MocTtaHoBneHue MNpaButensctea PP ot 26 asHBapa 2010 r. N 29
"06 yTBepXaeHUN TeEXHUYECKOro perriameHTa o TpeboBaHusAX 6e30NacHOCTU KPOBU, ee NPOAYKTOB,
KpoBe3aMellarLnX pacTBOPOB U TEXHUYECKUX CPeaCcTB, MCNOSIb3yeMbiX B TPAHCHY3UOHHO-
MHY3MOHHON Tepanun™

B cootBetctBUM C PepepanbHbiM 3akoHOM "O TexHWYeckoM perynupoBaHun” [lpaBuTEnNbLCTBO
Poccuiickon ®enepaunm NocTaHOBASET:

1. YTBepauTb npunaraembli TEXHUYECKUA pernaMmeHT o TpeboBaHusix Oe3onacHOCTM KpoBW, ee
NPOAYKTOB, KpoOBe3ameLllatolnx pacTBOPOB U TEXHUYECKUMX CPeACTB, MCMOMb3yeMblX B TPaHCKY3UOHHO-
NMHAY3MOHHOW Tepanuu (Banee - TEXHUYECKUIA pErnameHT).

TexHudecknd perrameHT BCTyMaeT B CUMy NO UCTeYeHUn 6 mMecsaueB cOo AHSA  odouumManbHOro
onyGrMKOBaHMUA HACTOSILLErO MOCTAHOBIEHWs, 3a WCKIoYeHneM pasgenoB 12 - 15 npunoxenHus N1 k
TEXHUYECKOMY pernamMeHTy B YacTu paHee 3aroTOBMEHHbIX KOMMOHEHTOB KPOBU, KOTOpPble BCTYNaloT B cuny Mo
ucreveHmun 30 MecsLeB CO OHS BCTYNNEHUSA B CUMY TEXHUYECKOTO perfnameHTa.

2. MuHuCTepcTBY 34paBoOOXpaHEeHWs U couumanbHoro passutua Poccunckon depepaumm no
COrnacoBaHuI0 C 3auHTEpPEeCOBaHHbIMU heaepanbHbIMU opraHaMn UCNONHUTENBHOW BNACcTU NpeacTaBuTb B 6-
MECSIYHbIA CPOK B YycTaHoBNeHHOM rnopsake B [NpasutensctBo Poccuiickon ®defepaumm nNpoekT nepeyHsd
HaUMOHamnbHbIX CTaHOAPTOB, COoAEpXalluMX MpaBura U MeToAbl UCCNnenoBaHui (MCMbITaHUA) U U3MEPEHUIA, B
TOM u4ucne npaeuna oTbopa 06pa3uoB, HeEOOXOOAUMBbIX AMfsi MPUMEHEHMSI U UCMOSIHEHUS TEXHUYECKOro
perrnamMeHTa 1 OCyLLEeCTBIEHUS] OLEHKN COOTBETCTBUSI NPOAYKLUMM TPeBOBaHUSIM TEXHUYECKOTO perfiaMmeHTa.

Mpencepatens B. MytuH
MNpaBuTenbcTBa
Poccuiickon ®eaepavmm

Mocksa
26 aHBapsa 2010 r.
N 29



TexHudecknin pernameHT
o TpeboBaHusix 6e3onacHOCTH KPOBU, ee NPOAYKTOB, KpOBE3aMELL oL MX PaCTBOPOB M TEXHUYECKMX CPEACTB,
NCnonb3yembix B TPAHCHY3NOHHO-MHY3MOHHON Tepanum
(yTB. noctaHoeneHunem lNpaButenscrea PP ot 26 aHeapsa 2010 r. N 29)

|. O6wWwme nonoxeHus

1. HacTosumin TexHU4ecknii pernaMmeHT yCcTaHaBMMBaeT:

1) TpeboBaHns 6e30MacHOCTN OO BHEKTOB TEXHNYECKOIO PEryfiMpoBaHus;

2) npaBuna naeHTugrKaLmm OHOPCKON KPOBU N €€ KOMMOHEHTOB;

3) npaBuna v oOpMbl OLEHKN COOTBETCTBUS OOBEKTOB TEXHUYECKOrO perynupoBaHus TpeboBaHuaM
HaCTOSLLEro TeXHUYECKOro pernamMeHTa;

4) TpeboBaHMsA K yNakoBKe U MapKMpOBKE AOHOPCKOM KPOBU U €€ KOMMOHEHTOB.

2. K obbeKktam TEXHWYECKOro perynmpoBaHnsi, B OTHOLUEHWM KOTOPbIX HACTOSLUM TEXHUYECKUM
pernaMeHToM ycTaHaBnuealTcs TpeboBaHMsa 6e30nacHOCTU, OTHOCATCS:

1) OOoHOpPCKasi KPOBb U €€ KOMMOHEHTbI;

2) npenapaTbl U3 AOHOPCKOW KPOBMY;

3) KkpoBe3amelLaloLme pacTBopbl;

4) TeXHN4YecKMe CpefcTBa, UCnorb3yemble B TpaHCAY3MOHHO-MH(Y3MOHHOW Tepanun, B 4aCcTHOCTU
n3genns MeauLUMHCKOro HasHadeHus (KOHTEMHepbl MOSNIMMEPHbIE, CUCTEMbI, YCTPOWCTBA M MpUCNocobneHus
OLHOKPaTHOrO MPUMEHEHUS, B TOM YUCIIE OS5 COEANHEHMWS NONMMMEPHBIX Maructpanen);

5) npoueccbl 3aroToBku, NepepaboTKW, XpaHEeHWs, TPaHCMOPTUMPOBKW, YTUNN3aAUUWN, MPUMEHEHUS W
obecneveHns 6e30nacHOCTM JOHOPCKOW KPOBU N €€ KOMIMOHEHTOB.

3. TpeboBaHMs HACTOSILLEr0 TEXHWYECKOTO pEerfiaMeHTa He PacrnpOCTPaHSIIOTCA Ha reMornoaTu4eckne
(cTBONOBbLIE) KMNETKN, MOMYYEHHBIE M3 KPOBM, KOCTHOTO MO3ra W WHbIX TKaHeW 4YenoBeka, a Takke Ha
AuarHocTnyeckue npenapartbl, Nofy4aemMble U3 KpOBW.

4. Tlpn  BbINONMHEHMM TpeboBaHWI, YCTAHOBMEHHBIX HACTOSWMM  TEXHWYECKMM  PErNTAaMEHTOM,
obecneunBaeTca HeobxoOaUMbIA YpoBEHb ©E30MaCHOCTM KU3HU N 300POBbSl FPaXAdaH, a TAKKe OKpYKatoLLen
cpedbl, NCTOMHUKOM 3apaXXeHUs KOTOPbIX MOXET CTaTb JOHOpPCKash KPOBb M ee KOMMOHEHTbl B npouecce ux
3aroToBKM, NepepaboTKn, XpaHEHWs1, TPAHCMIOPTUPOBKM U NMPUMEHEHMS.

