00 yTBep>XaeHMn TeXHU4EeCKoro pernaMmeHTa o TpedboBaHuax
©e3onacHOCTM KPOBM, €e NPOoAYKTOB, KpOBe3aMeLLaloLWwux
PacTBOPOB U TeXHUYECKUX CPenCcTB, MCNOJIb3yeMbiX B
TPpaHCPY3UOHHO-UH(PY3IUOHHOMN Tepanum

MocTtaHoBneHue MpaBuTenbcTBa Poccuinckon Gepepauum - Ne 29 - o1 26.01.2010 - MpaBuTenscTBO Poccuinckonm
Gepepaunu - YTpaTun cuny

MocTaHoBNeHUe MpaBuTenbcTBa Poccuinckon ®epepaumm ot 26.01.2010 r. Ne 29 (CobpaHue
3aKoHogaTenbcTBa Poccuinckon ®epepaumm ot 2010 ., Ne 5, cT. 536)

NMPABUTENBLCTBO POCCUACKOWN ®EAQEPALINN

MOCTAHOBJIEHWE

0T 26 aHBapsa 2010 r. N 29

MOCKBA

YTpaTtuno cuny - NoctaHoBneHue MNMpaBntenscTBa Poccuinckon ®epepauum ot 22.06.2019 Ne 797

06 yTBEPXXAEHMNMN TEXHUYECKOr0 pPerfiamMeHTa

0 TpeboBaHMAaX 6e30MacHOCTM KPOBU, ee NPOLYKTOB,

KpoBEe3aMeLLatoLWmxX pacTBOPOB 1 TEXHNYECKNX CPeaCTB,

NCNOoNb3yeMblX B TPAHCHY3MOHHO-MHGY3NOHHON Tepanuu

B cooTBeTCTBMU C PefiepalibHbIM 3aKOHOM "O TEXHNYECKOM
perynupoBaHumn" MpaButenbcTBo Poccminckon ®egepaumm
nocTaHoBNAET:

1. YTBepAnTbL Npuaaraembll TEXHUYECKWI perjamMeHT o TpeboBaHmax
6e30MacHOCTM KPOBU, ee MPOAYKTOB, KPOBE3aMELLAIOLLMX PAaCTBOPOB 1
TEXHUYECKNX CPeLCTB, NCMO/b3YEMbIX B TPAHCHY3UOHHO-NHGY3NOHHOW
Tepanun (fanee - TEXHNYECKN perjameHT).

TexHN4YeCKnin pernamMmeHT BCTYMNaeT B CUY NO NCTeYeHUN 6 MecsiLeB

CO OHA ouLmnanbHOro onybankoBaHMA HaCTOALLENO MOCTaHOB/IEHUS, 33
ncktoYeHnem pasgenos 12-15 npunoxxeHns N 1 K TEXHUYECKOMY pernameHTy
B YaCTW paHee 3aroTOBJIEHHbIX KOMMOHEHTOB KPOBW, KOTOPbIE BCTYMaloT B
cnny no nctedeHnn 30 MecsiLeB CO AHA BCTYMIEHUS B CUTY TEXHUYECKOrO
pernameHTa.

2. MMHNCTepCTBY 34PaBOOXPAHEHNA N COLMANbHOIO Pa3BMTmA

Poccuiickon ®epepalimm no cornacoBaHmio C 3aUHTEPECOBAHHbLIMU
henepanbHbIMU OpraHammn NCNOJHUTENBHON BNaCcTW NPeaCcTaBMTb B
6-MeCsAYHbIN CPOK B YCTAHOBJIEHHOM nopsagke B [MpaBuTensCTBO Poccumnckon
depnepaumm NpoeKkT NepeyvHa HauMoHaNbHbIX CTAaHAAPTOB, Co4epXKaLlux
npasnja U METOAbl UCCIEA0BAHWUNA (MCNbITAHUA) N N3MEPEHWNIA, B TOM YuUcCne
npasuaa otTbopa ob6pa3Los, HEOOXOANMBIX AN MPUMEHEHUS U NCMOIHEHNS
TEXHUYECKOro perfiaMeHTa v OCyLeCTBIeHNS OLLEHKN COOTBETCTBMA
npoaykuum TpeboBaHNSAM TEXHUYECKOrO perjlaMeHTa.

Mpencenatens MpaBuTeLCTBA
Poccuiickon ®epepaumm B.MyTmH
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YTBEPXXEH

nocTaHoBNeHVeM lNpaBUTenLCTBa
Poccuinckon ®epepauun

oT 26 aHBapsa 2010 .

N 29

MpuocTaHoBneHoO gencTene Ao 31
nekabps 2010 r. - MocTaHoBNEHNE
MpaBuTenbcTBa Poccuiickon Pepepaunmn
07 12.10.2010 r. N 808

TEXHWUYECKWW PET NAMEHT

0 TpeboBaHMAaX 6e30MacHOCTM KPOBU, ee NPOLYKTOB,
KpoBe3aMeLLatoLLMX PaCTBOPOB 1 TEXHNYECKMX CPEACTB,
NCMoJib3yeMbIX B TPAHCHY3NOHHO-UHPY3NOHHOR Tepanum
|. ObLime NnonoXeHns

1. HacToswmm TeXHNYECKNIA perfaMeHT yCTaHaBNBaET:

1) TpeboBaHus 6e30nacHOCTM 06BEKTOB TEXHNYECKOMO

perynnpoBaHuns;

2) NpaBufia NAeHTUDUKALMN LOHOPCKON KPOBM 1 €8 KOMMOHEHTOB;

3) npasuna 1 popMbl OLLEHKM COOTBETCTBUS 0O6BEKTOB TEXHNYECKOTO
perynnpoBaHna TpeboBaHUSAM HaCTOSALLEr0 TEXHNYECKOrO PErnaMeHTa;
4) TpeboBaHNA K YNaKOBKE 1 MapKUPOBKE AOHOPCKOW KPOBMW U ee
KOMMOHEHTOB.

2. K 06BbeKTaM TEXHNYECKOr0 PEryJIMPOBaHUS, B OTHOLIEHUN KOTOPbIX
HaCTOSILNM TEXHNYECKMM PErIaMeHTOM yCTaHaBMBAOTCA TpeboBaHMS
6e30MacHOCTM, OTHOCATCA:

1) BOHOPCKas KPOBb 1 €e KOMMOHEHThI;

2) npenapaTbl U3 AOHOPCKOW KPOBW;

3) KpoBe3ameLLatoLLme pacTBOpbI;

4) TexHn4ecKmne CpeacTBa, UCMOob3yeMbIe B
TPaHCHY3MOHHO-NHY3NOHHON Tepanun, B YaCTHOCTU N3aenus
MeAULMHCKOr0 Ha3HaYeHUs (KOHTeNHephl MOIMMEpPHbIE, CUCTEMBI,
YyCTPOMCTBa 1 NpUCNocobneHnsa 0f4HOKPATHOMO NMPUMEHEHUS, B TOM Yn1CNie
AN COeAIMHEHNA NOIMMEPHbIX MarucTpanei);

5) npouecchl 3aroToBku, nepepaboTku, XpaHeHWs,

TPaHCMOPTUPOBKY, YTUAN3aLNK, NPUMEHeHNs 1 obecneyveHns 6e3onacHOCTU
JIOHOPCKOW KPOBW 1 €€ KOMMOHEHTOB.

3. TpeboBaHMA HACTOALLEr0 TEXHNYECKOrO periaMeHTa He
PacnpoCTPaHATCA Ha reMono3TUYeCcKme (CTBOMOBbIE) KNETKU, MOyYeHHble
N3 KPOBMW, KOCTHOrO MO3ra U UHbIX TKaHEN YesI0BEKA, a TakXXe Ha
AMNArHOCTUYeCKWe npenapaThbl, NOJlyYaemble U3 KPOBU.

4. Mpw BbINONHEHUN TpeboBaHWIA, YCTAaHOBIEHHbIX HACTOALLUM
TeXHWYEeCKMM pernaMmeHToM, obecneynsaeTcs HEO6XOAUMBIA YPOBEHb
6e30MacHOCTM XU3HW 1 300PO0BbA FPaXkAaH, a TakXKe OKpYyXatoLlen cpesbl,
NCTOYHMKOM 3apa>KeHUst KOTOPbIX MOXKET CTaTb AOHOPCKas KPOBb 1 ee
KOMMOHEHThI B MpoLecce Nx 3aroToBky, nepepaboTku, XpaHeHus,
TPaAHCMOPTUPOBKN 1 MPUMEHEHUS.
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5. Mpwn pa3paboTke TeXHNYeCKUX CPeAcTB, NpefHa3HavYeHHbIX s
NCNonNb30BaHNS B TPAHCPY3NOHHO-UHDY3NOHHOM Tepannun, a TakXXe B
npoLieccax 3aroTOBKMW, XpaHeHWA, TPAHCMOPTUPOBKHN, yTUAM3aLNN,
npuMeHeHus n obecnevyeHns 6e30NacHOCTN OOHOPCKOM KPOBU 1 ee
KOMMOHEHTOB, A0JI)KHA OCYLLECTBAATLCA OLLeHKa PUCKOB X BO3AENCTBUS Ha
OpraHu3M 4YesoBeka.

Mpun 3TOM SOJKHbI MPUMEHATHCA TEXHUYECKME peLLeHmns,
obecneymBaroLLe NOBbILIEHNE IHEPreTNYECKON 3PPEKTUBHOCTU ITUX
TeXHWYECKNX CpencTs.

6. IHopMauns o pucke BO3AENCTBMA TEXHUYECKUX CPEACTB,

YyKa3aHHbIX B MYHKTe 5 HACTOALLEro TEXHNYECKOro pernamMmeHTa, Ha
OpraHn3M YesloBeKa A0JiKHa ObiTb AOCTYMHON ANs BCEX rPaXkAaH,
NoABEPraroLLNXCA MAHUNYAALUUAM NN UHBIM KOHTaKTaM C 0bbekTamm
TEXHWYECKOro peryampoBaHmMa HaCTOSALLEr0 TEXHUYECKOro pernameHTa, 1
npenocTaBnaTbCs CybbekTaMm X039MCTBEHHON OeATEeNbHOCTMN B
obs3aTesibHOM NopsaKe MO 3aNpocaM LPUANYECKUX N PUINYECKUX L, a
Tak>Xe Mpu oLLeHKe COOTBETCTBUS.

7. TpeboBaHNS HACTOSALLEr0 TEXHNYECKOrO pernaMmeHTa 06a3aTesbHbl
415 UCNOJIHEHWSA BCEMU IOPUANYECKMMU JINLLaMK, OCYLLEeCTBASAOLWMMUI
3aroToBKy, nepepaboTKy, XxpaHeHne, TPAaHCNOPTUPOBKY, MPUMEHeHNe
LOHOPCKOW KPOBW 1 €€ KOMMOHEHTOB, NMPenapaToB 1 KPOBE3aMeLLatoLLnX
pacTBOpPOB.

8. MoHATMA, NCNoNb3yeMble B HACTOSALLEM TEXHNYECKOM perfiaMmeHTe,
03Ha4aloT crefytoLlee:

1) "ayTonornyHasa TpaHcdy3nsa" - npoueaypa nepesiMBaHns Kposu

NN ee KOMMOHEHTOB C MCMNOJIb30BaHMEM MPeLBaPUTENLHO MNOJTYHYEHHON
KPOBMW MU €€ KOMMOHEHTOB, MNPV KOTOPOWN AOHOP M PeUnnneHT 04HO U TO
Xe nnuo;

2) "athepes" - LeneBoe BblAeNEHNE Ma3Mbl NN KNETOK U3

LLOHOPCKOW KPOBW C BO3BPATOM LOHOPY OCTATO4YHbIX KOMMOHEHTOB KPOBY;
3) "6bnonormyeckas NoJIHOLEHHOCTb JOHOPCKOWN KPOBM U ee
KOMIMOHEHTOB" - COBOKYMHOCTb B1OM0rnyecknx CBOMCTB JOHOPCKON KPOBU
1 ee KOMMNOHEHTOB, obecneynBatoLLnx Bruonornyeckne GyHKLMN KpoBu;
4) "reMOTpPaHCMUCCUBHbIE MHDEKLUN" - MHPEKL MK, CBA3AHHbIE C
3apaXKeHneM Yyepes [OHOPCKYIO KPOBb U €e MPOAYKThI;

5) "roToBas NpoayKuUMa" - LOHOPCKas KPOBb M €e KOMIMOHEHTHI,
npoLueALLmne BCe npoueaypbl nepepaboTkn 1 nccnenoBaHuii 1
npegHa3sHavyeHHble o nepesMBaHns peunnueHTy uin gpyroro
NCMNOJIb30BaHNA B MEOULMHCKUX LLENSX;

6) "rpynnel kposm ABQ" - anuddepeHLMpoBaHe KpOBY Ha rpynnebl,
OCHOBaHHOE Ha 4 KOMBMHALMAX S3PUTPOLMTaAPHbLIX aHTUreHoB A u B,
aHTUTEN aHTU-A N aHTN-B B CbIBOPOTKE KPOBU HEJI0BEKA;

7) "po3a (e4nHMLA) KPOBY UM €€ KOMMOHEHTA" - KOJINYECTBO

LOHOPCKOW KPOBWU UM ee KOMMOHEHTa, cofeprkalieecs B 0O4HOM
KOHTeNHepe;

8) "moHauma" - npouecc B3ATUSA KPOBU AOHOPa WK ee

KOMMOHEHTOB, NpeAHa3Ha4YeHHbIX 418 NepenBaHns peuunueHTy nnm
LPYroro ncnoJsib30BaHMsa B MeANLMHCKUX Lensx;
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9) "moHop" - ML, Npolealee MeanLMHCKoe obcnenoBaHue u
n06pOBONBLHO CAAtOLLEE KPOBb MM €€ KOMIMOHEHTHI;
10) "noHOpCKas KpoBb" - KPOBb, B3ATas OT AOHOPa U
npefHa3HavYeHHas ASa KIMHUYECKOro NCNoab30BaHuUs, nmbo ans
NpPOM3BOACTBA JIeKAPCTBEHHbIX CPeACcTB, MMbO 418 NCNOSIb30BaHMA B
Hay4YHO-NCCNeN0BaTENbCKMX N 06pa30BaTENbHbIX LENSX;
11) "naeHTUPUKALNOHHBIA HOMEP AOHAUMUKN" - YHUKaNbHbIA HOMEP,
npuvcBaMBaeMbIi MPU Ka)kAon AOHAUMKN 4S9 MapKUPOBKU BCEX KOMMOHEHTOB U
06pa3L0B KPOBM, NMOJIYHYEHHbIX B XOA4€ AOHALNN;
12) "MHaKTMBaUMS NaTOreHHbIX 6MoNOrnMyecknx areHToB" -
L
BO3JENCTBME Ha NAaTOreHHble BMONOrMYeCcKNe areHThl C Lienblo NpeKpaLleHmns
NX penpoiyKumm;
13) "KapaHTMHM3aLUNS CBEXE3aMOPOXKEHHON MAa3Mbl" - XpaHeHne
CBEXE3aMOPOXKEHHOM MJ1a3Mbl C 3aNpPeToM ee UCMOoJib30BaHUSA 40 NOBTOPHOIO
nccnenoBaHNa [OHOPCKOM KPOBW Ha reMOTPaHCMUCCUBHbIE MHDEKLNN;
14) "KNMHMYECKOEe NUCMOosb30BaHNe JOHOPCKOM KPOBM 1 ee
KOMMOHEHTOB" - NepennBaHne LOHOPCKON KPOBMW MM ee KOMMOHEHTOB
pPeumnnueHTy B 1e4ebHbIX Liensx, B TOM Yncie Co3AaHne N XpaHeHne
3aMacoB [OHOPCKOW KPOBM N €e KOMMOHEHTOB;
15) "KOMMNOHEHTbI KPOBMK" - COCTaBASAIOLLNE KPOBU (3pUTPOLINTI,
p w p putpou

