOHEHTaMN ©
06pa3L0B KpOBK AOHOPa A5 UCCNeA0BaHMIA NPOBEPAETCS B NPUCYTCTBUW AOHOPA. Hencnoib30BaHHbIE
3TUKETKN C NAEHTU(HUNKALNOHHBIM HOMEPOM TaKOM AOHALUN YHNYTOXKAIOTCS.

42, 3aroToBNEHHYIO AOHOPCKYIO KPOBb U (M) €e KOMMOHEHTbI 40 OKOHYaHMUs nccnenosaHus obpasuos
KPOBMW LOHOPA XPaHAT B YCJIOBMAX, NPeOYyCMOTPEHHbIX NpunoxxeHnem Ne 3 K HacTosAw MM MNpaBunam,
0603Ha4YMB MapPKMPOBKON Ha MEAUNLIMHCKMNX N34enax, NnpefHasHa4YeHHbIX A8 XPaHEHUS KOMMOHEHTOB
LOHOPCKOW KPOBW, CTaTyC AOHOPCKOWN KPOBU 1 (M) €e KOMMOHEHTOB KakK "HenccnenoBaHHble".

43. IMMyHU3auns LOHOPOB A5 3ar0TOBKW MMMYHOCMNELNGUYECKON Nia3Mbl B LIeSISX NPOM3BOACTBA
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cneunuyecknx MMMyHor 106y nMHOB OCYLLLECTBASETCA B COOTBETCTBMM C NOPAAKOM, YTBEPXKLAEMbIM
MnHMCTepCcTBOM 3apaBooxpaHeHns Poccuinckon depepaLmu.

44, B uensx obecneyeHna coxpaHeHUs akTOpPOB CBEPTbIBaHMNS NpoLefypa 3aMopakMBaHWa naa3mbl
OCYLLECTBIAETCA B TeYeHMe He Bosee Yaca A0 MOMEHTa AOCTMXeHUa TeMmnepaTypsl -30 rpagycos Llenbcus
BHYTPMW KOHTeWHepa C naa3Mon.

45. KpuonpeuunutaTt u AMoOUIN3NPOBaHHYI0 Naa3My MoayyatT U3 KapaHTUHU3NPOBAHHON MK
naToreHpenyLMpoOBaHHON Mia3Mmsbl.

46. MNpy NCNONb30BaHUN TEXHOIOTM NI KPMOKOHCEPBUPOBAHNA KOHLEHTpaTbl TPOMBOLMTOB 3aMOpaknBatTCs
He rno3jHee YeM Yepes 24 Yaca nocsie LoHaUUK, 3pUTPOLUTCOAEpPKaLLMe KOMMOHEHTbI JOHOPCKON KPOBK
3aMOpPaXKMBAKTCH B TEYEHMe BCEro Cpoka rogHoCTHu.

47. KOMNOHEHTbI JOHOPCKON KPOBW MPUW 3ar0TOBKE Pa3MOpaXXMBaKTCA (B C/lyvae ecam 3To NpeaycMoTpeHo
TEXHOJI0rMen NoayYeHns KOMMOHEHTa KPOBU) C UCMOAb30BaHMEM MEAULNHCKNX U3OENUNA,
obecneymBaloWnNX KOHTPOJIb TEMMEPATYPHOr0 peXxnma, C perncTpaumnen napaMeTpoB TeMNEPaTypPHOro
pexxmma no KaXkaon eAnHWLE KOMMOHEHTa AOHOPCKON KPOBU B MEANLIMHCKON AOKYMEHTaL MU,

[lo 1 nocne pasMopaknBaHNs KOHTENHEPbI MPOBEPSAIOTCS Ha OTCYTCTBME AEe(EKTOB U HapyLUEeHne
repMeTNYHOCTHU.

Mocne pa3Mopa)knMBaHWa KOMMNOHEHTbI JOHOPCKOW KPOBMW BM3YaslbHO NPOBEPSIOTCSA Ha OTCYTCTBME 0CALKa,
Npwv BbIIBIEHWMMN 0CafkKa BpakyloTCa 1 yTUIM3NPYIOTCA.

48. Mna3Ma He NOANEXUT MOBTOPHOMY 3aMOPAXUBAHWIO, 3@ UCKNIOYEHMEM CyYaeB, KOrAa NoBTOPHOE
3aMOpaXKMBaHMe OCyLLEeCTBAAETCS Nocne 3aBepleHuns paboT, HeOTbEMNEMON YacTbio KOTOPbIX ABASETCA
pa3MopakMBaHUe nnasMbl (MaTOreHpeayKLuMs, NoJlydyeHme KpuonpeumnuTaTta). B ciy4yae noBTOpHOro
3aMOpaXx1BaHWA Na3Mbl HAHOCUTCSA MAapPKMPOBKa, MOATBEPXKAAOLLasn NOBTOPHOE 3aMOpaXKnBaHue.

49, MNna3Ma naToreHpefyumMpoBaHHasa NPUMEHAETCA A1 KIMHUYECKOro NCM0J1b30BaHUS HENOCPEeACTBEHHO
nocne NOBTOPHOrO pa3Mopa>knBaHus (415 coXxpaHeHWs NabunbHbIX PaKTOPOB), 3a UCKIYEHNEM M1a3Mbl,
KOTOpas natoreHpenyLMpoBaHa A0 3aMOopakuBaHus. [lonyckaeTcs NpoBeAeHne naToreHpeayKumum niasmsl
nepep ee 3aMOPO3KON C BO3MOXXHOCTbLIO BblAa4M TakoW Nna3Mbl NS KIMHUYECKOr0 UCMOb30BaHUS 40
OKOHYaHUS CPOKa KapaHTUHa.

50. [lonyckaeTcs npoBeAeHMEe NaTOreHpeayKLMIM Nna3Mbl B e4MHMLAX NAa3Mbl UK B NMynax.

51. N KAMHMYECKOr0 UCMONb30BaHUSA MOXET ObITb NepefaHa KapaHTUHU3NPOBAHHAS UK
naToreHpenyLMpoBaHHaa nnasma. s ayTonornyHom TpaHCcdy3nm 4onyckaeTcs nepenada
HeKapaHTUHU3UPOBAHHON CBEXE3aMOPOXXEHHON Ma3Mbl.

52. KapaHTUHM3aumna njaa3Mbl OCYLLECTBSETCS NpK TemnepaType Hxe -25 rpagycos Llenbcns B TeveHne
He MeHee 120 CyTOK CO OHSA 3aroTOBKMW.

53. MNpwu oTcyTCTBMU B 0bBpa3ue KpoBM LOHOPA MapKepoB FreMOTPAHCMUCCUBHbBIX MHDEKLUA 1 MHGOPMaLLMK
0 BbISIBIEHWM Y LOHOPa MapKepOoB reMOTPAaHCMUCCUMBHBIX MHPEKL M B Ba3e faHHbIX JOHOPCTBA KPOBU 1 ee
KOMMOHEHTOB B NEPUOA 1 MO 3aBEpLUEHNN KapaHTUHU3aL MM CBEXXEe3aMOPOXXEHHAs Na3Ma BbiMyCKaeTCs n3
KapaHTWHa C YKa3aHMeM Ha 3TUKeTKe CpoKa KapaHTuHu3auum 120 cyTok.

54. B cnyyvae BbifiBNeHNUs B 06pa3Lie KPOBY LOHOPa MapKepoB reMOTPaHCMUCCUBHBIX MHPEKLMIA 1K
NoCcTynaeHns B CybbekT obpalleHns LOHOPCKOW KPOBU U (M1N) ee KOMMOHEHTOB MH(OPMaLK O BbISBJIEHUN
Yy AOHOPa reMOTPaHCMUCCUBHBIX MHDEKLINIA BCE € ANHNLbI JOHOPCKON KPOBM 1 (MK) ee KOMMOHEHTOB,
3aroTOB/IEHHbIE OT 3TOr0 AOHOPA, NAEHTUMULNPYIOTCA N Te, KOTOPbIE HAXOAATCSA Ha XpaHeHUMN B CybbekTe
obpalleHns LOHOPCKON KPOBK 1 (1J1M) €e KOMMOHEHTOB, HE3aMeaINTENbHO U3bIMAOTCS U NPU3HAOTCA
HenpUrogHbLIMU 415 KAUHUYECKOro CNOJib30BaHNWA.

MpoBOANTCS aHaAM3 paHee BblAaHHbIX U NEPENNTbLIX KOMMNOHEHTOB KPOBW, 3aroTOB/IEHHbIX OT NpPeablayLmX
LOHaLMIN yKa3aHHOr0 AOHOPa 3a 12 MecsueB, 1 MPUHUMAIOTCS Mepbl AN NPeLOTBPaLLEHNS KIMHNYECKOro
MCMO/b30BaHNSA LOHOPCKOW KPOBU U (MNK) ee KOMMOHEHTOB, NOJIy4EHHbIX OT 3TOr0 AOHOPA.

55. [1na npounnakTUKM peakLuin 1 0CNOXHEHWI B CBSA3M C TPaHCy3Men 3puTpoLmnTCoaepKalline
KOMMOHEHTbI JOHOPCKON KPOBY JonyckaeTcs 0bayyaTb He No3aHee 4em Yyepes 14 CyTOK nocne 3aroTOBKM.
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KoHLeHTpaTbl TPOMBOLMTOB MOTyT 6bITb 06J1y4eHbl M UCNONbL30BaHbI B tob0e BpeMS B TEHEHME BCETO
CpoKa xpaHeHus. KoHUeHTpaT rpaHynoumToB 06ay4yaeTcs nocae noayvyeHns oT LOHOpa U NepennBaeTcs
peuunmeHTy He no3gHee 4eM Yyepes 24 4yaca C MOMEHTa 3aroTOBKMU.

56. O61y4eHHble 3pUTPOLMTCOAEPKALLME KOMMOHEHTbI OHOPCKOW KPOBW NEPENNBAIOTCS HE NO3AHEE YeM
yepes 28 CyTOK CO [HS 3aroTOBKM.

57. Npy naToreHpeayKuumn KOHLEHTPATOB TPOMBOLINTOB onpeaeneHne bakTepmaibHON KOHTaMUHALMKN B
HUX HEe NPOBOANTCS.

58. Mpwn naToreHpeayKLMnN KOHLLEHTPATOB TPoMboLMTOB 061y4eHe He NPOBOANTCS.

59. PelueHns 0 NpUrogHoOCTA NS KANHUYECKOro NCNosib30BaHnsa 1 06 n3MeHeHnn cTaTyca LOHOPCKON
KPOBM 1 (1N11) ee KOMMOHEHTOB NPUHUMaOTCA PaboTHUKaMK, YNOAHOMOYEHHbLIMU PYKOBOAUTENEM
opraHu3auum, oCyLecTBAAIOLWEN 3ar0TOBKY LJOHOPCKON KPOBM U ee KOMMOHEHTOB, Ha OCHOBAHWN:

a) AaHHbIX, BHECEHHbIX B 6a3y AaHHbIX JOHOPCTBA KPOBW 1N €€ KOMMOHEHTOB;

6) pe3ynbTaTOB UCCIe40BAHNIA KPOBU AOHOPA Ha Ha/IMyMe MapKepoB BMpyCa MMMyHOAEMMULMTA Ye/T0BEKA
(BUY-mHbekunn), renatutos B, C n Bo3byauTtens cndunuca;

B) pe3y/fbTaTOB onpeneneHns rpynnbl KpoBu no cncteme ABO, pe3yc-npuHaaneXxHoCTu, aHTUreHoB
sputpouuToB C, ¢, E, e, K, npoBeaeHNs CKPUHWMHIA aJlIOUMMYHHbIX @aHTUTE;

r) pe3ynbTaTOB MPOBEPKMW BHELUHEro BMAa 4OHOPCKOW KPOBU 1 (MK) ee KOMMOHEHTOB M OTCYTCTBUS
NOBPEXOEHUS KOHTENHepa.