5. MNMpu paspaboTke TEXHUYECKMX CPEACTB, NpegHa3Ha4YeHHbIX ANSA UCMOMb30BaHMS B TpaHCHY3MOHHO-
WH(Y3NMOHHOM Tepanuu, a Takke B npoueccax 3aroTOBKW, XpaHeHWsl, TPaHCMOPTUPOBKW, YTUMM3aLMK,
npuMeHeHus1 N obecneyeHns 6e30NacHOCTM AOHOPCKOM KPOBM M €€ KOMMOHEHTOB, AOSMKHa OCYLLECTBIATLCS
OLleHKa pUCKOB UX BO3OENCTBUS Ha OpraHn3M 4erioBeka.

Mpn STOM [JOMMKHBI  MPUMEHATBCA  TEXHUYECKME pelleHusl, obecnevyvBalollnMe MOBbILLEHNE
3HepreTn4eckon a(pPeKTUBHOCTM ITUX TEXHUYECKMX CPEACTB.

6. Hpopmaums o pucke BO3OENCTBUS TEXHUYECKUX CPEACTB, YKasaHHbIX B MyHKTe 5 HacTosuero
TEXHUYECKOrO perfiamMeHTa, Ha OpraHu3M 4erioBeka [OfKHa ObiTb JOCTYMHOWM Ans BCEX rpaxaaH,
NMOABEPratoLLUMXCA  MAHUMYNALMAM UM MHBIM  KOHTakTaM C OObeKTaMu TEeXHUYECKOrO pPerynvpoBaHust
HaCTOsILLLEro TEXHWYECKOrO perfiameHTa, U NpegocTaBnAaATbCA CyObekTaMu XO3AWCTBEHHOW AeATENbHOCTU B
06a3aTenbLHOM Nopsigke Mo 3anpocam pPUaNYeckUX U U3NYECKMX NNLL, a Takke NPU OLEHKE COOTBETCTBUS.

7. TpeboBaHNs HACTOALLEro TEXHWYECKOrO perrnamMeHTa obsa3aTternbHbl Afs WUCMOMTHEHWS BCEMMU
IOPUANYECKMMM  NIMLAMKM, OCYLLECTBASIOWMUMUN  3aroTOBKY, MepepaboTKy, XpaHeHwe, TPaHCMOPTUPOBKY,
npuMeHeHe JOHOPCKOW KPOBU 1 ee KOMMOHEHTOB, NpenapaTos 1 KpoBe3aMeLLaoLLMX pacTBOPOB.

8. MNoHATMA, ucnonb3yemble B HACTOSILLIEM TEXHUYECKOM perfamMeHTe, 03HavatoT crieqyroLee:

1) "ayTtonormdHas TpaHcdy3na" - npouedypa MNEpPenvMBaHUSA KPOBU WM €€  KOMMOHEHTOB C
MCcnosb3oBaHUeM npeaBapuUTENbHO NOMYYEHHOW KPOBU UMM €€ KOMMOHEHTOB, NPY KOTOPOW JOHOP U PeuunueHT
O[1HO 1 TO Xe NULLO;

2) "acpepes” - LeneBoe BblAENEHNE NNa3Mbl MU KIETOK N3 LOHOPCKOW KPOBM C BO3BPaTOM JOHOPY
OCTaTOYHbIX KOMMOHEHTOB KPOBMU;

3) "Ouonormyeckass MNONMHOLIEHHOCTb [OHOPCKOMW KPOBM UM €€ KOMMOHEHTOB" - COBOKYMHOCTb
Guonornyecknx CBOWCTB LOHOPCKOW KPOBW U €€ KOMMOHEHTOB, obecneymBalomx Ouonorndeckme gyHKUMm
KpoBWU;

4) "reMoTpaHCMUCCUBHbIE MHGEKUMN" - MH(DEKLINW, CBA3AHHbBIE C 3apaXXeHNEM Yepe3 LOHOPCKYH KPOBb
W ee NpoaYKThl;

5) "rotoBas npoAaykuua" - LOOHOpPCKas KPOBb W €€ KOMMOHEHTbI, MpoLlleflne Bce npouenypbl
nepepaboTKM W UWCCNedoBaHWA W MpedHasHayeHHble AN  MNeperiMBaHus  PeuunueHTy WunuM  Opyroro
NCNOSb30BaHUA B MEAULMHCKMX Liensx;



6) "rpynnbl kpoBn ABO" - guddepeHUmpoBaHMe KpPOBU Ha rpymnnbl, OCHOBaHHOE Ha 4 KOoMOUHaUUSAX
3pUTPOLMTapPHbIX aHTUreHoB A u B, aHTuTen aHTu-A n aHTU-B B CbIBOPOTKE KPOBU HenoBeka;

7) "nos3a (egvHMLA) KPOBM UMM €e KOMMOHEHTA" - KONMYEeCTBO JOHOPCKOWM KPOBU UMM €€ KOMMOHEHTa,
cofepxalleecs B O4HOM KOHTENHEpPE;

8) "pmoHauusa" - npouecc B3ATUS KPOBM [OHOpPA WM €€ KOMMOHEHTOB, MNpPeAHa3HayYeHHbIX Ans
nepennBaHus peLnnueHTy Unmn Apyroro UCNoMb30BaHUS B MEOULMHCKUX LIENsX;

9) "goHop" - N1Lo, Npoluedlwee MeanUMHcKoe obcnenoBaHme 1 4OOPOBOSBHO caaroLee KpoBb UK ee
KOMMOHEHTBI;

10) "poHopckasi KpOBb" - KpOBb, B3dATad OT [OHOPa W MpegHasHavyeHHas pAns  KIMHUYECKOro
NCMNomnb30BaHns, NMbO AN NPOU3BOACTBa JIEKAPCTBEHHbIX CPeAcTB, NMMOO ANns UCMONb30BaHMS B HayYHO-
nccriegoBaTtenbckux U 0bpasoBaTenbHbIX LEnsXx;

11) "MOEHTUMUKALNOHHBIA HOMep AoHauMM" - YHUKamnbHbIA HOMEp, MpPUCBaMBAEMbIN MPU  KaxKOon
OOHaLMKN AN MapKMPOBKU BCEX KOMMOHEHTOB U 0Opa3LOB KPOBM, NOMYyYEHHbIX B X04e AOHALUNK;