TPoMOBOUWTLI, FPaHYNoLUMTLI, Naa3Ma, KpUoNpeumnnuTaT), B3ATble OT AOHOPa
WKW NPUrOTOBJIEHHbIE PA3JINYHLIMU METOLAMU U3 KPOBU LOHOPA U
npefHasHa4YeHHbIe ANs KIIMHUYECKOr0 NCMob30BaHuUs, nnbo ans
NpPoM3BOACTBA JIEKAPCTBEHHbIX CPeACcTB, MMbO 4S8 NCMOSIb30BaHMA B
Hay4YHO-NCCNEeNOBaTENbCKMX N 06pa30BaTeNbHbIX LENSX;
16) "kpoBe3amMeLlaloLine pacTBOpbI" - BOAHbIE PACTBOPbI OPraHnYecKmx
N HeOpraHW4yeCcKux BeLecTs, BBOAUMbIE B COCYANCTOE PYyCsI0 A
BO3MeLLeHNs aeduumnTa PYHKUNIA KPOBU N KOPPEKL MM MNaTONOr MYeCKmx
COCTOSIHWIN OpraHM3Ma YeNoBeKa;
17) "KOHTEenHep NoAUMEPHLIN" - EMKOCTb OJAHOKPATHOIr0 NPUMEHEHNS,
ncnosblyemas gns cbopa KpoBM U ee KOMMOHEHTOB B MpoLECcCce AOHALMMN U
nocienyLwero XxpaHeHns;
18) "obpaszeL, JOHOPCKOWN KPOBK" - YaCTb KPOBW, B3ATON Y JOHOPA
1 NpefHa3HaYeHHON ANS uccnenoBaHus;
19) "opraHu3aumm OOHOPCTBA KPOBU 1N €e KOMIMOHEHTOB" -
opraHu3auunn 34paBooOXpaHeHNs, HayKn 1 0bpa3oBaHMA, a TakxXe nx
CTPYKTYPHbIE MOAPa3aeNeHNs, OCYLECTBASIOLLME 3aroTOBKY, MepepaboTky,
XpaHeHue, TPaHCNOPTUPOBKY OOHOPCKON KPOBU N €e KOMMOHEHTOB;
20) "maToreHHble BUoNorn4eckne areHTbl" - MUKPOOPraHn3Mmbl,
cnocobHble Npy NonagaHun B OPraHn3M YenoBeKa Bbl3BaTb MHPEKLNOHHOE
COCTOSAHME;
21) "nna3ma" - KOMNOHEHT KPOBMU, MPeacTaBAAOWMNA COBON XNOKY

p p y
YaCTb KPOBM, OCTAIOLLYIOCS MOCSE OTAENIEHNS KNEeTOYHbIX KOMMOHEHTOB;
22) "nocTTpaHCcdy3nOHHbIE OC0XXHEHNUS" - Nobble N0BOYHbIE ABIEHMS,
CBSi3@HHbIE C MPUMEHEHNEM JOHOPCKOMN KPOBM MM €€ KOMIMOHEHTOB U
npenapaToB, KOTOPble NPeACTaBAAT Yrpo3y XXU3HU UK 3L0POBbIO
peunnneHTa;
23) "npenapaTbl KPOBU" - IeKapCTBEHHbIE (DOpMbI 6e/IKOB KPOBHY,
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noJly4aeMble TeXHOOrMYECKUMMN METOLaMU;
24) "NpoAyKTbl KPOBM" - KOMMOHEHTbI U npenapaThl KPOBY,
npeactasndowmne cobon nevebHblie cpeacTBa Ha OCHOBE KAETOK nan 6enkos
KpoBu, obfiagatoLlme HanpaBAeHHbIMU TepaneBTUYECKMMIN CBONCTBAMU;

25) "npocne)xnBaeMoCTb LOHOPCKON KPOBY MU €€ KOMMOHEHTOB" -
BO3MO)XHOCTb YCTaHOBJIEHUS IMYHOCTW AOHOPA, MAEHTUMMKALNN SOHOPCKON
KPOBW 1 €e KOMMOHEHTOB, a TaKXXe pe3ynbTaToB NCCNeL0BaHUA LOHOPCKON
KPOBW 1 €e KOMMOHEHTOB Ha 3Tamnax ee 3aroToBKU, NepepaboTkuy,
XpaHeHus, TPaHCNOPTUPOBKN, KIMHUYECKOTO NCMOJIb30BaHUA 1 yTUAN3aLMNN
npu NOMOLLK perncTpauumn opraHnsaunsaMm JOHOPCTBA KPOBM U ee
KOMMOHEHTOB 1 NIe4eBHLIMN YYPEXAEHNAMU COOTBETCTBYIOLLMX AaHHbIX B
Y4YeTHbIX (hopMax;

26) "pe3yc-npuHageXHocTs" - andhepeHUnpoBaHne KpoBn no

HaM4uMIo B 3puTpoumTax aHTureHa Rh (D);

27) "peumnumeHT" - hmsmyeckoe A1, KOTOPOMY NMpoBeaEHO

nepennBaHne 4OHOPCKOM KPOBM USIN €€ KOMMOHEHTOB;

28) "CpoK XpaHeHUs OOHOPCKOWN KPOBM 1 ee KOMMOHEHTOB" - mepuos
BPEMEHM, B Te4eHNE KOTOPOro KPOBb (KOMMOHEHTHI KPOBW) COXpaHaeT
BronornYeckyo NOMHOLEHHOCTb, Ie4ebHyo 3(PHEKTUBHOCTL U NPUrogHa As
NCNONb30BaHNSA MO Ha3HAYEeHWIO;

29) "cTaTyC KOMNOHEHTA KPOBU" - COCTOSHNE KOMMOHEHTa KPOBU B
3aBUCMMOCTY OT CTagun 1 pesynbTaTa uccaenosaHnsa obpasiua LOHOPCKOW
KpPOBW, CBSA3aHHOIO C COOTBETCTBYIOLLLEN AOHALMEN, Ha
reMOTPaHCMUCCUBHbIE MHEKLMNK;

30) "TexHu4yeckme cpeacTBa, MCNOJIb3yEMbIE B
TPaHCY3MOHHO-UH(Y3NOHHON Tepanun" - NpeaMeThl MeAULIMHCKOrO
Ha3Ha4yeHUs (KOHTeNHepbl NOJIMMEPHbIE, CUCTEMbI, YCTPONCTBA U
npucnocobneHns o4HOKPaATHOro MPMMEHEHNS, B TOM Y1Ce ONs COeAUHEHNS
NOAUMEPHbLIX MarucTpanen), NCnosb3yeMble Npu 3aroToBke, nepepaboTke,
XPaHeHUN, TPaHCMOPTMPOBKE, NPUMEHEHUN OHOPCKOM KPOBU 1 ee
KOMIMOHEHTOB;

31) "TexHosnormnyeckas 3arpy3ka" - KoJIM4ecTBo MnaasMmbl,

06beANHEHHON B OAHON eMKOCTU Ans nepepaboTKm C Leblo NoJlyYeHns
KOHKPETHOro rnpenapaTa KpoBu;

32) "TpaHCdy3nMOHHO-MHPY3NOHHas Tepanua" - BBEAEHUE YEN0BEKY

KPOBM, KOMMOHEHTOB ¥ MpenapaToB KPOBY, a TakXXe KpoBe3aMeLLatoLLnx
pPacTBOPOB C Nie4yebHoN Lienblo.

Il. NpaBuna naeHTUMKaLMmn 06beKTOB
TeXHWYeCKoro perynmpoBaHusa

9. NpeHTudunkaumns JOHOPCKON KPOBMN 1 €e KOMIMOHEHTOB
OCyLllecTBAAeTCA Npun npoBeneHNn oLeHKN nx COOTBETCTBUA Tpe6OBaHVIF|M
HaCTOALLEro pernaMeHTa u (nam) B cayvasax, Korga Heobxoammo
NoATBEPXAEHNE OOCTOBEPHOCTU UHOPMaLIMKN O KOHKPETHON f03e
(eanHMLEe) KPOBM UK ee KOMMNOHeHTa AMbo KoHKpeTHoM obpasue
JIOHOPCKOW KPOBW, @ TakXXe nepej nx HemocpeaCcTBEHHbIM NPUMEHEHUEM.
10. Pe3ynbTaThbl MAEHTUDUKALUKN NpenapaToB KPOBKU 1
KpoBe3aMeLLatoLWmx pacTBOPOB 0(hOPMIAIOTCS B BUAE 3aK/0HEHNS.
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11. MNMpwn npoBeAeHUN NaeHTUPMKaALNN NPernapaToB KPOBA U
KpoBe3aMelLatoWmx pacTBOPOB NPOBOAAT:

1) BM3yasnbHbIn 0CMOTpP 06pa3L,0B NpenapaToB KPOBM U
KpoBe3aMeLLatoLWmx pacTBOPOB U X MapKUPOBKUY;

2) aHanuM3 nHopmMaLmm, cofepKaLlencs B CONPOBOANTEIbHON
LOKYMEeHTauunu;

3) ucnelTaHna 06pa3LoB NpenapaToB KPOBM 1 KPOBE3aMELLAOLLINX
pacTBOPOB (B Ciy4yae HeobXxoanMmMocTn).

12. NoeHTudrKauma LOHOPCKOW KPOBY N €€ KOMMOHEHTOB BKJIIOYaET:

1) npoBefeHMe HeobX0AUMbIX UCMbITAHUI (B C/ly4ae HeobX0aMMOoCTN);

2) NPOBEPKY LIeNOCTHOCTUN YNAaKOBKUN 1 COAEPXXMMOro Mo pesyabTaTam
BM3Yya/lbHOr0 0OCMOTPa;

3) cpaBHEHME UHdopMaLmnm, HAHECEHHOW Ha 3TUKETKY KOHKPETHOW

[,03bl (€QNHNLBI) KPOBU NN KOHKPETHOro obpaslia AOHOPCKON KPOBU UK
€e KOMMOHEHTOB C COOTBETCTBYHOLLEN MHDOPMaLMen B CONPOBOANTESIbHON
LOKYMeHTauuu;

4) onpepeneHue NpUHagNeXxXHoCTU UAEHTUDMLMPYEMOro obbekTa

K chepe HacToALEero TEXHNYECKOr0 perjiaMeHTa.

13. NpeHTudurKaumio npenapaToB KPOBM U KpoBe3aMeLlaloLwmnx pacTBOpOB
NMPOBOAAT YMNOJIHOMOYEHHbIE Ha NPOBELEHNE rOCYAapCTBEHHOO KOHTPONA
(Hap3o0pa) hefepanbHbie opraHbl UCNOJIHATESIbHOW BACTW, OCYLLeCTBAAILWME
(PYHKLMMN NO KOHTPOJIIO U HaA30pY B Chepe OOHOPCTBa KPOBU U ee
KOMMOHEHTOB, a TakXXe B cdhepe 34paBoOXPaHEHNS.

14. NoeHTUMKaUMK noanexaT BCce U3fgennsa MmeguLumnHCKoro

Ha3Ha4yeHUs 0LHOKPATHOIrO MPUMEHEHA, NCMOJIb3yeMble B
TPaHCAY3NOHHO-NHY3NOHHON Tepanun, BKIOYEHHbIE B MepeyeHb 06bEKTOB
TEXHWYECKOro perympoBaHnsa HaCTOALLEro TEXHUYECKOro periaMeHTa,
KOTOpbIE BCTYMAIOT B HEMOCPEACTBEHHbLIN KOHTAKT C B1Uonornyeckmmm
cpefamu (KOXHble MOKPOBbLI, C/IM3UCTbIE, KPOBb U €8 KOMMOHEHTLI) Npu UX
NCMOJIb30BaHMMN MO Ha3HaYeHIo.

15. NoeHTUdMKaLmMA OCyLLEeCTBAAETCA NyTeM CpaBHEHMA UH(OopMaL K,
Noay4YeHHON Npy BU3yanbHOM OCMOTpPe COAEPXKMMOro MHANBUAYaANbHON UK
rPynnoBoOW YNakoBKW U34S IMA MeQULMNHCKOro Ha3HavYeHus,
npefHa3HaYeHHbIX 415 UCN0Nb30BaHUSA B TPAHCHY3UOHHO-MHMDY3NOHHON
Tepanuu, n UX MapKnpoBKK, C MH(OPMaL e 0 KOMNIEKTaLUM 1 nopsake
MCMNOb30BaHUSA 3TUX U3AENNIN, COLEepXKaLLEeNCs B MpuaaraemMon
COMPOBOANTENLHOW [LOKYMEHTauuun.

16. N3penns MeguLMHCKOrO Ha3HavYeHUs 0AHOKPATHOr O NMpUMeHeH s,
NCNoJsib3yemble B TPAHCHY3NOHHO-MHMY3MOHHOW Tepanuu,

He 3aperncTpupoBaHHble B YCTAHOBJIEHHOM Mopsaake B PocCMACKOM
depfepaLuunm, He UMeoLLMEe COOTBETCTBYIOLLEN MapKUPOBKIN UK UMetoLLme
NPU3HaKN HapyLLeHNa LeNoCTHOCTW CTEPUSIbHON YNaKoBKH, K
NCMNOJIb30BaHMWIO He JOMYyCKaTCs.

