[okyMmeHT npepoctasneH KoHcynbTaHTINt0C

NPABUTENLCTBO POCCUNCKOW GEOEPALIUN

NOCTAHOB/EHUE
oT 26 AHBapa 2010r. N 29

OB YTBEPKAEHUN TEXHUYECKOIO PEFTNTAMEHTA
O TPEBOBAHUAX BE3ONACHOCTU KPOBW, EE NPOAYKTOB,
KPOBE3AMELLAIOLWNX PACTBOPOB U TEXHUYECKMX CPEACTB,
NUCNONb3YEMbIX B TPAHC®Y3UOHHO-UHOY3UOHHOW TEPANUU

CnNMCOK U3MEHAIOLWMX JOKYMEHTOB
(B pea. MoctaHoBneHuA Mpasutensctea PP ot 04.09.2012 N 882,
C U3M., BHeCeHHbImM MNocTaHoBieHneMm Mpasutenscrea PO
o7 12.10.2010 N 808)

B cootBetctBUM ¢ DegepanbHbiMm 3aKOHOM "O TexHUMYeckom perynmpoBaHumn" [paBuTeNbCTBO
Poccwuiickolt depepaumMm NocTaHOBASET:

1. YTBEpAWTb Mpuaaraemblii TEXHUYECKUI pernameHT o TpeboBaHMAX 6e30MacHOCTU KpoBM, ee
NPOAYKTOB, KPOBE3aMELLAIOWMX PACTBOPOB U TEXHUYECKUX CPEACTB, UCMO/Ib3YEMbIX B TPAHCHY3MOHHO-
MHOY3MOHHOM Tepanun (ganee - TEXHUYECKUIN PernameHT).

TexHUYeCKUn pernameHT BCTYNaeT B CWUY MO MUCTEYEHUM 6 MecAueB €O AHA OdULMANBbHOTO
onybanKoBaHMA HacToswero MoctaHoBAEHUSA, 3@ UCKAoUYeHUemM pasaenos 12 - 15 npunoxkenuna N 1 K
TeXHUYECKOMY pernameHTy B YacTM paHee 3aroTOB/IEHHbIX KOMMNOHEHTOB KPOBM, KOTOpPble BCTyNatoT B
cuny no ucrtedeHnn 30 mecaueBs Co AHA BCTYNAEHMA B CUNY TEXHUYECKOTo pernameHTa.

2. MWHWCTepCTBY 34PaBOOXPaHEHMA WM CoUManbHOro pas3suTMA Poccuiickon depepaumm no
COrNacoBaHUIO C 3aMHTEPECOBAHHbIMU deaepasbHbIMM OpraHamMmu UCTIOTHUTE/IbHOM BAACTU NPeACTaBUTb
B 6-MeCsAYHbIA CPOK B YCTAHOBNEHHOM nopsgKe B [paBuTenbcTBO Poccuitickolt depepaumm NpoekT
nepeyHa HaUMOHANbHbIX CTaHA4APTOB, COAEPMKALWMX NPABUAA U METOAbl UCCNeL0BaHUI (MCMbITaHUI) U
U3MepeHuii, B TOM ymcie npasuaa otbopa o6pasLos, HEOHXOAMMBIX A4/1A NMPUMEHEHUA U UCMOHEHUSA
TEXHWUYECKOTO pernamMeHTa W OCYLLeCTBNEHUA OLEHKM COOTBETCTBMSA MPOAYKLMM TpeboBaHUAM
TEXHWUYECKOTO pernameHTa.

Mpepcepnatens MNpasuTtenscrea
Poccuitckoin epepaumm
B.NYTUH

YTBepKaeH

NMoctaHoBNeHnem MpaBuTenbCTBa
Poccuiickoin Pepepaumm

oT 26 aHBapa 2010 r. N 29

TEXHUYECKUIA PETNAMEHT
O TPEBOBAHUAX BE3ONACHOCTU KPOBW, EE NPOAYKTOB,
KPOBE3SAMELLAIOLWNX PACTBOPOB U TEXHUMECKMX CPEACTB,



NUCMNONb3YEMbIX B TPAHC®Y3UOHHO-UHOY3UOHHOMU TEPANUN

CNMCOK M3MEHSIOLLMX AOKYMEHTOB
(8 pen. MoctaHoBneHua MNpasutensctea PO ot 04.09.2012 N 882)

|. OBLLME NONOKEHNA

1. HacToAwmin TeXHNYECKNI pernameHT ycTaHaB/IMBAET:
1) TpeboBaHNA 6e30NacHOCTM 06BEKTOB TEXHUYECKOTO PerynpoBaHus;
2) npaBuna naeHTMOMKaLMM SOHOPCKON KPOBU U €€ KOMMOHEHTOB;

3) npasuna 1 GopMbl OLLEEHKM COOTBETCTBMA 06 EKTOB TEXHNMUYECKOTO peryanpoBaHua TpebosaHnam
HaCTOALLEro TEXHUYECKOro PernameHTa;

4) TpeboBaHMA K yNaKOBKE N MapPKMPOBKE AOHOPCKON KPOBM 1 €€ KOMMOHEHTOB.

2. K 0bbekTtam TeXHUYECcKoro perynamposaHna, B OTHOWEHUKN KOTOPbIX HACTOAWNMM TEXHUYECKUM
pPernameHToM yCTaHaB/IMBaOTCA Tpe6OBaHWiI 6630I'IaCHOCTM, OTHOCATCA:

1) LOHOPCKasn KPOBb U €e KOMNOHEHTbI;
2) npenapaTtbl U3 AOHOPCKOW KPOBMK;
3) KpoBe3amellaloLLMe PacTBOpPbI;

4) TexHU4YecKne cpeacTsa, UCMONb3yemble B TPaHCPY3MOHHO-UHPY3IMOHHOW Tepanuu, B YacTHOCTU
n3genMa  MeAUUMHCKOrO HasHayeHus (KOHTeMHepbl MNOJIMMEepHble, CUCTeMbl, YCTPOMCTBA MU
npucnocobneHma OOHOKPATHOrO MNPUMEHEeHMA, B TOM uuUcNe ANA  CoeAUHEHUs  MOAMMEPHbIX
marucTpanemn);

5) npoueccbl 3aroToBKK, NepepaboTku, XpaHeHUs, TPAHCMOPTUPOBKM, YTUANU3ALMM, MTPUMEHEHMUSA U
obecneyeHna 6€30NacHOCTM AOHOPCKON KPOBM 1 €€ KOMMOHEHTOB.

3. Tpe6OBava HacCToALWero TexHM4YeCKoro periaMmeHTa He paCcnpocCTpPpaHAKTCA Ha remonoaTnvyecKkmne
(CTBOHOBbIe) KNeTKn, noayyvyeHHble N3 KPoBU, KOCTHOIO MO3ra U MHbIX TKaHemn Yye/ioBeKa, a TaKXe Ha
ANArHoCTU4eCKne npenapartbl, NoJsly4aemble N3 KpoBWw.

4, |_|pl/l BbINMOJ/IHEHUN Tpe603aHM171, YCTAHOBJ/IEHHbIX HACTOAWMM TEXHUYECKUM PpPEr1aMeHTOM,
obecneunBaetcs H606X0,£|,MMbI171 YPOBEHb 6€30MaCHOCTU KU3HU U 340p0BbA TrpaxdaH, a TaKXKe
Opr)KaI-OLLI,ef/‘I cpeabl, UCTOYHUKOM 3apa*KeHUA KOTOPbIX MOXET CTaTb AO0HOPCKaA KPOBb 1 €€ KOMIMOHEHTbI
B npouecce nx 3arotoBKMU, nepepa60TKM, XPaHEeHWA, TOAHCNOPTUPOBKU U NMPUMEHEHUA.

5. MNpu paspaboTKe TEXHUYECKUX CPeACTB, NpegHasHauyeHHbIX AN  UCMONb30BaHUA B
TpaHcdy3MOHHO-NHDY3MOHHOM Tepanuu, a Tak:Ke B NPOLLeccax 3aroTOBKM, XpaHeHMA, TPaHCNOPTUPOBKH,
YyTUAM3aLMK, NpUMeHeHna 1 obecnedveHms 6e30MacHOCTU JOHOPCKOM KPOBU M €€ KOMMOHEHTOB, A0/1XKHa
OCYLLECTBAATLCA OLEHKA PUCKOB UX BO34ENCTBUA Ha OPraHN3M YyesioBeKa.

Mpy 3TOM [OMXKHbI MPUMEHATLCA TEXHUYECKMe pelleHusn, obecneymBalolme MNOBbILEHNE
3HepreTMyeckom aPpPeKTUBHOCTN ITUX TEXHUUYECKMX CPeaCTB.

6. MHd)OpMaLI,VIFI O puUcCKe BO3,£|,€ﬁCTBWr'I TEXHUYECKUX CPEACTB, YKAa3aHHbIX B MYyHKTE 5 HacToAwero
TEXHUYECKOIo pernameHTa, Ha OpraHuM3m 4YenoBeka OO0J1KHa 6bITb AOCTyI'IHOﬁ Aana BCeX rpaxaaH,
noaseprarvowmnxca maHunyaaumnam mUanm MHbiIM KOHTAKTamMm C 06BbEKTAMM TEXHUYECKOTO perynnposaHmAa



HacCToALWero TexHn4eCKoro pernameHTa, n npeaocrtaBnATbCA Cy6'beKTaMVI X03AUCTBEHHOM AeATEeNNbHOCTU
B obA3aTesibHOM nopAagKke no 3anpocCam punanyvyeckmx wu ¢M3VILIGCKVIX N, a TakKXe Npu oueHkKe
cooTBEeTCTBMUA.

7. TpeboBaHNA HACTOALLEro TEXHWYECKOro perfameHTa o06s3aTesibHbl AN UCMNOMHEHUA BCEMM
IOPUANYECKUMU NINLLAMM, OCYLLECTBAAIOWMMM 3aroTOBKY, nepepaboTKy, XpaHeHne, TPaHCMOPTUPOBKY,
NPMMeHeHMe AOHOPCKOM KPOBU U ee KOMMNOHEHTOB, MPENapaTos 1 KPoBe3aMelLaloWwmnx PacTBOPOB.

8. MoHATHA, McnoJibdyemble B HaCToAlWeM TEXHUYECKOM persiameHTe, 03Ha4aloT caeaytoulee:

1) "aytonormuyHas TpaHcohysma' - npouedypa nNepenvBaHUSA KPOBM WU €€ KOMMOHEHTOB C
MCMNO/Ib30BaHNEM MpPeaBapPUTE/IbHO MOJIYYEHHON KPOBM MM €€ KOMMOHEHTOB, MPU KOTOPOM AOHOP M
PELMMNNEHT OAHO U TO Ke NNLO;

2) "adepes" - uenesoe BblaeNEHNE NNA3Mbl UM KNETOK U3 AOHOPCKOW KPOBM C BO3BPATOM AOHOPY
OCTATOYHbIX KOMMOHEHTOB KPOBU;

3) "6buonoruyeckas MNOJHOLEHHOCTb AOHOPCKOW KPOBM M €e KOMMOHEHTOB" - COBOKYMHOCTb
6MONOIMYECKUX CBOMCTB AOHOPCKOM KPOBM WM €€ KOMMOHEHTOB, obecneumBatowmx buonornyeckue
dYHKLMN KPOBMU;

4) "remoTpPaHCMUCCUBHbIE MHDEKLMN" - MHDEKLMN, CBA3AHHbIE C 3apa*keHMeM Yepes AOHOPCKYHO
KPOBb U e NPOAYKTbI;

5) "rotoBas npoayKuua" - LOHOPCKAs KPOBb M €e KOMMOHEHTbI, Npollejlue Bce Mnpoueaypsl
nepepaboTKM U MUccAefoBaHMIA UM MpedHasHadeHHble ANA NepenvBaHuA peuunueHTy WauM Apyroro
MCMNO/b30BaHNA B MEAULMHCKUX LLeNnax;

6) "rpynnbl Kposu ABO" - anddepeHUMpoBaHNE KPOBM Ha FPyMMbl, OCHOBAHHOE Ha 4 KOMBUHaLUMAX
3PUTPOLMUTAPHBIX AHTUTEHOB A U B, aHTUTEN aHTU-A 1 aHTU-B B CbIBOPOTKE KPOBU YE/10BEKS;

7) "po3a (eAuHMUA) KPOBM MAM ee KOMMOHEHTa" - KOJIMYEeCTBO [AOHOPCKOW KPOBU UAM ee
KOMMNOHEHTA, COAEPIKALLEECA B OAHOM KOHTEHEpE;

8) "poHaumAa" - npouecc B3ATMA KPOBM AOHOPA MAM ee KOMMOHEHTOB, NpeAHa3HayeHHbIX A
nepenuBaHuA peununmnueHTy UAK APYroro UCNoib30BaHUA B MeAULUMHCKUX Lensax;

9) "moHop" - "nuo, Npolwealiee meanumMHcKoe obcnegoBaHne 1 4O06POBOJIBHO CAAOLLLEE KPOBb UK
€e KOMMOHEHTbI;

10) "poHopcKasa KpoBb" - KpoBb, B3ATaA OT AOHOPa M MNpeAHasHayeHHas A48 KAMHUYEeCKOro
MCNoab30BaHuA, MM60 ANA NPOU3BOACTBA SIEKAPCTBEHHbIX CPEACTB, AMM60 ANA MCNOIb30BaHMA B HAy4yHO-
nccaen0BaTeNbCKUX M 06pa3oBaTesIbHbIX LEensx;

11) "naeHTMOUKALUMOHHBIN HOMEP AOHAUUKN" - YHUKANbHbI HOMEP, MPUCBANBAEMbIN NPU KaXKa0M
AOHAUMM AN MapKUMPOBKM BCEX KOMMNOHEHTOB M 06pa3sLLOB KPOBM, NOJYYEHHbIX B XO4€ AOHALUM;

12) "MHaKTMBaUMA NaTOreHHbIXx OMONOrMYecKMx areHToB" - BO3AENCTBME Ha MaToreHHble
61onornMyeckme areHTbl C Le/ibio NPeKpaLLeHma X penpoayKumm;

13) "KapaHTUHU3ALMA CBEKE3AaMOPOXKEHHOM N1a3Mbl" - XpaHEHME CBEXKE3aMOPOXKEHHOM Niasmbl
C 3anpeTtom ee WCNo/b30BaHWA 40 MNOBTOPHOrO  MWCCAEAOBaHMA  OOHOPCKOWM  KPOBM  Ha
remMoTPaHCMUCCUBHbIE MHPEKLUY;

14) "KAMHMYECKOEe WCMNO/Ib30BaHUE [OHOPCKOM KPOBM U ee KOMMOHEHTOB" - nepennBaHue
OOHOPCKOW KPOBW WM ee KOMMOHEHTOB PeumnueHTy B sedebHbIX Lensx, B TOM YMC/ae Co3haHue U
XpaHeHMe 3anacoB AOHOPCKOM KPOBU N ee KOMMNOHEHTOB;