12) "MHaKTUBaUUsl NaTOreHHbIX BUONOrMYecknx areHToB" - BO3OENCTBME HA NaTOreHHble bronornyeckme
areHTbl C Uenbio NpekpaLleHns ux penpoaykumm;

13) "kapaHTUHM3ALNA CBEXE3aMOPOXEHHOW Mra3mbl" - XpPaHEHWE CBEXE3aMOPOXEHHOW Mnasmbl C
3anpeToM ee WUCNOoSb30BaHUA [0 MOBTOPHOrO UCCNeaoBaHWUs [OHOPCKOM KPOBU Ha reMOTPaHCMUCCUBHbIE
NMHeKuunu;

14) "KNUHWYECKOE WCMONb30BaHWE OOHOPCKOW KPOBM UM €€ KOMMOHEHTOB" - MepennBaHne LOHOPCKON
KPOBM UITM €€ KOMMOHEHTOB PELMNUEHTY B NEYebHbIX LEnsiX, B TOM YUCNEe CO34aHME W XpaHEeHWe 3anacos
JOHOPCKOW KPOBU U €€ KOMMOHEHTOB;

15) "KOMNOHEHTbI KPOBMK" - COCTaBMSAIOLWNE KPOBU (SPUTPOLUTLI, TPOMOOUNTLI, rPaHyrnoumTbl, nnasma,
KpuonpeuunuTar), B3sTble OT LOHOpPa WX MPUrOTOBIIEHHBIE PA3NUYHBIMW METO4aMM M3 KPOBM AOHOpa W
npegHasHadeHHble ANs KIUMHWYECKOTO MCMOoNb30BaHusA, Nnbo Ansi NpOVM3BOACTBA JIEKAPCTBEHHLIX CPELCTB,
nunbo ons MCNonb30BaHNSA B HAayYHO-UCCNeO0BaTENbCKUX U 0Opa3oBaTenbHbIX LEnsx;

16) "kpoBe3amellaloLline pacTBopbl” - BOAHbIE PACTBOPbI OPraHNYeCKUX U HEOPraHUYECKUX BELLECTB,
BBOAMMbIE B COCYAUCTOE PYCrO Ans BO3MeELLeHUs AeduumTa PYHKLUUA KPOBUM U KOPPEKUMN NaTonorm4yeckmx
COCTOSIHUI OpraHu3Ma YerioBeka;

17) "KOHTENHEP MONMMMEPHBIN" - EMKOCTb OLHOKPATHOro MPUMEHEHUS, Ucnonb3yemas aAns coéopa Kposu
N ee KOMMOHEHTOB B MNpoLlecce AoHaUUKU 1 NocneayoLwero XpaHeHus;

18) "obpaseL, AOHOPCKOM KpPOBWU" - 4YacTb KpPOBW, B3ATOM Yy AOHOpa W MpedHasHa4YeHHon nanis
nccnenoBaHus;

19) "opraHusauum OOHOPCTBa KPOBWU M €€ KOMMOHEHTOB" - OpraHu3auuu 30paBOOXPaHEHWs, HayKu U
obpa3oBaHusA, a Takke WX CTPYKTYpHble MoApasfdeneHus, OCYLLECTBMSOLWME 3aroToBKy, nepepaboTky,
XpaHeHue, TPaHCNOPTUPOBKY JOHOPCKOM KPOBU U €€ KOMIMOHEHTOB;

20) "naToreHHble Guonormyeckne areHTbl" - MUKPOOPraHn3Mbl, CNOCOBHLIE NPY NOMagaHnM B OpPraHnu3m
YyerioBeka Bbl3BaTb MHADEKLMOHHOE COCTOSIHUE;

21) "nnasma" - KOMMOHEHT KPOBU, NMPeacTaBnAoLWmiA cobom XNOKY YacTb KPOBM, OCTaKOLLYIOCSA nocne
OTAEeNeHNs KNEeTOYHbIX KOMINOHEHTOB;

22) "nocTTpaHCdy3NOHHbIE OCNOXHEHMS" - Mobble NOOOYHbIE ABMEHWS, CBA3aHHbIE C NPUMEHEHeM
JOHOPCKOW KPOBM UMM €e KOMMOHEHTOB 1 MpenapaToB, KOTOpble NPeACcTaBnsioT Yrpo3y XU3HU UMK 300POBbIO
peunnmneHTa;

23) "npenapaTbl KpoBWU" - nekapCTBeHHble (POpMbl GENKOB KPOBM, MOMy4Yaemble TEXHONOrMYECKUMMU
MeToaamu;

24) "npodyKTbl KpOBW" - KOMMOHEHTbI M MNpenapaTtbl KPOBW, npegctaBnswowmne cobon neyebHble
cpenctBa Ha OCHOBE KIMETOK unu GenkoB KpoBu, oOOnagalolime HanpaerneHHbIMUM  TepaneBTUYECKUMMU
CBOWCTBaMMU;

25) "npocnexnBaemMocTb JOHOPCKOM KPOBU U €€ KOMMOHEHTOB" - BO3MOXXHOCTb YCTaHOBIIEHNS JIMYHOCTU
JOHOpa, uaeHTUdMKaLMN OOHOPCKOM KPOBM UM €€ KOMIMOHEHTOB, a TaKkKe pes3ynbTatoB UccnegoBaHun
JOHOPCKOM KPOBWM N €e KOMIMOHEHTOB Ha 3dTanax ee 3aroTOBKW, nepepaboTku, XpaHeHWsi, TPaHCMOPTUPOBKMY,
KNMUHNYECKOro NCMNONb30BaHNS 1 yTUNM3aLmMm Npu nomMoLLn permctpauumn opraHmsaumsmMm 4OHOPCTBaA KPOBU U ee
KOMMOHEHTOB 1 NIEYEOHBIMU YYPEXKOEHUSAMN COOTBETCTBYIOLLUX AAHHBIX B YY4ETHBIX hopMax;

26) "pesyc-nNpuvHaanexHocTb" - anddepeHUnMpoBaHne KPOBU NO HANMUYMIO B 3pUTpoumMTax aHTureHa Rh
(D);

27) "peumnueHT" - nanyeckoe NuLo, KOTOPOMY MPOBEOEHO MepenvBaHue AOHOPCKOW KPOBU UMK ee
KOMTMOHEHTOB;

28) "CpoK XpaHeHus1 JOHOPCKOW KPOBU M €€ KOMMOHEHTOB" - Mepuog BPEMEHW, B TEYEHME KOTOPOro
KpoBb (KOMMOHEHTbI KPOBW) COXpaHSAET OMOMOrMYecKyto MOMHOLEHHOCTb, fedYebHylo 3ddeKTMBHOCTL W
npurogHa Ans UCnonb30BaHWs N0 HA3HAYEHWIO;