17. NoeHTndmkauma obpa3LioB OHOPCKOM KPOBM U €€ KOMMOHEHTOB,

Ha KOTOPbIX OTCYTCTBYIOT 3TUKETKMN WU Ha 3TUKETKE OTCYTCTBYIOT
HeobxouMble fJaHHble, NPefyCMOTPEHHbIe MYHKTOM 62 HacToALWwero
TEXHWYeCKOoro perjlaMeHTa, He NPoBOAUTCA.

Ill. TpeboBaHMA K 06 bEKTAM TEXHNYECKOrO PEryMPOBaAHNS
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18. MNpenapaTbl KPOBW U MPOLLECCHI UX NOSYHEHUS OOSKHbI
COOTBETCTBOBaTb TpeboBaHMAM 6e30MacHOCTM, NPeaYyCMOTPEHHbIM
3aKoHodaTenbCTBOM Poccuinckon ®egepaumm o 1eKapCTBEHHbLIX CPeacTBax,
n TpeboBaHUAM 6e30NaCHOCTN, YCTAHOBAEHHbLIM HACTOALLMM TEXHUYECKNM
pernaMmeHToM.

19. Kpose3samewyatowme pacTBOpbl, UCNONb3yEMbIE B
TpaHCdY3MOHHO-UHGY3NOHHON Tepanuun, AO/KHbI COOTBETCTBOBATb
TpeboBaHuaM 6e30nNacHOCTH, NPeayCMOTPEHHbIM 3aKOHOAATE/IbCTBOM
Poccuickon ®epepalimm 0 eKapCTBEHHbIX CpeacTBax.

20. TexHMYyeckune cpefCTBa, UCMNOJIb3yEMbIe B
TPaHCMY3MOHHO-UH(Y3NOHHOW Tepanuu, LO/KHbI COOTBETCTBOBATb
TpeboBaHMAM, NPefyCMOTPEHHbIM TEXHUYECKM perfaMeHTom o 6e3onacHoCcTun
n3genni MeguUMHCKOro Ha3HavyeHus.

21. Mpouecchbl 3aroToBKKU, NepepaboTkn, XpaHeHNSs,

TPaHCMOPTUPOBKKW, YTUAN3ALMM N MPUMEHEHNSA MPOAYKTOB KPOBU AOJIKHbI
NCKJIl04aTb BTOPUYHOE BaKTepurasbHOe 3arpsa3HeHne JOHOPCKOW KPOBU 1 ee
KOMIMOHEHTOB.

22. [loHOpCKas KPOBb 1 ee KOMMOHEHTbl, UCNOoJIb3yeMble AN
HenocpenCcTBEHHOIO BBEAEHUS YEJI0BEKY, a TaKXe Cblipbe AN
NpOM3BOACTBa NpenapaToB KPOBU A0/KHbI ObITb MOYHeHbl TONIBKO OT
JIOHOPOB C Y4E€TOM pe3yNbTaToB UX MeANLIMHCKOro obcienoBaHus.

23. Bce MeAnUMHCKME n3Lennsa, npefHasHavyeHHble 419 B3ATUS

LLOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB, A5 NepesiMBaHnsa KpoBu 1 ee
KOMMOHEHTOB, @ Tak)XXe KpoBe3aMeHUTENIeN N ApYyrux TPaHCPY3NOHHbIX cpes
L0JKHbI 6bITb 0JHOPA30BOr0 NPUMEHEHMS.

24, Tlpn HapyLLEeHUN repMeTUYHOCTM CTEPUIIEHON CUCTEMBI,

NCNOJIb3yeMOn 419 3aroTOBKM LOHOPCKOMN KPOBM W €e KOMMOHEHTOB,
npenycMOTPEHHON TEXHOMOMMEN UX 3ar0TOBKM, AO/KHbI ObITb 06ecneyeHsl
YCNOBUSA, UCKOYAOLLIME BTOPUYHOE 3arpsa3HeHne KpoBY 1 ee KOMMOHEHTOB
NaToreHHbIMU BMONTOrNYeCcKMIM areHTamMu, Moay4yeHHble C MOMOLLbIO TaKNX
TEXHOJIOrMYECKMX onepaLnii KOMNOHEHTbI KPOBU NCMOJb3YIOTCS B TEYEHNe
24 Yacos.

25. Tpn HapyLUeHUN repMeTUYHOCTH CTEPUIIBHON CUCTEMBI,

NCNOJIb3yeMOon 419 3aroTOBKM LOHOPCKON KPOBW W €8 KOMMOHEHTOB, He
NPeayCMOTPEHHON TEXHONOTMEN NX 3arO0TOBKM, MPOLIECC AOJIKEH ObIThb
OCTaHOBJIEH, a CUCTEMA C COAEPXKUMBIM AO/KHa BbITb YTUAN3NPOBAHA.

26. Obpa3ubl JOHOPCKOWN KPOBK, B3ATble BO BPEMS Ka)KA0M AOHALUN U
NOEHTUDULMPOBAHHLIE C NOJYYEHHbIMU B pe3ybTaTe AOHaUUuM Jo3aMu
(eanHMLaMM) KPOBU UAN €€ KOMMOHEHTOB, A0JKHbI ObiTb NCC€A0BaHbI C
Lenbto onpeneneHuns rpynnsl Kposu ABO 1 pesyc-npuHagnexHoCcTu un
noaBeprHyTbl JabopaToOpHOMY KOHTPOJIIO Ha Hanun4me Bo3byauTtenen
reMOTPAHCMUCCUBHbBIX NHGEKLUA.

27. loHOpCKas KPOBb M ee KOMMOHEHTbI A0/KHbI 6bITh Bronornyecku
MOJIHOLEHHbI, 06N1aaaTh PYHKLMOHAbHOM aKTUBHOCTbIO 1 NevyebHo
3(pHeKTMBHOCTLIO. Moka3aTenn bnonormyeckom NoIHOLLEHHOCTH,
(PYHKLMOHAIbHON aKTUBHOCTU U NiedebHoM 3 PEeKTUBHOCTM LOHOPCKOWN KPOBU
1 ee KOMMOHEHTOB A0JKHbI COOTBETCTBOBaTb TPeOOBAHUSAM COrnacHo
npunoxeHuio N 1. be3onacHOCTb OHOPCKON KPOBY 1 €e KOMMOHEHTOB
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NOATBEPXKAAETCS OTPMLATENbHBIMY pe3yibTaTaMun NabopaTOPHOro KOHTPOS
06pa3L0B LOHOPCKOW KPOBM, B3ATLIX BO BPEMS KaXKAO0W AOHALWUW, Ha
Hasm4ne Bo3byanTenen reMoTPaHCMUCCUBHBIX NHGEKLMA.

28. Mpoueccol, UCnosib3yemole A5 3aroTOBKU JOHOPCKOM KPOBU U ee
KOMMOHEHTOB, A0/XHbI 0becneynBaTh NpeaynpexaeHme MexaHn4eckoro
3aHOCa B HUX NATOreHHbIX BUOSIOMMYECKMX areHTOB, @ TakKXXe COXPaHeHmne
6ronornYeckon NOSIHOLEHHOCTN, YHKLIMOHANbHOW aKTUBHOCTY 1 levyebHon
3(pPEeKTMBHOCTM IOHOPCKON KPOBU N €€ KOMMOHEHTOB.

29. Mpw 3aroToBKe OOHOPCKON KPOBY U €e KOMMOHEeHTOB LO/KHA

6bITb pa3paboTaHa 1 BHeApeHa CUCTEMA KapaHTUHM3aLMK
CBEXXE3aMOPO)KEHHON Mia3Mmbl, obecneynBatoLlas ee 6e30MacHOCTb.

30. KapaHTrHM3aLMsa CBEXXE3aMOPOXXEHHOW MAa3Mbl OCYLLECTBASETCA Ha
CPOK He MeHee 180 cyTOK C MOMeHTa 3aMOopaXkKnuBaHUs Npu TemnepaType
Huxe MuHyc 25°C.

31. Mo ucTe4yeHnn Cpoka KapaHTMHM3aLMMN CBEXE3aMOPOXKEHHON

nna3Mbl MPOBOANTCS NMOBTOPHOE 06CnefoBaHe COCTOSHUSA 300P0BbS AOHOPA
1 nabopaTopHoe UccnefoBaHMe KPoOBU AOHOPA C Lefiblo UCKM0YEHUS
HannMyns B Hel Bo3byauTenen reMoTPaHCMUCCUBHbBIX MHGEKLINIA.

32. MNpw OTCYTCTBUU Y AOHOPA NPU3HAKOB FreMOTPAHCMUCCUBHbIX

NH(EKL M B Nepunos, B Te4EHNe KOTOPOro oCyLwecTBAsNach
KapaHTUHU3aLMsA 3aMOPOXXEHHOW M1a3Mbl, NOJTYYEHHOW OT 3TOr0 AOHOpPA, U
OTCYTCTBUW B KPOBU LOHOpPa MO UCTEYEHUN CPOKA KapaHTUHU3aLUK
CBE)XE3aMOPOXXEHHOM Nna3Mbl BO3OyAUTENEN FreMOTPAHCMUCCUBHBIX UHAEKLA
CBEXE3aMOPOXKEeHHas naa3Ma BblfaeTca Aas ne4ebHoro npuMeHeHns nnm
NnoJIy4eHNs NeKapCTBEHHbIX NpenapaTos.

33. MNpw NOCTYNAEHNM B OpraHM3aLnio AOHOPCTBA KPOBKW 1 ee

KOMMOHEHTOB MH(OPMaLIK O BbISBIEHUMN ¥ LOHOPa B Mepuog
KapaHTUHU3aL MU CBEXXE3aMOPOXXEHHOW M1a3Mbl FeMOTPAHCMUCCUBHBIX
NH(ekumn unu npu obHapyxeHnn B KPOBM AOHOPa BO3byanTenen
reMOTPaAHCMUCCUBHbBIX MH(EKLNIA MO MCTEYEHUM CPOKa KapaHTUHMU3aL MK
CBEXE3aMOpPOXKEeHHas Msa3Ma, 3aroToB/EHHas OT 3TOro LOHOPa,
N30MPYETCS 1 YyTUIM3npyeTca ¢ 0bs3aTenbHOM perncTpaumnen 3Tom
npouenypsl.

34. B cnyvae HesiIBKM JOHOpa Ans NOBTOPHOro obcnenosaHms no

NCTEYEHUN YCTaHOBJIEHHOI0 CPOKAa KapPaHTUHHOIO XpaHeH s
CBEXE3aMOPOXKEHHON M1a3Mbl CBEXXE3aMOPOXXEHHAs Mia3Ma MOXET BbITb
Mcnosib3oBaHa A5 NPoOU3BOACTBa NpenapaToB KPOBU WK NepenmBaHns
peunnueHTy Npu yCIOBUN NHAKTMBALMMK NaTOreHHbIX Bonornyeckux
areHToB.

35. He cooTBeTCTBYOWME TpeboBaHMAM 6e30MaCcHOCTY UK
HeMcnoJsib30BaHHbIE JOHOPCKAsA KPOBb U €€ KOMMOHEHTbI M30JIMPYIOTCS U
noABepralTcsa yTuamM3aunm, BKaYaowen obeszapakmBaHne
Ae31HPUUMPYIOLWUMI pacTBOPaMU AN MPUMEHEHNE (U3NYECKMX METOLOB
Ae3UHDEeKLMM C NOMOLLbIO 060pyA0BaHUS, Pa3pELIEHHOr0 418 3TUX Lesien B
yCTaHOB/IEHHOM NMOPAAKE, a TakXe yaaneHne obpa3oBaBLUMXCA OTXOL0B.
36. lonyckaeTcs nepefada AOHOPCKON KPOBU WM €€ KOMMOHEHTOB,

He COOTBETCTBYOLWMX TpeboBaHNAM 6€30NaCHOCTY NAN HENCMOb30BaHHbIX,
pa3paboTynkam (Hay4HO-NCCnefoBaTENbCKUM OpraHu3aLmsam
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COOTBETCTBYOLWEro Npounas) u (namn) Npon3BoanMTeNaIM ANarHOCTUYECKMX
npenapaTos.

37. MprHATME peLleHmns 0 roOAHOCTU JOHOPCKOM KPOBU 1 ee

KOMMOHEHTOB AJi14 nepennBaHnsa oCcywecCcTBadeTcqa OTBETCTBEHHbIM JTINLIOM
opraHv3auny LOHOPCTBA KPOBU 1 €e KOMMOHEHTOB, Ha3HaYeHHbIM B
AAMUHUCTPATMBHOM NOPALKE.

38. PelleHune 0 rogHOCTY AN1A NepennBaHns Ka>kxaon 403kl

(eanHMLbI) LOHOPCKOWN KPOBU U €e KOMMOHEHTa NMPUHMMAETCS TOJIbKO nocsie
3aBepLUeHns ee nepepaboTKmM C y4eToM pe3ynbTaToB NabopaTopHOro
KOHTpONA.

39. XpaHeHmne n TpaHCNOPTUPOBKY AOHOPCKOWN KPOBU 1 ee

KOMMOHEHTOB HEOHXOANMO OCYLLECTBASATL MPU YCAOBUAX KOHTPOS
TemnepaTypbl BHyTpu 060pyL0oBaHNA, B KOTOPOM XpaHATCS
(TpaHcmopTUpyTCA) LOHOPCKAsA KPOBb U €€ KOMMOHEHTLI. TeMnepaTypa
XPaHeHUs LOHOPCKOW KPOBM PErncCTPUPYeTCs He pexxe 2 pa3 B CyTKK. Ha
BCEX 3Tarnax XxpaHeHus 1 TPaHCNOPTUPOBKU JOHOPCKOM KPOBU U ee
KOMMOHEHTOB J0/KHa BbiTh 0becnevyeHa Ux 3aliuTa OT MEXaHUYECKOro
noBpeXaeHuns.

XpaHeHue LOHOPCKOM KPOBY U €€ KOMMOHEHTOB LO/MKHO ObITh
pa3fesnbHbiM B 3aBUCUMOCTM OT HaUMEHOBaHMA KOMMOHEHTa KPOBM, a TakxXe
CTaTyca KOMMOHEeHTa KpoBu, rpynnbl Kposu ABO v pesyc-npuHaaiexXHOCTW.
[loHOpCKas KpoBb M €e KOMMOHEHThI 15 @y TON0rMYHON TpaHCdy3um
XPaHATCA OTAENIbHO OT OCTasIbHbIX KOMMOHEHTOB KPOBU.

40. Mpwu 3aroToBke LOHOPCKOWN KPOBW 1N €€ KOMMOHEHTOB

obecneynBaloTCs YCNOBUS XPaHEHNS JOHOPCKOW KPOBM U ee KOMMOHEHTOB B
COOTBETCTBUM C TpeboBaHMAMMN COrNacHO NpunoxxeHuo N 2.