15) "KOMMOHEHTbI KpoBM" - COCTaBAAOWME KPOBU (3pUTPOLUTBLI, TPOMOOUMTLI, FPAHYIOUMTSI,
nnasma, KpMONpPeLMnuTaT), B3ATble OT AOHOPA UAM NPUTOTOB/IEHHbIE PA3INYHBIMM METOAAMM U3 KPOBU
AOHOpa W npedHasHadeHHble AN KAMHMYECKOro MCMoAb30BaHMA, AnM6o AnA  Npov3BOACTBA
NeKapcTBeHHbIX cpeacTs, AMbBO ANA UCMONb30BAHUA B HAyYHO-UCCeA0BaTEIbCKUX U 06pa30BaTeNbHbIX
uensx;

16) "KpoBesamellatolime pacTeopbl" - BOAHblIE PACTBOPbI OPraHUYECKUX M HEOoPraHUYecKux
BelLecTs, BBOAMMbIE B COCYAUCTOE PYCAO ANA BO3MelleHUsa aeduumta GyHKUMIN KPOBU U KOPPEKL MM
NaTONOMMYECKUX COCTOAHUI OpraHnU3Ma Ye0BeKa;

17) "KoHTelHep NOAMMEpPHbIN" - EMKOCTb O4HOKPATHOIO NpMMeHeHus, ncnonbayemas gas cbopa
KPOBU M ee KOMMOHEHTOB B MPOLLECCEe AOHALMM U NOC/eAYIOWEro XpaHeHus;

18) "obpaseL, 4OHOPCKON KpoBM" - YacTb KPOBW, B3ATOM Yy AOHOPa WU NpegHasHayeHHoW Aana
nccnenoBaHus;

19) "opraHusaumm 4OHOPCTBA KPOBM U €e KOMMOHEHTOB" - OpraHM3aUun 34paBoOXPaHeHNA, HayKK
M 06pa30BaHMA, a TaKKe X CTPYKTypHble NoapasaeneHns, OCyLLecTBAAOLME 3aroTOBKY, nepepaboTky,
XpaHeHWe, TPaHCNOPTUPOBKY AOHOPCKON KPOBU U €€ KOMMOHEHTOB;

20) "naTtoreHHble 6UoNOrMYEecKMe areHTbl" - MUKPOOPraHM3Mbl, CNOCOBHblE NMPU MonajgaHuu B
OpraHM3Mm 4esoBeKa Bbi3BaTb MHOEKLMOHHOE COCTOSHUE;

21) "nnasma" - KOMMNOHEHT KPOBW, NPeacTaBAsOWMIA COBOM KUAKYIO YaCTb KPOBM, OCTAtOLLYOCS
nocse oTAeNeHUs KNETOYHbIX KOMIMOHEHTOB;

22) "nocTTpaHcdy3MOHHble OCNOXHeHua" - nwbble NOOOYHble ABNAEHWUS, CBA3AHHblE C
NPMMeHEHMEeM AOHOPCKOW KPOBWU MM ee KOMMOHEHTOB M NpenapaToB, KOTOpble NPeAcTaBAAT yrpo3sy
U3HU UM 340POBbIO PELMUNUNEHT];

23) "npenapatbl KPOBU" - NeKapcTBEHHbIE POPMbl HEKOB KPOBU, MNOTyYaeMble TEXHONOTMYECKMMMU
MeToAamu;

24) "npoayKTbl KPOBKU" - KOMMOHEHTbI XU NpenapaTtbl KPOBK, NpeacTaBasAlowme cobon neyebHole
CPeAcTBa Ha OCHOBE KNETOK WM 6GenkosB KposW, obnajatoline HanpaBAeHHbIMU TepaneBTUYECKUMMU
CBOMNCTBaMU;

25) "npocneknBaemocTb AOHOPCKOW KPOBM U €€ KOMMOHEHTOB" - BO3MOHOCTb YCTaHOBAEHMUS
IMYHOCTN A0HOPa, MAEHTUOMKAUMM OOHOPCKOM KPOBM M €e KOMMOHEHTOB, a TaKMKe pe3y/nbTaTos
nccneaoBaHUiA AOHOPCKOM KPOBM M ee KOMMNOHEHTOB Ha 3Tanax ee 3aroToBKM, nepepaboTKu, XpaHeHus,
TPaHCMNOPTMPOBKKN, KAMHUYECKOTO WCMNO/Mb30BaHWA M YTUAM3AUMM NPU  NOMOLLM  perncrpaumm
OpraHn3auMAMM AOHOPCTBA KPOBU U €€ KOMMOHEHTOB U Ne4eBHbIMU YUPEKAEHNUAMMN COOTBETCTBYHOLLMX
[AaHHbIX B yY4eTHbIX hopmax;

26) "pe3syc-nprMHaaneKHocTb" - AnddepeHUnpoBaHMe KPOBM MO HAIMUUIO B SPUTPOLMTAX aHTUreHa
Rh (D);

27) "peunnmneHT" - dnsnYeckoe N1LO, KOTOPOMY NPOBEAEHO NepennBaHMe 4OHOPCKOM KPOBU MM
€e KOMMOHEHTOB;

28) "cpoK XpaHeHWUs JOHOPCKOM KPOBU M e KOMMNOHEHTOB" - Nepnog BpemMeHu, B Te4HeHME KOTOPOro
KpOBb (KOMMOHEHTbI KPOBW) COXPAHAET BUONOTMUYECKYHO MONHOLEHHOCTb, Ne4ebHyo 3hHEKTUBHOCT U
npurogHa ANA UCNONb30BaHUA MO Ha3HAYeHUIO;

29) "cTaTyc KOMNOHEHTa KPoBM" - COCTOAHME KOMMOHEHTa KPOBM B 3aBMCUMOCTM OT CTaauun u
pe3ynbTaTa UccieaoBaHUsa obpasla AOHOPCKON KPOBM, CBA3AaHHOMO C COOTBETCTBYIOLWLEN AOHAUMEN, Ha



reMoTpaHCMUCCUBHbIE VIH(I)EKLI,VIM;

30) "TexHMYyeckue cpeactsa, WUCNOAb3yemMble B TpaHCPY3MOHHO-UHODY3MOHHOM Tepanuu" -
npeameTbl  MEeAMUMHCKOTO HasHayeHus (KOHTeMHepbl MOJIMMEpPHble, CUCTEMbI, YCTPOWCTBA MU
nNpUcnocobaeHna OOHOKPATHOTO MNPUMEHEHMA, B TOM uYWUCNe AN COeOUHEHUA  MONMMEPHbIX
Marucrpanem), MCnosb3yemblie Npu 3aroToBKe, nepepaboTke, XpaHeHMM, TPAHCNOPTUPOBKE, MPUMEHEHUN
OOHOPCKOW KPOBU M €€ KOMNOHEHTOB;

31) "texHonorunuyeckan 3arpyska" - KoAM4ecTBO Naasmbl, 06beAMHEHHON B OAHOU eMKOCTU ANs
nepepaboTKM C Lenblo NoyYeHMA KOHKPETHOro Npenaparta Kposwy;

32) "TpaHcdy3nmoHHO-UHPY3MOHHAA Tepanua" - BBEAEHWE YENOBEKY KPOBW, KOMMOHEHTOB M
npenapaToB KPOBW, a TaKXKe KPoBe3aMelLLaloWmMxX PacTBOPOB C lIe4ebHOM Lenblo.

[I. TPABUA WOEHTU®UKALKMN OBBEKTOB
TEXHWUYECKOTO PENY/INPOBAHWA

9. NaeHTUOMKALMA AOHOPCKOM KPOBM U ee KOMMOHEHTOB OCYLIEeCTBASETCA Mpu npoBeaeHMM
OLEHKM MX COOTBETCTBMA TPeboBaHMAM HACTOALLErO PernameHTa 1 (Maun) B caydasx, Koraa Heobxoammo
noATBepXAeHWe 4OCTOBEPHOCTU MHDOPMALIMM O KOHKPETHOM Ao3e (eANHULE) KPOBU UM €e KOMMOHEHTa
NMbB0 KOHKpeTHOM 06pasLie AOHOPCKOM KPOBU, a TaKKe nepes ux HenocpeacTBeHHbIM NPUMEHEHNEM.

10. PesynbTaTbl MAEHTUPMKALUMKM NpPenapaToB KPOBM M KpOBe3aMellalowmx PacTBOpOB
0pOPMAAIOTCA B BUAE 3aKNHOUYEHUA.

11. Mpu npoBeAeHUU UAEHTUPUKALMM MNpPenapaToB KPOBM WM KpOBE3aMELLAloWMX PacTBOpPOB
npoBoOAAT:

1) BM3yanbHbIi OCMOTP 06pPasLoB MPEnapaToB KPOBM M KPOBE3aMELLAMOWMX PAaCcTBOPOB U MX
MapKUPOBKK;

2) aHanu3 nHpopmaLmn, coaeprKaLleiica B CONPOBOANTEIbHON AOKYMEHTaLUNK;

3) ucnbiTaHMAa 06pasuLoB nNpenapaToB KPOBM M KpoBe3amMellalowmx pactBopos (B caydae
HeobxoamMmocTH).

12. NgeHTUGUKaLMA OHOPCKOM KPOBU U ee KOMNOHEHTOB BK/KOYAET:
1) npoBeaeHMe HeobxoaMMbIX UCMbITAHWUI (B cnyyae HeobxoaumocTu);
2) NPOBEpPKY LENOCTHOCTM YNAaKOBKMU N COAEPMKUMOTO NO pesy/ibTaTam BU3yaibHOro OCMOTP3;

3) cpaBHeHMe MHbOPMALMK, HAHECEHHOM Ha 3TUKETKY KOHKPETHOM A03bl (eANHMLbI) KPOBU UK
KOHKpeTHoro obpasLa AOHOPCKOW KPOBWM WM ee KOMMOHEHTOB C COOTBETCTBYHOLWENW MHPopmaumei B
COMpPOBOAMUTENIbHOM AOKYMEHTALMUMY;

4) onpegeneHve MNPUHAANENKHOCTU UAEHTUOMUMPYEMOro 06beKTa K cdepe HacToAwero
TEXHWUYECKOTO pernameHTa.

13. WpeHTUdMKaumio npenapaToB KPOBM W  KpOBE3aMeLLAloWMX PacTBOPOB MpPOBOAAT
YNO/AHOMOYEHHbIE Ha MpoOBeAEHME TrOCYAapCTBEHHOrO KOHTpoasA (Hagsopa) dedepanbHble OpraHbl
NCMNONHUTENbHOM BAACTH, OCyLLECTBAAWME GYHKLMN MO KOHTPO/IIO M HaA30pY B chepe 4OHOPCTBA KPOBK
N ee KOMMNOHEHTOB, a TaK}Ke B chepe 34paBoOOXpPaHEHHA.

(8 pea. MoctaHoBneHun Mpasutensctea PP ot 04.09.2012 N 882)

14. VaeHTuduKaumMm noanexkaT BCE W3AEAMA MEAMULMHCKOrO Ha3HayeHuMAa OAHOKPAaTHOro



NPUMEHEHNA, UCNO/Nb3yemMble B TPAHCPY3MOHHO-UHODY3UOHHON Tepanuu, BKAKOYEHHble B nepedeHb
06bEKTOB TEXHMYECKOrO PEryIMpOBaHUA HACTOALLErO TEXHUUYECKOrO perlaMeHTa, KoTopble BCTynaloT B
HenocpeACcTBEHHbIM KOHTAKT C 6MOAOrMYECKMMU cpegamm (KOXKHble MOKPOBbI, CN3UCTbIE, KPOBb U ee
KOMMOHEHTbI) NPU MX UCNO/Ib30BaHMM MO Ha3HaYeHMI0.

15. UaeHTMdMKaUMA OCyLLECTBAAETCA MyTEeM CpaBHEHUA MWHPOPMaALMK, MOAYYEeHHOU npwu
BM3ya/lbHOM OCMOTPE COAEP’KMMOro WHAMBUAYANbHOW WAM  TPYNMNOBOM YMNAaKOBKM  M34eAuni
MeAMLMHCKOro HasHayeHua, npeaHasHayeHHbIX AN UCMONb30BaHMA B TPaHCHY3UOHHO-MHDY3UOHHOWN
Tepanuu, 1 UX MapKMPOBKHM, C MHGOPMALMEN 0 KOMMNEKTaUMK U NOPALKE UCMONb30BAHUA 3TUX U3AENNN,
coZepKaleincs B npuaaraemoin ConpoBogUTENbHOM AOKYMEHTaLUN.

16. Uspenna MepMUMHCKOrO Ha3HayeHWs OAHOKPATHOrO MPUMEHEHWUs, WUCMONb3yemble B
TpaHCcY3MOHHO-UHDY3MOHHOM Tepanuu, He 3apernmcTpMpoBaHHblE B YCTAaHOB/IEHHOM MOpsAAKe B
Poccuiickolt depepaumu, He MMeRLWMe COOTBETCTBYIOWEN MAPKUPOBKM WAU MMEIOLLME MPU3HAKK
HapyLweHMs LeNOCTHOCTM CTEPUIbHOM YNAKOBKM, K MCNOJ/Ib30BAHMIO HE A0MYCKAOTCS.

17. UgeHTndurKauma ob6pasLLoB AOHOPCKOWM KPOBU M €e KOMMNOHEHTOB, HAa KOTOPbIX OTCYTCTBYIOT
3TUKETKM MAW Ha 3TUKETKe OTCYTCTBYIOT HeobXxoAumble AaHHble, NPeayCMOTPEHHble MyHKTOM 62
HaCTOALLEr0 TEXHUYECKOro pernameHTa, He MpoBOAUTCA.

IIl. TPEBOBAHMA K OBbEKTAM TEXHNYECKOIO PEIY/IMPOBAHWA

18. MpenapaTbl KPOBM M MPOLECCHI MX MOAYYEHUA [AO/MKHbI COOTBETCTBOBATb TpeboBaHMAM
6e30MacHOCTM, MPeayCMOTPEHHbIM 3aKOoHOAaTeNbCTBOM Poccuiickolt depepaumm O NeKapCTBEHHbIX
cpeacTBax, v TpeboBaHNAM 6€30MacCHOCTH, YCTAHOB/IEHHbIM HACTOALLMM TEXHUYECKMM PEr/IaMEHTOM.

19. KpoBesameliatowme pacTBopbl, UCMO/Ib3yeMble B TPaHCPY3MOHHO-UHPY3MOHHOW Tepanuw,
AOJMIKHbI  COOTBETCTBOBaTb TpeboBaHMAM 6e30MacHOCTH, MPeAyCMOTPEHHbIM 3aKOHOZATENbCTBOM
Poccuiickolt depepauMm 0 1eKapCTBEHHbIX CPEACTBAX.