29) "cTtaTyC KOMMOHEHTa KpPOBW" - COCTOSIHME KOMMOHEHTa KPOBU B 3aBMCMMOCTU OT CTagum U



pe3ynbTata uccrnegoBaHus obpasla [OHOPCKOW KPOBW, CBS3aHHOTO C COOTBETCTBYHOLLEN [AoHauuen, Ha
reMoTpaHCMUCCUBHbIE NHAEKLNN;

30) "TexHunyeckue cpefcTtBa, MUCNoONb3yemble B TpaHCHY3MOHHO-MH(Y3NOHHOW Tepanun" - npegMeTbl
MEOWLUMHCKOTO  Ha3HadeHus (KOHTeWHepbl MNOMMMMEpPHbIE, CUCTEMbI, YCTPOWCTBA W  NpUCNOCOONeHust
OLHOKPATHOrO NMPUMEHEHUSI, B TOM YUCIE ONsl COEOAUHEHUS] MONMMMEPHbIX Maructpanen), Ucnonb3yemble npu
3aroToBke, nepepaboTke, XpaHEHUN, TPAHCNOPTUPOBKE, NMPUMEHEHNM LOHOPCKON KPOBU N €€ KOMMOHEHTOB;

31) "TexHonormyeckas 3arpyska” - KOMMYECTBO MNNa3mbl, 0ObeOMHEHHOW B OOHOW EMKOCTM Ans
nepepaboTKM C LIENbIO NOTyYeHUs KOHKPETHOTO Npenapara KpoBu;

32) "TpaHcdy3nOHHO-MHPY3MOHHasa Tepanus" - BBEAEHWE YENOBEKY KPOBU, KOMMOHEHTOB U NpenapaTos
KpOBW, a Takke KpoBe3aMeLLaroLLMX pacTBOPOB C NneyebHou Lenbto.

II. MpaBuna nageHTudUKaLm o0 LEKTOB TEXHNYECKOTO PEryrMpoBaHnst

9. NpeHTudmkaumnsa JOHOPCKON KPOBU N ee KOMMOHEHTOB OCYLLEeCTBNAETCA Npu NPOBEOEHUN OLIEHKU KX
COOTBETCTBUSA TPeOOBaHMAM HACTOSILLLEro perramMeHTa u (unu) B cny4vasx, korga Heobxogumo noaTeepXaeHne
OOCTOBEPHOCTU MH(POPMAUMM O KOHKPETHOW [03e (eOWHULE) KPOBM UMM €€ KOMMOHEHTa NGO KOHKPETHOM
obpasLe JOHOPCKOWM KPOBU, a Takke nepen UX HenocpeacTBEHHbIM NPUMEHEHNEM.

10. PesynbTaThl naeHTUdMKaLMM NpenapaToB KPOBU U KpOBE3aMeLLaloLLnX pacTBOPOB 0hopMnsAlTCS B
BMOE 3aKIOYEHMS.

11. MNMpwn npoBeaeHUn naeHTnKaunm npenapaToB KPOBU U KpOBE3AMELLAIOLLINX PaCTBOPOB NPOBOAAT:

1) BU3yanbHbIi OCMOTp 00pa3uoB NpenapaTtoB KPOBM W KpOBE3aMELLAKLWUX pacTBOPOB U UX
MapKNPOBKMU;

2) aHanu3 nHopMaLun, CoaepKaLlencs B CONpoOBOAUTENBbHON LOKYMEHTALNN;

3) ucnbiTaHnss 06pas3UoB MpenapaToB KPOBM UM KpOBE3aMellawLlmx pacTBopoB (B  cryyae
HeobxoanMocCTH).

12. UaeHTndunkaumnsa gOHOPCKOM KPOBU M €€ KOMIMOHEHTOB BKITHOYAET:

1) npoBefeHNe HEOBXOANMBIX UCNbITAHWI (B criyvyae HeobxogmmocTw);

2) NPOBEPKY LIeNMOCTHOCTU YMaKoBKM U COOEPXXMMOr0 Mo pe3ynbTaTaMm BU3yanbHOro OCMOTpa;

3) cpaBHEHNE WHGOPMALMK, HAHECEHHOW Ha STUKETKY KOHKPETHOW [[03bl (e4WHWLbI) KPOBU WK
KOHKpeTHOro obpasua [AOHOPCKOM KPOBM WM €€ KOMMOHEHTOB C COOTBETCTBYHOLLEN WHOpMaLMen B
COMpoBOAUTENBLHOW AOKYMEHTaLMu;

4) onpegenexHve NpUHaanNeXHoCT nageHTnduLunpyemoro oobekta Kk cdepe HacTOSLLEr0 TEXHUYECKOrO
pernameHTa.

13. NopeHTudpumkaLmio npenapatoB KPOBU M KpoBe3aMeLLaloLmMx pacTBOPOB NPOBOASAT YNONMHOMOYEHHbIE
Ha MNpOBedEeHWE TOCYLapCTBEHHOrO KOHTpons (Hagsopa) deneparnbHble OopraHbl MCMONHUTENbHOW BRacTy,
ocyLlecTBnALLME (PYHKLMM MO KOHTPOMIO U Haa30py B cdepe AOHOPCTBA KPOBU U €€ KOMMOHEHTOB, a Takke B
chepe 3a0paBooOXpaHEHNsT N COLMAnNbHOrO pasBUTUS.

14. UgeHTudbmkaumm nognexar Bce nsgenna MeguumMHCKOro HasHavyeHust O4HOKPaTHOro NPUMEHEHUS,
ncnomnb3yemble B TpaHCHY3NOHHO-UHGY3MOHHOW Tepanuu, BKOYEHHbIE B NepevyeHb OOBLEKTOB TEXHUYECKOTO
perynmpoBaHusi HacTOSALLEro TEXHUYECKOro pernamMeHTa, KoTopble BCTYMNalT B HENOCPEOCTBEHHbIA KOHTaKT C
Guonorndeckumun cpegamm (KOXHbIE NMOKPOBbLI, CIIN3UCTBIE, KPOBb Y €€ KOMMOHEHTLI) MPU UX UCMOSb30BaHMU NO
Ha3Ha4YeHMI0.

15. \opeHTudumkauma ocyLLecTBnseTcs NyTeM CpaBHEHUS MHOpMaLUKM, NONYYEHHOW NpU BU3yarbHOM
OCMOTPE COOEPKMMOro MHAMBUAYaNbHOW WNW TPYNMOBON YNaKOBKN W3AENUA MeOMLIMHCKOrO HasHadeHus,
npeaHasHayeHHbIX OMs UCMONb30BaHWS B TpaHCAY3NOHHO-UH(Y3MOHHOW Tepanun, U UX MapKUPOBKU, C
MHdOpMaUMENn O KOMMMEKTauMM 1 Nopsiake UCNONb3oBaHUA 3TUX U3OENUA, coaepXallencsa B npuraraemomn
COMpoBOAUTENBLHOM JOKYMEHTaLMU.