41. laHHble 0 LOHOpPax KPOBY N ee KOMMOHEHTOB, NnpoLenypax v
onepaumnax, BblMOJHAEMbIX Ha 3Tanax 3aroToBKH, nepepa60TKV|, XpaHeHud
LLOHOPCKOW KPOBMW 1 ee KOMMOHEHTOB, @ TakXXe 0 pe3yfbTaTax
nccnenoBaHNa [OHOPCKOM KPOBU 1 €e KOMIMOHEHTOB PerncTpupyroTcs Ha
ByMa)KHOM 1 (MSIM) SNEKTPOHHOM HOCUTENSAX. PErMcTpaLMOHHbIE AaHHbIe
XpaHATCcs B TevyeHue 30 nert.

42. B uensix obecneyeHns 6e3o0naCcHOCTM LOHOPCKOWN KPOBU U ee
KOMMOHEHTOB AeATENbHOCTb OpraHM3aLunin JOHOPCTBa KPOBY 1 ee
KOMMOHEHTOB MO 3ar0TOBKE, NepepaboTke, XpaHEHWIO 1 TPAHCMOPTUPOBKE
LLOHOPCKOW KPOBMW 1 ee KOMMOHEHTOB A0JIKHA OCYLLECTBAATLCS B
COOTBETCTBMYU C MpaBunamm cornacHo npunoxeHuo N 3.

43. Mpu nony4yeHUn opraHn3aumnen JOHOPCTBa KPOBY 1 ee

KOMMOHEHTOB MH(OPMaLIMM O BO3MOXKHOM 3apaXXeHUN peLmnmeHTa
reMOTPaHCMUCCMBHBIMU UH(EKLMAMN HEOBX0ANMO YCTaHOBMTbL AOHOPa
(LOHOpPOB), OT KOTOPOr0 MOM/1I0 MPOU30ONTUN 3aparkeHne, U MPUHATb MePbI
4019 NpefoTBpaLleHns MCNoJib30BaHNA [OHOPCKOM KPOBY UK ee
KOMMOHEHTOB, NMOJlyYEHHbIX OT 3TOr0 AOHOPa (LOHOPOB).

44. B cny4vae, npefyCMOTPEHHOM NMYHKTOM 43 HacTOALWEro

TeXHN4YeCKoro perinamMeHTa, NpoBOANTCA aHa/IN3 NpeablayLlmnx cnyv4aen
LOHaLMIA 3a Nepuof He MeHee 6 MecsLeB, NPeALeCcTBYIOWUX NocaegHen
AOHAUUKM, MOBTOPHO aHaNM3UPyeTCa AOKYMEHTaLUna, a opraHm3auuns,
ocyLiecTBAsOWas nepepaboTKy KpoBK (MnasMbl), oLeHMBaeT He0bX04MMOCTb
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0T3bIBa M3rOTOBJIEHHbIX MPOAYKTOB KPOBU, NPUHMMAsA BO BHUMaHWE BUA,
3aboneBaHns, MHTEPBA BPEMEHN MEXAY AOHALMEN K NCCNefOBaHNEM KPOBU
N XapaKTepuUCTUKY NPOAYKTa.

45. Pe3ynbTaTbl UCCNEA0BAHNA NCXOOHOW KPOBY (M1a3Mbl),

NpoBeAEeHHbIX OpraHu3aLment LOHOPCTBa KPOBU 1 €e KOMMOHEHTOB,
LOKYMEHTaJIbHO OPOPMASIOTCA U B MUCbMEHHOM BUAE NepeaanTcs
opraHu3auumy, ocyLlecTeasLWen nepepaboTKy KpoBy (Nna3mbl).

46. OpraHnsaumna 4OHOPCTBA KPOBU N ee KOMMNOHEHTOB MUCbMEHHO
NHGOPMMPYET OpraHn3aLmio, OCYLLECTBAAIOLLYI0 NepepaboTKy KpoBM
(nnasmel), B Cyyaax:

1) BbISIBNIEHUS Y [LOHOPa FreMOTPaHCMUCCUBHBIX MH(EKLIMIA, BbI3BAHHbLIX
N3BECTHLIMW HAa MOMEHT 3aroTOBKWU KPOBY NaTOreHHbIMW B10A0rnyeckumm
areHTamu;

2) BbiABNEHNS BO3byaMTENEn FeEMOTPAHCMUCCUBHbIX MH(EKLNIA B
LOHOPCKOW KpOBU (M1a3me);

3) BbISIBNEHWA HapPYLUEHNA NpoLeaypbl NCCieoBaHNA KPOBU Ha

Hanu4une Bo3byauTenen reMoTPaHCMUCCUBHBIX MHEKLNA.

47. MNpw nepepaboTke naa3mbl 415 NONyYeHUs NpenapaToB KPOBYU
Heobxo4MMO nccnefoBaTb Nnasmy, 06bEANHEHHYIO B TEXHONOMMYECKYI0
3arpysKy, Ha Haniu4ue Bo3byauTenein reMoTpaHCMUCCUBHBIX MHADEKLINIA.
48. B cnyyasx BbisiBNeHWs B Nnasme, 06beanHEHHON B

TEXHOJIOrMYEeCKYI0 3arpy3Ky 4S5 NoslyvyeHns npenapaTosB KPoBMK,
BO3OyAnTenen reMoTPaHCMUCCUBHBIX MHGEKLMIA Maa3mMa He MOXeT ObiThb
MCNOb30BaHa A9 NPUroTOBAEHWS NpenapaToB U yTUAU3NPYETCH, a
MH(OPMaLMS 0 pe3ysibTaTax UCCNefoBaHNS nia3Mbl MMCbMEHHO NepeaaeTcs
B OpraHM3auunio SOHOPCTBA KPOBM U ee KOMMOHEHTOB, B KOTOPOW bbina
OCyLLleCTBJIEHa 3aroTOBKa 3TOW KPOBU (MJ1a3Mmbl).

49. B npouecce Nony4yeHns npenapaToB KPOBU LOMKHa ObITb
npeaycMoTpeHa MHAKTMBALMA NaToOreHHbIX BMONOrnYecknx areHToB.

50. KOMNOHEHTbI KPOBU, NOABEPrHYThie 06paboTke Mo NHAKTMBALIMN
naToreHHbIX BUONOrMYeCcKMX areHToB, He06X04MMO M30AMPOBaTL OT
KOMMOHEHTOB KPOBU, HE NOABEPTrHYThIX Takol obpaboTke.

51. O6pa3ubl KaXx[oW 3arpy3Ky Maa3Mbl XpaHATCSA Npu TeMnepaType
HUxXe MUHyc 25°C He MeHee 0HOro rofia Nnocsie OKOH4YaHMs CpoKa
XpaHeHns NpPoayKTa KpoBY, UMetoLLero Hanbosiee NMpoao/KUTENbHbIA CPOK
XpaHeHus.

52. KpoBb (nna3ma) n npoaykThl, 06pa3yoLimnecs B npouecce nx
nepepaboTKy, 3arps3HEHHbIE MATOreHHbIMU BUONOrMYECKMUN areHTaMu,
nogaexaT yTuamsauum n 0bs3aTenbHON perncTpauumn 3Ton npoueaypsl
opraHu3aunen, ocyLlecTasowen nepepaboTKy KpoBu (nnasmel),
nocpefCcTBOM BHECEHMSA COOTBETCTBYIOLLMX 3anncen B
YHETHO-PErncTPaLnoHHY0 SJOKYMEHTauuno no opMam, yCTaHOBJIEHHbIM
thenepanbHbIM OPraHoOM UCMOMHUTENbHON BAACTH, OCYLLECTBASAOLWUM PYHKLAN
no BbipaboTke rocyfapcTBEHHON NOANTUKMA U HOPMATVBHO-MPABOBOMY
perynnpoBaHuio B cchepe 34paBoOOXpPaHEHNS.

53. 3anpeLaeTca NnpMMeHeHne JOHOPCKOW KPOBM U ee KOMMOHEHTOB,
npenapaToB KPOBW 1N KPOBE3aMeLLaloLWnX pacTBOPOB C UCTEKLLIMM CPOKOM
FOA4HOCTW.
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54. TexHn4yeckune cpelcTBa, UCNONb3yeEMbIE B
TPaHCHY3NOHHO-NHDY3NOHHON Tepanun, LOMKHbI ObiTh pa3peLleHsl K
NPYMEHEHNI0 B NOpPsAKe, YCTaHOBIEHHOM 3aKOHOA4ATENbCTBOM PoCCUCKON
depepauymn.

55. KoHTenHepbl NoAnMepHble, CUCTEMbI U YCTPONCTBa AN4

nepesimBaHNs OHOPCKOW KPOBM N €e KOMMOHEHTOB A0JIKHbI ObITb
MapKUpPOBaHbI.

MapKunpoBKa NOTpebUTENLCKON Tapbl KOHTENHEPOB MOJIMMEPHbIX,

CMCTEM N YCTPONCTB A0/KHa ObITh YCTOMYMBA K BO3LENCTBUIO BHELLHWNX
(haKTOpOB B NpoLecce CTepuan3aLmmn, XxpaHeHus, peanusaLlmm v
NpUMeEHEeHNs.

56. [lna KOHTaKTa C NPOAYKTaMM KPOBU NCMOJIb3YIOTCH KOHTENHEPbI
NnoJIMMepHble, @ TakXXe CUCTEMbI U YCTPONCTBA A9 BBEAEHUSA LOHOPCKON
KpOBW, €e KOMMOHEHTOB, MpenapaToB 1 KpoBe3aMeLLaloLWwmnx pacTBOPOB,
KOTOpble A0KHbI BbITb N3r0TOBMEHLI U3 MaTEPUanoB, pa3peLleHHbIX As
KOHTaKTa C NpoAyKTaMu KpoBu beepasibHbiIM OPraHoM UCMONHNTENbHON
BNACTW, OCYLLECTBASALWNM (DYHKLIAW NO KOHTPOJIIO 1 Haa30py B cepe
3[paBOOXPaHEHNs B NopsaKe, yCTaHOBIEHHOM 3aKOHOA4ATEIbCTBOM
Poccuiickon ®epepaumm.

57. Heobxonumo obecneynTb COXpaHEHNE CTEPUSIBHOCTUN KOHTENHEPOB
NOJUMEPHBIX, CUCTEM AN BBELEHUS KPOBMU 1 €e KOMMOHEHTOB, NpenapaToB
1 KpoBe3aMeLLalLWwmx pacTBOPOB, a TakXe APYrnx ycTponcTs OAHOKPATHOMO
NPYMEHEHNs B TeYEHNe BCero yCTaHOBNEHHOr0 CpoKa XpaHeHwus.

58. Mpwn LEHTPUPYrMPOBAHNN KOHTENHEPBI MOIMMEPHbIE LO/KHbI
obecneymBaTb BO3MOXXHOCTb paboThl 6e3 HapylLueHns 3aMKHYTOW
repMeTUYHON CUCTeMbl. KOHTENHepbl NOJIMMEPHbIE O0JIKHbI M03BONATh
NoACOeAMNHATL YCTPONCTBA, rapaHTMpPYyloLWmne COXpaHeHne CTEPUAbHOCTY
KPOBW 1 €e KOMMOHEHTOB, a Takxxe obecneynBaTb YHKLNOHAbHYIO
COBMECTMMOCTb C YCTPONCTBOM A5 NepenvBaHus JOHOPCKOW KPOBKW 1 ee
KOMIMOHEHTOB U3 KOHTENHepa.

59. MNpw npoBefeHUN yCTaHOBAEHHbIX NpoLelyp nepepaboTku

LOHOPCKOW KPOBU MPOYHOCTH MaTepPMaioB KOHTEMHEPOB MOJNMEPHbIX,
COEVHNTENbHbIX LUBOB, MPUMEHSEMbIX 3JIEMEHTOB W Y3/10B AOJKHA
obecneymBaTb LENOCTHOCTb UX KOHCTPYKLUN.

60. Ka)xgasa go3a (eanHunua) KpoBM 1 ee KOMMOHEHTa,

npefHasHavyeHHas 4Na 0TNyCKa M3 OpraHu3aLmm JOHOPCTBA KPOBKU 1 ee
KOMMOHEHTOB, A0/HKHa UMeTb MapKMpoBKY. MapKnMpoBKY AOHOPCKON KPOBU W
€e KOMMOHEHTOB HeOHX0ANMO OCYLLECTBAATL C y4ETOM Pe3yibTaToB
nabopaTopHOro KOHTPOSIA.

61. MapKnpoBKy rOTOBON NPOAYKLMMN NPOBOASAT C MOMOLLbIO STUKETOK.
STUKETKa rOTOBOW NPOLAYKLNN OOJKHA MMETb YeTKNEe BU3YyasibHble OTINYNS
OT WHbIX 3TUKETOK, COXPaHATHCA B TEYEHME BCEr0 CPOKA FOAHOCTY 1 Npu
BCEX pPeXUMaxX XpaHEHWS 1 UCMOb30BaHNA €4NHULbI FTOTOBOW MPOAYKLMK, @
NHOpMaLNs, NPUBEAEHHAS Ha 3TUKETKeE, AOJKHA OCTaBaTbCA Nerko
YNTaAEMON.

62. HaHeceHHas Ha 3TUKETKY UH(OPMaLMs 0 FOTOBON NPOAYKL MK

LO/MKHA cofep)XaTb Cefyolne CBeLeHuns:

1) HaumMeHOBaHMe OpraHM3aL M JOHOPCTBA KPOBM U €e KOMMOHEHTOB;
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2) NAEHTNHUKALMOHHBIN HOMEP OOHaUMK,

3) rpynna kposu ABO 1 pe3yc-npuHaaNieXHOCTb;

4) paTa goHauuu;

5) BaTa OKOHYaHWUA CPOKa XpPaHeHus;

6) HaumeHoBaHMe 1 06bem aHTUKoarynsHTa u (nnm) aobaBoyHoro
pacTBOpa;

7) HauMeHOBaHNE KOMMOHEHTa KPOBM;

8) 0bbem nnm macca KpoBu 1MboO KOMMNOHEHTa KPOBW;

9) TemnepaTypHbIe YCIOBUSA XPaHEHNS;

10) ykazaHue Ha [oNoNHUTENbHY0 06paboTKy (06ayyeHme,

UNbTPaLMIO, MHAKTMBALMIO).

63. [loHOpCKas KPOBb 1 ee KOMMOHEHTbI 4J1 ayTOJ0r M4HON

TpaHCcy31n OOKHbI UMETb MapKUPOBKY "TONBbKO AJ15 ayTOJIOrMYHON
TpaHcdy3mmn" ¢ yKasaHnem aMuanm, UMeHn, 0TYeCTBa U AaTbl POXKAEHNS
mua, ANng KOToporo npefHa3HavYeHa LOHOPCKas KPOBb UK ee
KOMMOHEHTHI.