20. TexHUYeCKMe CpeacTBa, UCMO/b3yemMble B TPaHCHY3MOHHO-MHOY3IMOHHOM Tepanuu, LOKHbI
COOTBETCTBOBaTb TpPeboBaHMAM, NPEAYCMOTPEHHbIM TEeXHWYECKMM pernameHTom o 6e3onacHocTu
nsaennii MeguuUMHCKOro HasHayeHus.

21. Mpoueccbl 3aroToBKK, NepepaboTku, XpaHeHUA, TPAHCMOPTUPOBKK, YTUAN3ALUU N NPUMEHEHNA
NPOAYKTOB KPOBW A0NXKHbI MCKNOYaTh BTOPUYHOE BaKTepuaabHOe 3arpasHeHne 4OHOPCKON KPoBK U ee
KOMMOHEHTOB.

22. ,ﬂ,OHOpCKaﬂ KpOBb M €€ KOMMOHEHTbI, ncnosibyembie OnA HenocpeaACTBEHHOIo BBeAEHUA
YEe/I0BEKY, a TaKXe Cbipbe ON1A4 NPOoMU3BOACTBaA NMPENApPATOB KPOBU AO0J/1KHbI 6bITb nony4yeHbl TONbKO OT
AOHOPOB C y4ETOM pPE3yNbTaTOB X MEANULNHCKOIO O6CJ'IE,CI,OBaHMF|.

23. Bce MeaMUMHCKME u3genuns, npefHasHauyeHHble ANA B3ATUA OOHOPCKOW KpPoBM U ee
KOMMOHEHTOB, A4 MepesvBaHMUA KPOBM U ee KOMMOHEHTOB, a TaKKe KpoBe3ameHuTenein u apyrux
TpaHCPY3NOHHbIX cpea, A0KHbI BbITb 04HOPA30BOro NPUMEHEHMUA.

24. Mpn HapyweHUM FepMeTUYHOCTM CTEPUbHOM CUCTEMbI, MCMONb3YeMOW A/1A 3aroTOBKM
AOHOPCKOW KPOBM U €e KOMMOHEHTOB, NPeayCMOTPEHHON TEXHONOTMeN MX 3aroTOBKMU, AO/KHbI 6bITb
obecneyeHbl YCNOBUA, UCKOYAIOLWME BTOPUYHOE 3arpasHeHNe KPOBM U ee KOMMOHEHTOB NaTOreHHbIMK
6noNorMYeckMMm areHTamu. MNoslyyeHHble C MOMOLLbIO TAKUX TEXHOIOTMYECKMX OMNepaL it KOMMOHEHTbI
KPOBW MCMONb3YIOTCA B TeyeHue 24 4acos.

25. Mpu HapyweHUM TepMeTUYHOCTM CTEPUSIbHOM CUCTEMbI, MCMONb3YEMOW AJ1A 3aroTOBKM
[OHOPCKOWM KPOBW M ee KOMMOHEHTOB, He MpeAyCMOTPEHHOW TEeXHONOrMeil MX 3aroToBKM, MpoLecc
AONKeH BbITb OCTAHOB/IEH, @ CUCTEMA C COAEPKMMbIM O/KHA BbITb YTUAN3MPOBAHA.



26. Obpasubl AOHOPCKOM KPOBM, B3ATble BO BPEMA KaxKA0W AOHAUMU U UAEHTUPULMPOBAHHbIE C
No/lydeHHbIMU B pe3y/bTaTe AoHaUuK Ao3aMu (eAnHULLaMK) KPOBU MM €€ KOMMNOHEHTOB, A0/XKHbI BbITb
nccnenosaHbl C LENbo onpeaeneHus rpynnbl Kposu ABO M pesyc-npuHaANeKHOCTU U NoABEpPrHyThl
nabopaTopHOMY KOHTPO/IIO Ha Hannume Bo3byauTenein reMmoTpaHCMUCCUBHbIX MHEKLUIA.

27. [loHOpCKas KPOBb M €e KOMMOHEHTbI A0J/IXKHbI ObiTb BMONOIrMYECKN MOMHOLLEHHbI, 06/134aTb
OYHKUMOHANbHOMW  aKTUBHOCTbIO UM nedvebHo 3addeKTMBHOCTbIO. [MoKasatenn 6Guonornyeckom
NOJIHOUEHHOCTU, GYHKLMOHANLHON aKTUBHOCTU U nedyebHol 3¢deKTUBHOCTU AOHOPCKON KPOBU U ee
KOMMOHEHTOB A0J/IKHbl COOTBETCTBOBATb TpeboBaHMAM cornacHo npuaoxenuto N 1. besonacHocTb
JOHOPCKOWM KPOBM 1 €€ KOMMOHEHTOB NOATBEPKAAETCA OTPULLATENBbHBIMK pe3yibTaTaMu 1abopaTopHOro
KOHTpOAs 06pa3L,0B AOHOPCKOM KPOBW, B3ATbIX BO BPEMS KaXKA0M AOHALMM, HA Haanune Bo3byautenei
remoTPaHCMMUCCUBHbIX MHPEKLNIA.

28. Mpouecchl, UCnosib3yemble AN 3arOTOBKM AOHOPCKON KPOBM U €e KOMMOHEHTOB, AOJIKHbI
obecneunBaTb NpeaynperKaeHNe MexaHMYeCcKoro 3aHoca B HUX NATOreHHbIX 6MOOrMYECcKUX areHToB, a
TaKXKe CcoXxpaHeHMe 6MOIorMYyeckonm MNONHOLEHHOCTU, GYHKUMOHANAbHOM aKTUBHOCTM U nedyebHom
3pPEeKTMBHOCTU AOHOPCKON KPOBU U €€ KOMIMOHEHTOB.

29. lNpu 3aroToBKe AOHOPCKOWN KPOBU U ee KOMMOHEHTOB A0/1XHa 6biTb pa3paboTaHa n BHeapeHa
cucTeMa KapaHTUHM3aLUMM CBEXEe3aMOPOXKeHHOM Naasmbl, obecneynsatowlan ee 6e30MacHOCTb.

30. KapaHTMHU3aLMA CBEXKE3aMOPOKEHHOM NNa3Mbl OCYLLECTBAAETCA Ha CPOK He meHee 180 cyTok
C MOMEHTa 3aMOparKMBaHWA NPU TemnepaType HUxe muHyc 25 °C.

31. Mo ucteyeHUN cpoKa KapaHTUHU3ALMKN CBEKE3aMOPOXKEHHOW NNasmMmbl NPOBOAMTCA NOBTOPHOE
obcnefoBaHUeE COCTOAHUA 340POBbA AOHOPa U NabopaTopHOe UcCNefoBaHUE KPOBU AOHOPA C Lenblo
WCKNIIOYEHUA HAIMYKNSA B HEN BO3byaAUTENEN reMOTPAHCMUCCUBHbBIX MHPEKLMIA.

32. Mpu OTCYTCTBMM Y JOHOPA NPU3HAKOB reMOTPAHCMUCCUBHBIX MHPEKLMI B NEpUOL, B TeYeHne
KOTOPOro OCYLLECTBAANACh KapaHTUHU3ALMA 3aMOPOKEHHON NAa3Mbl, NOMYYEHHOW OT 3TOro A0HOPaA, U
OTCYTCTBMM B KPOBM AOHOPA MO WCTEYEHUM CPOKA KAapPaHTMHM3ALMKM CBEKE3aMOPOMKEHHOM Mnasmbl
BO36yanTENEl reMOTPAHCMUCCUBHbBIX MHOEKLMIA CBEXKE3aMOPOXKEHHaA NAa3ma BblaaeTca ana nedebHoro
NPMMEHEHUA UAN NONYYEHNA NEeKapCTBEHHbIX NPenapaTos.

33. MpK noctynneHMM B OpPraHM3auMio AOHOPCTBA KPOBM M €e KOMMOHEHTOB MHbopmauuu o
BbIAIB/IEHUWN Yy AOHOPA B NEPMOL, KAaPAaHTUHM3ALMU CBEXKE3AMOPOKEHHOW MAa3Mbl FeMOTPAHCMUCCUBHBIX
MHOEKUMI Mnun npu obHapyKeHMM B KPOBU AOHOPa BO3byauTenei reMoTPaHCMUCCUBHBIX MHEKLNI No
UCTEYEHUWN CPOKA KapaHTUHM3ALMM CBEXKE3aMOPOXKEHHAn NJasma, 3aroToB/eHHas OT 3TOro AOHOopa,
N30MPYETCS U YTUAN3UPYETCA C 0653aTeIbHONM perncTpaumnelt aToi npoueaypsi.

34.B CQlydae HeABKU O0HOpPa AN1A NOBTOPHOIo O6CﬂeAOBaHMH Nno UCTEYEHNN YCTAHOB/ZIEHHOTO CPOKa
KapPaHTUMHHOIo XpaHeHuA CBE)Ke3aMOpO)KeHHOﬁ Nnaa3mMbl CBEXEe3aMOpPOXKEeHHaA NJ1a3Ma MOXKeET 6bITb
MCNoNb30BaHa ANA MPOM3BOACTBA MPENAPATOB KPOBU UIN NepesimBaHMA peunnmneHty npu ycanosuun
MHaKTUBaAUUN NATOreHHbIX 6MONOIrMYECKMX areHTOoB.

35. He cooTseTcTBytoWwMe TpeboBaHNAM 6€30MacHOCTU MM HEMCNONb30BaHHbIEe AOHOPCKanA KPOBb
M ee KOMMOHEHTbl WM30AUPYIOTCA WM MOABEPratoTca YTUAM3AUMK, BKAOYalowel obessapaxunsaHue
AE3NHPULMPYIOLLMMWN PacTBOPaMMN UAN NpUMeHeHNe GU3MYECKUX MeTOA0B Ae3nHOEKLUMN C MOMOLLbIO
060py0BaHNA, pa3peLleHHOro AAA 3TUX Uenell B YCTaHOBJAEHHOM MOPAAKe, a TaKXe yaaneHue
06pa30oBaBLUMXCA OTXOL0B.

36. ,ﬂ,OI'IYCI-(BETCFI nepegaya ,D,OHOpCKOVI KpoBn wnan ee KOMIMOHEHTOB, HE COOTBETCTBYHOLUUX
TDE6OBaHMﬂM 6esonacHOCTU wuan HENCNO/1Ib30BaAHHDbIX, pa3pa60TqMKaM (Hay‘-IHO-MCC}'Ie,CI,OBaTEI'IbCKVIM
OopraHunsaumMAam COOTBETCTBYHOLLETO I'IpOd)MI'IFI) n (M!'IM) npounssogutTenam gnarHoOCTM4eCKmMxX npenapaTos.

37. anHﬂTVIE peweHna o rogHocCTu AOHOpCKOVI KpoBn 1N €e KOMMNOHEHTOB AON1A NepenBaHUA



ocyuwiecrtsnaeTtca OTBETCTBEHHbIM NNUOM OpraHunsaumMm AOOHOPCTBA KpPOBM U ee KOMMOHEHTOB,
Ha3Ha4eHHbIM B aAMUHUCTPATUBHOM NOpAAKE.

38. PelleHMe O roAgHOCTU A8 MepennmBaHusa KaKaoW A03bl (eaMHULbI) 4OHOPCKON KPOBKU U ee
KOMMOHEHTa MPUHMMAETCA TONbKO MOC/Ae 3aBeplueHua ee nepepaboTKM C yyeTom pe3y/nbTaTos
NabopaTopHOro KOHTPOA.

39. XpaHeHMe W TPaAHCMOPTMPOBKY MOOHOPCKOW KPOBM W ee KOMMOHEHTOB HeobxoguMmo
OCYLLECTBNATb NPWU YCNOBUAX KOHTPOAA TemnepaTypbl BHYTPU 06OpPyAOBaHMA, B KOTOPOM XPaHATCA
(TpaHcnopTUpytoTCcA) AOHOPCKAA KPOBb M ee KOMMOHEHTbl. TemnepaTtypa XpaHeHUs AOHOPCKOM KPOoBM
perncTpupyeTca He pexke 2 pas B CyTKW. Ha Bcex 3Tanax XpaHeHUs 1 TPaHCNOPTUPOBKM AOHOPCKOW KPOBU
M ee KOMMNOHEHTOB A0/1XKHa bbITb 0becneyeHa nx 3aLnTa OT MEXaHUYECKOTrO NMOBPEXKAEeHUA.

XpaHeHVe LOHOPCKOMN KPOBWU M ee KOMMOHEHTOB AO0/IKHO ObiTb pasaesibHbiM B 3aBUCMMOCTM OT
HaMMeHOBaHMWA KOMMOHEHTA KPOBW, a TaK¥Ke CTaTyca KOMMOHEHTa KpoBu, rpynnbl Kposu ABO n pesyc-
NPUHAANENKHOCTH.

[loOHOpPCKasA KpPOBb M ee KOMMOHEHTbl ANA ayTONOTMYHOM TPaHCPY3MM XPaHATCA OTAENbHO OT
OCTa/IbHbIX KOMMOHEHTOB KPOBMU.

40. MNpw 3arotoBKe AOHOPCKOM KPOBW M ee KOMMOHEHTOB obecneynBaloTcs YCN0BUA XPaHEHMS
[OHOPCKOW KPOBU M €€ KOMMOHEHTOB B COOTBETCTBUM C TPeBOBaHUAMM COrNacHO npuaoxkeHuto N 2.

41. [laHHble 0 AOHOPAX KPOBM M €e KOMMOHEHTOB, MPOoLUeaypax U onepaumsax, BbINOJAHAEMbIX HA
aTanax 3aroToBKW, NepepaboTKu, XpaHEHUS LOHOPCKOM KPOBU 1 ee KOMMOHEHTOB, a TaKKe O pesy/ibTaTax
uccnenoBaHWA AOHOPCKOW KPOBM M ee KOMMOHEHTOB PEerncTpupyroTcs Ha OymaxkHom u  (uam)
3/1eKTPOHHOM HOCUTENAX. PerncTpaumoHHble AaHHble XpaHATcA B TedeHme 30 ner.

42. B uensax obecneyeHnsa 6e30MacHOCTM AOHOPCKOM KPOBM M €e KOMMNOHEHTOB AEATENbHOCTb
OpraHusaunMin OOHOPCTBA KPOBM W e€e KOMMOHEHTOB MO 3aroTOoBKe, nepepaboTKke, XpaHEeHU U
TPAHCMOPTMPOBKE AOHOPCKOM KPOBU U €e KOMMOHEHTOB AOJ/IKHA OCYLLECTBAATLCA B COOTBETCTBUM C
Mpasunamun cornacHo npunoxerHuto N 3.