16. N3penua  MeQuUMHCKOrO  HasHadeHust  OAHOKPATHOro  NPUMEHEHWsi,  UCMOMNb3yeMmble B
TpaHCAY3MOHHO-MHY3MOHHOW Tepanuu, He 3aperMcTpupoBaHHble B YCTaHOBMNEHHOM nopsake B Poccumnckon
denepaumm, He MMetoLLMEe COOTBETCTBYIOLLIEN MapKMPOBKM UMK UMEKOLLME MPU3HAKM HapyLLIEHUS LIeNoCTHOCTH
CTEPUITbHOW YNaKOBKX, K UCMOSMb30BaHUIO HE A0MYyCKalTCA.

17. geHTudmkauma obpasuoB [AOHOPCKOM KPOBM WU €€ KOMMOHEHTOB, Ha KOTOPbLIX OTCYTCTBYHOT
3TUMKETKN UIN HA 3TUKETKE OTCYTCTBYHOT HEobXxoOoumble AaHHblE, MPegyCMOTPEHHbIE MYHKTOM 62 HacTosLLero
TEXHWNYECKOro perfiameHTa, He NPOBOAMUTCS.

[ll. TpeboBaHusi k 06 bEKTAM TEXHNYECKOTO PEryNIMPOBaHMS

18. I'IperlapaTbl KpoBM KM npouecCbl uUX nNonyyvYeHnAa [OOIKHbl COOTBETCTBOBATb Tpe6OBaHI/IF|M



Ge3onacHocTW, NpegyCMOTPEHHBIM 3aKkoHoAaTenbCcTBOM Poccuiickon degepaumm 0 NieKapCTBEHHbIX CPeacTBaXx,
n TpeboBaHNAM 6e30MacHOCTU, YCTAHOBNEHHbLIM HAaCTOSILLUM TEXHUYECKUM PErflaMeHTOM.

19. KpoBesamelLatolime pacTBopbl, UCNONb3yeMble B TPAHCHY3NOHHO-UHY3NOHHON Tepanun, JOXKHbI
cooTBeTCTBOBaTb TpeboBaHusAM ©e3onacHOCTW, MpedyCMOTPEHHbIM  3akoHogaTenbcTBoM  Poccuiickon
denepaLmm 0 NekapcTBEHHbIX CPeacTBax.

20. TexHu4eckMe cpeactesa, UcCnNonb3yemble B TPAHCHY3UMOHHO-UH(Y3NMOHHON Tepanun, OOMXKHbI
COOTBETCTBOBaTb TPeOOBaHUSM, MPEegyCMOTPEHHbIM TEXHUYECKMM perriameHToM o 6e30macHOCTU u3genvn
MeANLMHCKOro Ha3HayeHus.

21. MNMpoueccbl 3aroToBKW, NepepaboTKn, XPaHEHUsl, TPaHCMOPTUPOBKW, YTUNM3AUUU U MPUMEHEHUS
NMPOAYKTOB KPOBWU [OOJDKHbI WCKMOYaTb BTOPUYHOE OakTepuanbHOe 3arpsi3HEHME [OOHOPCKOW KpOBU U ee
KOMMOHEHTOB.

22. [loHopcKkasa KpOBb U ee KOMMNOHEHTbI, UCMOoMb3yeMble ANd HENOCPEACTBEHHONO BBEAEHNS YENOBEKY,
a TaKke cbipbe 4S5 MPOU3BOACTBA NpenapaToB KPOBW AOMKHbI OblTb MOMyYeHbl TOMLKO OT 4OHOPOB C Y4ETOM
pe3ynbTaToB X MeanUMHCKOro obcrieqoBaHus.

23. Bce MeauuUMHCKMe usgenuvs, npegHasHaydyeHHble AN B3ATUA JOHOPCKOM KPOBU U €€ KOMMOHEHTOB,
Ona nepenmBaHUSA KpoOBU N €e KOMMOHEHTOB, a TakkKe KpoBe3aMeHuTenem u Apyrux TpaHCHY3MOHHbIX cpen
OOJMKHbI ObITb OHOPA30BOrO MPUMEHEHUS.

24. Tpn HapyLleHUM repMeTUYHOCTU CTEPUNBHOM CUCTEMBI, NCNONb3YEMON Ars 3aroTOBKN JOHOPCKON
KPOBM N €€ KOMMOHEHTOB, NPEAYCMOTPEHHOW TEXHOMOTNEN NX 3arOTOBKW, AOMMKHbI OblTb 06ecneyeHbl yCrnoBus,
UCKIoYatoLwmne BTOPUYHOE 3arpsi3HEHNE KPOBU U €€ KOMMOHEHTOB MaTOreHHbIMU OMONOTMYECKMMU areHTamu.
lMonyyeHHble C NOMOLLBLIO TakUX TEXHOMOMMYECKUX orepalun KOMMNOHEHTbl KPOBWU MCMOMb3YHTCHA B TeYeHue
24 yacos.

25. MNpn HapyLleHUM repMeTUYHOCTU CTEPUNBHOM CUCTEMBI, UCNONb3YEMOWN Ars 3aroTOBKW JOHOPCKON
KPOBM M €€ KOMMOHEHTOB, He NpedyCMOTPEHHON TEXHOMOrMen WX 3aroTOBKM, MPOLECC AOMKeH ObiTb
OCTaHOBJIIEH, @ CUCTEMA C COOEPXKNMbIM LOIMKHA OblTh YTUNN3MPOBaHa.

26. O6pasubl AOHOPCKOW KPOBMW, B3ATblE BO BPEMS KaXKOOM AOHAUMM U MAEHTUMOULUMPOBAHHLIE C
Mofy4yeHHbIMU B pes3ynbTaTe AOoHauMu Jo3amMu (eavHMLaMK) KPOBU WIMM €€ KOMIMOHEHTOB, OOITKHbI ObITb
uccnefoBaHbl C Lenbio onpegeneHus rpynnbl kpoBun ABO wn  pesyc-npuvHagnexHocTM U MNoABEprHyThl
nabopaTopHOMY KOHTPOJO Ha Hannyne Bo30yanTenen reMoTpaHCMUCCUBHBIX MHAPEKLNNA.