64. MapKnpoBKa LOHOPCKOWN KPOBM 1N ee KOMMOHEHTOB AOJKHA
COXPaHATLCS B TEYEHMNE CPOKa UX XPaHEHUS NPV BCEX MeToAax
obpaboTku.

65. HaHeceHne MapKUPOBKU rOTOBOM MPOAYKLMM [0 OKOHYaHMNS BCEX
CTaaui nepepaboTKM 1 UCCNenoBaHNI He AOMNYyCKaeTCs.

66. Ha mapkunposke 060py0BaHUS, B KOTOPOM XPaHUTCS LOHOPCKas
KPOBb U €e KOMIMOHEHTbI, YKa3blBAaeTCS HaVMEHOBAHNE KOMMOHEHTA KPOBH,
CTaTyC KOMMOHEHTa KpoBu, rpynna Kposn ABO 1 pe3yc-npuHaaNeXHOCTb.
67. Bcs Heobxoaumasa gnst notTpebutens nHhopmauns o JOHOPCKON
KPOBM N ee KOMIMOHEHTaxX A0/KHa ObITb NpeAcTaBfieHa Ha 3TUKETKax
KOHTENHEPOB, COePXXaLUUX JOHOPCKYIO KPOBb UM €8 KOMMOHEHTHI, @ TakXXe
B COMPOBOANTESNbHbIX LOKYMEHTaX.

)
)
)
)

IV. OueHKa CoOoTBETCTBUSA

68. OueHka COOTBETCTBUA NPenapaToB KPOBM U KPOBE3aMeLLaoLWnX
pacTBopoB TpeboBaHnaM 6e30MaCHOCTY KPOBU 11 €e KOMMOHEHTOB
OCyLLecTBAAeTCS B hOpMe rocyapCTBEHHOr0 KOHTPOJIA (Haa3opa).

69. l'ocynapCTBEHHbIN KOHTPOJb (Hag3op) 3a cobnogeHnem

TpeboBaHWN HACTOALLErO TEXHNYECKOr0 periaMeHTa OCyLLeCTBAAETCS B
COOTBETCTBUM C PefepasnbHbIM 3aKOHOM "O 3alimTe Npas PULNYECKUX JIALL 1
nHanBnayanbHbIX npeu,anHMMaTeneVl npun ocywecTeeHnn rocyaapCTtBeHHOro
KOHTpOAS (HaA30pa) U MyHMLMMANLHOIrO KOHTPOAA" B NOpSAKe,
YCTaHOB/IEHHOM (hefepasibHbIM OPraHOM UCMONHUTENbHOWN BNacTH,
OCYLLECTBASALWNM DYHKLMMW NO BbipaboTKe rocyAapCTBEHHON NOAUTUKI 1
HOPMaTMBHO-MPaBOBOMY PEryNPOBaHMIO B Chepe 34paBOOXPaHEHUS.

70. FocynapCTBEHHbIV KOHTPOJIb (Haa3o0p) 3a cobntoaeHnem

TpeboBaHW HACTOALLEr0 TEXHNYECKOro perfaMeHTa oCyLLecTBAsSeTCs
(hefepanbHbIM OPraHoOM UCMOJIHUTENbHON BACTYW, OCYLLECTBAAOWMUM (YHKLUN
Mo KOHTPOJIIO 1 HaA30py B cchepe AOHOPCTBA KPOBMU N €e KOMMOHEHTOB.

71. MNpwu oCcywecTBAEHUN TOCYAapCTBEHHOrO KOHTPOAS (Haa3opa) 3a
cobnofeHnem TpeboBaHMN HACTOALLEr0 TEXHNYECKOr0 periaMeHTa
henepanbHbIi OpraH MCNOAHUTENbHOW BAACTW, OCYLLECTBASIOWMIA PYHKLMM MO
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KOHTPOJII0 U Ha30py B chepe AOHOPCTBA KPOBM 1 €€ KOMMOHEHTOB,
PErncTPUpPYEeT NOCTTPAHCHY3UOHHbLIE OCNIOXKHEHNS B MOPSAKE,
YCTaHOBJIEHHOM (hefepasibHbIM OPraHOM UCMOIHUTENIbLHOW BAACTH,

OCYLLECTBASIOWMM (PYHKLMK MO BbIpaboTKe rocyapCTBEHHOW NOUTUKM U

HOPMaTUBHO-NPaBOBOMY PeryanpoBaHuIo B chepe 34paBoOOXPaHEHNS.
72. MNpy NPUMEHEHUN LOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB A4
nepennBaHns peuunueHTaMm nHgopmaumsa 060 BCex cayyasax pasBuTtus
NOCTTPaHCHY3NOHHbIX OCIOXKHEHUI NepefaeTcs B hefepasbHbln OpraH
NCNOJIHNTESIbHON BJIACTUW, OCYLLECTBAAOWMNA (YHKLUN MO KOHTPOJIO U
Ha30py B c(hepe [OHOPCTBA KPOBU 1 €e KOMMOHEHTOB 1 OpraHM3aumio
LOHOPCTBA KPOBM N €€ KOMMOHEHTOB.

73. B cniyqanx BbISBJIEHMSA Y LOHOPa KPOBMK 1M €e KOMIMOHEHTOB
reMOTPaHCMUCCUBHbBIX MH(EKLNIA, BbI3BAHHbIX N3BECTHLIMW HA MOMEHT

3aroTOBKKM KPOBU NaToreHHbIMK B61ONOrNYeCcKMMIM areHTaMu, BbISIBJIEHUS B

LOHOPCKOWM KPOBU MM KOMMOHEHTAX KPOBW MaTOreHHbIX 61Monornyeckmx
areHToB, B TOM 4uc/ie BO3byaMTENnen reMoTPpaHCMUCCUBHBIX UH(EKLNIA,

BblABJIEHUA HapyLLIGHI/II7I npouenypbl nccnegoBaHmMa Kposn N ee KOMMNOHEHTOB

Ha Ha/Jn4yne NaToreHHbIX BMONOrMYecknx areHToB, B TOM Yucse
Bo3byauTENEeN reMOTPaHCMUCCUBHBIX UH(EKLIMIA, @ TaKXe HapyLUeHWA

npouenypbl ngeHTUGUKaunm rpynnsl Kposu ABO 1 pesyc-npuHaanexHocTun

HeobxoamMMo:

1) He3amMegAnTENbHO NPUHATL Mepbl MO N3bATUI0 LOHOPCKON KPOBM 1
€e KOMMOHEHTOB M3 006palLleHns N 0T3bIBY UX U3 OpPraHn3auuin,
NPUMEHSIOLLMX LOHOPCKYIO KPOBb Y €€ KOMMOHEHTHI;

2) NponHGpOpPMMpPoBaTh heliepasibHble OpraHbl UCMOHUTEIbHOWN BAACTH,

YMNOJIHOMO4Y€HHbIE OCYLLEeCTB/IATb rocyp,apc*rBeHHbm KOHTPOJ1b (Hau,3op) B

cepe AOHOPCTBA KPOBU U €€ KOMMOHEHTOB.

MPUNOXXEHUE N 1

K TEXHNYECKOMY pernameHTy

0 TpeboBaHMsIX 6&30MacHOCTM KPOBMU,
ee NPoLyKTOB, KPOBE3aMELLAKOLWMNX
PacTBOPOB M TEXHUYECKNX CPELCTB,
NCMoJNib3yeMbIX B TPaHCHY3NOHHO-
NH(Y3NOHHON Tepanun

MEPEYEHD

nokasaTenen 61Moorn4eckomn NOSHOLLEHHOCTH,
(DYHKLMOHAIbHOM aKTUBHOCTU U NedebHomn 3hheKTUBHOCTK
LLOHOPCKOW KPOBW 1 €€ KOMMNOHEHTOB

+

| MpuemneMble xapakTepPUCTUKK
+

1. KpoBb KOHCEPBUPOBAHHASA

06bem 450 MunnnmnnTpos +- 10 npoueHTOB
obbemMa 6e3 aHTMKOarynsaHTa
(HecTaHfapTHas LoHaUMA MapKupyeTcs
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COOTBETCTBYHOLINM 06pa3oMm)

emornobuH He meHee 45 rpamMMoB B f03€e

leMoNIM3 B KOHLe XpaHeHns He 6onee 0,8 NnpoueHTa 3pUTPOLINTOB
2. 2puUTpouUThI (3pUTpOoLMTHasA Macca)

06bem 280 + 50 munamnuTpoB

FemaTokput oT 0,65 fo 0,75

emornobuH He meHee 45 rpamMMoB B J03€e

'emMonu3 B KOHLLEe XpaHeHus He 6onee 0,8 NpoLeHTa 3pUTPOLUTOB

3. 3pUTPOLUUTLI C yAaNeHHbIM NEeNKOTPOMOOLMTAPHBIM C/I0EM
(3pUTPOLMTHAA Macca C yAaneHHbIM 1eNKOTPOMOOLIMTAPHbIM C0EM)

06bem 250 +- 50 MunaMAnTpPOB
emaTokpuT oT 0,65 g0 0,75
FemornobunH He meHee 43 rpamMMoB B J03€e

9
KonnyecTBo nenkounuToB<l> He 6onee 1,2 x 10 B go3e

[eMonn3 B KOHLE XpaHeHus He H6onee 0,8 NpoLieHTa 3pUTPOLUTOB
4. SpnTpoumnThl B 4,06aBOYHOM pacTBOpeE (3pUTPOLUTHAS B3BECH)
O6bemM onpenensaeTcs UCNoab3yemMon CucTeMom

emaTokput o1 0,5 0o 0,7

FemornobuH He meHee 45 rpamMMoB B 403€e

[emonn3 B KOHUE XpaHeHus He 6onee 0,8 NpoLeHTa 3pUTPOLUTOB

5. dpuTpouuTtsl B L,06aBOYHOM pacTBoOpe C yAaNEHHbIM
NenKoTPoMbOoLIMTapHLIM COEM (3pUTPOLMUTHAS B3BECH C YAaIEHHbIM
NeKoTpoMbOoLMTAPHEIM C/TI0EM)

O6bemM onpenensaeTcs UCNoNb3yemMon CucTeMom
emaTokpuT oT 0,5 8o 0,7
F'emornobunH He meHee 43 rpamMMoB B 403€

9
KonnyecTBo nenkounToB<l> He 6onee 1,2 x 10 B go3e

[eMonn3 B KOHLE XpaHeHus He 6onee 0,8 NpoLieHTa 3pUTPOLIUTOB
6. OTMbITbIE 3PUTPOLUTLI (3PUTPOLUTLI OTMbITHIE)

O6bemM onpenensaeTcs NCNob3yemMon CuCTeMom

emaTokpuTt ot 0,65 no 0,75

FemornobuH He meHee 40 rpamMMoB B 403€

'emMonu3 B KOHLLE XpaHeHus He 6onee 0,8 NpoLEHTa 3pUTPOLUTOB
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KonuyecTtBo 6enka B KOHeYHoW He bonee 0,5 rpamMma B f03e<2>
Ha40CaA0YHOM XNOKOCTHN

7. dpuTpounTsl, 0begHeHHbIE NerkounTamMn B 4o6aBOYHOM pacTBope

(3puTpouMTHas B3BeCh, 0beiHEHHAS lenKoLMTaMK)
06bemM onpenensaeTcs NCNoab3yemMon CUCTEMON
Fematokput o1 0,5 0o 0,7

6
KonunyecTBo nenkounToB<3> He 60see 1 x 10 B f03e

FemornobnH He meHee 40 rpamMMoB B 403€e
'emMonu3 B KOHLLEe XpaHeHus He 6onee 0,8 NpoLeHTa 3pUTPOLUTOB

8. KpMOKOHCEPBMPOBAHHbIE 3PUTPOLMUTDI
(3puTpOLMTHas B3BECH, Pa3MOPOXXEHHAA N OTMbITas)

06beM He MeHee 185 MUAAUANTPOB
emaTokpuT oT 0,65 g0 0,75

FemornobuH meHee 0,2 rpamma B fo3e
(HapoCcagoYHasa XNOKOCTb)<4>

FemornobnH He meHee 36 rpamMMoB B 403€
OcMoNApHOCTb HE MeHee 340 MUIIMOCMONEN Ha NTP

9
KonnyecTtBo nenkouyntoB<l> He 6onee 0,1 x 10 B fo3e

CTepu/bHOCTb CTEPUIBHO

9. dpuTpouuTbl, NONyYeHHbIe MeTOAO0M adepesa
(3puTpouMTHasa Macca Uam 3pUTPOLMTHAN B3BECH,
noJly4eHHble MeTOAO0M adepesa)

06bemM onpenensaeTcs NCNob3yemMon CUCTEMON
femaTokput ot 0,65 fo 0,75

FemaTokpuT (ecnn gobasneH ot 0,5 go 0,7
B3BeLUMBalOLMI PacTBOP)

emornobuH He meHee 40 rpamMMoB B 403€e

6
Konn4yecTtBo nenkoumntoB (ecnn He bonee 1 x 10 B fo3e
obegHeH nenkounTamm)<3>

[emonn3 B KOHUE XpaHeHus He bonee 0,8 NnpoLeHTa 3pUTPOLUTOB

10. TpoMboOLNTbLI, BOCCTAHOBNEHHbIE N3 [103bl KPOBY
(TPOMOOLIMTHBIN KOHLIEHTPAT M3 403bl KPOBK)

06beM He MeHee 40 MUNNUANTPOB

9
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TpombouunTbi<1l> He MeHee 60 x 10 (3KBMBANEHT OA4HON
[03bl KPOBW)

Konn4yecTBo nenkoymtoB<l>
(00 yoaneHns nenkoumnToB):

9
n3 oborateHHon He 6onee 0,2 x 10 (3KBMBANIEHT OA4HOWN
TpomboLUTaMM Nia3Mbl [03bl KPOBHU)

9
n3 nenkotpombocnos He 6onee 0,05 x 10 (3kBMBaANEHT
O0AHON [03bl KPOBY)