43. Mpu nonydyeHUM oOpraHmMsaumMeint AOHOPCTBA KPOBM UM ee KOMMOHEHTOB WHbopMauuMmM o
BO3MOXKHOM 33aPa’KeHUWN PeLuUnueHTa reMoTPaHCMUCCUBHBIMU UHPEKLMAMN HEOBXOAMMO YCTAaHOBUTb
AOHOpa (A0HOPOB), OT KOTOPOro MOT/I0 NMPOM30MTU 3aparKeHNE, U MPUHATbL Mepbl ANS NPeAoTBPaALLEHUS
MCMNO/Ib30BaHNA LOHOPCKOM KPOBU UM €€ KOMMOHEHTOB, NOJIYYEHHbIX OT 3TOrO AOHOpPa (40HOPOB).

44, B cnyyae, NpeayCMOTPEHHOM MYHKTOM 43 HacTOALLEro TEXHUYECKOro pernameHTa, NpoBoAUTCA
aHaNuM3 NpeablayLmx cnydaes AOHAUMIM 33 nepuog He MeHee 6 mecsaLes, NPeaWecTBYOWMX NnocaeaHen
AOHaUMM, NMOBTOPHO aHANM3UPYETCA AOKYMEHTaumA, a OpraHusauma, ocylecTasaowan nepepaboTky
KpoBW (Mnasmbl), oueHMBaEeT HEOBXOAMMOCTb OT3bIBa M3TOTOB/IEHHbIX NPOAYKTOB KPOBU, MPMHMMAnA BO
BHMMaHuWe BuA 3aboseBaHMs, MHTEpPBaA BPEeMeHW Mexay AoHauMen U uccnegoBaHMEM KPOBU M
XapaKTePUCTUKY NPOAYKTa.

45, Pe3ynbTaTbl MCCNEAOBaHUIMN WUCXOAHOW KpPOBM (MNasmbl), MNPOBEAEHHbIX OpraHu3aumen
[OHOPCTBA KPOBM M €€ KOMMOHEHTOB, JOKYMEHTa/IbHO 0GOPMAAIOTCA U B MTMCbMEHHOM BUAE NepesatoTcs
OpraHu3aLmm, ocyLLEecTBAAOLWEN NepepaboTKy KpoBu (Naasmbl).

46. OpraHun3aumsa JOHOPCTBA KPOBU M €€ KOMMOHEHTOB NMMCbMEHHO MHPOPMUPYET OpraHn3aLmio,
OCYLLECTBAAIOLLYIO NepepaboTKy KPOBM (MAasmbl), B CyYasx:

1) BblABNEHNA Y AOHOPA reMOTPaHCMUCCUBHDBIX VIHd)EKLI,Mﬁ, BbI3BAHHbIX NU3BECTHbIMM Ha MOMEHT
3aroToBKU KPOBWU NMaTOreHHbIMU 6ronormyeckumm areHTamu,

2) BblfiBNEHUA BO36YyAUTENEN FeMOTPaHCMUCCUBHBIX MHPEKLMIA B IOHOPCKOM KpoBK (Nnasme);



3) BbiABNEHMA HaApyWeHMIA npoueaypbl WUCCNe0BaHUSA KPOBM Ha Haauuve Bo3byautenei
reMoTPaHCMUCCUBHbBIX MHDEKLUNIA.

47. Npun nepepaboTKke nnasmbl 448 NOAYyYeHUs NPENapaToB KPOBM HEOOBXOOMMO MUCCNenoBaTb
naasmy, o6beANHEHHYO B TEXHOIOTMYECKYIO 3arpy3Ky, Ha HaMume Bo3byanTeieln reMoTpaHCMUCCUBHbIX
MHPeKLN.

48. B cnydyanx BbiABAEHMA B Naa3me, 06begMHEHHOMN B TEXHOOMMYECKYIO 3arpy3Ky ANA NoayYeHus
npenapaTtoB KpoBM, BO3GyauTenel remMoTPaHCMMCCUBHbLIX MHOEKUMIA Naasma He MOXKeT ObiTb
MCMNONb30BaHa A1 MPUIOTOB/JEHUS MPEnapaTtoB M yTUAM3MpPYeTcA, a MHOOPMAUMA O pesy/bTaTax
nccaen0BaHMA Naa3mbl NMCbMEHHO NepeaaeTca B OpraHM3aumio LOHOPCTBA KPOBU M ee KOMMOHEHTOB, B
KOTOpOW BblNa OCyLLECTB/IEHA 3ar0TOBKA 3TOM KPOBU (Nnasmbl).

49. B npouecce nonyyeHWA MPenapaTtoB KPOBU [OJ/IKHA ObiTb NMpeaycMOTPEHA MHAKTUBALMSA
NaToreHHbIX 6MONOrMYECKNX areHTOoB.

50. KOMMNOHEHTbI KPOBK, NoABepPrHyTbie 06paboTKe N0 MHAKTMBALMM NATOreHHbIX BUONOTNYECKMX
areHToB, He06X0AMMO M30/1MPOBATb OT KOMMNOHEHTOB KPOBW, HE NMOABEPrHYTbIX Takol obpaboTke.

51. O6pa3supbl KaxKaok 3arpysku Naasmbl XpaHATCA NpU TemnepaType HuKe MUHyc 25 °C He meHee
O4HOTO roAa MOC/Ne OKOHYaHWA CpoKa XpaHeHWAa MpoAyKTa KpoBM, Wmetowero Haubonee
NPOAOKUTE/NbHBIN CPOK XPaHEHMUS.

52. KpoBb (nnasma) u npoaykTbl, obpasylowmeca B npouecce nx nepepaboTku, 3arpas3HeHHble
NaToOreHHbIMN BMONOTMYECKUMM areHTamu, nogaexkart yTuansaumm u oba3atenbHon perncTpaumm aToin
npoueaypbl OpraHMsaumeii, OCyLLeCTBAAIOWEN NepepaboTKy KpoBu (Naasmbl), NOCPeACTBOM BHECEHMUA
COOTBETCTBYIOWMX 3aMMcei B y4ETHO-PErnMCcTPaLMOHHYIO AOKYMEHTaUMIO No popmam, YCTaHOBAEHHbIM
denepanbHbiM  OPraHOM WMCMOAHUTENbHOW BAACTW, OCyllecTBAAIOWMM ¢yHKUMM no BbipaboTke
rocyAapCTBeHHOM NOAUTMKM M HOPMATUBHO-NPABOBOMY PEry/MpoBaHuIo B chepe 34paBOOXPaHEHUA.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 04.09.2012 N 882)

53. 3anpewaeTca NpUMeHeHWe AOHOPCKOM KPOBM M ee KOMMOHEHTOB, NpenapaToB KpPOBU M
KpOBe3amMelLaloLWwmX PacTBOPOB C UCTEKLLMM CPOKOM rOAHOCTH.

54. TexHU4YecKMe cpeactsa, MUCMNo/b3yemble B TpaHCPY3MOHHO-UHGDY3MOHHOM Tepanun, AO0MMKHbI
O6bITb paspelleHbl K MPUMEHEHWIO B NOpPSAAKE, YCTAHOBAEHHOM 3aKoHoAaTeNbcTBOM Poccuitckol
depepaunn.

55. KoHTeilHepbl NosIMMepPHbIe, CUCTEMbI M YCTPOWCTBA A/1A NepeMBaHnusa SOHOPCKON KPOBU U ee
KOMMNOHEHTOB A0/1XHbl 6bITb MaPKMPOBaHbI.

MapKMpoBKa NOTPEeBbUTENLCKON Tapbl KOHTEMHEPOB MOIMMEPHbIX, CUCTEM W YCTPOWCTB A0/MKHA
6bITb YCTONYMBA K BO3AENCTBMIO BHELWHMUX GAKTOPOB B NPOLLECCe CTEPUIM3ALMMN, XPaHEHUA, Ppean3aumm
N NPUMEHEHMUA.

56. [1ns KOHTaKTa C NpoAyKTaMm KPOBM UCNO/Ib3YHOTCA KOHTEMHEPbI MOIMMEPHDbIE, @ TaKXKe CUCTEMbI
N YCTPOKNCTBa A5 BBEAEHMA OOHOPCKOM KPOBW, €€ KOMMOHEHTOB, MPENapaToB M KpoBe3aMelLatowmx
pacTBOPOB, KOTOPble AO0/KHbI ObiTb M3rOTOB/IEHbI M3 MaTEpPUaANOB, PaspelleHHbIX AN KOHTaKTa ¢
npoAyKTaMmn Kposu dpeaepasibHbIM OpraHoOM WUCNOAHUTE/IbHON BNACTU, OCYLLECTBASOWMM GYHKLMM MO
KOHTPO/IIO U Haa3opy B cdepe 34paBOOXPAHEHUA B NOpPSAAKE, YCTAHOBAEHHOM 3aKOHOAATE/IbCTBOM
Poccuitckoin depgepaumn.
(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 04.09.2012 N 882)

57. HEO6X0,CI,MMO obecneunTb COXpaHeHHMe CTepnibHOCTU KOHTED’IHEPOB NOJIMMEPHDLbIX, CUCTEM ONA
BBeAeHNA KpoBUM U ee KOMIMOHEHTOB, NpenapaTtoB U KpoBe3amMellaloWwmnx pacTtBOpPOB, a TaKXKe Apyrnx
yCTpOﬁCTB OAHOKPAaTHOro npumeHeHuA B Te4eHMe BCEro yCTaHOB/ZIEHHOIO CPOKa XpaHeHUA.



58. Mpu UEeHTPUPYIrMPOBaHUM KOHTEWHEPbI NOJMMEpPHbIe AOMKHbI 06ecneymBaTb BO3MOMKHOCTb
paboTbl 6e3 HapylleHWUA 3aMKHYTOM repMeTUYHON cuCTeMbl. KoHTelHepbl MOSIMMEpPHble AOMKHbI
No3BOAATb MNOACOEAMHATb YCTPOWMCTBA, rapaHTUPYIOWME COXpPaHEeHWe CTEepPUNbHOCTM KPOBM U ee
KOMMNOHEHTOB, a TaKXe obecneunsaTb QYHKUMOHANbHYIO COBMECTUMOCTb C YCTPOWCTBOM AAA
nepennBaHMA A4OHOPCKOMN KPOBM M €e KOMMOHEHTOB U3 KOHTeHepa.

59. MNpu npoBeAeHUN YCTaHOB/IEHHbIX Mpoueayp nepepaboTKM AOHOPCKOM KPOBM MPOYHOCTb
MaTepranoB KOHTEMHEPOB MOJAMMEPHbIX, COEAMHUTENbHbIX LWBOB, NPUMEHAEMbIX 3/1EMEHTOB M Y3/108
A0NKHa obecneynBaTb LENOCTHOCTb MX KOHCTPYKLUUN.

60. Karkpas posa (egvMHMua) KPoOBM M ee KOMMOHEHTa, MNpefHasHayeHHaa AnA OTnycKa u3
opraHvM3aumMM [OHOPCTBA KPOBUM WM €e KOMMOHEHTOB, AO0/KHA WMMEeTb MapKUPOBKY. MapKUpPOBKY
OOHOPCKOW KPOBM U ee KOMMNOHEHTOB HE0HX0AMMO OCYLLECTBAATbL C y4eTOM pe3y/bTaToB 1abopaTopHOro
KOHTpONSA.

61. MapKMpOBKY rOTOBOW MPOAYKUMM TMPOBOAAT C MOMOLLbI 3TUKETOK. JTUKETKa roTOBOM
NPOAYKUMM A0/IKHA UMETb YETKME BU3Ya/ibHbIE OT/IMUYMA OT UHbIX STUKETOK, COXPaHATLCA B TeYeHMe BCero
CPOKa rogHOCTM M NPWU BCEX PEXMMAaX XPaHEeHMUA U MUCMONb30BaHMA eAMHMLbI FTOTOBOW MPOAYKUMM, a
NHdOopMauma, NPUBEAEHHAA Ha STUKETKE, A0/KHA OCTaBaTbCA JIETKO YNTAEMON.

62. HaHeceHHas Ha 3TUKETKY MHPOPMALMA O TOTOBOM NPOAYKLUMN A0/KHA COAEPKaTb caeaylolime
cBeAEHMUS:

1) HaMmeHoBaHMe opraHM3aLmMM 4OHOPCTBA KPOBU U €e KOMMNOHEHTOB;

2) naeHTUOMKaLMOHHbBIA HOMep AOHAUNu;

3) rpynna Kposu ABO 1 pe3yc-npuHaanex HoCTb;

4) nata goHauuu;

5) AaTa OKOHYaHMA CPOKa XpaHeHus;

6) HaMMeHOBaHWe M 06BEM aHTMKOoaryAAHTa U (an) ob6aBoYHOro pacTBopa;

7) HaMMeHOBaHWE KOMMOHEHTa KpOoBY;

8) 06Bbem MM macca KpoBu MH60 KOMMNOHEHTA KPOBMU;

9) TemnepaTypHbIe YCI0BUA XPaHEHUS;

10) ykasaHue Ha JONONHUTENbHYI0 06paboTKy (06nyueHue, dunbTpaymio, MHaKTUBALMIO).

63. [loHOpCKas KpPOBb M €€ KOMMOHEHTbl AN ayTO/JIOrMYHOM TpaHCdy3MM [OMKHbI UMETb
MapKUPOBKY "TONbKO A5 ayTONOrMYHOM TpaHcdysnmn" c ykasaHmem damuamm, UMeHU, OT4ecTBa M AaTbl
POXAEHUA ANLA, ANA KOTOPOro NpeaHasHayeHa OHOPCKaA KPOBb UM ee KOMMNOHEHTbI.

64. MapK1pPOBKA AOHOPCKOW KPOBM M €€ KOMMOHEHTOB A0JI)KHA COXPAHATLCA B TEYEHUE CPOKa UX
XpaHeHUs Npu BCcex meToaax obpaboTKu.

65. HaHeceHMe MapKMPOBKM FOTOBOM MNPOAYKUMWM OO OKOHYaHMA BCeX CTaauii nepepaboTku U
nccaefoBaHUi He JOMYCKaeTcs.

66. Ha mapKkupoBKe 0b0pyA0BaHUA, B KOTOPOM XPaHUTCA AOHOPCKas KPOBb M €e KOMMOHEHTI,
YKa3blBaeTcs HAMMEHOBaHWE KOMMOHEHTa KPOBM, CTaTyC KOMMNOHEHTa KPoBW, rpynna Kpoeu ABO 1 pesyc-
NPUHAANIEKHOCTb.



67. Bca Heobxoanmasa ana notpebutens nHGopmaums o LOHOPCKON KPOBU U ee KOMMOHEHTAxX
AONKHa 6biTb NpeacTaBfeHa Ha 3TMKETKaX KOHTEMHepoB, CoAepiKallMxX OOHOPCKYH KPOBb MAKM ee
KOMMOHEHTbI, @ TaKXKe B CONPOBOANTE/NbHbIX AOKYMEHTaX.