60. N3meHeHne cTaTyca LOHOPCKOWN KPOBY 1 (1K) ee KOMMOHEHTOB OCYLLECTBASETCS HAa OCHOBAHUN:

a) UHopMauun n3 6asbl faHHbIX JOHOPCTBA KPOBW U €€ KOMMOHEHTOB;

6) pe3ynbTaToB NabopaTOPHLIX NCCeA0BaHNA KPOBM AOHOPA;

B) pe3y/fbTaTOB NPOBEPKUN BHELLIHErO BUAA AOHOPCKON KPOBU W (Mn) ee KOMMOHEHTOB U OTCYTCTBUA
NOBPEXOEHNSA KOHTENHEP];

) Lenn ncnosib30BaHms.

61. loHOpCKas KPOBb M (111) ee KOMMOHEHTbI, B OTHOLLIEHUN KOTOPbIX PeLleHns, npeayCMOTPEHHbIe
NYHKTOM 59 HacTosAwwmx MpaBun, He MPUHATbLI, U30JIMPYIOTCS OT NPUFOAHBLIX 4SS KJIMHWUYECKOro
NCNOJIb30BaHWA AOHOPCKOM KPOBW 1 (M) KOMMOHEHTOB, 1 B 6a3e gaHHbIX JOHOPCTBA KPOBK 1 ee
KOMIMOHEHTOB U3MEHSETCS NX CTaTyC.

62. Mocne N30AMpoOBaHNA HEMPUIOLHbIX A58 MCMOb30BaHNS 4OHOPCKOW KPOBU 1 (MAKN) ee KOMMOHEHTOB
YMOJIHOMOYEHHbIe PabOTHUKM, yKa3aHHbIe B MyHKTe 59 HacToAwmx MpaBu, NpucTynatoT K paboTe ¢
NPUroAHLIMW A5 NCNOJIb30BaHNS OHOPCKOW KPOBbLIO U (M1M) ee KOMMOHEHTaMK, B TOM YuCie:

a) N3MeHsaIT B 6a3e JaHHbIX JOHOPCTBA KPOBM 1 €€ KOMMOHEHTOB CTaTyC AOHOPCKOM KPoBU 1 (nnn) ee
KOMMOHEHTOB "HenccniegoBaHHbIe" Ha CTaTyC "NPUroHbie 418 UCNONb30BaHMA", "npurogHele ons
NPOuM3BOLCTBA JIeKapCTBEHHbIX NpenapaToB Kposu", "npurofHele 49 NPON3BOLACTBA MeANLMNHCKNX
nsgenuin”, "NnpurogHble NS Hay4YHO-NCCea0BaTeNbCKUX U 06pa3oBaTeNbHbIX Lenen", "ans ayToNorniyHom
TpaHchy3un" nnm "Ha KapaHTUHe",

6) HAHOCAT 3TUKETKY Ha KOHTENHep C 3aroTOBJIEHHOW NOHOPCKON KPOBbIO U (UN) ee KOMMOHEeHTaMu,
obecneymBas LOCTYMHOCTb MHGOPMaLIMK O NPOM3BOANTENE KOHTENHEPA, CEPUN N CPOKE ero rogHocCTy,
KOTOpasa coxpaHaeTcs n obecnevymBaeT YNTAEMOCTb MapKMPOBKM MpY BCEX JOMYCTUMbIX PeXUMaXx
XPaHEeHUs U UCNOJIb30BaHNS B Te4eHMe CPOKa FOAHOCTM LOHOPCKON KPOBM U €e KOMMOHEHTOB.

63. He nonyckaeTcs HaHeceHWe 3TUKETKMW, NOATBePXKAaloLwen CTaTyC LOHOPCKON KPOBY 1 (1nin) ee
KOMIMOHEHTOB "NMpurofHele 414 UCNnosib30BaHNS", 0O OKOHYaHMA BCEX 3TaroB 3ar0TOBKW U MOJIy4YeHus
pe3ynbTaToB UCCNef0BaHMI 06pa3LoB KPOBY LOHOPA, NPeayCMOTPEHHbIX MYHKTOM 59 HacTosAwwux Mpasuin.
64. Mpouenypbl, NpeayCMOTPEHHbIE MYHKTaMKU 59 - 61 HacTosAWwMX MpaBn, BbIMOJHATCA COBMECTHO He
MeHee 4yeM 2 paboTHMKaMU opraHu3aLmm, OCyLLEeCTBASIOWEN 3aroTOBKY JOHOPCKON KPOBU 1 ee
KOMIMOHEHTOB.

65. EAnHMLBI LOHOPCKOWM KPOBU N e ANHMLbI KOMMOHEHTOB AOHOPCKOM KPOBW, HE COOTBETCTBYIOLWME
TpeboBaHnaM 6€30NaCcHOCTY NN HE UCMONb30BaHHbIE B TEYEHME CPOKa FOAHOCTY, M30MPYIOTCS OT
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NPUFOAHbIX 419 KJIUHUYECKOro NCM0J1b30BaHNS JOHOPCKON KPOBMW 1 (M) ee KOMMOHEHTOB 1 MOryT BbiTb
nepenaHbl 415 UCNOJIb30BaHUA B MHbIX, KPOME KJIMHUYECKOr0o UCMONb30BaHNS, LLensax, npenyCMoTPEeHHbIX
3aKOoHoZaTenbCTBOM Poccunckon ®epepaumm, Uam yTUam3nmpoBaHbl.

66. C 1 sHBaps 2026 r. 3aroToBKa 3pnTPOLINTCOAEPKALLNX KOMIMOHEHTOB AOHOPCKOW KpoBK be3
nobaBneHnsa B3BELWMBAIOLLLEr0 PpacTBOPa U KOHLeHTpaTa TpoMbounToB 6e3 nenkopenykuum He
OCyLLecTBAAETCS.

IV. O6s3aTenbHble TPeOOBaHUSA K XPaHEHWIO 1 TPAHCMOPTUPOBKE AOHOPCKOWN KPOBKW 1 (1K) ee
KOMMOHEHTOB

67. XpaHeHMe n TPaHCNOPTUPOBKa AOHOPCKON KPOBU U (1) ee KOMMOHEHTOB OCYLLECTBAAIOTCSA B
YCIOBUSIX, MPEAYCMOTPEHHbIX NpuioxeHnem Ne 3 K HacTosAwmM MpaBuniam.

68. B cybbekTax obpalleHns JOHOPCKON KPoBM 1 (M) ee KOMMOHEHTOB obecneynBaTCs:

a) pa3fesibHoe XpaHeHMe pasJsinyHbIX NO CTaTyCy AOHOPCKOM KPOBM 1 (MK) ee KOMNOHEHTOB;

6) pasnenbHoe XpaHeHe NPUroaHbLIX NS KIMHMYECKOro UCNO0b30BaHMA SOHOPCKOM KpoBK 1 (unn) ee
KOMMOHEHTOB Mo rpynnam kposu ABO 1 pesyc-npnHagiexHoCTu;

B) pa3fesbHas TPaHCMOPTMPOBKa NPUIrOAHbLIX A5 UCMOJIb30BaHMA JOHOPCKOM KpoBW 1 (unn) ee
KOMMOHEHTOB, TPebyloL X pa3HON TeMnepaTypbl XpaHEHUS.

69. CybbekTbl 0bpalleHns JOHOPCKOM KPOBY 1 (Un) ee KOMMOHEHTOB 0becneynBatoT YCTaHOBJIEHHbIE
HacToAwwmMY MpaBmnamMn yCaoBUSA XPaHEHNS N TPAHCNOPTUPOBKN AOHOPCKOW KPOBU 1 (Mnn) ee
KOMMOHEHTOB, 06pa3L/0B KPOBY LOHOPOB U 06pa3L/0OB KPOBY PELIUMMEHTOB, @ TAKXXe peareHToB
nocpencTBOM:

a) MCNosib30BaHNS MeQULMHCKUX U3gennin, obecneynBatoLLnX YCTaHOBIEHHbIE YC/I0BMA XpaHEHNA ©
TPaHCMOPTUPOBKMY;

6) HaAn4MAa CpeacTB M3MEPEHUS TeMMepaTypbl MPU XpaHeHUN 1 TpaHcnopTuposke bonee 30 MUHYT;

B) PermcTpaumm npoaoc/KNTENIbHOCTN TPAHCMOPTMPOBKM U3 NMYHKTA BblAa4uun B MYHKT Ha3HaYeHNSs;

) perncTpaunm KOHTPOJSA LEeNOCTHOCTM KOHTENHEPa AOHOPCKON KPOBM 1 (1) ee KOMMOHEHTOB Npw
TPaHCNOPTUPOBKE;

[) perncTpaumm TeMnepaTypHOro pexxnMa He pexe 2 pa3 B CYyTKW NPW XpaHEHUN OOHOPCKON KPoBU 1 (1an)
€e KOMMOHEHTOB;

e) perncTpauny TeMNePaTypHOro peXxnma B Havyasie TPAHCMOPTUPOBKN 1 MO NPUBLITUN B KOHEYHBIA MYHKT
npv TpaHcnopTmposke 6osiee 30 MUHYT.

70. Ha MeanuUnHCKOM u3gennu, npefHa3HadyeHHoOM A8 XpaHeHUs JOHOPCKON KpoBu 1 (nnn) ee
KOMMOHEHTOB, YKa3blBalOTCA HaVMEHOBaHNe LOHOPCKOW KPOBU U (M1M) ee KOMMOHEHTOB B COOTBETCTBUN C
HOMEHKJITaTypOi JOHOPCKOWN KPOBW, KOMMOHEHTOB AOHOPCKOWN KPOBU, NPeayCMOTPEHHON npunoxeHmnem Ne 1
K HacToswmm lMNpaBunnam, CTaTyC JOHOPCKOW KPOBU 1 (M) ee KOMMOHEHTOB, rpynna KPOBWU Mo CUCTEME
ABO v pe3yc-npuHaanexHoCTb (4715 KOMMNOHEHTOB AOHOPCKON KPOBU A5 KIMHUYECKOr0 UCMOJIb30BaHMA).
71. lonyCcKaeTCa pa3MeLLeHne 4OHOPCKOM KPOBU 1 (MSIN) ee KOMMOHEHTOB pa3HoM rpynnbl KPOBM U pesyc-
NpVHaaNeXXHOCTW B 0AHOM MeAULMHCKOM M34ennn, NnpegHa3HavYeHHOM 415 XpaHeHS GOHOPCKOM KPOBU U
(nnn) ee KOMMOHEHTOB, pa3fe/ibHO C MapKMPOBKOM MeCTa XpPaHeHNS.