6
KonunyecTBo nenkountoB<3> He 6onee 0,2 x 10 (3KBMBANEHT 04HON
(mocne ypaneHus nenkoumToB) 403bl KPOBK)

5

pH (npn + 22°C) B KOHUe 0T 6,4 0o 7,4
PEKOMEH0BaHHOI0 CpoKa

XpaHeHus

11. TpoMbouWTbI, NONYYEHHbIE METOOM adepesa
(TPOMOOLIMTHBLIN KOHLLEHTPAT, NOJyYeHHbI METOAOM adhepesa)

9
06beM He meHee 40 MmunnnnnTpoB Ha 60 x 10
TpombounToB

9
TpomboumnTbi<3> He MeHee 200 x 10 B fo3e

6
KonnyecTBo nemkounToB<3> He 6onee 1 x 10 B f03e
(nocne ypaneHus nemnkoumToB)

pH5 (npu + 22°C) B KOHUe oT 6,4 o 7,4
pPeKOMeH0BaHHOI0 CPOKa
XpaHeHus

12. CBexxe3aMopoXXeHHas niasMa (nnasma cBexe3amMopoXKeHHas)

06beM 3aaBJieHHbIN 06beM +- 10 NpoLEeHTOB
obbeMa 6e3 aHTMKoarynsHTa

®akTop Vllic He MeHee 70 NPOLLEHTOB NCXOLHOI0
YPOBHS#

OCTaTOYHblEe KNEeTKN<6>:

9
3puTpoLuThl He Bonee 6 x 10 B nTpe

9
nenkoumnTbl He 6onee 0,1 x 10 B niMTpe
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9
TpombounTsl He 6onee 50 x 10 B nTpe

Br3yasibHble M3MEHeHUs He LO0JIKHO 6bITb aHOMaIbHOro LBETa Un
BUAWNMBIX CTYCTKOB

13. KpronpeuunutaTt
O6bem o7 10 fo 20 MUAAUMANTPOB

®akTop Vllic He MeHee 70 MeXXAyHapOLHbIX eAUHUL, B
fno3e

®unbpuHoreH He MeHee 140 MUAAUFPAMMOB B f03€
14. KprocynepHaTaHTHas njiasma

O6beM OTKJIOHEHME OT UCXOA4HOro obbemMa He
6onee 10 npoueHTOB

15. KprokoHcepBrpoBaHHbIe TPOMBOLUTI,
nony4yeHHble MeToA0M aghepesa

06vem o7 50 g0 200 MUAANANTPOB

KonumyecTso TpoMboLIMTOB He MeHee 40 NPOLEHTOB COAEPXaHUs [0
3aMopaXkKMBaHus

6
KonunyecTBo nenkouuntoB He 6onee 0,2 x 10 Ha 3KBUBANEHT
04HOW [03bl TPOMBOLIMTOB

16. ['paHynouUNTbI, NOJly4eHHbIE METOAOM adepesa
06bem He 6onee 500 MUAAMANTPOB

9
KonnyecTtso rpaHynountos 6onee 10 x 10 B f03e

<1> [lofXHbl COOTBETCTBOBAThL HE MeHee 75 npoueHTaM 06ciefoBaHHbIX
103,

<2> Konn4yectBo 6enka B KOHEYHOM HaJ0CAA04YHOM XUOKOCTU A0JIKHO
obecneynTb copepxxaHue IgA meHee 0,2 MmunMrpaMma B f03e.

<3> [loJXHbl COOTBETCTBOBAaTL He MeHee 90 npoueHTaM obcnenoBaHHbIX
[03.

<4> OKOHYaTe/NbHbI B3BELLMBAIOLLNIA PAacTBOP.

<5> N3mepeHune pH npegnovyTuTeIbHO NPOBOANTL B 3aKPLITOWN CUCTEME
BO n3bexaHue Bbixoga CO . U3mepeHme MOXXET 6bITb BbIMOJHEHO Mpu nobon
2

TeMnepaType, U 3Ha4YeHNE pacyeTHbIM METOA0M KOHBEPTUPOBAHO
npuMeHnTensHo K pH + 22°C.

<6> KneTkun NogCcynTbIBAOTCS A0 3aMOPaXXMBaHNS, BO3MOXKHO CHUXKEHMNE
NOPOroBbIX BENYMH NPU BKAOYEHMUM B NPOTOKOJI Npouesyp 3JMMUHaLmnm
KJ1IETOK.
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MPUNOXEHWME N 2

K TEXHWYECKOMY perfameHTy

0 TpeboBaHusx 6e30MacHOCTM KPoBK, ee
NPOAYKTOB, KPOBE3aMeLLaoLLNX PaCTBOPOB U
TeXHWYEeCKNX CPeacTB, UCMONb3YyEMbIX B
TPaHCAY3MOHHO-NHGY3MOHHON Tepanum

YCnoBus XxpaHeHUs AOHOPCKOW KPOBY N ee KOMMOHEHTOB

+ +
KomrnoHeHT | TemnepaTypa |[MakcuMansHoe BpemMs
| XxpaHeHuns | xpaHeHus
+ +
SpUTPOLMTLI 1 LiesibHas oT + 2 fo + 6°C B 3aBMCMMOCTU OT
KPOBb (€CIN NCMOb3YEeTCSA NCMONb3YEMON CUCTEMBI
AN8 TPaHCHY3UN KaK aHTUKOArynsaHT -
LefibHas KpoBb) B3BELLMBAIOLLMIA PacTBOpP

Ceexxe3aMopo)XeHHas nja3sma Huxe - 25°C 36 mecsues
1 KpronpeuunuTat

TpomboumnThl 0T + 20 oo + 24°C 5 gHewn nNpu ycnoBun
HenpepbIBHOIrO
nomeLlnBaHNS

paHynouunTsl oT + 20 go + 24°C 24 yaca

MpumMeyaHmsa: 1. [lonyckaeTcs yaIMHEHNe BPEMEHN XPaHEHNSA KOMMIOHEHTOB
KPOBW C MOMOLLbIO 3aMOpaKNBaHUS (KPMOKOHCEPBUPOBAHUE):
3pUTPOUMTOB - A0 10 NeT B 3aBUCMMOCTU OT MNpoLecca
3aroToBKW, MepepaboTKM U XpaHeHNs;

TpoMboUNTOB - A0 24 MecsALEB B 3aBMCMMOCTM OT

npouecca 3aroToBKK, NepepaboTKM 1 XpaHeHus.

2. B oTHOLWEHNN KPUOKOHCEPBUPOBAHHbLIX 3PUTPOLUTOB Y
TpoMbouNTOB AO/KHa BbITh ONpeaeneHa cpeda, B KOTOPOM
KNETKN HaXo4AaTCs Noc/ie OTTanBaHNUS. PaspelleHHbIN
nepuoa XpaHeHns nocse oTTaMBaHWA 3aBUCUT OT
MCMo/b3yeMOro MeToja.

MPUTOXKEHWE N 3

K TeXHUYEeCKOMY perjiaMeHTy

0 TpeboBaHMsx 6e30MacHOCTM KPOBK, ee
NPOAYKTOB, KpOBE3aMeLlaloLWmnx pacTBOPOB U
TEXHNYECKNX CpencTB, NCMOJIb3yeMbIX B
TPaHCDY3MOHHO-UHAY3NOHHON Tepanun

MPABWUITA
3aroToBKM, NepepaboTKu, XpaHeHNs 1 TPAHCMOPTUPOBKM
NIOHOPCKOW KPOBU 11 €8 KOMMOHEHTOB

|. Cuctema KayecTtBa
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1. Mpw 3aroToBKe NOHOPCKOWN KPOBM 1N €€ KOMMOHEHTOB HeE0HX04MMO
pa3paboTaTb, BHEAPUTL U NOALEPXKMNBATL B paboyeM COCTOSHUMN CUCTEMY
KayecTBa, OXBaTbIBAOLLYI0 BCE BUAbI OCYLLECTBASEMON LEATENbHOCTU 1
HanpaBieHHON Ha obecneyeHne 6e30MacHOCTM LOHOPCKOWN KPOBU 1 ee
KOMIMOHEHTOB.

2. B opraHusaunn SOHOPCTBa KPOBU 1 €e KOMMOHEHTOB Ha3HavyaeTCs
COTPYZHHWK, OTBETCTBEHHbIN 3a pa3paboTKy, BHeAPEHWE N NOAAEPKAHNE B
paboyeM COCTOSHUUN CUCTEMbI KavyecTBa.

II. MepcoHan

3. MNepcoHan, 3aHAThIN B NpoLleccax 3aroToBKK, nepepaboTky,

XpaHeHNs, TPAHCMOPTUPOBKIM 1 MPUMEHEHNs JOHOPCKO KPOBM 1 ee
KOMMOHEHTOB, 06513aH NPUHMMATbL NPeaYCMOTPEHHbIE 3aKOHOAATENLCTBOM
Poccuinickon ®epepalimn Mephbl B LIeNISX HefoNyLIEeHNs NpUYNHEHNs Bpeaa
XKU3HU MW 3[0POBbIO FPaXKAaH, MMYLLECTBY (U3NYECKUX W OPUANYECKNX
JLL, TOCYapPCTBEHHOMY WM MYHULUMANLHOMY UMYLLIECTBY, OKPYXXatoLLei
cpefie, XXU3HU UAW 3[0POBbI0 XXNBOTHBIX U PAaCTEHUIA.

Il. MomeLweHns

4. Ina obecnevyeHnsa COXPaHHOCTM 34aHUIA 1N MOMELLLEHMIA B MpoLecce

NX 3KCMyaTauum opraHnsaLma GOHOPCTBA KPOBU 1 ee KOMMOHEHTOB
J0/KHa NPOBOANTbL TEXHUYECKNE OCMOTPbI, TEKYLUUE U KaNUTalbHble
PEMOHTHI.

5. NomeLeHns, B TOM 4MC/ie NPOM3BOACTBEHHbIE MOMELLEHNS (30HbI),
NnoMelLleHns gns XxpaHeHus (Cknaabl) U 6bITOBbIE MOMELLEHNS, Pa3aensaoTCs
no BMAaM NpoBOAMMbIX PaboT 1 UCMONb3YHOTCSH B COOTBETCTBUN C UX
Ha3HaYeHMneM.

6. B opraHusaumym 0OHOPCTBa KPOBW 11 € KOMMOHEHTOB LOJ/KHbI BbITh
BblAEEeHbl OTAe/IbHble MOMELeHNs (CKNaabl) AN XpaHEeHNS:

PaCcXoOHbIX MaTepnassoB (KOHTENHEPOB MOJMMEPHbIX A5 3ar0TOBKM
JIOHOPCKOW KPOBU 1 ee KOMMOHEHTOB, HabOPOB peareHToB U Apyrux
MaTepunanos);

KOMMOHEHTOB KPOBU, NMEIOLLNX pa3Hbli CTaTyC (FoAHble, HaX04ALWMecs
Ha KapaHTWHE, HeNCCNief0BaHHbIe UK 3abpakoBaHHbIE).

Mpy OTCYTCTBUMN TaKMX NOMELLEHNI HEOBXOAMMO BbIAENTb
N30/IMPOBAHHbLIE 30HbI, CTEIAaXXN U XOJIOANBHNKMN,

7. B opraHmnsaumm LOHOPCTBA KPOBMW M €€ KOMMOHEHTOB A0/IKHbI ObITb
npeagycMoTpeHbl rapaepobHble, KOMHaThbl OTAbIXa, CAaHUTapPHO-ObITOBLIE
NMOMeELLLEHNS N TyaneTbl, PaCnooXXeHHble B6JIM3KM, HO N30JIMPOBAHHO OT
NPOM3BOLACTBEHHbIX MOMELLEHWNI, OCHALLLEHHbIE COOTBETCTBYIOLLUM
0bopyi0BaHMEM, MOKOLLMMY W Ae3NHDULMPYIOLNMI CPEACTBAMU 1 YOOPOUHbIM
NHBEHTapEeM.

8. Mpon3BOACTBEHHbIE MOMELLEHNSA (30HbI) N MOMeLWeHns (CKnaabl) oas
XPaHEeHUs [0JKHbI UMETb YeTKoe 0603HaYeHNE N OrpaHNYEHHbIA AOCTYM.

IV. NponssoacTBeHHas cpea
9. Mpwu 3aroToBKe JOHOPCKOWN KPOBW U €e KOMMOHEHTOB A0/KHA ObITb

co3[aHa NpPou3BOACTBEHHAs cpeaa, Heobxoanmas ans obecneyeHns
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COOTBETCTBUSA LOHOPCKOWN KPOBM N €€ KOMMOHEHTOB YCTaHOBJIEHHbIM
TpeboBaHMaM B MpoLecce nx 3aroToBku, nepepaboTku, obcnenoBaHus,
XPaHeHUs N TPAHCNOPTUPOBKM, @ TaKXe Mepbl, MCKOYaloLLne
HakTepuanbHoe 3arpsA3HeHne JOHOPCKON KPOBU 1 €6 KOMMOHEHTOB.

10. C uenbio NpefoTBPaLLEHNS 3arpA3HEHUS LOHOPCKON KPOBU 1 ee
KOMMOHEHTOB HamnpasJ/ieHne NOTOKOB MaTepPManoB 1 NoLen B MOMELLEHNNAX
L0JKHO BbITb OPraHM30BaHO B COOTBETCTBMM C NOCNEA0BAaTENbHOCTbLIO
BbIMO/IHEHWS NPOMN3BOACTBEHHbIX OMEpaLnil.

11. PaboTbl, A1 KOTOPbIX TPebYOTCA acenTnYeCcKne ycaoBus,

LOJ/DKHBI OCYLLECTBIATLCA B YNCTbIX NMOMELLEHUAX UKW NMOMELLEHNUAX,
0b0pyA0OBaHHbIX TaMWHAPHbIMU YCTaHOBKaMM, Knacc YNCTOTbI MOMELLEHNS
onpenenseTca BUAOM NPOBOAMMbIX paboT.

12. 3aroToBKa 1 nepepaboTka AOHOPCKON KPOBW Ha KOMMOHEHTLI B
3aMKHYTOW CMCTEME KOHTENHEPOB NIAaCTUKOBLIX He TpebyeT acenTnyeckmx
YC/I0BU BHELUHEN cpefbl. Takme paboTbl MOXXHO MPOBOAMTL Npu cobaoaeHnn
06LLMX NpaBUA CAaHNTAPHO-3MNAEMUOSIONMYECKOTO PEXMMA.

13. 0na npenoTepalleHns KOHTaKTHOrO MH(ULMPOBAHWA KPOBU Npu ee
3aroTOBKe MepCcoHas Ao/KeH cobnogaTth TpeboBaHNa aceENTUKM 1
QHTUCENTUKN. ICTOYHMKAMMN UHULMPOBaHUSA MOryT BbITb MUKpOIopa
BO34YXa, PYKN MeOULMHCKOro nepcoHasa, Koxa oKkTeBoro cruba goHopa,
HapyLleHne repMeTUYHOCTN KOHTENHEPOB A1 3ar0TOBKM KPOBU U Apyrue
NCTOYHUKN.