IV. OLUEHKA COOTBETCTBMA

68. OueHKa COOTBETCTBMA MPenapaToB KPOBM WM KpoBe3amMellalowmx PacTBopoB TpeboBaHMAM
6e30MacHOCTM KPOBM M ee KOMMOHEHTOB OCyLecTBAfeTca B ¢opme rocyaapCTBEHHOro KOHTPOAA
(Hap30pa).

69. TlocypapcTBeHHbI KOHTpoO/b (Hag3op) 3a cobsogeHnem TpeboBaHMIA  HACTOALLEro
TEXHUYECKOrO perfiaMeHTa OCyLLeCcTBAAETCA B COOTBETCTBUM ¢ PesepanbHbiM 3akoHOM "O 3awmTe npas
IOPULMYECKUX NNL, U UHAMBUAYANbHBIX NPeanpUHUMATENEN NPU OCYLLECTBNIEHUU FOCYAApPCTBEHHOMO
KOHTPOAsA (HaA30pa) M MyHMLMNAABHOFO KOHTpPOAA" B NOpAAKe, yCTaHOBNEHHOM deaepanbHbIM OpraHom
WCNONHUTENbHOM BAIACTU, OCYLECTBAAOWMM GYHKUUM NO BblpabOTKe rocysapCTBEHHOW MOAUTUKKU U
HOPMATUBHO-MPaBOBOMY PErYIMPOBAHMIO B Chepe 34paBOOXPAHEHUS.
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70. TocypapcTBeHHbIA KOHTposb (Hag3op) 3a cobsogeHnem TpeboBaHMIA  HACTOSALLEro
TEXHUYECKOro perfameHta ocyuiectsnsetca deaepasbHbiM  OpPraHoOM MUCMOMHUTENbHOW  BAacTy,
OCyLLECTBAAWMUM GYHKLMM NO KOHTPO/IIO U Haa30py B chepe AOHOPCTBA KPOBU M €€ KOMMNOHEHTOB.

71. Mpn ocylLecTBAEHUU TOCYAaPCTBEHHOIO KOHTPONA (Haa3opa) 3a cobnaogeHnem TpebosaHMi
HacToALEro  TEeXHWYECKOro  pernameHTa  ¢egepanbHbli  OpraH  WCNOJMIHUTENbHOW  BNacT,
OCYLLECTBAAOWMIA GYHKLMM MO KOHTPOJIIO U Hag3opy B chepe LOHOPCTBA KPOBM M €e KOMIMOHEHTOB,
perncTpupyeT nocTTpaHcdy3MoHHbIE OC/I0KHEHMS B NOPAAKE, YCTAaHOBEHHOM desepasibHbIM OpraHomM
MCMONHUTENbHOW BAACTW, OCYLLECTBAAOWMM GYHKLMM NO BbipaboTKe rocygapCTBEHHOW MOJUTUKKU U
HOPMaTMBHO-MPABOBOMY PErY/IMPOBaHUIO B chepe 34paBOOXPaHEHMS.

72. Mpy NPUMEHEHUN [LOHOPCKON KPOBU UM ee KOMMOHEHTOB A/A MepevBaHuA pPeLunmeHTam
MHbOpMaumua 060 Bcex CAydasx Pa3BUTUA MOCTTPAHCOY3IMOHHDLIX OC/OXKHEHWN NepepaeTca B
denepanbHbIi OpraH UCMONHUTENIbHOW BNACTU, OCYLLECTBAAOWMNIA GYHKUMM NO KOHTPOIO U HAA30py B
chepe A4OHOPCTBA KPOBM U €€ KOMMOHEHTOB M OpPraHM3aLmio LOHOPCTBA KPOBU M €€ KOMMOHEHTOB.

73. B cnyyanx BbiIBEHUA Y AOHOPA KPOBU U €€ KOMMOHEHTOB reMOTPaHCMUCCUBHBIX MHOEKLMIA,
BbI3BaHHbIX M3BECTHbIMWM Ha MOMEHT 3aroTOBKM KPOBW MNATOreHHbIMU OWMOMOrMYECKMMWU areHTamu,
BbIAB/NIEHUA B AOHOPCKON KPOBM UM KOMMOHEHTAX KPOBM NATOrEHHbIX BMONOIMMYECKUX areHToB, B TOM
yncne Bo3byauTene remoTPaHCMUCCUMBHBIX WHOEKUUIA, BbIABNEHMA HapyleHMA npoueaypsbl
nccnesoBaHNA KPOBM U ee KOMMOHEHTOB HA Ha/MYMe NaTOreHHbIX BUONIOrMYECKMX areHTOB, B TOM Ynce
BO3OyauTeNnein remoTpaHCMUCCUBHbLIX MHOEKUMM, a TaK¥Ke HapyleHWA npoueaypbl UaeHTUPUKaumm
rpynnbl Kposu ABO 1 pe3yc-npuHaaieXHOCTU He06XoaMMO:

1) He3aMeaNNTENbHO MNMPUHATb MepPbl NO U3BATUIO AOHOpCKOﬁ KpoBn n ee KOMMNOHEHTOB U3
06pau.|,eHM$| M OT3blBY UX U3 OpFaHM3aLI,VIl7I, NMPUMEHAKLWMNX OOHOPCKYHO KPOBb M €€ KOMIMOHEHTbI;

2) npouHpopmUpoBaTb ¢eaepanbHble OpraHbl WCMOJNHUTENbHOM BAACTW, YNOJHOMOYEHHbIE
OCYLLECTBAATb rOCYAapPCTBEHHbIN KOHTPOAb (Haa30p) B chepe AOHOPCTBA KPOBU M €€ KOMMOHEHTOB.

MpunoxkeHne N 1
K TEXHUYECKOMY pernameHTy
o TpeboBaHMAX 6€30NaCHOCTM KPOBM,



€e NPoAYKTOB, KPOBE3aMELLLAOLLMX PACTBOPOB
N TEXHUYECKMX CPeACTB, UCMOJIb3yeMblX
B TPAaHCPY3MOHHO-UHPY3MOHHOM Tepanum

NMEPEYEHb
NOKA3ATENEN BUONIOMMYECKOM NONHOUEHHOCTU, DYHKLIMOHANBHOW
AKTUBHOCTU U IEYEBHOM SODEKTUBHOCTM JIOHOPCKOM
KPOBW U EE KOMIMOHEHTOB

[lpmemIieMEIe XaPaAKTEPUCTUKN

1. KpoBb KOHCEPBUPOBAHHASA
OoveMm 450 mymmnanTpos +/- 10 npoueHToB o6beMa 6es3
AHTUKOATYJIAHTA (HeCcTaHOapTHas OOHALMSI
MapKMPyeTCsS COOTBETCTByHIMM 0BpasoMm)
T'emors1006MH He MeHee 45 rpaMMOB B IO3€

T'eMOIM3 B KOHIIE XPaHEHUI He OGoJjee 0,8 MNpolLeHTa SPUTPOLMUTOB

2. OpPUTPOLUMTH (SpUTpOLMTHasA Macca)

O6bem 280 +/- 50 MMJIIMIMTPOB

T'eMaTOKPUT or 0,65 mo 0,75

T'emors1006MH He MeHee 45 rpaMMOB B IoO3e€
T'eMOIM3 B KOHIIE XPaHEHUI He Oojiee 0,8 mpolLeHTa BPUTPOLMUTOB

3. SpMTpOLU/ITbI C YIOaJISHHBIM J'[eIZKOTpOMGOLI,MTaprIM cJioeM
(BPMTpOLU/ITHaFI MacCccCa C YyHOaJIEHHBEIM J'IeIZKOTpOMGOLI,MTaprIM cJioeMm)

O6bem 250 +/- 50 MMJIIMIMTPOB
T'eMaTOKPUT or 0,65 mo 0,75
T'eMOTJI006MH He MeHee 43 T'paMMOB B IoO3e
9
KonmmuecTBO JIEeMKOLUMUTOB <1> He Bojee 1,2 x 10 B mose
T'eMOIM3 B KOHIIE XPaHEHUI He OGoJjee 0,8 MNpolLeHTa SPUTPOLMUTOB

4. OpPUTPOUMUTH B OOOABOUHOM PACTBOPE (3PUTPOLMTHAS B3BEChH)

OBBeM onpenejyisieTCcsa MCIOJbL3YyEeMOM CUCTEeMON
I'eMaTOKPUT or 0,5 mo 0,7

T'eMOTJI00OMH He MeHee 45 TpaMMOB B Hose

T'eMOIM3 B KOHIIE XPaHEHUSI He Oojiee 0,8 mpouLeHTa BPUTPOLMUTOB

5. OpuTpouMTH B OOOABOUHOM PACTBOPE C yIaJIEHHBEM JIEMKOTPOMOOLMTAaPHEM
cJjioeM (2pUTPOLMTHaA B3BEChb C YIAJIEHHEIM JIEMKOTPOMOOLMUTAPHEIM CJIOEM)

06BeM onpenesigseTCsa MCIOJIb3yeMOM CUCTEeMOM

T'eMaTOKPUT or 0,5 mo 0,7



T'eMOTJIO6MH He MeHee 43 I'paMMOB B IO3e

9
KonmmuecTBO JedkouuToB <1> He Oojyee 1,2 x 10 B mose

T'eMoiM3 B KOHLIE XPaHEHMA He 6Gojyee 0,8 IIpOLEeHTa 3SPUTPOLUTOB

6. OTMEBITEIE DPUTPOLUTH (2PUTPOLUMTE OTMBITHE )

06BeM onpenesigseTCsa MCIOJIb3yeMOM CUCTEMOM
T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MmeHee 40 TpaMMOB B IO3€

T'eMONIM3 B KOHIIe XpPaHEHUS He 6Gojee 0,8 MHNpolleHTa 3PUTPOLUTOB

KomnuecTBo Gejika B KOHEeUHOM He OBojee 0,5 rpamma B mose <2>
HaImoCaOOYHOM XUIKOCTU

7. OpuTpouUTH, OOEIHEHHHE JIeMKouUTaMM B HOOABOUHOM pPacTBOpe
(opUTPOUUTHaASA B3BeCb, oOOeIHeHHAas JIeMKOLUTaMM)

06BeM omnpemnesigseTCsa MCIOJIb3yeMOM CUCTEeMOM
T'eMaTOKPUT or 0,5 mo 0,7
6
KommuecTBO JeKoUMTOB <3> He Gojee 1 x 10 B moze
TeMOTJI00MH He MeHee 40 TpaMMOB B Iose
T'eMOIM3 B KOHIIE XPaHEHUI He Oojiee 0,8 mpouLeHTa BPUTPOLMUTOB

8. KpMOKOHCEPBUPOBAHHEE 3PUTPOLUTH
(spUTpOLMUTHAS B3BECb, PABMOPOXEHHAs M OTMHEITasS)

06BeM He MeHee 185 MMIIMIMTPOB
T'eMaTOKPUT or 0,65 mo 0,75
T'eMoTJI00MH meHee 0,2 rpaMma B HO3e

(HamocamouHasa XMOKOCTHL) <4>

T'eMOTJIOOMH He MeHee 36 T'paMMOB B IO3e

OCMOJIAPHOCTb He MeHee 340 MMIIMOCMOJIENM Ha JIUTP
9

KonmuecTBO JenkouuToB <1> He Oojyee 0,1 x 10 B mose

CTepuIIbHOCThb CTEPUIILHO

9. OPUTPOUMTEH, IMIOJIYdeHHHE MeTomoMm abepesa
(PpUTPOLUMTHASA Macca MM 3PUTPOLMTHas B3BeCh,
[IOJIydeHHEEe MeTonoM adepesa)

06BeM omnpemnesigseTCsa MCIOJIb3yeMOM CUCTEeMOM
T'eMaTOKPUT or 0,65 mo 0,75
TeMaTOKPUT (ecam nobaBJieH or 0,5 mo 0,7

B3BEUMBAKINMY PACTBOP)



T'eMOTJIO6MH He Mmenee 40 rpaMMOB B IO3e

6
KommuecTBO JeMkoUMTOB (ecam He Bojiee 1 x 10 B mose
obenHeH JenkouuTamm) <3>

T'eMoniM3 B KOHLIE XPaHEHMA He Gojyee 0,8 IIpOoLEeHTa 3SPUTPOLUTOB

10. TpoMOOLUMTEI, BOCCTAHOBJIEHHEIE M3 IO3L KPOBU
(TPOMOOLUMTHEIM KOHLIEHTPAT M3 HOO3L KPOBM)

ObbeM He MeHee 40 MMIIMIMTPOB
9
TpoMBoumTE <1> He MeHee 60 x 10 (PKBMBAJIEHT OHHOM IO3H
KPOBM)

KommuecTBO JemkounuTOoB <1>
(Do ynmajieHUs JIEMKOLIMTOB) :

9
u3 oboTaleHHOM He ©Gojee 0,2 x 10 (PKBMBAJIEHT OOHOWM IOSBH
TPOMOOUUTAMN I1J1a3MEL KPOBM)
9
n3 JIEMKOTpOoMOOCIIOS He 6Bojyee 0,05 x 10 (PKBMBAJIEHT OJHOM IOO3H
KPOBM)
6
KonmuecTBO JIeMKoOUMTOB <3> He ©Oojee 0,2 x 10 (PKBMBAJIEHT OIOHOWM IO3H
(mocye ymajieHMd JIEMKOLUTOB) KPOBM)
5
PH (mpu +22 °C) B KOHLe or 6,4 mo 7,4
PEKOMEHIOBAHHOT'O Cpoka
XpaHeHUs
11. TpomMOOUMTH, I[OJIydeHHBIE MeToImoM adepesa
(TPOMOOLIMTHEIM KOHLIEHTPAT, IIOJIYUEHHEM MeTonoM adepesa)
9
OBBeM He MeHee 40 mummiauTpor Ha 60 x 10
TPOMOOLIMTOB
9
TpoMOOUUTE <3> He MeHee 200 x 10 B moze
6
KonmruecTBO JIEMKOLMTOB <3> He Gojee 1 x 10 B moze
(mocye ymajieHMd JIEMKOLUTOB)
5
PH (mpu +22 °C) B KOHLe or 6,4 mo 7,4
PEKOMEHIOBAHHOTO CpOKa
XpaHeHUs

Paspmesnn 12 npuioxeHusa N 1 B UacTM paHee 3aT'OTOBJIEHHEIX KOMIIOHEHTOB KPOBU
BCTynaer B cuily 10 wucredeHuu 30 MecsaueB CO IOHA BCTYIJIEHMS B CUITY
TexXHMYeCcKOTO peIrJjlaMeHTa.