27. [JoHopcKasi KpOBb M €€ KOMMOHEHTbl LOKHbl ObiTb OMONOrMYeckM MOMHOLEHHbI, obnagatb
hYHKLUMOHaNbHOW aKTUBHOCTLIO M NieyebHon adhdpeKTMBHOCTLIO. [okasaTenu G1Monormyeckon NomHOLEHHOCTH,
hYHKUMOHANbHOW aKTMBHOCTU U NevyebHOM adh(PeKTUBHOCTM [OHOPCKOM KPOBM U €€ KOMMOHEHTOB [OOJDKHbI
cooTBeTCTBOBaTb TpeboBaHuAM cornacHo npunoxeHuto N 1. Be3onacHOCTb [OOHOPCKOM KpPOBUM U ee
KOMMOHEHTOB MOATBEPXKAAETCA OTpuuaTeNbHbIMM  pedynbTatamu  1adopaTtopHOro KoHTponsa obpasuos
JOHOPCKOW KpPOBW, B3STbIX BO BPEMS KaXAOW AOHAUMM, HA Hamuuve BO30yauTenem reMoTpaHCMUCCUBHBIX
NHEKUNA.

28. MNpouecchbl, ucnonb3yemble ANA 3aroTOBKUM [JOHOPCKOM KPOBU W €€ KOMMOHEHTOB, [OOSTXKHb
obecneunBaTb NpeaynpexaeHne MexaHM4eckoro 3aHoca B HMX MaTOreHHbIX OMOMOrMYecKMX areHToB, a Takke
coxpaHeHve 6monorn4yeckor MNOMHOLEHHOCTH, (PYHKUMOHANbHOW aKTMBHOCTU U Jie4ebHon 3¢hdEeKTUBHOCTU
JOHOPCKOWM KPOBU U €€ KOMIMOHEHTOB.

29. Mpun 3aroToBKE LOHOPCKOM KPOBM M €€ KOMMOHEHTOB [OImkHa ObiTb paspaboTaHa n BHedpeHa
cucTeMa KapaHTUHM3aUUN CBEXE3aMOPOXKEHHOW Nna3Mbl, obecnevmsatoLlas ee 6e30nacHOCTb.

30. KapaHTHM3auua CBeXe3aMOPOXEHHOW Mna3Mbl OCYLLECTBRASETCHA Ha Cpok He MeHee 180 cyTok C
MOMEHTa 3aMOpaXXUBaHWsI NpK TeMnepartype Hmke MUHyc 25°C.

31.Tlo uctedyeHMM cpoka KapaHTUHU3AUUN CBEXE3aMOPOXEHHOW nnasMbl NPOBOAUTCHA MOBTOPHOE
obcnegoBaHe COCTOSIHUS 3[40pOBbS [OHOpa M nabopaTopHOe UCCcredoBaHWE KPOBU [OHOpa C Lenblo
UCKIMIOYEHNST HanNn4ust B HeN BO30yauTenen reMoTpaHCMUCCUBHBLIX UHADEKLIMIA.

32. MNpn oTcyTCcTBUM Yy OOHOpPA NPU3HAKOB FEMOTPaHCMUCCUBHBIX WMHAEKUWA B Nepuod, B TeveHue
KOTOPOro OCYyLIEeCTBNANacb KapaHTUHMU3aLMS 3aMOPOXEHHOW nrasMbl, MOMYYEeHHOW OT 3TOro [AOoHOopa, U
OTCYTCTBMM B KPOBW [OHOpPA MO WCTEYEHUN CpOKa KapaHTUHU3AUUM CBEXE3aMOPOXEHHOW nrasMbl
BO3OyguTENEN rEeMOTPaHCMUCCUBHBIX MHMEKUUA CBEXE3aMOPOXEHHasi Nra3ma BblgaeTca ans neyebHoro
NPUMEHEHUS UMK NOSYYEeHUS NeKapCTBEHHbIX NpenapaTos.

33. MNpn nocTynneHnn B opraHn3aumio JOHOPCTBA KPOBU U ee KOMMNOHEHTOB UHpopMaLun O BbisiBNEHUN
Yy [OHOpa B Nepuo KapaHTUHU3aLMK CBEXe3aMOPOXEHHOW NrasMbl FreMOTPaHCMUCCUBHBIX MHAPEKLMIA Unu npu
obGHapyXeHun B KpPOBW [OHOpa BO3OyguMTENen remMOTPAHCMUCCUMBHBLIX WHQEKUMA MO MWCTEYEHUM CpOKa
KapaHTUHM3aUMM CBeXe3aMOpOXeHHas nra3Ma, 3aroToBMeHHasi OT 3Toro [JoHopa, wu3onupyeTtca u
YyTUNU3NpyeTcs ¢ 00A3aTENbHON perncTpaumven aTon npouenypbl.

34. B cny4yae HesiBKM AOHOpa AMis MOBTOPHOro o0crneaoBaHust MO UCTEYEHMM YCTAHOBIIEHHOMO CpokKa
KapaHTUHHOTO XpaHEHUs1 CBEXE3aMOPOXXEHHOW Mfa3Mbl CBEXE3aMOPOXEHHast MnasMa MOXeT ObITb
ucnomnb3oBaHa Ans NpouM3BOACTBa MpenapaTtoB KPOBU WNU  MNepenmnBaHUSa  peunnueHTy npu  ycriosum



MHaKTUBaLMWN NaTOreHHbIX BUONOrMyecknx areHToB.

35. He cooTBeTcTBYIOLWMNE TpEOOBaAHMAM 6€30MacHOCT UMM HEMCNONb30BaHHbIE [OHOPCKAsA KPOBb U ee
KOMMOHEHTHI N30nmpyroTca n noaBeprarTcs yTunusaumu, BKMtoYvaroLLlen obe33apaxunBaHue
OEe3VHUUMPYIOWMMK  pacTBOpaMu WU NPUMEHeHE (U3NYECKUX METOAOB Ae3MHEEKUMM C  MOMOLLbIO
obopynoBaHuUsl, paspelleHHoro fAns 3TUX Lenen B YCTaHOBMIEHHOM MOpsigke, a Takke yganeHve
00pa3oBaBLUNXCS] OTXOOOB.

36. JonyckaeTca nepefaya [OOHOPCKOW KPOBUM WMAM €€ KOMMOHEHTOB, He COOTBETCTBYHOLLMX
TpeboBaHMAM ©e30nMacHOCTM UMM HEUCMNONb30BaHHbIX, pa3paboTynkam  (Hay4YHO-MCCnenoBaTeNbCKUM
opraHusaumsiM COOTBETCTBYHOLLEro Npoduns) 1 (Mnu) NnpoM3BOAUTENSAM ONArHOCTUYECKMX NpenapaTos.

37. MNpyHATHE pelleHnss O TFOAHOCTU [OOHOPCKOM KPOBM M €€ KOMIMOHEHTOB ANsi nepennBaHus
OCYLLECTBMNSIETCA OTBETCTBEHHbLIM JIMLOM OpraHu3auum AOHOPCTBA KPOBM UM €€ KOMMOHEHTOB, HA3HAYE€HHbIM B
agMWHNCTPATMBHOM MOpPSIAKeE.