V. lokymeHTaums

14. C uenbto obecneyvyeHuns 6€30MacHOCTU U Ka4yecTBa OHOPCKON

KPOBM 1 ee KOMIMOHEHTOB Ha BCEX 3Tanax Ux 3aroToBKM, nepepaboTku,
TPaAHCMOPTUPOBKM 1 XPAHEHUS B OPraHn3aLun OOHOPCTBa KPOBM 1 ee
KOMMOHEHTOB A0JIKHbI ObITb pa3paboTaHbl paboyne MHCTPYKLUMK
yCTaHOBMEHHOro obpasua Ha BbiNosaHeHMe paboT, HeMocpeaCTBEHHO
B/IMSAOLWMNX Ha Ka4yecTBO 1 6€30NacHOCTb BbiMyCKaeMon NPOAYKLNN.

15. B opraHm3auum SOHOPCTBA KPOBU N ee KOMMOHEHTOB Heobxoanmo
OCYLLECTBNIATL BEAEHNE YYETHO-PErNCTPALNOHHON LOKYMEHTaLUN
(>kypHanoB, 61aHKOB, BEAOMOCTEN 1 KapToyeK) nNo hopMam, KOTopble
yCTaHOBMEHbI (PefiepasibHbIM OPraHoOM UCMONHUTENbHON BJIACTH,
OCYLLEeCTBAAOLWMM YHKLMUN NO BbipaboTKe rocyapCTBEHHON NOIUTUKMN 1
HOPMaTWBHO-NPAaBOBOMY PEryanpoBaHnto B chepe 34paBoOOXpaHEHUS, B
KOTOPble BHOCUTCS COOTBETCTBYOLWAS 3aMNCh C LE/b0 NPOCIEXNBAEMOCTH
e4MHUL, KPOBY, LOHOPOB, PAacX04HbIX MaTepnanos, 06opya0BaHUA 1
nucnosHuTenen pabor.

VI. MNpociexxnsaemocTb

16. Mpw 3aroToBke LOHOPCKON KPOBW U €€ KOMMOHEHTOB HeobxoAnMo
obecneynTb, YTOObLI KPOBb, €€ KOMMOHEHTHI, PaCX0AHbIE MaTepuans
(KOoHTenHepbl ans cbopa KPOBM, peareHThl 1 Ae3uHpULMpPYoLLMe CpeacTsa),
nabopaTtopHble 0bpa3ubl, perncTpaunoHHbIe AaHHbIE (3anucu) n
NCNoAHNTENN PaboT BbIM MAEHTUDNLMPOBaHLI U MPOCIEXMNBANNCH.

17. Kaxxgomy [OHOpY NpucBanBaeTCs MAEHTU(DUKALMOHHBIA HOMED

[AOHOpa (Kkog aoHopa).
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18. Kaxxaon goHauum npucBanBaeTCs MaeHTUMPUKaLNOHHbBIA HOMEp
AoHauun.

19. PeweHure o0 fonycke AOHOPa K JOHALMMW MPUHUMAETCH C yYeTOM:

1) pe3ynbTaToOB MeaMLMHCKOro obcnenoBaHns foHOPa;

2) MeANLUMHCKNX MPOTMBOMNOKAa3aHWUM K JOHOPCTBY KPOBU 1 ee

KOMMOHEHTOB;

3) nHopmaLmm, NoAyYEeHHON OT AOHOPa B MUCbMEHHOW hopMe,
BKJIIOYAIOLLEN CBEAEHMNSA O NMEPEHECEHHbIX MH(DEKLMOHHbIX 3aboneBaHmsX,
KOHTaKTax C MHPEKLMOHHbIMK 60bHEIMK, 06 ynoTpebaeHnn HapKOTUYECKNX
CpPencTB, 0 BaKUUHALNN, XUPYPTrUYECKNX UAN NHCTPYMEHTaIbHbIX
BMeLUaTeNbCTBAX M NpebbiBaHMM Ha TEPPUTOPUAX, HeBNaronoay4Hbix no
NH(EKLMOHHBLIM 3aboneBaHNAM.

20. MNMpocnexnBaeMoCTb AOHOPCKON KPOBU 1 €€ KOMMOHEHTOB [0JIKHa
obecneymBaTbCA MapKMpPoBKOM 06bEKTa NAEHTUdMKALNN C
nocnefnoBaTeNbHON permcTpaumen HeobxoauMmblx AaHHbIX O LOHOpPaAX,
OOHauunax, paCxooHbIX MaTepuanax, BbIMOJIHEHNN pa60T n 06 ncrnonHUTenax
paboT.

21. B npouecce 3aroToBku 1 nepepaboTKn KaXkabl OTAENbHbIN

KOHTENHep C LOHOPCKOWN KPOBbIO 1 ee KOMMOHEHTaMu, KaXabli obpasel,
JIOHOPCKOW KPOBW, CBA3aHHbIN C COOTBETCTBYHOLLEN AOHALUMEN, OO0JKHbI
MMEeTb OONH N TOT XXe HOoMep.

22. KOMMNOHEHTbI KPOBU, NMEtoLLIMe pa3HbIA CTaTyC (FoaHble,

HaxoaAWMeCs Ha KapaHTWHe, HENCC/IeA0BaHHble NN 3abpakoBaHHbIE),
LO/KHbI XPaHWUTLCA pa3fenbHo.

23. Ha Bcex 3Tanax OT 3aroTOBKM A0 MCMOJIb30BaHNS JOHOPCKOW

KPOBM N ee KOMMOHEHTOB He0bXx0aMMO 06ecneynTb BO3MOXXHOCTb
YCTaHOB/IEHMSA INYHOCTUN AOHOPA.

24. TlopsAOoK YCTaHOBJIEHUS IMYHOCTY [OHOPA, NepeyeHb

MeONLNHCKUX NPOTUBOMOKA3aHUA K LOHOPCTBY KPOBM U €€ KOMMOHEHTOB,
NopsAO0K NOCTOSAHHOIO WM BPEMEHHOI0 OTCTPaHEHUs AOHOPa OT LOHOPCTBA
KpOBM, MeToAbl, NOPAA0K 1 06beM 06CnenoBaHNS LOHOPOB, KPUTEPUM 1
TpeboBaHMA K 0TOOPY AOHOPOB, a TaKXe NOPAA0K OENCTBUN OpraHn3aLmm
JOHOPCTBA KPOBM N €€ KOMMNOHEHTOB MNPW BbIABJIEHWUN Y [IOHOPA
reMOTPaHCMUCCUBHbBIX MHGEKLUIA nan 06HapyXeHnn B KPOBM LOHOpPA
B036yauTENEN reMOTPaHCMUCCUBHBIX MH(EKLMIA YTBEPXKAAIOTCA hefepanbHbiM
OpraHOM WCMOMHUTENBHOWN BAACTU, OCYLLECTBASAIOWNM (QYHKLNUN Mo BbipaboTke
roCyAapCTBEHHOW MOAUTUKA U HOPMATUBHO-NPaBOBOMY PeryavpoBaHNIO B
chepe 34paBOOXpPaAHEHUS.

25. Mpw 3aroToBKe AOHOPCKON KPOBK 1 €e KOMMOHEHTOB HEOHBX0AMMO
NPOCNeXnBaTb NMPOXoXaeHne ,EI,OHOpCKOI?I KpoBW/ 1N ee KOMIMNOHEHTOB OT
AOHOpa A0 peunnuneHTa. PopMbl perncTpPaumnoHHbIX 4OKYMEHTOB 1 MOPSAAOK
perncTpaummn aaHHbIx, HeobxoanMbIX anst obecnevyeHns NPoCaeXKMBaeMOCTH
[LOHOPCKOW KPOBU N ee KOMMOHEHTOB, pa3pabaTbiBalOTCA 1 YyTBEPXKAAKTCS
henepanbHbIM OPraHOM UCMOJIHUTEbHON BIACTMW, OCYLLECTBAAOWMUM (YHKLUN
no BbipaboTKe rocyJapCTBEHHON MOAUTUKM N HOPMATUBHO-NPABOBOMY
perynmpoBaHuio B chepe 34paBooxXpaHeHns. Bce perncTpaunoHHblie JaHHble
LOMKHbI YAOCTOBEPATHCA NOAMNUCHIO NCAONHUTENS.

26. Ha 3TuKeTKe Ka)kaon 803bl (eQUHULbI) KPOBM UM ee KOMMOHEHTa
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1 06pa3Le OHOPCKON KPOBY YKa3biBa€TCA MAEHTUMUKALMOHHBIA HOMEP
AoHauuW. NoeHTUMUKALMOHHLIA HOMEP 103kl (€AMHNLILI) KPOBM WX ee
KOMMOHEHTa NepenpoBepseTcs (CMYaeTcs) OTBETCTBEHHbIMY INLAMN
OpraHu3auuii 4OHOPCTBA KPOBU 1 €8 KOMMOHEHTOB MPU 3ar0TOBKE,
nepepaboTke, XpaHeHWM, TPAHCMOPTMPOBKE, Bbifa4ye FOTOBOW NPOAYKLAN U
ee NpYMeHeHNn.

VII. 3aroToBka LOHOPCKOW KPOBW W ee KOMMOHEHTOB
MaTepuvansl, TpUMeHseMble MpU 3aroToBke 1 nepepaboTke KpoBu

27. MpuMeHseMble MaTepurasl 1 06opyaoBaHNE OSHKHbI BbiTb
paspeLleHbl K UCMOob30BaHNIO Ha TeppuTopum Poccninckon deaepaunn B
YCTaHOBJIEHHOM MOPSALKE U COOTBETCTBOBATb CBOEMY Ha3Ha4YeHuIo.

28. Tun cucTeMbl KOHTENHEPOB HeE0BX0AMMO BbIOUPaTL B

COOTBETCTBUM C BULOM AOHALUN.

B3aTtue )J,OHOpCKOVI KpoBW/ N €€ KOMIMNOHEHTOB

29. [Ina caaym KpoBW AOHOP pacnonaraeTcs B PyHKUMOHANbHOM

Kpecne.

30. KpoBb y AoHopa 3abupaeTcs N3 LeHTpanbHON Uan Opyrow
MaJIonoABMXXHON BEHbI B 061aCTN NIoKTEBOro cruba.

BbibpaHHOe MecTo (N0KTeBON crnb AoHOPa) [0 BEHENYyHKLUN
obpabaTbiBaeTCA pacTBOPOM aHTMCENTMKA 2 pa3a C MHTEPBAJIOM B

1 MunyTy.

B cnydyae HeyaayHom 1- NONbITKN BEHEMYHKLMMW C COTrIacusl OHOpa
HeobxoamMo BbIbpaTh APYron y4aCcTOK JNOKTEeBOro crmba, obpaboTaTth ero
pacTBOPOM aHTUCENTUKA 2 pa3a C MHTEPBAJIOM B 1 MUHYTY ©
NCMNO/b30BaTb HOBbIN KOHTEWHEP W CUCTEMY O/15 B3ATUSA KPOBU.

31. Npw B39TUKN KPOBY Y fOHOPa Heobxoammo obecneynTb:

1) HenpepbIBHOCTb KPOBOTOKA;

2) NOCTOAHHOE NepeMeLlBaHNE KPOBM C PaCTBOPOM aHTMKOAryasHTa
(KoHCepBaHTa) B Te4eHne BCeW AoHaumMK;

3) yCTaHOBNEHHYO NPOAOIKUTENIbHOCTb AOHALMN;

4) nponopLmoHaibHOe COOTHOLLEHWE B3ATON KPOBY K KOJIMYECTBY
pacTBOpPa aHTUKOArynsiHTa C KOHCEPBAHTOM B KOHTENHEPE;

5) 06beM KpoBK, COOTBETCTBYIOLLMIA TUMY UCMOAL3YEMOro KOHTeNnHepa.
32. na nonyyeHus TpoMboLNTOB, CBEXE3AaMOPOXKEHHON MAa3Mbl U
KpronpeunnuTaTa KpoBb Y IOHOPa [0/KHa BbITb B3STa NPU OAHOKPATHOM
BEHeNyHKLMK, obecneymBatoLleil TOK KpOBM B TeveHne He Bonee 12 MUHYT.

O6pa3ubl gns nabopaTopHbIX UCCNenoBaHNA

33. Obpa3ubl LOHOPCKOWN KPOBK, NpeHa3HaYeHHble Ans

nccaenoBaHna, [OKHbI 0TOMpaTbCA Npu coblogeHUN YCIOBMIN aCeNTUKM
HenocpenCcTBEHHO U3 MarncTpann Uam CneunanbHoOro KoOHTernHepa Ans
npob, BXoasLlero B COCTaB CUCTEMbI.

CermeHTbl 06LLEN AOHOPCKON MarncTpaan A0JKHbI OTAENATLCS OT
KOHTeNHepa 6e3 HapyLIeHNs CTEPUIILHOCTI KOHTENHepa.

34. Tun n obbem obpa3ua KpoBM AO/KEH COOTBETCTBOBATL BUAY
obcnenoBaHus.
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35. YcnoBusa xpaHeHus obpa3LoB JOHOPCKON KPOBU 10 MPOBEAEHNS
NnabopaTopHbIX TECTOB AO/IKHbLI 0TBEYaTb TpeboBaHNAM, YCTAHOBNEHHLIM B
MUCbMEHHbIX MHCTPYKLMUAX MO 3KCMayaTauum (mpumeHeHnto) Habopos
peareHToB.

[ononHuTenbHble TpeﬁoBaHI/Iﬂ K 3aroToBKe Mja3smbl METOLOM adyepesa

36. MNpwy B39TUN SOHOPCKOW KPOBU METOAOM adepesa A0MKHbI ObiTh
obecneyeHbl yCI0BUA, NCKITIOYAKOLWME BO3AYLLUHYIO 3MBONIO, @ TakxXe
COOTBETCTBME 06LLero Kosm4yecTsa KpoBW, 3aroTOBJIEHHON OT AOHOPa 3a

1 pa3 (ncKNYasa aHTUKOAryNsSHT), yCTaHOBIEHHOMY KpUTEpUIO.

37. Bo3BpaT OOHOPY KAETOYHbIX KOMMOHEHTOB (Mpu nposefeHnn
NpepbIBUCTOr0 apepesa) LOMKEH OCYLLECTBAATLCA [0 B3ATUS 2-1 e AUHULbI
KpoBu. MNepen BO3BPAaTOM LOHOPY KAETOYHbIX KOMMOHEHTOB HEO6X0AMMO
NpOBEPUTb MapKUPOBKY KOHTeHepa, CBEPUTb C AaHHbIMU LOHOPCKON
KapTOYKU ¥ MOJy4UTb YCTHOE NOATBEPXLAEHNE OT AOHOPaA ero hamMmuaunu,
UMeHW, 0TYeCTBa, rpynnbl Kposn ABO 1 pesyc-npuHaanexHocTu.