Bpems xpaHeHMs 3aMOPOXKEHHbIX (KPUOKOHCEPBMPOBAHHbIX) OHOPCKOW KPOBU U (M1M) ee KOMMOHEHTOB
onpenenseTcs TEXHNYECKON AOKYMeHTaL el npon3soanTens obopyaoBaHus n (M) pacxonHbix
MaTepunasos.

[loHOpPCKas KPOBb U (1SIM) ee KOMMNOHEHThI MPUrOAHbI A5 NCMOJb30BaHNS B Mpeaenax yCTaHOBAEHHbIX 4N
HUX CPOKOB FOAHOCTU HE3ABMCMMO OT CPOKA MOAHOCTU KOHTENHEPOB, B KOTOPbLIE OHW 3ar0TOBJIEHbI, NPK
YC/I0BUW, YTO Ha JaTy 3arOTOBKWN JOHOPCKOM KPOBU 1 (M) ee KOMMOHEHTOB CPOK MOAHOCTU KOHTENHepa
HaxoAuacs B yCTaHOB/IEHHbIX Npejenax.

Mpy HECOOTBETCTBUMN CPOKOB FOAHOCTW, ONPeAESIEHHbIX TEXHUYECKON AOKYMEHTaLNEN NPON3BOAUTENS
obopyLoBaHMA, CpOKaM rogHOCTU, OnpeaeeHHbIM TEXHNYECKON OKYMeHTaLen Npon3sBoanTens
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pacxoHbIX MaTepnasaoB (B TOM YMCe aHTUKOArynaHTbl, B3BELUMBAlOLLME PACTBOPLI), CPOK FOAHOCTM
onpenenseTca no HambonbLIeMy CPOKY, ONPefesIeHHOMY TEXHUYECKON AOKYMEHTaLMeN.

72. B cybbekTax obpalleHns LOHOPCKON KPOBU U (1S1M) ee KOMNOHEHTOB obecrneynBaeTCs pe3epBHbIi
NCTOYHWK 3NeKTponuTaHms ana 6ecnepebonHoro NCcnosb30BaHNsS MeLULNHCKUX U3LENNN,
npefHa3HaYeHHbIX 415 XpaHeHUs JOHOPCKOWM KPOBM 1 (M) ee KOMMOHEHTOB.

73. TpaHCNOPTMPOBKA JOHOPCKOWM KPOBU U (M1M) €€ KOMMOHEHTOB OCYLLECTBNSAETCA PaboTHNKOM,
YMO/HOMOYEHHbIM pyKoBoauTenem cybbekTa obpalleHnsa LOHOPCKON KPOBK 1 (M1M) ee KOMMOHEHTOB.
74. MNepen TPaHCMOPTUPOBKON AOHOPCKOWN KPOBU U (M) €e KOMMOHEHTOB YMOJIHOMOYEHHbLIMU
paboTHMKaMM OpraHn3aLnm, OCyLLeCTBASIOWEN 3ar0TOBKY AJOHOPCKON KPOBU 1 €8 KOMMOHEHTOB,
npoBepalTCS:

a) NOEHTUUKALMOHHBIA HOMEP e ANHULbI OHOPCKON KPOBMW UM €€ KOMIMOHEHTAa;

6) cTaTyc AOHOPCKOW KPOBU 1 (M) ee KOMMOHEHTOB;

B) BHELUHWI BU OOHOPCKON KPOBU U (1K) ee KOMMOHEHTOB (OTCYTCTBME CrYCTKOB M remosin3a B
3PUTPOLUTCOAEPKALLMX KOMMOHEHTaX JOHOPCKON KPOBU, 3h(heKTa "MeTenn" B KOHLEeHTpaTax
TpoMBOLINTOB, @ TakXe OTCYTCTBME 0CafKa B Pa3MOPOXXEHHON MJa3me);

) LeNOCTHOCTb KOHTeNHepa eANHNLbI KOMMOHEHTa AOHOPCKOW KPOBY;

L) YCN0BUSA XpPaHEHMS.

75. CBegeHus o pesybTaTax NPoOBEPKU, NPeaYCMOTPEHHON NYHKTOM 74 HacTosAwmx MNpaBus, BHOCATCS B
6a3y AaHHbIX 4OHOPCTBA KPOBW N €€ KOMMOHEHTOB.

76. He ponyckaeTcsa nepedayva AOHOPCKOW KPOBW U (MSIN) €e KOMMOHEHTOB AJ19 KJIMHNYECKOro
MCMNO/b30BaHNS OPraHM3aLnaM, HE NMEIOLUM JIMLEH3MN Ha MEANLIMHCKYIO AeATEeNbHOCTb C YKa3aHneM
TpaHChy3MoN0rnm B Ka4eCcTBe COCTaBAAOLEN YacTU INLEH3NPYEMOro B1Aa AeATENbHOCTH.

V. Obsi3aTeNbHble TPe6OBAHUS K KIAVHUYECKOMY MCMO/Ib30BaHMI0 IOHOPCKON KPOBY U (1K) ee
KOMMOHEHTOB

77. B cybbekTe obpalleHns LOHOPCKOW KPOBM U (MNK) ee KOMMOHEHTOB, OCYLLECTBAALLEM KUHUYECKoe
NCMNoJib30BaHNe JOHOPCKOM KPOBU U (MKN) ee KOMMOHEHTOB Ha OCHOBAHUMN NLEH3UN HA MEOULMNHCKYIO
LEeATENbHOCTb C yKa3aHMeM TPaHC(y3M0I0ornM B Ka4eCcTBe COCTaBSALLEN YacTU IMLLEH3MPYEMOro B1aa
AeATeNbHOCTU (Janee - opraHn3aums, oCyLWwecTBASAIOWan KANHNYECKOe NCM0JIb30BaHNe JOHOPCKON KPOBY 1
ee KOMIMOHEHTOB), CO3[al0TCsA CTPYKTYPHbIE Nogpa3fesieHns, LedaTelbHOCTb KOTOPbIX OpraHn3yeTcs B
COOTBETCTBUM C NOPALKOM OKa3aHUs MeANLMHCKON NoMoLLKM No npodunto "TpaHcdysuonormsa”,
yTBEpXAaeMblM MUHUCTEPCTBOM 34paBooxXpaHeHns Poccuinckon ®egepauun.

78. OpraHusaums, oCcyLLecTBAALWAsA KINMHNYECKOe UCMOJIb30BaHNe LOHOPCKON KPOBU 1 €8 KOMMOHEHTOB,
obs3aHa cchopMmnpoBaTh 3anac LOHOPCKON KPOBK 1 (1SIn) ee KOMMOHEHTOB. HOpMaTUB yKa3aHHOro 3anaca,
a TakXXe Nopaaok ero GopMnpoBaHUS U pacxofoBaHUS YCTaHaBAMBAOTCA MUHUCTEPCTBOM
34paBooxpaHeHuns Poccuinckon degepaunn.

79. MegMUMHCKNE NOKa3aHUs K TpaHCHhy3nm yKasbiBaloTCAa B MeAULIMHCKON JOKYMeHTauumn peunnmeHTa.
80. NH(opmumpoBaHHoe f,06poBOSLHOE COrflacue peLunueHTa nam ero 3aKOHHOro NpeAcTaBuTeNs Ha
TpaHCAy3M0 OOHOPCKON KPOBU U (M) €e KOMMOHEHTOB 0hOpPMJISeTCS OAMH pa3 Ha BECb Nepunos
rocnuTanmsaunn.

81. OpraHu3auus TpaHcdy3nm oCyLLECTBASETCS BPAYOM-TPAHCHY31M0N0roM Uan fNevalumm Bpadom nmbo
LEXYPHBIM BPa4yoM, KOTOpbIe npowwam obyyeHme no Bonpocam TpaHchy3nonorum (ganee - Bpay,
NPOBOAALLNIA TPAHCHY3MI0).

82. MeonunHckoe obcnenoBaHne peuunmneHTa, MpoBeLeHNe MHAMBMAYaAbLHOO Noabopa 1 NpoBefeHNe
npob Ha NHAMBNAYaNbHYIO COBMECTUMOCTb, BKAOYas Bronoruydeckyto npoby, npu TpaHchy3nm LOHOPCKON
KPOBM 1 (1N11) ee KOMMOHEHTOB OCYLLECTBASAIOTCA B NOPAAKe, yTBepKAaeMOM MUHUCTEPCTBOM
3[paBooxpaHeHns Poccunckon Gegepauinum.

83. Mpu NocTynneHnm nauneHTa, Hy>X4aloLerocs B NpoBefeHnn TpaHCgy3nm, B opraHm3aLmio,
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OCYLLeCTBAALLYO KINHUYECKOe NCMONb30BaHNe LOHOPCKON KPOBM N ee KOMMOHEHTOB, BPa4oM,
NPOBOAALLNM TPaHCHY3UI0, OCYLLECTBAAETCA NEePBUYHOE ONpeaeneHne rpynmnesl Kposu no cucteme ABO u
pe3yc-npuHaaneXHoOCTN C BHECEHMEM Pe3y/ibTaTOB ONpPeAeneHns B MEANLIMHCKYIO OKYMEHTaLNIO
peuunnmeHTa.

He monyckaeTcsl BHeECEHME B MeQULMHCKYI0O JOKYMEHTaLNI0 peuunnueHTa pes3ynbTaToB yKa3aHHbIX
nccnenoBaHMM Ha OCHOBAHUMN AaHHbIX MEAULNHCKON AOKYMEHTaLnmn, 0hOpMAEHHON UHBIMU MEONLNHCKUMUA
OpraHu3aunsMmn, B KOTOPbIX PeELUNUEHTY paHee bblfla OKasaHa MeANUMHCKasA MOMOLLb UM MPOBOANMOCH
MeanuuHcKoe obcnenoBaHmne peuunueHTa.

84. Mocne NepBNYHOro onpeaeneHns rpynnel KPoBK no cucteme ABO n pesyc-npuHaanexxHoctu obpaseu
KPOBM peLunmneHTa HanpaBaseTCs B KIMHMKO-AMarHOCTUYeCKYo nabopaTopumio opraHusaumu,
OCYLLECTBJIAIOLLEN KITMHUYECKOE UCMO/b30BaHNe JOHOPCKON KPOBM 1 (MNK) ee KOMMOHEHTOB, WK B
OpraHM3aumio, oCyLLeCTBASIOLWYI0 3aroTOBKY JOHOPCKOW KPOBU U (MAKN) €8 KOMMOHEHTOB, YNO/HOMOYEHHYI0
NCMONHNTENbHBLIM OpraHoM cybbekTa Poccuinckon ®enepaunm B chepe oxpaHbl 340p0BbS, A5 NPOBEAEHNA
cnefyloLmMx NOATBEPKAAKLWNX NCCNef0BaHNN:

a) onpegneneHune rpynmnbl KPoBU no cucteme ABO 1 pesyc-npuHagnexxHocTu;

6) onpeneneHune aHTureHa K;

B) CKPUHUWHI aJIIOUMMYHHbIX @aHTUTEN C UCMOoJb30BaHNeM He MeHee 3 06pa3L 0B TeCT-3pUTPOLINTOB;

r) onpeneneHme aHTureHos sputpoumnToB C, ¢, E, € Ans nauneHToB, YKa3aHHbIX B MyHKTE 88 HacToALNX
Mpasu.