12. Cepexes3aMOpPOXeHHas MJjasMa (IjlasMa CBexXes3aMOpPOXeHHasd)

O6BeM 3agBJIeHHET oBBbeM +/- 10 mpoueHTOB obbeMa
6es3 aHTUMKOATYyJIAHTAa



daxTop VIIIcC He MeHee 70 MNPOLEHTOB MCXOOHOTO YPOBHSH

OcTaToOUHHE KJIEeTKU <6>:

9
SPUTPOLUTE He Gojiee 6 x 10 B JuTpe
9
JIEVKOLIMTH He Bojiee 0,1 x 10 B JuTpe
9
TPOMOOUMTEL He Oojyiee 50 x 10 B JsmuTpe
BusyaJsibHEE M3MEHEHUs He IOOJIKHO OBITH aHOMAaJIbHOT'O LiBETa WJIIM

BUIOVMEIX CIT'YCTKOB

Paspmesnn 13 npunoxeHusas N 1 B dYacTuM paHee 3BaT'OTOBJIEHHEIX KOMIIOHEHTOB
KPOBM BCTyIlaeT B CUJly 1O ucTeueHunm 30 MecslleB CO OHS BCTYIJIEHMS B CUIY
TeXHMUEeCKOTI'O peIJjlaMeHTa.

13. KpuonpeuunuTarT

ObbeM or 10 mo 20 MMIIMINTPOB
PaxkTop VIIIC He MeHee 70 MeXIOYHAPOIHBIX €IMHUI] B IO3e
OUOPUHOTEH He MmeHee 140 MMIIMTPaMMOB B HO3e

Pazpmesnn 14 npujnoxeHusas N 1 B UYacTuM paHee 3BaT'OTOBJIEHHEIX KOMIIOHEHTOB
KPOBM BCTyIlaeT B CUJly O mucTeueHuu 30 MecslleB CO OHS BCTYIJIEHMS B CUIYy
TexXHMUeCcKOTO peIrJjlaMeHTa.

14. KpmocynepHaTaHTHasa IJjlasMa

06BeM OTKJIOHEHME OT MCXOIHOI'O ofbeMa He Oojiee 10
IIPOLIEHTOB

Pazspmen 15 npumoxeHmsa N 1 B yYacTM paHee BaTl'OTOBJIEHHEIX KOMIIOHEHTOB
KPOBM BCTynaeT B cujy no mumcrteueHuy 30 MecsaLeB CO IOHA BCTYNJEHMS B CUIIY
TeXHMUEeCKOTI'O peIJlaMeHTa.

15. KpMOKOHCEPBUPOBaAHHEE TPOMOOLMTH, [IOJIydeHHBIE MeTOonoM adepesa

OoBeMm or 50 mo 200 MMIIUIUTPOB
KomuecTBO TPOMOOLMUTOB He MeHee 40 NPOLEHTOB COHOEepPXaHUsS IO
3aMOpPaxXmUBaHU
6
KonmuecTBO JIEMKOLIMTOB He Oojyee 0,2 x 10 Ha BDKBUBAJIEHT OIHOM HOOSE
TPOMOOLUTOB

16. T'paHYJIOUMTHI, I[IOJIyUEeHHEIE MeTOoIOoM adepesa
ObbeM He 6Gojee 500 MWIIIIMIUTPOB

9
KonmruecTBO TPaHYJIOLUTOB tosee 10 x 10 B mose

<1> [JonKHbl COOTBETCTBOBATb HEe MeHee 75 npoleHTam 06ciea0BaHHbIX A03.

<2> KonnuecTtso 6esika B KOHEYHON HaZ0CAA0YHOM KUAKOCTU LOMKHO 0becneyntb cogeprkaHue
IgA meHee 0,2 munaurpamma B gose.



<3> [oMKHbI COOTBETCTBOBATL He MeHee 90 npoueHTam obcneaoBaHHbIX 403.

<4> OKOoHYaTeNbHbI B3BELLUMBAIOLLNIA PacTBOP.
<5> J3mMepeHMe pH NOPEeOnoOUTUTEJSIBHO [NIPOBOOMTHL B 3aKPHETOM CUCTEME BO
n3bexaHue Bexoma CO . lVBMepeHMe MOXeT OBITH BHIIOJIHEHO IIPM JIOOOM TeMIepaType,
2
U 3HAUEHUE PACUYETHHIM METOINOM KOHBEPTMPOBAHO MNPMMEHUTEJIEHO K pH +22 °C.

<6> KneTkn noAcunTbIBAOTCA 40 3aMOpPaAXKUBAHNA, BO3MOXHO CHUXXEHME NOPOroBbIX BEIMYUH NP
BK/IIOYEHWUK B MPOTOKOA npoueayp aIMMnHaunm KNeTok.

MpunoxkeHne N 2

K TEXHUYECKOMY pernameHTy

0 TpeboBaHMAX 6€30NaCHOCTM KPOBM,

ee NpoAyKTOB, KPOBE3aMeLLAOLWUX PaCcTBOPOB
N TEXHUYECKMX CPEACTB, UCNONb3YEMbIX

B TPAaHCPY3MOHHO-UHPY3MOHHOM Tepanmm

YC/10BMA
XPAHEHWA IOHOPCKOW KPOBWM N EE KOMMOHEHTOB

KoMnioHeHT TemnepaTypa MakcuMaJIbHOE BpeMA

XpPaHeHUsd XpaHeHUsd

SPUTPOLMTE M LeJibHas KpOoBb OT +2 mo +6 °C B 3aBUCUMOCTHU OT

(ecam mcnosb3yeTcs IJisg MICIIOJIb 3YEMOM CUCTEME

TpaHCQYy3UM KakK LeJibHasg AHTUKOATYJISAHT —

KPOBb) B3BEUMBAKUNMY PaCTBOP

CBexe3aMOpOXeHHada mJjasma u Huxe -25 °C 36 MecsauLeB

KPMONPELUUNINUTAT

TpoMOOUMTEL or +20 mo +24 °C 5 OHey Ipu yCJIOBUMU

HEeIIPEePEIBHOT'O IIOMENMBAHMA

TPaHyJJIOLUMUTE or +20 mo +24 °C 24 uaca

Mpumeyanua: 1. JonyckaeTca ya/JMHEHWE BPEMEHU XPAaHEHUA KOMMOHEHTOB KPOBM C MOMOLLbIO
3aMOparkMBaHMA (KPMOKOHCepBMpoOBaHMe): apuTpoumntoB - Ao 10 neT B 3aBUCMMOCTM OT npolecca
3aroToBKM, nepepaboTkM M xpaHeHus; TpombouuToB - A0 24 mecAueB B 3aBUCMMOCTM OT MpoLlecca
3aroToBKM, NepepaboTKn U XpaHeHus.

2. B OTHOLEHMM KPMOKOHCEPBUPOBAHHbIX 3PUTPOLMTOB M TPOMBOLMTOB A03KHa BbITb ONpeaeneHa
cpeaa, B KOTOPOM KAETKM HaxoAATcA Moc/ae OoTTaMBaHuA. PaspelleHHbli nepuog XpaHeHua nocne
OTTaMBaHMA 3aBUCUT OT MCNO/b3YEMOTO METOAA.

MpunoxkeHne N 3
K TEXHUYECKOMY pernameHTy



0 TpeboBaHUAX 6€30NacHOCTN KPOBMU,

€e NPoAYKTOB, KPOBE3aMELLLAIOLLMX PAaCTBOPOB
N TEXHUYECKMX CPeACTB, UCMOJIb3yeMblX

B TPAaHCPY3MOHHO-UHPY3MOHHOM Tepanmm

MPABUNA
3ATOTOBKW, MEPEPABOTKWN, XPAHEHUNA U TPAHCITOPTUPOBKU
NOHOPCKOW KPOBU M EE KOMIMOHEHTOB

I. CUICTEMA KAYECTBA

1. MNpwu 3arotToBKe AOHOPCKOM KPOBU U €e KOMMOHEHTOB HeobxoaMmo paspaboTaTb, BHEAPUTL U
noaAep:KmnBaTb B paboyem COCTOAHMM CUCTEMY KauyecTBa, OXBaTbIBAOLLYH BCE BUAbI OCYLLECTBASEMON
AesATeNbHOCTM W HanpaB/ieHHOM Ha obecneyeHne 6€30MNacHOCTU LOHOPCKOM KPOBU U ee KOMMNOHEHTOB.

2.B opraHn3saunn OOHOPCTBa KPOBUN N €€ KOMMNOHEHTOB HAa3Ha4YaeTCA COTPYOHUK, OTBETCTBEHHbIN
3a pa3pa60TKy, BHEAPEHNE N Nnoaaep*KaHne B pa6oqu\ COCTOAHUU CUCTEMDI Ka4yeCTBa.

[I. NTEPCOHAN

3. lMepcoHan, 3aHATbLIA B MpoLeccax 3aroToBKM, nepepaboTKu, XpaHeHWA, TPAHCNOPTUPOBKU U
NPMMEHEHMA [OOHOPCKOW KPOBM U €€ KOMMOHEeHTOB, 06A3aH NpPUHMMaTb NpeayCMOTPEHHble
3aKoHogaTenbcTBom Poccuiickoin ®egepaumm mepsbl B LENAX HEAOMYLLEHUA NPUUNMHEHMA BPEAa KU3HU
AWM 300POBbI0 FpaxaaH, UMyLLecTBY GU3MYECKMX WAM HOPUANYECKMX NUL, FOCYAapPCTBEHHOMY MAU
MYHULMNANbHOMY MMYLLECTBY, OKPY*KatoLWwel cpeae, *KU3HN UK 340PO0BbI0 KMBOTHbIX M PacTEHUA.

[ll. TOMELLEHNA

4. Ona obecneyeHua COXPAaHHOCTM 34aHUN WM MOMELLEHMI B Mnpouecce WX 3SKcnayaTauuu
opraHM3auma AOHOPCTBA KPOBM U ee KOMMNOHEHTOB [10/1XKHa NPOBOAUTb TEXHUYECKME OCMOTPbI, TEKYLIUe
W KanuTtasibHble PeMOHTbI.

5. MomeLlleHns, B TOM Yncne Npoun3BoACTBEHHbIE NOMELLLEHUA (30Hbl), NTOMELLEHMA ANA XPaHEHUA
(cknagpl) M 6biTOBble NMOMeLLEHWs, PasdensalnTca No BUAAM NPOBOAMMbIX PaboT M UCNONb3yOTCA B
COOTBETCTBUU C UX Ha3HaAYEHUEM.

6. B opraHM3auumn OOHOPCTBA KPOBU M ee KOMMOHEHTOB AO0/IKHbl OblTb BblAENAEHbl OTAE/bHble
nomeLleHuns (cknaabl) AnA XxpaHeHus:

pacxoA4HbIX MaTepuanoB (KOHTEMHEpPOB MONMMEPHbIX AN 3aroTOBKM AOHOPCKOM KpoBWM U ee
KOMMNOHEHTOB, HAbOPOB peareHToB M APYrMX maTepuasnos);

KOMMOHEHTOB KpPOBU, UMEKLWUNX pa3HbIﬁ CTaTtycC (I'O,Cl,HbIe, HaxogAauwmneca Ha KapaHTuHe,
HeunccnengoBaHHbIE NN 3a6paKOBaHHbIe).

an OTCYTCTBUUN TaKUX I'IOMELLI,EHVIVI H806X0,£|,MMO BblAENMNTb N30ZIMPOBAHHbIE 30HbI, CTENNAXKN U
XONOAUNNbHUKMN.

7. B opraHusaumm [OHOPCTBA KPOBU W €€ KOMMOHEHTOB A0/XHbl 6biTb NpeaycMOTPEHb!
rapaepobHble, KOMHaTbl OTAbIXa, CAHUTAPHO-6bITOBbIE NOMELLEHMA U TyaNeTbl, PaCNoNOMKeHHble B61M3N,
HO  M30/IMPOBAaHHO OT MPOM3BOACTBEHHbIX MOMELLEHWI, OCHALWLEHHble  COOTBETCTBYHOLLMM
060pyA0BaHNEM, MOIOLMMU U Ae3UHGULMPYIOLMMK CPEACTBAMMU U YOOPOUHbIM MHBEHTApEM.

8. Mpon3BoACTBEHHbIE NOMELLEHMA (30HbI) M NOMELLLEHNA (CKNaabl) ANA XpaHEeHUA A0NKHbI UMETb
yeTKoe 0603HaYEHNE U OTPAHNYEHHbIN JOCTY.



IV. MPON3BOACTBEHHAA CPEOA

9. Mpw 3aroTosKe LI,OHOpCKOI\;I KpoBU N ee KOMMNOHEHTOB A0/1*KHa 6bITb CO34aHa npon3soacTBeHHaA
cpeaa, HEO6XOLI,MM3H ana obecneyeHns COOTBETCTBUA lEI,OHOpCKOI‘;I KpoBM U e€e KOMIMOHEHTOB
YCTaHOB/1IEHHbIM Tp€‘6OBaHMﬂM B npouecce MX 3aroToBKW, nepepa60TKM, O6Cﬂep,OBaHV|ﬂ, XpaHEeHNA U
TPAHCNOPTUPOBKU, a TaKXKeE MepPbIl, NCKNKOYaloWwne 6aKTepv1aanoe 3arpAasHeHue LI,OHOpCKOI‘;I KpoBU U ee
KOMMOHEHTOB.

10. C uenblo NpeaoTBPaLLEHNA 3arpASHEHNA AOHOPCKOM KPOBM M ee KOMMOHEHTOB HanpasaeHue
NMOTOKOB MaTepuasoB M N04eld B MOMELEHUAX AO/KHO OblTb OpPraHM30BaHO B COOTBETCTBMM C
nocaeA0BaTeIbHOCTLHO BbINOIHEHMSA NPOM3BOACTBEHHbIX OMNepaLyii.

11. Pa6OTbI, ANnAa KOTOpPbIX Tpe6yPOTCﬂ acenTnyeckmne ycnosuna, O01KHbl OCYyWeCTBNATbCA B YNACTbIX
nomeuwleHnAX wnanm nomeuwleHuAx, O6OPYAOBaHHbIX NaMUHAPHbIMU  YCTAHOBKaMM. Knacc uyucroTsl
nomeuleHnAa onpeaenAaeTca sBsuaom nposognmbix p360T.

12. 3aroToBka M nepepaboTKa AOHOPCKON KPOBM Ha KOMMOHEHTbl B 3aMKHYTOM cucTeme
KOHTEHEePOB NNACTMKOBbIX He TpebyeT acenTUUYeCKUX YCNOBUI BHellHel cpeabl. Takue paboTbl MOXKHO
npoBoAWTb NpK cobatoaeHUM 06LWMX NPABUA CAHUTAPHO-3MNAEMMNONOTMUYECKOTO PEXNMA.

13. Ana npenoTBpalLeHNA KOHTAKTHOTO WMHGUUMPOBAHMA KPOBM MPM ee 3aroToBKe NepcoHan
[ONKeH cobntogatb TpeboBaHUA acenTUKM U aHTUCENTUKNU. MICTOUHMKAMM MHOUUMPOBAHUA MOTYT 6bITb
MUKpodopa BO3AyXa, PYKM MEAMLMHCKOTO MepcoHana, KoXKa JIOKTeBoro crmba foHOpa, HapylueHue
repMeTUYHOCTU KOHTEMHEPOB A1 3ar0TOBKM KPOBM U APpYr1e NCTOYHUKMW.