38. PewwleHve o0 rogHoOCTM Ansi NEpenvBaHUs Kaxgow [[03bl (eOMHULbBI) JOHOPCKOM KPOBU U ee
KOMMOHEHTAa NPMHUMAETCS TONbKO MOCcne 3aBepLleHnst ee nepepaboTkn ¢ y4eTOM pe3yrnbTaToB NTabopaTopHOro

KOHTpPOJA.
39. XpaHeHme N TPaHCNOPTUPOBKY ﬂ,OHOpCKOIZ KpoBU N €€ KOMIMNOHEHTOB Heobxoamumo OCyLLeCTBNATb
npum yCcnoBusax KOHTpPOIA TeMneparypbl BHYTPU O60pyﬂ,OBaHVIF|, B KOTOPOM XpaHATCA

(TpaHCcnopTMpPYIOTCS) AOHOPCKash KPOBb M €e KOMMOHEHTbl. TemnepaTtypa XpaHeHuUsl [OOHOPCKOW KpPOBU
perucTpupyeTcs He pexe 2 pa3 B CyTKU. Ha Bcex atanax XxpaHeHusi 1 TpaHCMopTUPOBKN JOHOPCKOW KPOBU U ee
KOMMOHEHTOB A0SkHa ObiTb 06ecneyveHa nx 3alimTa OT MeXaHUYECKOro NOBPEXaAEeHNS.

XpaHeHve [OOHOPCKOW KPOBM M €€ KOMMOHEHTOB [AOSDKHO ObiTb pasfgenbHbiM B 3aBUMCUMOCTU OT
HaMMeHOBaHMA KOMIMOHEHTa KpOBW, a Takke cTaTyca KOMMOHeHTa KpoBwW, rpynnbl kposn ABO u pesyc-
NPUHaANEXHOCTHU.

[loHopcKas KpoBb U €e KOMMOHEHTHI 45151 ayTONOrMYHON TPaHCAY3UN XPaHATCA OTAENbHO OT OCTarbHbIX
KOMMOHEHTOB KPOBMW.

40. Mpn 3aroToBKE [OOHOPCKOM KPOBM WM €€ KOMMOHEHTOB obecneumBaloTCs YCMOBUS XpaHeHUs
[AOHOPCKOM KPOBU 1 €€ KOMMOHEHTOB B COOTBETCTBUM C TpeboBaHNsIMM cornacHo npurnoxenunto N 2.

41. aHHble 0 JOHOPaxX KPOBU U €e KOMMOHEHTOB, NpoLleaypax 1 onepaumsix, BbIMONHAEMbIX Ha aTanax
3aroToBKM, nepepaboTku, XpaHeHWs [OOHOPCKOM KPOBM W ee KOMMOHEHTOB, a Takke O pesynbratax
nccneaoBaHUst JOHOPCKOW KPOBM M €€ KOMMOHEHTOB PErMcTpupyloTcss Ha OyMakHOM W (Mnn) SNEeKTPOHHOM
HocuTensax. PernctpaunoHHble AaHHble XpaHaTces B TeveHue 30 ner.

42. B uensix obecneyeHnss 6e30MacHOCTM [OHOPCKOW KPOBM W €€ KOMMOHEHTOB [AeATerbHOCTb
opraHv3aumin JOHOPCTBa KPOBU U ee KOMMOHEHTOB MO 3aroToBKe, nepepaboTke, XpaHEHWNIO 1 TPaHCNOPTUPOBKe
JOHOPCKOM KPOBM U ee KOMIMOHEHTOB [OSPKHA OCYLLECTBNATLCA B COOTBETCTBUWM C [lpaBunamu cornacHo
npunoxexHuo N 3.

43. MNpu nonyyYyeHnn opraHvsaumen OOHOPCTBa KPOBM U €€ KOMMOHEHTOB MH(OPMAaLMM O BO3MOXHOM
3apakeHun peumnueHTa reMoTPaHCMUCCUBHBIMU MHADEKUMAMN HEOOXOAMMO YCTaHOBUTbL AOHOPa (4OHOPOB), OT
KOTOPOro MOrfo MPON30NTUN 3apaXkeHne, U NPUHATL Mepbl ANS NpeaoTBpaLleHust UCMonb3oBaHUs OHOPCKOW
KPOBW WUIM €e KOMMOHEHTOB, MOMYYeHHbIX OT 3TOro AoHopa (4OHOPOB).

44. B cniyyae, npeyCMOTPEHHOM MYyHKTOM 43 HacTOSLWEero TeXHUYECKOro perfnameHTa, NpoBOAUTCA
aHanu3 npegblaywMx cryyaeB [oHaUMW 3a nepuo He MeHee 6 MecsueB, NpeawecTBYIOLWUX nocneaHen
AOHaLMKN, MOBTOPHO aHanu3unpyeTcs AOKYMeHTauus, a opraHusaumsi, ocyllecTBrstowas nepepaboTky KpoBwu
(nnasmbl), oLeHNBaeT HeOOXOOMMOCTb OT3biBa M3rOTOBMEHHbBIX NPOAYKTOB KPOBM, MPUHMMas BO BHUMaHWe BUA
3aboneBaHus, MHTepBan BpeEMEeHU Mexay OoHauMen 1 uccnegoBaHMeM KpOBU U XapakTepUCTMKY NpoayKTa.

45. Pe3ynbTatbl UCCreqoBaHUM UCXOOHOW KPOBW (Nria3mbl), MPOBEAEHHbLIX OpraHv3auven OOHOPCTBa
KPOBU N €& KOMMOHEHTOB, AOKYMEHTarnbHO OOPMNSAITCSA N B NMUCbMEHHOM BuAe nepefarnTcs opraHusaunu,
ocyLecTBnstoLLen nepepaboTky KpoBM (Mna3mbl).

46. OpraHusauusi OOHOPCTBA KPOBU W €€ KOMMOHEHTOB MMCbMEHHO WHOPMMpYEeT OpraHusaumio,
OCYLLeCTBNSAOLLYI0 NepepaboTKy KpoBM (Nnasmbl), B Cryyasx:

1) BbISIBNIEHNS1 Y [AOHOPA TEMOTPAHCMUCCUBHBLIX WHMEKLUUA, BbI3BAHHbIX M3BECTHBIMA HA MOMEHT
3aroTOBKM KPOBM NATOreHHbIMU BUONOrMYECKNMN areHTamu;

2) BbIsIBNEHNs BO30yauTENEN reMOTPaHCMUCCUBHBIX MH(PEKLNIA B JOHOPCKOM KPpOBY (Nnasme);

3) BbIABNEHMA  HapylleHWn npouenypbl  WUCCnedoBaHuMs KPOBW Ha  Hanuume  Bo3byguTenewn
reMoTPaHCMUCCUBHbLIX MHEKLINIA.