85. MNpwn coBnaaeHnn pesynbLTaToOB NCCNeN0BaHWI, YKa3aHHbIX B MyHKTe 84 HacToswwmx Mpasun,
NPOBEAEHHbIX MPY FoCNUTann3aLnm, ¢ pesysibTaTaMm NCCaeoBaHnim, NPOBEAEHHbIX NPU NpeabiayLLen
rocnuTanm3aunm, B O4HON OpraHM3aLmm, oCyLecTBASAIOWEN KNIMHYeCKoe NCMOoSb30BaHNe JOHOPCKOW
KPOBW 1 (M) €e KOMIMOHEHTOB, UK B OpraHn3aumnm, oCyLLeCcTBASIOLWEN 3aroTOBKY AOHOPCKOM KPOBM 1 ee
KOMMOHEHTOB, YNOJIHOMOYEHHON UCNONHUTENbHLIM OpraHoM cybbekTa Poccuinckon ®egepaumm B chepe
OXpaHbl 340P0BbSA, OHWN CHUTAIOTCA YCTAaHOBAEHHBIMU U B AajibHENLLEM He ONpefensoTCs, 3a NCKA0YeHneM
nccnenoBaHns, yKasaHHoOro B NognyHKTe "B" nyHkTa 84 HacTosAwwmx MNpasuia, n (unun) cnyyaes
TpaHCNAaQHTALUN aaoreHHOr0 KOCTHOro Mo3ra 1 (Uan) annoreHHbIX reMono3TUYeCKNX CTBOJIOBbIX KJIETOK.
86. B c/lyyae BbIABEHNA Y peuunneHTa aflloMMMYHHbIX aHTUTEN NPOBOANTCA UAEHTURUKALNS aHTUTEN C
MOMOLLbI0 PACLUMPEHHOWN NaHeNn CTaHAAPTHbLIX SPUTPOLMTOB 1 OCYLLECTBAAETCS KINHNYECKOE
NCMNOJIb30BaHME 3pPUTPOLNTCOAEPIKALLUX KOMIMTOHEHTOB AOHOPCKOW KPOBU, HE COAEPXKALLMX aHTUIEHOB,
NPOTMB KOTOPbIX HAaMpaBJIEHbl BbISIBJIEHHbIE ¥ peLUnneHTa afJloMMMYyHHbIe aHTUTenNa.

87. Pe3ynbTaTbl NCCNegOBaHWI, YKa3aHHble B MyHKTe 84 HacTosawmx MNpaBu, BHOCATCSA B MEANLIMHCKYHO
LOKYMEHTaUMIO peumnnmenHTa.

88. OnpegneneHune aHTUreHoB s3puTpoumnTos C, ¢, E, e npoBoauTcs nvuam o 18 net n xeHwmHam
thepTunbHOro Bo3pacTta (15 - 49 neT), peunnneHTam, KOTOPbIM NOKa3aHbl MHOXKECTBEHHbIE TpaHCdy3un,
peunnneHTaM, y KOTOpbIX KOraa-nnbo BbISBASANCE a/ZIOMMMYHHbIE aHTUTENA, a TakXXe peunnmeHTaMm, y
KOTOPbIX B @aHaMHEe3€e 0TMEYEHbl FEMOIMTUYECKME peaKLun 1 (1mn) 0CNoXHeHNs, 0B6yCNI0BNEHHbIE
TpaHchy3snen.

89. B uensax npothnnakTUKM peakLmin N 0CNI0XKHEHUI B CBA3M C TPaHCHy3nen NCNoNb3yoTCS
3pMTPOLUTCOAEPIKALLME KOMMOHEHTbI JOHOPCKOW KPOBU, MAEHTUYHbLIE UAN COBMECTUMbIE Mo cucTeme ABO,
pesyc-npuHagnexHocTtu n K.

90. B uensax NnponaakTUKKN peakLnin N 0OCII0XKHEHWI B CBA3M C TPaHCHy3Men B Clyyae 3aTPyAHEHW Npn
onpegeneHun rpynnesl KPosu no cucteme ABO, pesyc-npuHagnexHocTn n aHtureHos C, ¢, E, e, Kk
3PUTPOLUTAM JOMNYCKAETCA NPUMEHEHNE METOAO0B FEHOTUMNPOBAHUS.

91. PeuunueHTaMm C 3KCTpaarrmMoTUHUHAMK aHTK-AL OCYLLEeCTBASAIOT Clieayowmne TpaHchysnm
3PUTPOLNTCOAEPKALLMX KOMIOHEHTOB LOHOPCKOWN KPOBU, HE COAEpXalLMxX aHTureH Al:

a) peuunueHTy C rpynnon Kposmn A2 - TpaHCMY3MM 3pUTPOLUTCOLAEPKALLNX KOMMOHEHTOB LOHOPCKON KPOBM
rpynnsl 0;
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6) peuunueHTy C rpynnoi Kposn A2B - TpaHChYy3UN 3pUTPOLINTCOAEPKALLNX KOMMOHEHTOB AOHOPCKOM
KpoBu rpynnbl 0 naum rpynnsl B.

92. 1na naumMeHTOoB, YKa3aHHbIX B NyHKTe 88 HacToAWwmMX MpaBu, Npu naaHoBbIX TPAHCHY3nAX
3PUTPOLUTCOAEPKALLMX KOMIOHEHTOB JOHOPCKON KPOBM YHUTbLIBAETCSA COBMECTUMOCTb JOHOPaA U
peunneHTa no aHTureHam sputpoumnTtos C, ¢, E, e.

93. Jlnuam npu HaNM4YUM B aHaMHEe3e reMoIMTUYECKUX OCN0XKHEHWI, 00YCNOBNEHHbIX TpaHCdy3nen
LOHOPCKOW KPOBW U (MNK) ee KOMMOHEHTOB, XEHLMHAM Npy Hann4ynm B aHaMHe3e 6epeMeHHOCTH €
YCTaAHOBJ/IEHHbIMY MPU3HAKaMWN FreMoINTUYECKON 601e3HN HOBOPOXXAEHHLIX, JILIAM C BbISBIEHHbIMM
aNNIOUMMYHHBIMU WM @Yy TOMMMYHHBIMW @HTUTENIAMW K SpUTPOLUTAM B CJlyHae NosIoXKNUTESbHbIX
pe3ynbTaToB Npob Ha NHAMBMAYAbHYI COBMECTMMOCTb MPX NPOBEAEHNN MHOXECTBEHHbIX TPaHCHy3uUi
OCYLLECTBIAETCA MHAMBUAYAJIbHBIA NOABOP IPUTPOLIUTCOAEPIKALLUNX KOMIMTOHEHTOB AOHOPCKOW KPOBM C
NPYMEHEHNEM HENPSMOr0 aHTUIN06YIMHOBOIO TeCTa MM TeCTa C TakoW Xe YyBCTBUTEbHOCTbIO.

94. MNpw TpaHChy3nax HOBOPOXKAEHHBIM 1 INLLAM B BO3pacTe A0 4 MecsLeB NPOBOANTCA UHANBMAYAbHbIN
nofbop apuTpoLMTCOAEPKALLMX KOMMOHEHTOB JOHOPCKON KPOBY C MPUMEHEHWNEM HEMPAMOro
aHTUrN106YyIMHOBOIO TECTa MM TeCTa C TaKOW XXe YyBCTBUTENbHOCTbIO. AHaN3 MPOBOAMNTCA Kak C
CbIBOPOTKOM UM Nna3mMom KpoBmu pebeHka, Tak 1 C CbIBOPOTKOW MM MAa3Mon KpoBu MaTepu. Ecan'y
MaTepu n pebeHKa pa3Hble rpynnbl Kposu No cucteme ABO, To BbIGBUPaOT 3pUTPOLLUTHI AOHOPA,
COBMECTMMbIE C CbIBOPOTKOW MM Ma3Moi pebeHKa, C y4eTOM CNeunnyYHOCT al/IONMYHHbIX aHTUTEN,
BbISIBJIEHHbIX Y MaTepu. [Npy HEBO3MOXXHOCTM B3ATNA 06pa3LL0B KPOBM MaTepu AOMYCKAEeTCA TpaHCy3us Ha
OCHOBaHWMW pe3ynbTaToB NHAUBMAYaNbHOro noabopa C NCNoAb30BaHNEM CbIBOPOTKM UK Mia3Mbl pebeHka.
95. 1na npepgynpexaeHns peakunin n 0CJI0XKHEHUI B CBA3WN C TPaHCHy3Men peumnmeHTaM NpoBoasaT
TpaHChy3mm nenkopenyLMpoBaHHbIX KOMMOHEHTOB AOHOPCKOWM KPOBU, MaToreHpenyLumMpoBaHHbIX
KOMMOHEHTOB JOHOPCKOWN KPOBU, 06/1y4YEHHBIX 3pUTPOLMTCOAEPKALLMX KOMMOHEHTOB AOHOPCKON KPOBU 1
KOHLEHTPaTOB TPOMOOLMTOB, OTMbITbIX 3PUTPOLIMTOB, @ TaKXXe 3PUTPOLMTHON B3BECU 1 KOHLIEHTPATOB
TPoMOOLMTOB, 3ar0TOBJIEHHbIX C 3aMELLEHNEM MJIa3Mbl JOHOPA B3BELIMBAOLLMMUN N [00aBOYHBIMY
pacTBopamu.

96. OpraHu3auns, ocyLLecTBAALWAA KINHNYECKOe NCMONb30BaHNE OOHOPCKON KPOBM 1N €€ KOMMOHEHTOB,
hopMupyeT 3asaBKY Ha JOHOPCKYIO KPOBb M (MK) ee KOMMAOHEHTLI Mo hopMe, yTBEpKAaeMOon
MuHuCTepcTBOM 3a4paBooxpaHeHns Poccuinckon depepalimu.

97. Mpwn Nony4YeHMn LOHOPCKOWM KPOBU U (M) ee KOMMNOHEHTOB PaboTHMK, YNOJIHOMOYEHHBI
pyKOBOAUTENEM OPraHn3aLum, OCyLLECTBASIOLLEN KIMHUYECKOE UCM0Nb30BaHMe JOHOPCKON KPOBY 1 ee
KOMMOHEHTOB, NpoBepseT cobnogeHne ycnoBuin TPaHCNOPTUPOBKN, MPeAYyCMOTPEHHbIX NpuioxeHnem Ne 3
K HacTosiwmm lMNpaBunnam, a TakXxe XapakTePUCTUKN BHELLHEro BMAa AOHOPCKOW KPOBU U (1nn) ee
KOMMOHEHTOB (M3MeHeHue LiBeTa, Ha/in4ne HepacTBOPUMbIX OCaZIKOB, CFYCTKOB, LLleIOCTHOCTb KOHTEeNHepa)
N BHOCUT CBELEHMNA O pe3y/ibTaTax MPOBEPKN B MEANLMHCKYIO AOKYMEHTaLUMI0.