V. JOKYMEHTALMNA

14. C uensvto obecneyeHuns 6€30MNacHOCTU M KayecTBa AOHOpCKOﬁ KPOBU U €€ KOMIMOHEHTOB Ha BCEX
3Tanax UX 3aroToBKMW, nepepa60TKM, TPAHCNOPTUPOBKU N XPaHEHUA B OpraHn3aunm OOHOPCTBA KpoBU U
€e KOMMOHEHTOB [A0J/1)KHbI 6bITb pa3pa60TaHbl paﬁolwle UHCTPYKUUN YCTAHOB/ZIEHHOTO 06pa3u,a Ha
BblINO/IHEHUE pa60T, HenocpeaCTBEHHO BAMAKOWKMX Ha KayeCctBO WU 6e3onacHocTb BbIHyCKaeMOVI

NPOAYKLMMU.

15. B opraHu3aumMmM AOHOPCTBA KPOBU U €€ KOMMOHEHTOB HEeoBXOAMMO OCYLLEeCTBAATb BeAeHUue
YUYETHO-PErncTpaLmMoOHHON AOKYMeHTauMK (KypHanos, 61aHKOB, BEAOMOCTEN U KapToyeK) no dopmam,
KOTOpble ycTaHOBAEHbI deaepanbHbiM OPraHoM MCNOAHUTENbHOW BAACTM, OCYLLECTBAAIOWMM GYHKUUK
no BblpaboTKe rocyAapCTBEHHOW MOAUTUKM WM HOPMATMBHO-MPABOBOMY pPEryanpoBaHuio B coepe
34,0aBOOXPaAHEHMS, B KOTOPbIE BHOCUTCA COOTBETCTBYHOLLLAA 3aNUCh C Lie/Ibio NPOC/IEXKMBAEMOCTU eANHUL,
KPOBW, JOHOPOB, PAaCXO4HbIX MaTepuanos, 06opyLoBaHUA U UCcNoHUTENEN PaboT.

VI. MPOCNEXNBAEMOCTb

16. Mpwu 3aroToBKe AOHOPCKOWN KPOBM U ee KOMMNOHEHTOB HeobxoaMmo obecneunTb, YTobbl KPoBb,
ee KOMMNOHEeHTbl, pacxoAdHble MmaTepuanbl (KOHTelHepbl Ans cbopa KpoBW, peareHTbl U
AesnHoumumpyowme cpeactea), nabopaTopHble 06pasupbl, PerucTpauMoHHble AaHHble (3anucu) u
NcnonHUTeNn paboT 6bIAn MAEHTUGULMPOBAHBI U NPOCNEKUBANUCH.

17. Kaxgomy AoHOpPY NpucBanBaeTca UAeHTUPUKALMOHHBIN Homep AoHopa (Koa AoHopa).
18. Kaxaoi aoHaumm npuceamsaetca NAeHTUPUKALIMOHHbIN HOMep AoHaUuu.
19. PelueHne o Aonycke AoHOPa K A0HaLUKU NMPUHUMAETCA C YYETOM:

1) pesynbTaToB MeguLMHCKOro obcneaosaHuA AOHOPa;



2) MegnunHCKUX ﬂpOTMBOHOKa3aHMﬁ K AOHOPCTBY KPOBU N €€ KOMIMOHEHTOB,

3) nHbopmaumMKn, NONYYEHHOW OT [OHOPa B MUCbMEeHHON dopme, BKAKOYAIOLLENA CBEAEHUSA O
nepeHeceHHbiX WHOEKUMOHHbIX 3aboneBaHMAX, KOHTAaKTaXx C WHPEKUMOHHbIMKU 60nbHbIMKU, 06
ynotpebneHnn HapKOTUYECKUX CPeacTB, O BaKUMHAUMU, XUPYPTUYECKUX WAU UHCTPYMEHTANbHbIX
BMeLLaTeNbCTBaX U NpebblBaHMM Ha TEPPUTOPUAX, HEBNAronoay4YHbIX NO MHGEKLMOHHBIM 3a60N1eBaHUAM.

20. lpocnesknBaeMoCTb [OHOPCKOM KPOBM M ee KOMMOHEHTOB A0/KHa obecne4ynsaTbes
MapKMPOBKON 0O6beKTa MaeHTUdUKaLMM C NocieaoBaTeIbHON perucTpaumeit HeobxoAnMbIX AaHHbIX O
OOHOpPaX, AoHaUMAX, PacXOA4HbIX MmaTepuanax, BbiNoJHeHUU paboT n 06 ncnonHutTenax pabor.

21. B npouecce 3aroToBKU 1 NepepaboTKu Kaxabli OTAENbHbIN KOHTEHEp C 4OHOPCKOW KPOBbIO U
ee KOMMOHEeHTaMU, KaxKabli obpasel, AOHOPCKOM KPOBWM, CBSI3@HHbLIN C COOTBETCTBYHOLLEN AOHALMEN,
OO/KHbI UMETb OAUH U TOT e Homep.

22. KOMMOHEHTbl KpPOBM, MMeloLMe pasHblii cTaTyc (rogHble, HaxoAAlMEcA Ha KapaHTUHe,
HeuccneaoBaHHble UK 3abpakoBaHHbIE), A0XHbI XPaHUTLCA Pa3AenbHO.

23. Ha Bcex 3Tanmax OT 3aroTOBKM 40 WMCNOAb30BaHMA ,EI,OHOpCKOI‘;I KpoBMU N e€e KOMIMOHEHTOB
H606XOAMMO obecneynTb BO3MOMKHOCTb YCTaHOBAEHNA TIMHHOCTKN OOHOPA.

24. MNMopAfoOK YCTAHOBAEHMA NIMYHOCTU AOHOPA, NepeyeHb MeOMLMHCKUX MPOTUBOMOKAa3aHUM K
AOHOPCTBY KPOBU U €e KOMMNOHEHTOB, NOPALOK MOCTOAHHOIO WM BPEMEHHOrO OTCTPAaHEHUA AOHOpa OT
[OHOPCTBA KPOBW, MEeToAbl, NOPAAOK M obbem obcnefoBaHMA OOHOPOB, KpUTepUM U TpeboBaHMA K
oTbopy AOHOPOB, a TaKXKe NOPAAOK AENCTBUIN OpPraHmM3aLumn AOHOPCTBA KPOBM U ee KOMMNOHEHTOB Npu
BbIABNIEHNUN Yy [OHOPA reMOTPAHCMUCCUBHBLIX WHOEKUMA WAM OBHApYKEHUMM B KPOBWU A0HOpPA
BO3byauTeneir  reMoTPaHCMUCCUBHbBIX — MHPEKUUn  yTBepxaatTca  defepanbHbIM  OpraHOM
WCMNOJIHUTENbHOM B/IAaCTU, OCYLLECTBAAIOWMM GYHKUMKM NO BblpabOTKe rocygapCTBEHHOW MOUTUKU U
HOPMAaTUBHO-MPaBOBOMY PEry/IMPOBAHMIO B Chepe 34paBOOXPAHEHUS.

25. lpu 3aroToBKe [OOHOPCKOW KPOBM WM ee KOMMOHEHTOB HeobXoAMMO NpPOCNeXKUBaTh
NPOXOMKAEHMEe [OOHOPCKOM KPOBM WM ee KOMMOHEHTOB OT AOoHOopa A0 peuunueHta. dopmbl
PEerncTPaumnoHHbIX AOKYMEHTOB M MOPAAOK PErucTpaumm AaHHbIX, HeobxoAumbix Ans obecnedyeHus
NPOCNEXKNBAEMOCTM [OHOPCKOM KPOBM M ee KOMMOHEHTOB, pa3pabaTbiBaloTcA M yTBEpKAaloTcA
depepanbHbiM  OPraHOM WMCMONHWUTENIbHOW  BAAcTW, OCyliecTBAAOWMM  ¢yHKLUMM no  BbipaboTke
rocyAapCTBeHHOM NOIMTUKN U HOPMATUBHO-NPAaBOBOMY PErYIMPOBaHUIO B chepe 34paBooxpaHeHus. Bee
pPerncTpaunoHHble AaHHbIE AOKHbI YA0CTOBEPATLCA NOAMMUCHIO UCNOHUTENA.

26. Ha aTMKeTKe Kaxa0i A03bl (eAMHULbI) KPOBM UM ee KOMMOHEHTa M 06pa3Le 4OHOPCKOMN KpoBH
YKasblBaeTcs UAEHTUPUKAUMOHHBIN HOMep AoHauMn. NaeHTUOMKALMOHHbBIA HOMeEp A03bl (eanHULb)
KPOBM WM ee KOMMOHEeHTa nepenposepaeTca (candyaercs) OTBETCTBEHHbIMWU /IULLAMU OpraHU3auuii
JOHOPCTBA KPOBM M ee KOMMOHEHTOB MpM 3aroToBke, nepepaboTke, XpaHEHUM, TPaHCMNOPTUPOBKE,
BblJaye roToBOM NPOAYKLMMN N ee NPUMEHEHNN.

VII. 3ATOTOBKA JOHOPCKOW KPOBM U EE KOMIOHEHTOB
MaTepuansl, NPUMEHAEMbIE NPW 3aroToBKe U NepepaboTKe KPosu
27. MprmeHsemble maTepuanbl U 0b6opyaoBaHMe A0MKHbI BbiTb paspelleHbl K UCNONb30BaHUIO Ha

Tepputopun Poccuiickoit ®degepaumm B YCTaHOBAEHHOM MOPSAKE W COOTBETCTBOBAaTb CBOEMYy
HasHa4eHuio.

28. Tun cuctembl KOHTEVIHepOB H606X0,£|,MMO BbI6VIpaTb B COOTBETCTBUUN C BUAOM OOHALUN.

B3aTtue ,ﬂ,OHOpCKOﬁ KPOBU N €€ KOMIMOHEHTOB



29. [inA caaumn KpoBM AOHOP pacnonaraeTtca B GyHKUMOHANbHOM Kpecre.

30. KpoBb y AOHOpa 3abMpaeTca U3 LEeHTPasibHOM MAM APYron ManonoABUXKHOM BeHbl B obnactu
NoKTeBoro cruba.

BbibpaHHOe mecTo (nokTeBoit crmb pAoHopa) A0 BeHenyHKUMM obpabaTbiBaeTcs PacTBOPOM
aHTUCENTMKa 2 pasa C MHTePBaOM B 1 MUHYTY.

B cnyyae HeygauHol 1-i NONbITKM BEHEMNYHKLMUW C COracua foHopa HeobxoaMmo BbibpaTb 4pyroi
Y4acTOK JIOKTeBOro cruba, 06paboTaTb ero pacTBOPOM aHTUCENTMKA 2 Pas3a C MHTEPBasIOM B 1 MUHYTY U
MCMNO/Ib30BaTb HOBbIN KOHTEMHEP U CUCTEMY A1 B3ATUA KPOBMU.

31. Mpu B3ATUMN KPOBM Y flOHOPA HEOHXOAMMO 0becneymnTb:
1) HenpepbIBHOCTb KPOBOTOKA;

2) nocTtosHHOE nepemellrBaHMe KPOBM C PacTBOPOM aHTUKoaryasHTa (KOHcepBaHTa) B TeyeHue
BCEl AoHauuMu;

3) ycTaHOB/NIEHHYIO NPOAO/KUTENbHOCTb AOHALUY;

4) nponopuynoHasibHOEe COOTHOLWEHKne B3ATOM KpOBMU K KO/MYecCTBy pPacTtBOpa aHTUKOArynAHTa C
KOHCepBaHTOM B KOHTEI\/‘IHepe,'

5) 06bem KpoBu, COOTBETCTBYHOLLNI TUMY UCMNONb3YEMOTO KOHTEHepa.

32. AnA noayyeHUs TPOMBOLMTOB, CBEXE3aMOPOMKEHHOW MAa3sMbl U KpUonpeuunmTata KpoBb y
[OHOPA A0KHa ObITb B3ATA NPY O4HOKPATHOM BEHEMYHKL MK, 06ecrneynBatoLLeli TOK KpOBU B TeUEHWE He
6onee 12 MUHYT.

O6pa3subl g5 nabopaTopHbIX NCCAea0BaHNM

33. O6pasubl 4OHOPCKOW KPOBM, NpeaHasHaYeHHble A4/1A UCCeA0BaHUs, AOKHbI OTOMPATLCA NpK
cobnofeHNM YCA0BUIA acenTUKM HENOCPEACTBEHHO M3 MarucTpaau Uan cneumnanbHOro KoHTelHepa gan
npob, BXOAALLEro B COCTaB CUCTEMBI.

CermeHTbl 0bLLelt [OHOPCKON MArMcTpanu OOMKHbI OTAENATbCA OT KOHTeliHepa 6e3 HapyweHun
CTEPUNBHOCTU KOHTEHEepa.

34. Tun n o6bem 06paslia KPOBM A0NXKEH COOTBETCTBOBATL BUAY 06CcnenoBaHMA.

35. YcnoBuA XpaHeHua 06pasuLoB AOHOPCKOW KPOBM A0 npoBeAeHuA NabopaTopHbIX TecTos
OOMIKHbI OTBeYaTb TPebOoBaHMAM, YCTAaHOBNEHHbIM B MUCbMEHHbIX WMHCTPYKUMAX MO 3KCMayaTaumu
(npmeHeHMI0) HabopoB peareHToB.

JononHutensbHble TpeboBaHWUA K 3aroToBKeE MNJ/1a3Mbl
meToaom adepesa

36. MNpn B3ATMM OOHOPCKOW KPOBWM MeToAoM adepesa A0/KHbl 6biTb obecneuyeHbl ycNoBMS,
WCKAtoYatoLMe BO3AYLLHYI0 3MB0ONIO, @ TaKXKe COOTBETCTBME 06LLEro KoM4yecTsa KPoBuU, 3aroToBAEHHON
OT AoHopa 3a 1 pa3 (MCKNtoYaA aHTUKOAryAAHT), yCTaHOBAEHHOMY KPUTEPUIO.

37. Bo3BpaT AOHOPY KAETOUYHbIX KOMNOHEHTOB (MPK NpoBeAeHUN NPepbIBUCTOrO adepesa) A0NKeH
OCYLLEeCTBAATLCA A0 B3ATUA 2-W eAMHMLUbI KpoBu. MNepes BO3BPaTOM AOHOPY KAETOUYHbIX KOMMOHEHTOB
HeobXoAMMO MPOBEPUTL MAPKUMPOBKY KOHTEWHEepa, CBEepPUTb C AaHHbIMW OOHOPCKOW KapTOUYKM W



NoNYyYMTb YCTHOE NOATBEPNKAEHWEe OT AoHOpa ero Gbamwuauu, UMeHM, OTYecTBa, rpynnbl Kposu ABO u
pe3yc-npuMHaaNEeKHOCTH.