HabniopeHue 3a 4OHOPOM

38. [JoHOp A0/MKEH HaxoauTbCs nog HabngeHnemM MeanuLNHCKOro
nepcoHana Ha BCex 3Tanax npebbiBaHMA B OpraHM3aunn JOHOPCTBA KPOBU
N €ee KOMMNOHEHTOB.

VIIl. NepepaboTka AOHOPCKOW KPOBU ©
noJly4yeHme KOMNOHEHTOB KPOBU

ObLwme nonoXxeHns

39. KOMMNOHEHTbI KPOBU MoJlyyatoT nyTem nepepaboTky 3aroToBAEHHON
KOHCEPBUPOBAHHOW LeNbHOM LOHOPCKOW KPOBU UM METOAOM adepesa.
40. TexHONOrnMK, NCNoJib3yeMble Npu 3aroToBke, nepepaboTke,
XPaHeHUN 1 TPaHCMOPTMPOBKE LOHOPCKOWN KPOBU N €€ KOMMOHEHTOB,
L0/KHBI 06ecneynBaTh NpeaynpeXxaeHne nx 3arpasHeHns NaToreHHbIMU
B10NOrMYECKUMI areHTaMm N COXpaHeHne BUOI0rMYecKmx CBOMCTB.

41. NlaHHble MOHUTOPUHIa NpoLeccoB nepepaboTky LOHOPCKON KPOBY

1 NOJTlYHEHNS ee KOMMOHEHTOB HEOBXOAMMO pPerncTpmpoBaTh.

42. MeTofbl, UCNOJIb3yeMble B NPOM3BOACTBE KOMIMOHEHTOB KPOBY,
LOJKHBI 0becneynBaTbh repMeTUYHOCTb CUCTEMbI MOMMEPHBLIX KOHTENHEPOB U
He JonyCKaTb HapyLleHUs LesoCTHOCTH.

LeHTpudyruposaHume

43. CocTaB BblAENSIEMOr0 KOMMOHEHTA PerympytoT BbI6OpoM pexnma
LLeHTPUGYrMpoBaHUs, KOTOPLIA BKIOYAET TEMMEpaTypy, BPEMS U CKOPOCTb
LEHTPUdYrnpoBaHus.

0ns Kaxxaoin LeHTpudyrn Ao/KHbI 6bITh ONpeneneHbl CBOU PEXUMbI.
MeToAbl MOJy4YEHUS KOHEYHbIX MPOAYKTOB NPeacTaBAsioT coboi
B3aMOCBSI3aHHYO CUCTEMY.

0ns pa3geneHns naasmbl U KJIETOK MOTYT MCMOJIb30BaTbCA Apyrue

MEeTOAbl 0OCAXXAEHNS KNETOK, B YaCTHOCTU LLEHTPUGYrpoBaHue ABUXKYLLERCs
KPOBW, MPOTOYHOE (NaBatoLLee) LeHTPUDYrMpoBaHne B rpaaneHTe
NAOTHOCTU, MPOTUBOTOYHOE LLEEHTPUGYrMpoBaHMe (MPoMbIBaHME) 1
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punbTpayms.
3amMopakmuBaHue naa3mbl

44, Tlpouecc 3aMopakKMBaHWS MJa3Mbl HEMNOCPEACTBEHHO BAMSAET Ha
coxpaHeHune 6enkoB na3mbl U haKTOPOB CBEPTLIBAHUS.

[N MakCMManbHOro COXpaHeHUs cogepxaHunsa hakTopoB CBEPTLIBAHMA
obuiee BpeMs 3aMmopaXkmBaHma nnasmbl 4o - 30°C He JOJHKHO NpeBbIWaTh
40 MUHYT.

38M0pa)KI/IBaHI/Ie (KpI/IOKOHcepBI/IpOBaHI/Ie) KNeTOYHbIX KOMMOHEHTOB

45. MoAroToBKY KNETOYHbIX KOMMOHEHTOB K 3aMOpPaXkMBaHNIO

NPOV3BOAAT B aCENTUYECKUX YCIIOBUSIX.

46. KproKOHCEPBMPOBaAHUE [O/MKHO OCYLLECTBAATHLCS C

NCMOJIb30BaHNEM CMeLnaibHO NpeHa3Ha4YeHHoro obopynoBaHNs METOAOM,
pa3peLleHHbIM K MPUMEHEeHU0 B yCTaHOBJIEHHOM MOpsAaKe.

47. [lonycTMOe BpeMs XpaHEHWS 3pUTPOLINTOB OT MOMEHTA

MosyYeHMs 40 3aMOPaXKMBaHNS He [OSKHO MpeBbIWaTh 5 CyTOoK.

48. TpoMBOLMNTLI, NOJyYeHHbIe NoObIM METOLIOM, AOJKHbI ObITh
3aMOpPOXKeHbI He NMo3aHee 24 YacoB MOC/e 3aroTOBKM KPOBW OT JOHOPA UK
TpoMmbounTadgepesa.

PasmopaxxmusaHue (oTTameaHne) n nonorpes

49. KOMNOHEHTbI JOHOPCKOWN KPOBU A0J1KHbI Pa3MOpParKMBaThbCs U
nogorpeBaTbCs A0 He06X0AMMOW TeMNepaTypbl C UCMOJb30BaHNEM
cneumnanbHO NpeaHa3HayvyeHHoOro obopynoBaHms.

WHakTuBaums

50. B uensx obecneyeHus 6e30MacHOCTM KOMMOHEHTOB JOHOPCKOM

KPOBMW A0MYyCKaeTCa NpUMeHeHne MeTOL0B NHAKTUBALLMM NaTOreHHbIX
B10IOrMYeCcKnX areHToB.

51. MeTofbl, NPUMEHSEMbIE MPU NHAKTUBALMN NATOr€HHbIX

Bronornyecknx areHToB, AO/KHbI 06ecneymBaTb COXPaHEHNE YPOBHS
nokasaTtenen 6GNONOrM4eCKom NONHOLEHHOCTU, PYHKLNOHANBLHON aKTUBHOCTY
1 neyebHOM 3H(HEKTUBHOCTN KOMMOHEHTOB KPOBMU.

PeHTreHoBCKoe 06/1y4eHre nan raMma-obyyeHve

52. MeTog 0bnyyeHmnsa nomxkeH obecneynTtb Ao3y ot 25 no 50 pen.

53. Bpems 3kcno3uuum, yCTaHOBJIEHHOE [J19 KaXK0ro JIy4eBoro
NCTOYHUKA, LOJKHO KOHTPOJIMPOBATLCA Yepes nHTepBasibl, yCTaHOBJIEHHbIE
B MHCTPYKLUW MO 3KCrIyaTauum (MpUMeHeHuIo).

54. dpuTpounTcoaepaLime KOMNOHEHTbI KPOBM MOrYT NoABepraTbCs
o0bny4yeHuto He no3aHee 14 gHel C MOMEHTa MOYYEHUS N XPaHUTLCS B
TeyeHue 28 pHen.

XpaHeHne JOHOPCKOW KPOBM 1 e KOMMOHEHTOB

55. Ha Bcex 3Tanax nepepaboTKu, XpaHeHNS 1 TPAHCMOPTUPOBKH
LLOHOPCKOW KPOBMW 1 ee KOMMOHEHTOB Heobxoanmo obecneynTs:
1) noeHTndrUnKaunio NpoayKTOoB;

2) yCTaHOBJ/IEHHbIE YCJI0BUS XPaHEHNUS;
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3) pa3fenbHoe XpaHeHNe KOMMOHEHTOB KPOBU MO CTaTyCy, BUAaM
KOMMOHEHTOB KPOBU, rpynnam Kposu ABO 1 pesyc-npnHaanexHocTu;
4) 3alNTY OT NOBPEXAEHMS;

5) nomelwimBaHne TpoMbOLINTOB;

6) KOHTPOJIb YCNOBUI BHELLHEN Cpefbl;

7) perucTpaumio AaHHbIX HabogeHus.

TpaHCNOPTNPOBKA JIOHOPCKON KPOBU 1 €8 KOMMOHEHTOB

56. TpaHCNOPTMPOBKA LOHOPCKOWN KPOBY N €€ KOMMOHEHTOB LO/KHA
OCYLLEeCTBAATLCA B CreuMabHbIX TPAHCAOPTHbLIX TEPMOMN30ALMOHHbIX
KOHTeNHepax unn pedpuxepaTopax ¢ CobnoaeHNeM CaHUTapHoO-
rurneHunyecknx TpebosaHmin npu ycnosum obecneveHns COXpaHHOCTH
NpoAyKTa Npu TPaHCNOPTUPOBKE.

57. KpoBb 1 3puTpoLMTCOAEpXKALLME KOMMOHEHTHI KPOBU BO M3bexaHune
remosin3a npu TPaHCNOPTUPOBKE HE AO/KHbI MOABEPraThbCA NepeoxaarKaeHunto
nnu neperpesaHnto. TpaHCNOPTUPOBKA LOHOPCKON KPOBU ©
3PUTPOLMNTCOAEPKALLMX KOMMIOHEHTOB KPOBW, OCYLLECTBISEMAs B Te4YEHNe
MeHee 30 MUHYT, MOXXeT NPOU3BOANTBLCS C NCMOJIb30BAHMEM TPaHCMOPTHbIX
KOHTelHepoB, obecrneymBaloLLnX 4OCTAaTOYHYIO N30TEPMUYHOCTb U U30AALUIO.
Mpn 6onee oANTENLHON TPAHCMOPTUPOBKE OHOPCKOWM KPOBM U
3PUTPOLUTCOLEPKALLMX KOMMNOHEHTOB KPOBK C Lenbio obecnevyeHns
N30TEPMMYECKOr0 peXKMMa B TPAHCMOPTHOM KOHTeHepe Heobxoanmo
NCMNOJIb30BaTb aKKyMYJIATOPbI X0104a. YCII0BUS TPAHCNOPTUPOBKU LO/IKHBI
rapaHTMpPOBaThb, YTO B KOHLE MaKCMMaJibHOro nepuoga TPaHCMopTMPOBKY
3PMTPOLUTCOAEPXKALLMX KOMMOHEHTOB KPOBU, paBHOIro 24 4acam,
TemnepaTypa BHYTPW TPAHCMOPTHOr0 KOHTENHepa He A0J/XKHa NpeBblllaTh
+ 10°C.

58. Mpwu TpaHCNOPTUPOBKE TPOMBOLINMTCOAEPKALLUX KOMMOHEHTOB
LOHOPCKOW KPOBU TeMnepaTypa A0/KHa NoAAepXnBaTbCa 6M3KOo K
PEeKOMeHL0BaHHOW TeMnepaType XpaHeHWs, 1 Npu NoJy4yeHnn Takme
KOMMOHEHTbI, €C/IY OHW He NpefHa3HayYeHbl 419 HeMeLIeHHOro neyebHoro
NPVMEHEHUS, BOJKHBI ObITb MEPEHECEHbI AN XPaHEHUS NP
PEeKOMeH0BaHHbIX YCNOBUSX.

59. KOMMNOHEHTbI JOHOPCKOWN KPOBW NMpPU TPaHCMOPTUPOBKE HEOBXOANMO
obeperaTb OT BCTPAXUBAHWSA, YAAPOB U MepPeBEPThIBAHNS.

60. MNMpwn TpaHCNOPTUPOBKE MJ1a3Mbl JO/KHA NOLALEPXKMNBATHCS
TeMnepaTypa XpaHeHusa. B Te4yeHne BCero BpeMeHun TpaHCNopTUPOBKHN
TeMmnepaTypa BHYTPW TPaHCMOPTHOro KOHTeNHepa (pedprxepaTopa) He
J0/KHa NoAHUMAaTbLCA Bbille - 18°C. Ecnn npoaykT He ByneT ncnonb30BaH
HeMenJIeHHO, HeobXoAMMO Cpa3sy e NOMEeCTUTb KOHTENHepbl Ha XpaHeHue B
YC/I0BUSIX PEKOMEHAYEMOW TeMnepaTypbl.

Bbinyck roToBoOW NpoayKLMm

61. PelleHne 0 roAHOCTY KaXX 40N eanHNLbI MPOAYKLMN NPUHUMaETCA
TOJIbKO MOC/E NPOBEPKM:

1) naeHTndmKaumm npoayKTa;

2) pe3ynbTaToB UcCaenoBaHMsa 06pa3L0B JOHOPCKON KPOBY;

3) BHELLHEro BUAa 1 LeN0CTHOCTY YNaKOoBKUY;
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4) perncTpaumoHHbIX faHHbIX 00 YCI0BUAX XpaHEHNS NPOAYKLUN.
Peannsaumsa rotoBon npoaykuum

62. [loHopCcKas KpoBb 1 €e KOMMOHEHTbI A1 KIUHNYECKOro

NCMNOJIb30BaHMA BbIAAIOTCA OPraHn3aunam (y4pexaeHunsam), UMeLnum
NINUEH3UI0 Ha ocyllecTBsieHne MGJJ,VILI,I/IHCKOVI neaTenbHOCTH, CBSA3aHHOM C
BbIMOAHEHMEM paboT (ycnyr) no TpaHcdy3monormm, KoMnoHeHTbl JOHOPCKOM
KPOBW A4 TpaHChy3niA BbIAAKTCA MUY, YIOJIHOMOYEHHOMY Jie4ebHbIM
yqypexxgeHuem,

63. 3aKa3 Ha Bbla4y AOHOPCKOWN KPOBW N €€ KOMMNOHEHTOB

NOAMUCLIBAETCS JINLLOM, OTBETCTBEHHLIM 3a NPOBEAEHME NEPENNBaAHNS KPOBU
N ee KOMMOHEHTOB B J1Ie4e6HOM y4pex4eHMMN, Ha3HAYEHHbIM B
YCTaHOBJIEHHOM MOpAOKe.

64. KOMNOHEHTbI JOHOPCKON KPOBMW 4151 MPOM3BOACTBA JIEKaPCTBEHHbIX
CpencTB NnepepanTcsa OpraHM3aunsaM, MMeLWw UM ANLEH3NIO Ha OCYLLEeCTBIIeHMe
LeATeNIbHOCTM Mo NPOU3BOLACTBY JIEKaPCTBEHHLIX CPEACTB, N0 AOr0BOPY.

65. Cnctema gOCTaBKM OOHOPCKOM KPOBU 1 €e KOMMOHEHTOB A0/KHA
obecneymBaTb COXPAaHHOCTb NPOAYKTa MPX TPAHCMOPTUPOBKE.

66. 3anpeLlaeTca peanmsaLmsa LOHOPCKON KPOBY N ee KOMMOHEHTOB C

Lefbio KIMHNYECKOro NpYMeHeHns U NPOM3BOLACTBA IEKAPCTBEHHbIX CPEACTB
OpraHu3aunsaM, He NMEeoLMM COOTBETCTBYIOLLEN JINLEH3UN.
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