98. He ponyckaeTcs KAMHUYECKOe UCMOb30BaHWe JOHOPCKON KPOBU 1 (M) ee KOMMOHEHTOB, YCI0BKS
XPaHeHUs N TPAHCNOPTUPOBKMN KOTOPbLIX HE COOTBETCTBYIOT YC/II0BUSAM, NPeAYCMOTPEHHbLIM NPUI0XKEHNEM
Ne 3 K HacToSWMM MpaBusaM, a TakXXe C UCTEKLLUNM CPOKOM FOLHOCTMN.

99. buonorunyeckas npoba NpoBOANTCA HE3ABMCMMO OT 06beMa N HAMMEHOBAHMNA KOMMOHEHTa AOHOPCKOM
KPOBM, 33 NCKOYEHNEM TPAHCDY3MMN KpronpeunnuTaTa n3 eanuHuLLbl JOHOPCKON KPoBKW 1 (nnn) ee
KOMMOHEHTOB. Mpn HeEOBX0AMMOCTM TPaHCHY3MN HECKOIbKNX eQUHNL, KOMMNOHEHTOB AOHOPCKON KPOBU
buonornyeckas npoba BbINOAHAETCS Nepel TPaHCHY3nNen Ka)k Aok HOBON eAUHNLbI KOMMOHEHTA NOHOPCKON
KpoBu. brnonormyeckas npoba BbINOJHAETCA B TOM YMCE NPU SKCTPEHHON TpaHCdy3mu.

100. Mpwn oKa3zaHUN MeOULMHCKON MOMOLLIM MO 3KCTPEHHLIM MOKa3aHNSaM a5 YCTPaHEHMNS YIPO3bl XXU3HU
4yenoBeKa [0 YCTPaHeHNs UCTOYHMKA KPOBOTEYEHNS MaCC/BHbIE TPAHCHY3UN 3PUTPOLUTCOLEPIKALLNX
KOMMOHEHTOB AOHOPCKON KPOBW, paHee NHAMBUAYaAbHO NoA0bpaHHbIX 418 NaUNeHTa, a TakXe naa3Mbl,
KOHLEHTpaTa TPOMbOLMTOB, KpMonpeunnuTaTa ocylecTnsaoTca 6e3 nposeneHns bruonornyeckomn npobel.
Bpems npoeefeHus bronornyeckon npobel NpyM MacCMBHOWM TPaHCHY3UM 3PUTPOLMTCOAEPKALLNX
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KOMMOHEHTOB JOHOPCKOW KpoBK 6e3 NpoBeAEHHOr0 paHee UHAUBUAYaNbHOro noabopa cokpallaeTcs 4o 2
MUHYT.

MeOnunHCKasa opraHn3aums, oCyLWwecTBASIOWan KANHNYECKOoe NCM0JIb30BaHne JOHOPCKOM KPOoBK 1 (1an)
KOMMOHEHTOB, YTBEPXXAAeT NPOTOKO MaCCMBHOM TPaHCY3MK, BKIOYAA NnepevyeHb MeaNLNHCKIMNX
MaHUNyNALMA U NOPSALOK B3aMOAENCTBUS MEAULMHCKUX pabOTHUKOB, Y4aCTBYIOLLUX B OKa3aHUU
MeONLNHCKON NOMOLLN Npy NPOBEAEHUN MaCCMBHON TPaHCdy3mm.

101. TpaHchy3un LOHOPCKON KPOBY, IPUTPOLMTCOAEPKALLMX KOMMNOHEHTOB AOHOPCKON KPOBU, MIa3Mbl 1
KpuonpeunnuTaTa Ha4MHalOT HENOCPEACTBEHHO NOC/e NOAOrPEBAHNSA KOHTENHEpa A0 TeMnepaTypbl He
Bbile 37 rpafycoB Llenbcuns ¢ ncnonb3oBaHNEM MeANLMHCKUX n34ennin, obecneymBaoLmx KOHTPOIb
TeMmnepaTypHOro pexxuMma, 1 peructpalmen TemnepaTypHOro pexmnuma no Kaxxon efuHuue LOHOPCKON
KPOBU U (M) ee KOMMOHEHTOB B MEANLMHCKON OOKYMEHTaLUN.

102. TpaHchy3ns naasmsl OCYLLECTBASETCS NOC/E ee pa3MOpaXKMBaHNA 1 NPoJosKaeTca He bonee 4
4yacoB. Pa3MopoXXeHHas nnasMa NpurogHa A4S UCNoJib30BaHMA B Te4eHne 72 4acoB Npu yCI0BMM XPaHEHNS
B MeJULMHCKOM MU34enuun, npeiHasHa4yeHHOM /15 XpaHeHUs JOHOPCKOW KPOBU U (MN) ee KOMMOHEHTOB,
npu TemnepaType oT +2 00 +6 rpagycos Lenbcua. Mo nctedyeHnn 72 4acos pa3MoOpoOXXeHHas nyiasma
CTAHOBUTCA HEMNPUIOAHOWN AN KINMHUYECKOr0 MCMOJb30BaHNS.

103. TpaHchy3ns 3puTpoLUTCOAEpKALLUX KOMMOHEHTOB JOHOPCKOM KPOBY OCYLLLECTBASAETCA He no3fHee 2
4acoB rnocne ux nogorpeeanna fo 37 rpagycos Llenbcmsa. Pa3MopoXXeHHbIe 3puTpoumnTcogepxxatimne
KOMMOHEHTbI JOHOPCKON KPOBY MOrYT BbITh MCMO/b30BaHbl B TEYEHME CPOKa FOAHOCTU, YCTAHOBAEHHOM O
NPoM3BOANTENIEM MEANLNHCKOrO n3genmsa n (unm) pacxogHbiX MaTepurasnos A58 pa3MoparKMBaHNS
3PUTPOLUTCOAEPKALLMX KOMIOHEHTOB LJOHOPCKOWN KPOBU, NPY YCNOBUN X XPAaHEHNS B MeNLIMHCKOM
n3penuu, npefHa3Ha4eHHOM A5 XpaHeHUs LOHOPCKOW KPOBY U (M1K) ee KOMMOHEHTOB, Npu TeMnepaType
oT +2 [0 +6 rpagycos Llenbcus. Mo ncrte4yeHnn yCTaHOBJIEHHOMO CPOKa FOAHOCTU Pa3MOPOXKEHHbIe
IPUTPOLMTCOAEPXKALLME KOMMOHEHTbI JOHOPCKOWN KPOBM CTAaHOBATCSA HEMPUTOAHLIMU 418 KIUHNYECKOr O
NCMNOJIb30BaHMUA.

104. Pa3aMOpOXXeHHbIe KOHLIEHTPaThl TPOMBOLMTOB NPUroAHbl 415 UCNO/b30BaHUS B Te4eHue 24 4acoB npu
YC/I0BUW NX XPaHEHWS B MEQULMHCKOM M34EeNUN, NpefHa3Ha4YeHHOM L1 XpPaHEeHWS KOHLEHTPaToB
TpombounTOoB. M0 NCTeYEeHNN 24 HaCOB Pa3MOPOXKEHHbIN KOHLLEHTPAT TPOMBOLMTOB CTAaHOBMTCS
HENpPUrogHbIM AN15 KJIMHWYECKOr0 UCMOJIb30BaHus.

105. TpaHcdy3ma KpuonpeunnmuTaTa o0CyLLECTBIAETCA NOC/Ie ero pasMopa)KMBaHNA 1 NPOLOJIKAETCA He
6onee 30 MUHYT. N0 UcTe4eHMM 4 YacoB NOCAE MNOAOrPEBAHNSA KPUOMNPELMNNTAT CTAHOBUTCSH HEMPUTO4HbIM
4719 KJIMHNYECKOro 1CMoJib30BaHUS.

106. He nonyckaeTcs BBeAeHME B KOHTENHEP C JOHOPCKOW KPOBLIO U (M) ee KOMMOHEHTaMN Kakux-nnbo
JleKapCTBEHHbIX CPeLCTB.

107. Mpwn TpaHCchy3nn CBEXKE3aMOPOXXEHHOWN NAa3Mbl U KpUonpeuunmTaTa COBMECTUMOCTb AOHOPA U
peunnueHTa no pesyc-npuHaifieXXHoCTu 1 aHTureHam sputpounTos C, ¢, E, e, K He y4nTbiBaeTCS.

108. CoBMeCTMMOCTb AOHOPa U peunnneHTa no pesyc-npuHagfie)XXHoCcTn n aHTureHam sputpoumnToB C, ¢, E,
e, K He y4uTbIBaeTCs Npy TpaHC(y3mMM KOHLEHTPATOB TPOMBOLMTOB.

109. Bpay, npoBoAsALWNA TpaHCHY3nto, OLEHNBAET COCTOAHNE peumnmeHTa 40 Havyana TpaHcdysun, Yepes 1
4ac 1 Yyepes 2 Yaca nocsie TpaHCchy3nm C y4eToM TakKxX NoKasaTenen COCTOAHNS 300P0BbS pPeLmnmeHTa,
Kak TemnepaTypa Tefla, YaCToTa AblXaTesbHbIX ABWXEHWU, apTepuanbHoe faBiaeHue, Nynbc, Anypes u
LBET MOYMW.

110. MNpw HEBO3MOXHOCTU ONpeaeneHns rpynnbl KPOBY peuunueHTa no cucteme ABO No XXU3HEHHbIM
MoKa3saHMAM onyCcTMMa TPaHCHhY3nNS 3pUTPOLUTCOAEPKALLMX KOMMIOHEHTOB AOHOPCKON KpoBm 0 rpynnebl,
pesyc-oTpuuaTeNbHblX U K-0TpuuaTenbHbIX.

JonyckaeTcs TpaHCy3usa HenfeHTUYHOro no cucteme ABO KpuonpeuunuTaTa 1 (MIn) KOHLLEHTpaTa
TpoMbOoLMTOB, 3ar0TOBIEHHOIO C MCMOJIb30BaHNEM A0H6aBOYHOI0 pacTBOPa. 10 XKM3HEHHbIM NOKa3aHNAM
LO0MNYCKaeTCs TpaHCy3usa KOHLEHTPaToB TpoMboLmToB AB rpynnbl peuunueHTy ¢ atobon rpynmnon Kposu.
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[onyckaeTcs TpaHcdy3ns naa3mbl AB rpynnbl peunnueHTy ¢ 1toboin rpynnon KpoBu.

111. B uensx obecneyeHns 6e30naCcHOCTM 3anpeLLanTCs TpaHChy3uu:

a) N3 0OHOr0 KOHTENHEepa HECKOIbKNM PeLMnmMeHTaMm;

6) [OHOPCKOW KPOBW U (MNK) ee KOMMOHEHTOB, He 06C/Ief0BaHHbIX Ha MapKepbl BUPYCOB UMMYHOAehMLATa
yenoseka (BNY-nHpekumn), renatutos B n C, Bo3byautena cudpunnca, rpynny Kposu no cucteme ABO,
pe3yc-npuHannexHocTb, K n annonMMyHHble aHTUTenNa;

B) 6e3 npoBeaeHus Npob Ha NHANBUAYANbHYIO COBMECTUMOCTb.