HabnogeHne 3a 4OHOPOM

38. [lJoHOp A0AXeH HaxoauTbeca Mo HabnaeHMem mMeaMUMHCKOro nepcoHasna Ha Bcex 3Tanax
npebbiBaHMA B OpraHM3aLmMn 4O0HOPCTBA KPOBU N €€ KOMMOHEHTOB.

VIIl. NIEPEPABOTKA IOHOPCKOWM KPOBW M MONYYEHUE
KOMITOHEHTOB KPOBMU

Obuwme nonoxeHus

39. KOMMNOHEHTbl KPOBM MOMy4aloT MyTeM nepepaboTKM 3aroToBJAEHHON KOHCEPBMPOBAHHOM
LeNbHOM AOHOPCKOMN KPOBM UM MmeToaom adepesa.

40. TexHo/NOrUKM, UCMO/Ib3yeMble NpPW 3aroToBKe, nepepaboTKe, XpaHEHUMU M TPAHCNOPTUPOBKE
[OHOPCKOWM KPOBM M €e KOMMOHEHTOB, OO/IKHbI obecneynBatb npeaynpexgeHve UX 3arpsAsHeHus
NaToreHHbIMN 6MONOrMYECKMMM areHTaMM U COXpaHeHne BUONOTMUYECKUX CBOMCTB.

41. [daHHble MOHWTOPMHIa MPOLLECCOB nepepaboTKM [OHOPCKOM KPOBM M MNOAyYeHUna ee
KOMMNOHEHTOB HEO6XOAMMO PErMcTPNPOBaTh.

42. Metoabl, UCMO/ib3yemMble B MNPOW3BOACTBE KOMMOHEHTOB KPOBW, A0/KHbI obecneuymsaTb
repMeTUYHOCTb CUCTEMbI NOIMMEPHBIX KOHTEMHEPOB W He A0MNYCKaTb HapyLeHWs LeNoCTHOCTH.

LleHTpuoyrnposaHue

43. CocTaB BbIAENAEMOrO KOMIMOHEHTa PeryimMpyroT BblOOpPOM pexunma LeHTPUPYrMpoBaHus,
KOTOPbIN BK/IOYAET TemnepaTypy, BPEMA U CKOPOCTb LIeHTPUdYrMpoBaHMS.

ONnA KaxKpoh LeHTpudyr goKHbl 6bITb ONpeaeneHbl CBOU PEXUMDI.
MeToAb! NOAYYEHMA KOHEYHbIX MPOAYKTOB NPeACcTaBAAoT coOb60li B3aMMOCBA3aHHYIO CUCTEMY.

[na pasgeneHns naasmbl U KNETOK MOTYT UCNO/b30BaTbCA APYrMe MEeTOAbl OCaXKAEHUA KNETOK, B
YaCTHOCTM LeHTPUYrMpoBaHMe ABMMKYLLENCA KPOBW, MPOTOYHOE (niaBatouiee) LeHTpudyrnpoBaHve B
rpagueHTe NAOTHOCTM, MPOTMBOTOYHOE LUeHTpUbyrmpoBaHue (NpombiBaHue) n GUAbTPaLMS.

3aM0pa)KMBaHME n1a3mMbl

44, Mpouecc 3amMopakMBaHNA N1a3Mbl HEMNOCPeACTBEHHO B/IMSET Ha COXpaHeHWe 6eKoB Naasmbl
1 GaKTOPOB CBEPTLIBAHMS.

[Ona  MaKCMManbHOrO COXpaHeHMA coAep)KaHusA ¢GaKTopoB CBepTbiBaHUA oblwee Bpems
3aMopaXkuBaHua nnasmol Ao -30 °C He A0/KHO npesbiwaTtb 40 MUHYT.

3amopaknBaHue (KPUOKOHCEPBUPOBAHME) KNETOYHbIX KOMMNOHEHTOB

45. MNoAroToBKY KNETOYHbIX KOMMOHEHTOB K 3aMOpPa*kMBAaHWUIO MNPOM3BOOAT B acenTUYeCcKmx
ycnosumsax.

46. KpuoKoHCcepBMpOBaHMe AO/KHO OCYWECTBAATLCA C  MCNOJAb30BaHMEM  CneunasnbHo
npegHasHa4yeHHOoro 06ODYAOBaHMﬂ MEeTo40M, pas3pewleHHbIM K NPUMEHEHUIKO B YCTAaHOBJ/IEHHOM
nopAagke.



47. [onycTmoe BPeEMA XPaHEeHWUs 3PUTPOLMTOB OT MOMEHTA MOJIyYeHUA 40 3aMOpPaXKMBAHMUSA He
AONKHO NPeBbIWaTh 5 CYTOK.

48. TpombouuTbl, NoAyYeHHble N06bIM METOA0M, AO0NXHbI BbiTb 3aMOPOXKEHbI He no3gHee 24
4acoB Moc/ie 3aroToBKKN KPOBK OT AloHOpPa MAu TpomboumTadepesa.

PasmopaskmBaHue (0TTanBaHWe) M Nogorpes

49. KomnoHeHTsI ,D,OHOpCKOﬁ KpoBu AOO0JIXHblI  pa3mMopaxXmBatbCA W noaorpeBatbCA A0
HGO6XOAMMOI7I TeMnepartypbl C UCNOJb30BaHNEM CneunasibHO npeaHa3Ha4YeHHOro O60py,ﬂ,OBaHWil.

MHaKTneauma

50. B uenax obecneyeHns 6e30MacCHOCTM KOMMOHEHTOB ,Cl,OHOpCKOl71 Kposu AO0nycKaeTcAa
npumMmeHeHne MmeToa0B MHAKTUBALUWKU NMAaTOreHHbIX 610/10rMYECKUX areHToB.

51. MeTtogbl, NpUMeHAEMbIe NMPU MHAKTUBALMKM NATOreHHbIX BMONOTMYECKUX areHToB, AOKHbI
obecneunBaTb COXpaHEHME YPOBHA MoKasaTene HGUONOrMYECcKOlr MONHOUEHHOCTU, PYHKLUMOHANbHOM
aKTUBHOCTU U Ne4ebHOo 3PpPEeKTUBHOCTU KOMMOHEHTOB KPOBMU.

PeHTreHoBCKOe 061yYeHme UAn ramma-obaydyeHne

52. Metop obayyeHns gonxeH obecneuntsb A03y oT 25 ao 50 Mpeli.

53. Bpemsa 3KCNO3WLMKM, YCTAaHOBAEHHOE AN Ka)[oro /y4eBOro WCTOYHUKA, [OO0/MKHO
KOHTPOMPOBATHLCA Yepes MHTEPBasbl, YCTAHOBNEHHbIE B MHCTPYKUMK MO 3KCNAyaTaumum (MpUmMeHeHuto).

54. 3putpounTcoepKalime KOMMOHEHTbI KPOBM MOTYT noggepratbca ob1yyeHuto He nosgHee 14
AHEN C MOMEHTa NoAyYeHMs U XPaHUTLCA B TeYeHUe 28 aHeN.

XpaHeHme AOHOpCKOP’I KpoBu 1 ee KOMNOHEHTOB

55. Ha Bcex 3stanax nepepaboTKu, XpaHEHMA U TPaAHCNOPTUPOBKU AOHOPCKOW KPOBU U ee
KOMMOHEHTOB Heobxoaumo obecneuynTnb:

1) maeHTUPMUMKaALMIO NPOAYKTOB;
2) yCTaHOBAEHHbIE YCNOBUA XpaHeHUs;

3) paspenbHOe XpaHeHMe KOMMOHEHTOB KPOBW MO CTATyCy, BUAAM KOMMOHEHTOB KPOBW, rpynnam
Kposu ABO 1 pesyc-npvHaANEeKHOCTH;

4) 3aWunTy OT NOBPEXAEHUS;
5) nomelwinBaHne TPOMOOUUTOB;
6) KOHTPONb YCNOBUIA BHELLHEN cpeabl;

7) perncrpaumto faHHbIX HabaoaeHus.
TpaHCNOPTMPOBKA AOHOPCKOW KPOBM U €€ KOMMOHEHTOB

56. TpaHCNOPTMPOBKA [LOHOPCKOM KPOBM W €e KOMMOHEHTOB JO/IKHA OCYLEeCcTBAATbCA B
crneumasnbHbIX TPAHCMOPTHBIX TEPMOM30IALMOHHbIX KOHTEMHEPaX UK pedpurKepaTopax c cobaogeHnem
CaHUTAPHO- TUTMEHMYecKUx TpeboBaHM npu ycnosBuM obecneyeHUs COXPaAHHOCTM NPOAYKTa npwu
TPaHCNOPTUPOBKE.



57. KpoBb ¥ 3puTpouMTCOAEpKaLLME KOMMOHEHTbl KPOBM BO WM3bexaHuMe remonusa npwu
TPaHCMOPTUMPOBKE He AO/KHbI MOABEPraTbCA NEPEOXNAKAEHUIO UM NeperpeBaHuto. TpaHCNOPTMPOBKa
OOHOPCKOWM KPOBU M 3pUTPOLIUTCOAEPHKALLMX KOMMOHEHTOB KPOBMU, OCyLLecTBAsSieMan B TedeHne meHee 30
MWHYT, MOKET MPOM3BOAUTLCS C MCMNO/b30BAaHMEM TPAHCMOPTHbIX KOHTEMHEPOB, obecrneynBatoLLmX
OOCTAaTOUYHYIO M30TEPMUYHOCTb M M3oasaumto. Mpu 6onee ANUTENbHOM TPAHCNOPTUPOBKE LOHOPCKOM
KPOBM U 3pUTPOLIUTCOAEPKALLUX KOMINOHEHTOB KPOBY C LLe/Iblo obecnevyeHus M30TEPMUYECKOTO perkMma
B TPAHCMOPTHOM KOHTEMHepe HeobXoAMMO WCMNOAb30BaTb aKKYMy/aAaTOpbl Xosoda. Ycnoswus
TPaAHCMOPTUMPOBKU AO/KHbI FAaPaHTUPOBATb, YTO B KOHLLE MAKCMMAJIbHOrO nepuoga TPaHCMOPTUPOBKM
3PUTPOLUTCOAEPKALMX KOMMOHEHTOB KPOBM, paBHOro 24 yacam, TeMnepaTypa BHYTPM TPAHCMNOPTHOTO
KOHTelMHepa He A0 1»KHa npesbiwaTb +10 °C.

58. Mpu TpaHCNopTUPOBKE TPOMBOLMTCOAEPKALLMX KOMMOHEHTOB AOHOPCKOM KPOBKM TeMnepaTypa
AOI3KHa NoAAePKRNBaTbCA BIN3KO K PEKOMEHZ0BAHHOM TEMNEPATYPE XPAHEHUS, U NPY NONYYEHUM TaKue
KOMMOHEHTbI, EC/IM OHW He NpegHa3HayeHbl 415 HeMeg/IeEHHOTO 1e4ebHOro NPUMEHEHUA, LOKHbI BbITb
nepeHeceHbl 4/ XPaHEHUA NMPU PEeKOMEHA0BaHHbIX YC/10BUAX.

59. KOMMOHEeHTbl [OHOPCKOM KpOBM MpPM TPAHCNOPTUPOBKE HeobxoamMmo obeperaTb OT
BCTPAXMBAHUA, YAAPOB M NepeBepTbiBaHMA.

60. Mpu TpaHCNOPTUPOBKE NAa3Mbl A0/KHA NOALEPKMBATLCA TeMMNepaTypa XpaHeHua. B TeueHune
BCEro BpeMeHW TPaHCMOPTMPOBKM TemnepaTtypa BHYTPM TPAHCMOPTHOIO KOHTelHepa (pedpukepaTopa)
He A0NKHa nogHMMmaTbCA Bbiwe -18 °C. Eciv npoayKT He ByaeT Ucnoib3oBaH HemedieHHO, Heo6XoAMMOo
CPasy e NOMEeCTUTb KOHTEeMHEepPbl Ha XpaHEeHWe B YC/0BUAX PEKOMEHAYEMOMN TeMmnepaTypbl.

BbINycK roToBoM NpoayKuun

61. PelweHure 0 rogHOCTU Kaxaoi eAnHULbI NPOAYKUMU NPUHUMAETCA TO/IbKO Noc/e NPoBEepPKHU:
1) ngeHTndPUKaLMm NpoayKTa;

2) pe3ynbTaToB UccnenoBaHna 06pasLLOB AOHOPCKOW KPOBMY;

3) BHellHero B1MAaa 1 LefIoCTHOCTU YNaKOoBKMU;

4) perncTpaumoHHbIX AaHHbIX 06 YCNOBUAX XpaHEHNA NPOAYKLNN.
Peanunsauua rotoBoi NpoayKLumum

62. [OHOpCKas KpOBb W €e KOMMOHEHTbl A/1A K/JAMHWYECKOTO WCNO/b30BaHWA BblAatOTCA
OpPraHM3aLMaAMm (YyUpexRaeHUAM), UMEIOLLMM JINLLEH3MIO Ha OCYLLECTB/IEHNE MEAULMHCKON AeATeIbHOCTH,
CBA3aHHOW C BbINOAHEHWeM paboT (ycayr) no TpaHchysmonornm. KOMNoOHEHTbl AOHOPCKOM KpoBK Ans
TpaHcdy3nit BbIAAIOTCA WL, YTOJIHOMOYEHHOMY /Ie4eBHbIM yUYpeKaAeHUeEM.

63. 3aKa3 Ha BblAaavy ,D,OHOpCKOﬁ KpOBU 1 €€ KOMNOHEHTOB NOANNCbIBAETCA INLLOM, OTBETCTBEHHbIM
3a nposepgeHne nepennBaHMA KpoBn M ee KOMMOHEHTOB B neyebHoOM yypexaeHnn, HasHa4eHHbIM B
YCTaHOB/IEHHOM NopAaKe.

64. KOMMNOHEeHTbl OOHOPCKOW KPOBM A8 MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB NepeaatoTca
OpraHM3auMam, MUMeLMM JULEH3UI0 Ha OCyWecTB/leHWe [AeATe/bHOCTM Mo  MPOU3BOACTBY
NeKapcTBEHHbIX CPeacTs, Mo LOroBopy.

65. CucTema JOCTaBKM LOHOPCKOM KPOBU M ee KOMMOHEHTOB A0/1XKHa 0becneymBaTb COXPaHHOCTb
NPoAyKTa Npu TPaHCMOPTUPOBKE.

66. 33I'IpELLI,HETCFI peannsauuma ,D,OHOpCKOl\;I KpoBM U €€ KOMIMOHEHTOB C UeNblo KANMHUYECKOro
npumeHeHnAa n Npon3BoaCcTBa 1IEKAPCTBEHHbIX CpeACTB OpPraHM3aunam, He MMerLWnm COOTBeTCTByPOLLI,em



NNLLEH3UMN.