112. Mocne oKoOHYaHUS TPaHCHY3MN KOHTENHEpP C OCTaBLLENCS JOHOPCKOW KPOBLIO U (1nn) ee
KOMMOHEeHTaMu (He MeHee 5 MUAIMANTPOB), @ TakxXe Npobupka ¢ 06pasLLOM KPOBY PELIVMNEHTA],
MCMO0/b30BaHHbLIM 415 NPOBEAEHNA KOHTPOJIbHbLIX UCCNef0BaHUn U Npob Ha MHAMBUAYANbHYIO
COBMECTUMOCTb, COXPaHATCA B TedeHMe 48 4acoB nNpu TemnepaType oT +2 10 +6 rpagycos Lenbcua B
MeLMLMHCKOM U3aennu, npefHa3Ha4yeHHOM A5 XpaHeHUs LOHOPCKOW KPOBMW U (M) ee KOMMOHEHTOB.
113. Mocne TpaHCchy3nm ohopMASETCSA NPOTOKOA TpaHCdy3mn nNo gopme, yTBepxaaemMmon MUHUCTEPCTBOM
34paBooxpaHeHns Poccunckon degepaunn, Ha ByMaKHOM HOCMTENe UK B (hOpMe 3IEKTPOHHOI0
LOKYMEHTa, MOAMMCAHHOIO C UCMOJIb30BaHWEM YCUIEHHON KBAAN(ULIMPOBAHHOWN 31EKTPOHHON NOANUCK
MeLMLMHCKOro paboTHMKa. MpoTOKON TPaHCHY3MM BHOCUTCA B MEANLIMHCKYIO LOKYMEHTALMNIO peLmnnmeHTa.
114. B uensx HeponyLLeHNs HeornpasLaHHON BpakoBKM OHOPCKAs KPOBb U (MNKN) ee KOMMOHEHTHI,
NOJyYEeHHbIE A8 KINHUYECKOro NCMOJIb30BaHWS, HO HE UCMO/b30BaHHbIe, MOryT BbiTb BO3BPALLEHbI B
OpraHn3auunio, oCyLLeCTBASAIOLLYI0 3ar0TOBKY LOHOPCKON KPOBY U €€ KOMMOHEHTOB, A4/19 MOBTOPHOW BblAa4u
TOJIbKO B TOM Cjly4ae, eC/iv npouenypa Bo3BpaTa onpenesieHa AOroBOPOM MeXAy OpraHusaumen,
OCYLLECTBIAIOLLEN 3ar0TOBKY AOHOPCKOM KPOBM 1 €8 KOMIMOHEHTOB, U OpraHu3aunen, oCyLweCcTBASIOWEN
KJVHUYECKOoe 1CMoJb30BaHNe LOHOPCKOW KPOBY U ee KOMMOHEHTOB, U MO KaXA0/ BO3BPaLLEeHHON eanHuLe
LLOHOPCKOW KPOBU U (MN1N) ee KOMMOHEHTOB MMeeTCs AOKYMEHTabHOe MOATBEPXXAEHNE COOTBETCTBMUA
YCJIOBUI ee XpaHeHWs 1 TPaHCMOPTUPOBKY YCA0BMSAM, NPeLYCMOTPEHHbIM nNpuaoxKeHneM Ne 3 K HaCTOALWMM
Mpasunam.

MPUNOXXEHUE Ne 1
K MpaBuiaM 3aroToBKMW, XpaHEHUS,
TPAHCMOPTUPOBKM 1 KJIMHNYECKOrO WCMO/b30BaHNS JOHOPCKON KPOBU 11 €8 KOMMOHEHTOB

HOMEHKNATYPA
JIOHOPCKOW KPOBW, KOMMOHEHTOB JOHOPCKON KPOBU

NoeHTUDUKaLMOHHBIN KOS LOHOPCKOW KPOBM U (1S1M) ee KOMMOHeHTa

HanmeHoBaHMe LOHOPCKON KPOBU

1 (M1n) ee KOMMNOHEHTA

KKKpoBb KOHCepBrpoBaHHas

KK-JIKpoBb KOHCEPBUPOBaHHas IEMKOPenyLUPOBaHHas

3B-YNIC3puTpounTHasa B3BeCh C yAaleHHbIM NENKOTPOMOBOLNTHBLIM C/TI0EM
3B-JI2puTpoumuTHasa B3BECh SleNKopeayLMpoBaHHas

3B-JIASpuTpouMTHas B3BECH SIeMKOPeAYyLUPOBaHHas, Nosly4yeHHas MeToaoM adepesa
3M-YNIC3putpoumTHas Macca C yaaJleHHbIM NeNKOTPOMOOLUTHBLIM C/IOEM
SM-J12puTpouMTHasa MacCa enKopeayLnpoBaHHas

9M-A3puTpounTHasa Macca, NoJiy4yeHHas MeToLoM adepesa

3B-YNICO3puTpOLMTHasA B3BECH C yAaSE€HHbIM IENKOTPOMBOLMTHBLIM cloeM, 0b61y4YeHHas
3B-103puTpoLUMTHaA B3BECH leMKopeayLnpoBaHHas, 0by4yeHHas
3B-TAO3puTpOLNTHas B3BECH JIeKOpeayLMpoBaHHas, Noay4yeHHas MeToAoM adepesa, 06ayyeHHas
OM-YJICO3puTpoLMTHasA Macca C yaaneHHbIM eMKOTPOMOOLIMTHBIM CNoeM, 061y4eHHas

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 16 n3 23



SM-JI03puTpoLMTHAsA Macca NenkopeayLupoBaHHas, 0bny4yeHHas

OM-AO3puTpOLMTHAA Macca, NoslyYeHHas MeToaoM adepesa, 0bnyyeHHas

O30TMbITbIE 3PUTPOLUTDI

03-0O0TMbITbIE 3pUTPOLUTLI 061y4YEHHbIE

3B-PO3puTpoumMTHas B3BECb Pa3MOPOXKeHHas, OTMbITas

3B-POO3punTpOLMTHANA B3BECh PAa3MOPOXXEHHAs, OTMbITast, 06Jly4eHHas

KT-JINKoHLeHTpaT TpoMBOLNTOB NNeNKOopeayLIMPOBAHHbLIN, MYNPOBAHHbIN

KT-NNOPKoHUeHTpaT TpoMOOLMTOB IeKopenyLMPOBaHHbIA, NMYyJIMPOBaHHBLIA, B 106aBOYHOM pacTBope
KT-JINMKoHUeHTpaT TPOMOOLINTOB NeKopenyLIMPOBaHHbIN, MyMPOBAHHbLIN, NaTOreHpeayLMPOBaHHbI
KT-INNAPKoHLeHTpaT TpoMboLUTOB NIeNKopefyLMpOBaHHbINA, NYAUPOBaHHLIA, NaToreHpeayLMpoBaHHbIN,
B 06aBOYHOM pacTBope

KT-JINAKoHLeHTpaT TpoMBOLUTOB NENKOPEeayLIMPOBAHHbIN,

MoJly4eHHbIN MeTOA0M adepesa

KT-JIAMKoHLeHTpaT TpoMOOLUTOB NeNKOpeayLMPOBaHHbIN, NOSyYEHHbIN METOA0M adepesa,
naToreHpenyLMpoBaHHbLIN

KT-JIAMNOPKoHUeHTpaT TPOMOOLIMTOB NENKOPEaYLIMPOBAHHBINA, MONYyYeHHbI METOLOM adepesa,
naToreHpefyunpoBaHHbIA, B 106aBOYHOM pacTBope

KT-NALPKoHLEeHTpaT TpoMboLMTOB NIeiKopeayLMpoBaHHbI, MOMyYeHHbI METOL0M adepesa, B
no6aBo4HOM pacTBope

KT-JIKPKoHLIEHTPAT TPoMOOLINTOB NIeiKopeayLMpPOBaHHbIA, KPUOKOHCEPBUPOBAHHbIN, Pa3MOPOXKEHHbIN
KT-EKKoHUEeHTpaT TPOMBOLIMTOB U3 eAUHNLLI KPOBU

KT-MKoHueHTpaT TpoMbOLUTOB Ny NPOBaHHbIN

KT-NOPKoHUeHTpaT TpoMOOLMTOB MYNPOBAHHbIN,

B 06aBOYHOM pacTBOpe

KT-NMNKoHueHTpaT TpoMBOLMTOB NyAMPOBaHHbIN, MaToOreHpeayLupoBaHHbIA

KT-NNOPKoHUeHTpaT TpoMbOLMTOB MYNPOBaHHbLIN, NaToreHpeayLUnpoBaHHbIN, B 106aBOYHOM pacTBope
KT-NAKoHUeHTpaT TPOMBOLIMTOB, NOJYy4EHHbIN MeTOA0M adepesa

KT-AMKoHUEeHTpaAT TPOMBOLIMTOB, NOJYHYEHHbLIA METOA0M adepesa, MaToreHpeayLMpoBaHHbI
KT-AMOPKoHUeHTpaT TpoMboLMTOB, NOYYEHHbIA METOLOM adepesa, NaToreHpeayLMpPOBaHHbIN, B
nobaBoYHOM pacTBope

KT-ALPKoHLeHTpaT TpoMOOLMTOB, NOJIy4EHHbIN MeToAOM adepesa, B 106aBOYHOM pacTBope
KT-KPKoHLeHTpaT TPOMOOLMTOB KPUOKOHCEPBMPOBAHHbIN, Pa3MOPOXKEHHbIN

KT-JINOKoHLEeHTpaT TpoMOOLMUTOB NeNKOPeayLMPOBaHHbIN, MYANPOBAHHBIA, 001yYEHHbIN
KT-INOPOKoHUeHTpaT TPOMOOLMTOB NenkopeayLMpoBaHHbIA, MyMPOBaHHLIN, B 406aBOYHOM pacTBOpE,
06.J1y4€eHHbIN

KT-JINAOKoHLeHTpaT TpoMBoLMTOB NIeNKopeayLMPOBaHHbIN, NOJYYEHHbIN MEeTOA0M adepesa, 06/1y4eHHbIN
KT-NALPOKoOHLLeHTpaT TPOMOOLIMTOB NENKOPEaYLMPOBaHHbIA, MONYYEHHbIA METOA0M adepesa, B
n06aBo4HOM pacTBope, 061yHeHHbIN

KT-EKOKoHUeHTpaT TpoMboLMTOB 13 e4MHNLbI KPOBU 061yHeHHbI

KT-NMOKoHueHTpaT TpoMBOLMTOB NyANPOBAHHbBINA, 061yYEHHBIN

KT-NMOPOKoHUeHTpaT TPOMOOLIMTOB MYJIMPOBAHHBIN,

B f06aBOYHOM pacTBOpe, 061yHEHHbIN

KT-NAOKoHUeHTpaT TpoMbOLMTOB, MNOSyYEHHbI METOAOM adepe3a, 061yYeHHbI
KT-ALPOKoHLEeHTpaT TpoMbOLIMTOB, MOJly4EHHbIN MeTOA0M adepe3a, B 406aBOYHOM pacTBOpE,
061yYeHHEIN

C3MCeexe3aMopoXXeHHas niaasma

MMNMnasma natoreHpenyumMpoBaHHas

MMNMfnasma nyanpoBaHHas, naToreHpenyLuposaHHas
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KMKpunocynepHaTaHTHasa naasma
JIMJInopmnmsnposaHHas nia3ma

KPUOKpuronpeunnuTaTt n3 e4uHULbI OHOPCKOWM KPOBU 1 (MAKN) ee KOMMOHEHTOB

KPUO-MKpronpeunnuTaT NyMpPOBaHHbIRA

F'KOKOHLEHTpPAT rpaHyIoLUTOB, NOYyYEHHbIN MeTO40M adepe3a, 061y4eHHbIN

'K-NMOKOHLEHTPAT FpaHyI0LUTOB NMYANPOBAHHbINA, 06/1yYEHHbIN

NCN-RhDMMyHocneumdmryeckas naa3ma C aHTUTENaMmM NpoTuB aHTureHa Rh(D)
NCMN-CUMMyHoCneumgpuyeckas nnasma Cc aHTuTeslaMm NpoTuB CTapUIIOKOKKa
NCN-K3NMMyHocneuunduyeckas naasma C aHTUTelaMn NPOTUB KeLweBoro sHuedannTa
NCM-SARS-CoV-2MMyHoCneumduyeckas niasma ¢ aHTutenamm npotrs SARS-CoV-2
NCN-CTUMMyHOCneundpmnyeckas niasma c aHTMTeNnaMy NpoTue Bo3byanTens ctonbHska
NCM-renBMMMyHoCneumnpmryeckas nnasma C aHTUTENaMun NpoTuB renatuta B

MPUJTOXEHWE Ne 2

K MNpaBnnam 3aroToBKW, XpaHeHUs, TPAHCMOPTUPOBKU N KIIMHUYECKOr0 NUCMOJiIb30BaHUA }J,OHOpCKOIZ KpoBu n

ee KOMMNOHeHTOB

MEPEYEHb

3HaYeHn NokaszaTenen 6e30NacHOCTN OHOPCKOM KPOBU 1 €e KOMMOHEHTOB

3HayeHue rnokKasartens
YacToTa KoHTposia 1
JloHopCKasa KpoBb

WK €e KOMMOHEHTLI 2 , MOANIeXaLlne KOHTPOJI0 Cy6bekToM 06palleHns [OHOPCKON KPOBH

n (M) ee KOMMNOHEHTOB, OCYLECTBNAKLNM 3aroToBKY, XpaHEHNE N TPAHCMNOPTUPOBKY ,EI,OHOpCKOI7I KpoBun

n (Mn) ee KOMNOHEHTOB

|. ObbeM [OHOPCKOW KPOBM U (1SIN) ee KOMMOHEHTOB

450 50 mn

6e3 aHTuKoarynsHTaece eanHuubIKK; KK-1

oT 30 no 40 mnece egnHULBLIKPAO

o1 150 go 250 mnsce eanHnLbIKPUO-I

He MeHee 40 M Ha 60 x 10 9 TpoMboLMTOBL NPOLIEHT 3arO0TOB/IEHHbIX
3a KaJleH4apHbIN rof eanHNL, Ho He MeHee 4 eVHNL, B Mecsl,
ec/in 3a MecsL, 3aroTOBJIEHO MeHee,

To BCe eanHuUbIKT-JIM; KT-JINAOP;

KT-NNn; KT-nnnap;

KT-NNA; KT-NAIN;

KT-NANLOP; KT-NALP;

KT-JIKP; KT-EK; KT-IT;

KT-NAp; KT-Nmn;

KT-NNAP; KT-NA;

KT-AM; KT-ANAP;

KT-ALLP; KT-KP;

KT-NNO; KT-NNAPO;

KT-NNAO; KT-NALPO;

KT-EKO; KT-NO;

KT-NOPO; KT-MAO; KT-ALPO

MeHee Ha 10 NpoLEeHTOB NCXOAHOro 06beMa nna3mbiece eanHULbIKI
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Il. FeMon3 B KOHLLe CpoKa rogHoCTu

MeHee 0,8 NpoLeHTa 3pMTPOLMTOBL MPOLEHT 3ar0TOBJIEHHbIX 3@ KasleHOapHbIA Fo4 eAnHNL, HO He MeHee 4
eaunHuL, B Mecs,

ec/n 3a MecAL, 3aroTOBJIEHO MeHee,

To BCe eanHuLbIKK; KK-J1; 3B-YJIC;

3B-J1; 3B-J1A; 5M-YJIC;

3SM-J1; 3M-A; 3B-YJICO;

3B-N0; 3B-NAO; 3M-YJICO; 3M-N10; 5M-AO; 3B-PO;

3B-POO

Ill. CTepunbHOCTb OOHOPCKON KPOBU 1 (UAN) KOMMOHEHTOB
CTepuabHOL NPOLEHT 3ar0TOBNEHHbIX

3a KaJleH4apHbIN rof eQuHNL, Ho He MeHee 4 eAVHWL, B Mecsl,
€C/ 3a MecsL, 3aroTOBJIEHO MEHee,

To BCe eanHuLbIKK; KK-J1; 9B-YJIC;

3B-J1; 3B-J1A; 5M-YNIC;

3M-J1; IM-A; 3B-YJICO;

9B-J10; 3B-J1AQ;

3M-YJ1CO; 3M-N10;

9M-AOQ; 03; 03-0;

3B-PO; 3B-POO;

KT-NnN; KT-NAp;

KT-NNA; KT-NALP;

KT-NIKP; KT-EK; KT-T;

KT-NAOP; KT-NA;

KT-ALP; KT-KP;

KT-NNO; KT-NNAPO;

KT-NNAO; KT-NALPO;

KT-EKO; KT-NO;

KT-N4PO; KT-MAO;

KT-ALPO; C3MM; KN; KPNO; KPNO-M; FKO; MK-NO;

NCN-RhD; NCMN-C;

NCM-K3; NCMN-SARS-CoV-2; NCN-CT, UCN-renB

CTepUbHO3 eAMHNWLbI Ha 3Tane po3snea (cepefmnHa, Ha4ano, KoHew npouecca), 10 eanHWL NpUrogHoro
AN9 KJIMHNYECKOro 1CMoJib30BaHNsA KOMMOHEHTa AOHOPCKOM KPOBW OT 04HOM napTun 3 JIMM

IV. FemornobuH

He MeHee 45 rpaMmoB

B eANHULEL NPoLEeHT 3aroToBJIEHHbIX

3a KaJleH4apHbIN rod eQuHNUL, HO He MeHee 4 enHWL, B Mecsl,
€C/IN 3a MecsL, 3aroTOBNEHO MeHee,

TO BCce egnHnLbIKK

He MeHee 43 rpamMmoB

B eANHULEL NpoLEeHT 3aroToBJIeHHbIX

3a KaJleH4apHbIN rofd eQuHNUL, HO He MeHee 4 eANHNL, B MecCsL,
eC/N 3a MecsL, 3aroTOBNEHO MeHee,

TO BCe egnHnLbIKK-J1

He MeHee 40 rpamMmoB

B eAVHULEL NPoLEeHT 3aroToBJIeHHbIX
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3a KaJIeHJapHbIA rof eanHNnL, HO He MeHee 4 egnHNL, B MecsL,
€C/IN 3a MecsL, 3aroToBJIEHO MeHee,
T0 BCce eamHmubiOl; 03-0

V. OcTaTo4yHOE copepKaHne IENKOLMTOB

MeHee 1 x 10 6 KneToK

B e4MHMLEel NpOLEHT 3aroTOBIEHHbIX

3a KaJIeHdapHbIN rof eQuHNL, HO He MeHee 4 eAVHWL, B Mecsl,
eCJin 3a MecCAL, 3aroToBJIEHO MeHee,

To BCe eanHunLbIKK-J1; 3B-J1; 3B-J1A; 3M-J1; IM-A; 3B-J10; 3B-J1AO;
9M-J10; 9M-AO; KT-JIT;

KT-NnAap; KT-nnn;

KT-NNNAP; KT-NNA;

KT-NAN; KT-NAMNAP;

KT-NALP; KT-NIKP;

KT-NNO; KT-NNAPO;

KT-NNAO; KT-NALPO

MeHee 1,2 x 10 9 kKneToK

B eamHuue 4 1 NpoueHT 3aroTOBAEHHbIX

3a KaJIeHdapHbIN rof eQuHNL, HO He MeHee 4 eVHWL, B Mecsl,
eCJin 3a MecAL, 3aroToBJIEHO MeHee,

TO BCe eamHuublidB-YJIC; SM-YJIC;

3B-YJICO; 3M-YJICO

meHee 0,1 x 10 9 kneToK

B eAnHuULe 5 Bce egnHnubIaB-PO; 3B-POO

VI. FeMaTOKpUT

oT 0,65 no 0,761 npoueHT 3aroTOBJIEHHbIX

3a KaJleH4apHbIN rof eauHNL, Ho He MeHee 4 eAVHNL, B Mecsl,
€C/n 3a MecsL, 3aroTOBJIEHO MeHee,

TO BCe eanHnLbidM-YJIC; IM-J1; SM-A,;

3M-YJ1CO; 3M-J10; 3M-AO

oT 0,5 0o 0,71 NnpoueHT 3aroTOBJIEHHbIX

3a KaJleH4apHbIN rof eQuHNL, Ho He MeHee 4 eANHNL, B Mecsl,
eCc/n 3a MecAL, 3aroTOBJIEHO MeHee,

TO BCe eamHuLbIDB-YJIC; 3B-J1; 3B-JIA;

3B-YNCO; 3B-N0;

3B-N1AO

oT 0,5 no 0,751 NnpoueHT 3aroTOBAEHHbIX

3a KaJleH4apHbIN rod eQuHNUL, HO He MeHee 4 enHWL, B Mecsl,
€CJIM 32 MecCAL, 3aroToBJIEHO MeHee,

TO BCe eanHnubiOl; 03-0

oT 0,37 8o 0,71 NpouUEHT 3aroTOB/IEHHbIX

3a KaJleH4apHbIN rof eanHNUL, Ho He MeHee 4 e4VHNL, B Mecsl,
ec/n 3a MecsL, 3aroTOBJIEHO MeHee,

TO BCe egmHuLbIdB-PO; 3B-POO

VII. KonnyectBo TpoMbOLMTOB B €4MHMLIE KOHLIEHTPpaTa TpoMboumnToB
He MeHee 200 x 10 9 B eanHMLe 6 1 NPOLLEHT 3aroTOBJIEHHbIX
3a KaJleH4apHbIN rof eanHnL, Ho He MeHee 4 eAVHWL, B Mecsl,
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eCc/ 3a MecAL, 3aroTOBJIEHO MeHee,

TO BCe egnHUUbIKT-JIMT; KT-JINOP;

KT-nnn; KT-nnnap;

KT-NNA; KT-NAI;

KT-NANLOP; KT-NALP; KT-M; KT-NAP; KT-NN; KT-NNA4P; KT-NA; KT-AM; KT-AMNOP;
KT-ALP; KT-NNO;

KT-1NAPO; KT-JIMAO;

KT-NALPO; KT-MNO;

KT-NAPO; KT-NAO; KT-ALPO

He MeHee 40 NpoLEeHTOB codepXaHna TpomboLmnToB
[0 3aMopakmBaHumasce egnHULLIKT-JIKP; KT-KP

VIIl. BusyanbHble n3mMeHeHns
He [O0JIKHO BbiTb aHOMAJIbHOIO LiBETA
AN BUOMMbIX CryCTKOBBCE eanHuLbIC3MT; MI; NN

IX. ®akTop VI

He MeHee 70 ME Ha 100 mnl pas B 3 Mecsua, 5 eanHud,

€C/IN 3aroTOBJIEHO MeHee,

To BCe eanHMLbIC3M

He meHee 50 ME Ha 100 mnl pas B 3 Mecsua, 5 eanHu,

€C/IN 3aroToBJIEHO MeHee,

TO BCe egunHuubIMIT; MM

He MeHee 0,5 ME/MN2 egnHNLbI NPUFOAHOMO AN KAMHWYECKOro UCNob30BaHNS KOMMOHEHTa JOHOPCKOM
KpOBMW OT ogHOM napTum 2 JIM

He MeHee 70 ME Ha 40 mnl NpouUeHT 3aroTOBIEHHbIX

3a KaJleH4apHbIN rof eauHNL, Ho He MeHee 4 eAVHWL, B NEPBbLIN MeCsL, XpaHeHUS,
ec/n 3a MecsL, 3aroTOBJIEHO MeHee,

To BCe eanHuLbIKPNO; KPUO-M

X. ®ubpuHoreH

He MeHee 60 NpoUEHTOB 3Ha4YeHNs B NasMe A0 naToreHpeaykumnl pas B 3 mecaua, 5 eanHu,
ec/I1 3aroToBJIEHO MeHee,

TO BCe eanHuubIC3M1; MM; N

He MeHee 140 Mr Ha 40 Mnl NPOLLEHT 3aroTOBAEHHbIX

3a KaJieH4apHbIN rof eAnHNL, HO He MeHee 4 e4VHWL, B NEPBLIN MeCsL, XpaHeHNUs, ecau

3a Mecsl, 3aroToB/IeHO MeHee, To BCe eanHUUbLIKPNO; KPLO-T

XI. Obwmin 6enok
He MeHee 50 r/n2 egMHNLUBI NPUFOAHOI0 AN KJANHMYECKOr0 NCMOJIb30BaHNS KOMMOHEHTa JOHOPCKON KPOBU
oT ogHoM napTunin

XIl. Bna>HOCTb

MeHee 2 MPOoLEeHTOB2 eANHNLbI

KOMIMOHEHTOB LOHOPCKOM KPOBM, pa3MeLLeHHbIe
Ha OA4HOW NOJIKe CYLMAbHON KamepblJIT

XIll. Konn4ecTBo NekouuToB

He MeHee 0,3 x 10 9 Ha 1 Kr Maccel Tena peumnueHTasce eguHnubIfKO; TK-NMO
He MeHee 1:64Bce egnHMUbINCI-RhD

AKTMBHOCTb aHTMa bhacTapunaOoTOKCUHA
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He meHee 3 ME B 1 mn nna3mbiBce eguHnubICII-C

He MeHee 1:400

(Mpn nccnegoBaHn METOLOM UMMYHOEPMEHTHOMO aHanm3a) / He meHee 1:20

(Mpn nccnepgoBaHMM METOLOM peakLUM TOPMOXKEHUS remMarrnioTuHaunmn)ece egmnHmubINCr-K3

He MeHee 1:20 npu nccnefoBaHUN B peakuum BUpyCcCHenTpanmsaummsce eanHnubIMCMN-SARS-CoV-2
AKTWUBHOCTb aHTUTEN

He MeHee 7 ME/mnBece egnHunubIVCN-CT, NCM-renB;

XIV. Benok B Hag0CaA04YHOW XKNAKOCTH

meHee 0,5 rpamma

B eQMHNLE2 e ANHNLbI

3a KaJIeHJapHbI rof, eCnn 3a KaneHaapHbI o 3aroTOBEHO MeHee,
To BCe eamHnLbl03; 03-0

XV. F'eMornobmH B Hag0Caf04HOM XNOKOCTH
MmeHee 0,2 rpamma

B eQMHUNLE2 e ANHNLbI

3a KaJIeHdapHbIN rog,

€C/IN 3a KaJIeH4apHbIN rof 3aroToBJ/IEHO MEHee,
TO BCe eamHMLUbISB-PO; 3B-POO

1 [1ns npoBeneHns KOHTPOS 3HAYeHWI NoKa3aTenen 6e30nacHOCTY AOHOPCKON KPOBM N ee KOMMOHEHTOB
eQNHULEN KOHTPONS ABASIOTCA KOHTENHEPbI C JOHOPCKON KPOBbIO WM €6 KOMMOHEHTaMW UK CTEPUbHbIN
KOHTeNHep ans oTbopa 0b6pa3LoB, B3AThIN 6€3 HapyLLEeHNS TEPMETUYHOCTY N3 KOHTENHEPA C LOHOPCKON
KPOBbIO NN €€ KOMMOHEHTaMMU.

2 B COOTBETCTBMW C HOMEHKIATYpPOW JOHOPCKON KPOBMK, KOMMOHEHTOB JOHOPCKOWN KPOBY,
npenycMoTpeHHon npunoxxeHmem Ne 1 K MpaBunam 3aroTOBKW, XPaHEHNS, TPAHCMOPTUPOBKU 1
KJINHNYECKOro NUCMOJIb30BaHNA OHOPCKON KPOBU N €€ KOMMOHEHTOB, YTBEPXKAEHHBIM MOCTAHOB/IEHNEM
MpasuTenbcTBa Poccuinckon ®epepauum ot 14 mas 2025 r. Ne 641 "O6 yTBepxaeHUn MpaBuna 3aroToBKM,
XPaHeHUs, TPAaHCMOPTUPOBKMN U KJIMHWYECKOr0 UCMOSIb30BaHNA JOHOPCKOM KPOBW 1 €e KOMMOHEHTOB".

3 Konn4ecTso KOMMOHEHTOB, NOABEPraBLUNXCA ANOPUALHOMY BbICYLUMBAHMIO MPXN OGUHAKOBbIX YCI0BMAX (B
O4HOW 3arpy3Ke B CYLIWJIbHYI0 KamMepy).

4 3HayYeHuto NoKasaTens A0/KHbl COOTBETCTBOBAThL He MeHee 90 npoLeHTOB 06CnefoBaHHbIX eaNHWLL.

5 3HayeHWI0 NoKa3aTesna OOJKHbI COOTBETCTBOBAThL He MeHee 90 npoLeHTOB 06cnefoBaHHbIX €AnNHNLL.

6 3Ha4YeHWI0 NOKa3aTesns AOJKHbI COOTBETCTBOBAThL HE MeHee 75 npoLeHTOoB 06cnefoBaHHbIX eanHNLL.

MPUNOXEHWNE Ne 3
K lMpaBuyiaM 3aroToBKMW, XpPaHEHWS, TPAHCMOPTUPOBKYM U KJIMHNYECKOr0 UCMOJIb30BaHUA LOHOPCKOV KPOBU 1
€e KOMMOHEHTOB

YCJ10BUA
XPaHEHUs N TPaHCMOPTMNPOBKM AOHOPCKON KPOBU U €€ KOMMOHEHTOB

HanmeHoBaHue

TemnepaTypa XpaHeHUs

TemnepaTypa TPaHCMOPTUPOBKM

CpoK rogHocTu

[lOHOPCKas KPpOBb, 3pUTPOLMTCOAEPKALLME KOMMOHEHTbI JOHOPCKOW KPOBK
1 obpa3Lbl OHOPCKOW KPOBU
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oT +2°C

00 +6°CHe Bbiwe +10°C

Ha NPOTSXKEHUN MaKCUMalsIbHOro neprofa TPaHCNOPTUPOBKM, paBHOIro 24 Yacam, Bbiwe +10°C npu
TPaHCMOPTUPOBKE BHYTPU MEANLMHCKON OpraHm3aumm

He 6onee 30 MUHYTOMNpPeAENAeTCA TEXHNYECKON LOKYMeHTaUen nponssoantens obopyaosaHus u (nnm)
pacxoHbIX MaTepunasaos

(B TOM 4mcne MCNosb3yeMoro aHTUKOoaryJigsHTa 1 B3BeLUUBAOLLEro pacTBopa).

He 6onee 28 CyTOK CO AHA 3aroTOBKM - 415 06/1y4EHHbIX 3pUTPOLMTCOAEPKALLUNX KOMMNOHEHTOB LOHOPCKOM
KpOBW.

He 6onee 24 4acoB co oHf 3aroToBkM - s 03, 03-0,

3B-PO, 3B-POO

KoHueHTpaT TpomboumnTos

oT +20°C

[0 +24°CHeobx0QuMo NofaepXuBaTh TeMNepaTypy

Ha ypoBHe, NpubanmxeHHoOM

K TemnepaType XpaHeHUs5 CyTOK Npw YCIOBUU HENPEPLIBHOMO NMOMELUNBAHWA (Npy TPAHCMOPTUPOBKE
LONYyCKaeTCcs XxpaHeHne 6e3 nomelnBaHus o 24 4acos),

onpenenseTcs TEXHNYECKON OOKYMeHTaLMen npon3soanTens obopyaoBaHus n (Mnm) pacxonHbix
MaTepuanos

(B TOM YMcne MCNosIb3yeMOro aHTUKOaryJigHTa 1 4o6aBo4YHOro pacTBopa) Npu YCJI0BUN NaTOreHpeayKL MK
1 NCNoNb30BaHNA [06aBOYHbLIX PACTBOPOB A5 XpaHeHns TpoMboumnTos,

7 CYTOK Mpu yCNOBUW NaToreHpeayKuum

N NCMoNb30BaHNA f06aBOYHbLIX PaCTBOPOB 4151 XPaHEHNS TPOMBOLMTOB, KOria TEXHUYECKON
LOKYMeHTaLunen nponssoantens obopyaoBaHUs 1 (MnKn) pacXxo4HbIX MaTEPMaNoB CPOK FOAHOCTY He
yCTaHOBJIEH

Mna3ma

He Bbllwe -25°CHeobx0aMMOo NoaaepXXnBaTb TeMNepaTypy

Ha YPOBHe, NpUbMKeHHOM

K TemnepaType XpaHeHus,

HO He Bbiwe -18°C36 mecAueB

JInopunmsmposaHHaa nnasma

oT +5°C

1o +20°CHeobxoanmo nogaepxmBaTbh TEMNepaTypy

Ha ypoBHe, NpubANKEHHOM

K TemnepaTtype xpaHeHuas net

Kpuonpeuunnutat

He Bbllle -25°CHeobxoaMMo NnoaaepxuBaTb TEMNepaTypy

Ha YpOBHe, NpUbANKEHHOM

K TemnepaType XpaHeHus,

HO He Bbilwe -18°C36 MecsLeB

(BKNtOYaa CPOK rOAHOCTU KapaHTUHW3MPOBAHHOW Nia3Mbl, U3 KOTOPOM 3aroTOBAEH KpUOMNpeLunuTar)
KOHUEeHTpaT rpaHyounToB

oT +20°C

00 +24°Cot +20°C po +24°C

6e3 BCTpsAxmMBaHMA24 Yaca
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