47. MNpwn nepepaboTke Nnasmbl 4N NOMyYeHUs NpenapaToB KPOBW HEOOXOAMMO MccreaoBaTh nnasmy,
006beauHEHHYI0 B TEXHONOMMYECKyIo 3arpy3Kky, Ha Hanvune Bo3byauTenen reMmoTPaHCMUCCUBHbBIX MHAEKLNIA.

48. B cny4yasx BbisiBeHUs B nna3me, o6begUHEHHOW B TEXHOMOMMYECKYIO 3arpy3ky Ons nonyyYeHus
npenapaToB KpoBW, BO3byauTenen reMoTpaHCMUCCHBHBIX WHMPeKUMn nnasMa He MoXeT ObiTb UCMonb3oBaHa
ONS NpUroToBreHus npenapaTtoB U YTUNU3NPYETCH, a UHopmaumsa o pesynbTaTax MCCrnenoBaHust nnasmbl
NMMCbMEHHO NnepeaaeTcs B OpraHn3aumio JOHOPCTBA KPOBM M e KOMMOHEHTOB, B KOTOPOW Obina ocyLiecTBrneHa



3aroToBKa 3TON KPOBW (NNa3mbl).

49. B npouecce nony4yeHWss npenapatoB KPOBU [O/MKHA OblTb MNpegycMOTpeHa MHaKTuBauus
NnaToreHHbIX BUOMOrMYECKNX areHToB.

50. KOMMNOHEeHTbI KpOBW, MoABeEPrHyThle 00paboTke MO MHAKTUBAUUWM MATOreHHbIX OMONornyeckmx
areHToB, HEOOXOAMMO M30NNPOBaTb OT KOMMOHEHTOB KPOBW, HE NMOABEPIrHYTbIX Tako o6paboTke.

51. Obpasubl Kaxgon 3arpy3kvM Mra3mbl XpaHATCS Npu Temnepatype Hmke MUHyc 25°C He MeHee
OLHOrO roga Mnocrne OKOHYaHWUS CPOKa XPaHEHUs! MpoAyKTa KPOBW, MMeEKLEro Hanbonee npoAorHKUTENbHbIN
CPOK XpaHeHus.

52. KpoBb (mMnasma) m npoayktbl, obpasylowmecss B npouecce ux nepepaboTkn, 3arpsi3HEHHble
NaToreHHbIMN OUOMOrMYECKUMI  areHTamu, nognexar yTunusauum u obsi3aTenbHOW perucTpaumm  3Town
npouenypbl OpraHusaumen, OCYLLEeCTBAsOLWEN MepepaboTky KpoBWM (nna3mbl), MOCPEACTBOM BHECEHUSI
COOTBETCTBYIOLLIMX 3anucerl B YYETHO-PErMCTPaUMOHHYIO [AOKYMEeHTauumio no QopmaM, YCTaHOBMEHHbLIM
denepanbHblM  OpraHOM  UCMOMHUTENbHOM  BNacTu, OCYLIEeCTBAAWUM  yHKUMM N0 BblpaboTke
rocydapCTBEHHON MOMUTUMKN U HOPMAaTUBHO-MPABOBOMY PErynvpoBaHUIO B cdepe 34paBOOXpaHEHUs W
coumanbHOro passuUTUS.

53. 3anpellaeTca NpUMEHEHME [OOHOPCKOM KPOBM W €€ KOMIMOHEHTOB, MpenapatoB KpoBU W
KpoBe3aMeLLalLLnX pacTBOPOB C UCTEKLLIMM CPOKOM FO4HOCTMU.

54. TexHn4yeckne cpeacTBa, UCNoNb3yemble B TPaHCHY3NOHHO-UHAY3MOHHON Tepanun, OOIMKHbI ObITb
paspeLleHbl K NPUMEHEHUIO B NOPSAKe, YCTAHOBIEHHOM 3akoHoAaTenbCcTBOM Poccuinckon denepaumu.

55. KoHTelHepbl NonvMMepHble, CUCTEMbI U YCTPOMCTBA ANA NepenuBaHus OOHOPCKOW KPOBU U ee
KOMMOHEHTOB [OMXHbI OblTb MapKMPOBaHbI.

MapknpoBka NoTpeduUTENBCKON Tapbl KOHTEMHEPOB MOMMMEPHbIX, CUCTEM M YCTPOWCTB AOMKHA ObiTb
yCcToMuMBa K BO3OEUCTBUIO BHELIHWX (aKTOpPOB B MpoLecce CcTepunu3auunm, XpaHeHus, peanusauum wu
NPYMEHEHMS.

56. [Ins KOHTaKTa C NpogyKTamMu KPOBM UCMOMb3YIOTCA KOHTENHEPHLl NOMIMMEpPHbIE, a TakKe CUCTEMbI U
YCTpONCTBa 41151 BBEAEHUA JOHOPCKOW KPOBU, ee KOMMNOHEHTOB, NpenapaToB U KpoBe3aMeLLaloLLX pacTBOPOB,
KOTOpble OOMMKHbI ObITb W3rOoTOBMEHbI M3 MaTepUarnoB, paspelleHHbIX AN KOHTakTa C MpoAykraMu KpoBW
denepanbHbIM OpraHoOM WCMOMNHUTENbHON BriacTW, OCYLLECTBASIOWNMM (OYHKUUKU MO KOHTPOMNO M Haa3opy B
chepe 30paBOOXpPaHEHUss U couuanbHOro pasBuUTUS B Mopsigke, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumu.

57. Heobxogumo oGecneunTb COXpaHEHWE CTEPUITbHOCTM KOHTEWHEPOB MOMMMEPHbIX, CUCTEM AJisl
BBEJEHUS KPOBU N ee KOMNOHEHTOB, NPenapaToB 1 KpoBe3aMeLLaloLLUX pacTBOPOB, a Takke ApPYrMx yCTPOMCTB
OZIHOKPaTHOro NPUMEHEHNs1 B Te4EHMEe BCEro yCTaHOBMNEHHOMO CPoKa XPaHeHWs.

58. Mpu LEeHTpUYrMpoBaHNM KOHTENHEPBLI NMOMMMEPHbIE AOMKHbI 06ecneYnBaTe BO3MOXHOCTb paboThbl
6e3 HapylweHusi 3aMKHYTOMW TrepMeTUYHOW cucTeMbl. KoOHTEMHepbl MNOMMMEpPHbIE AOMMKHbI MO3BONATb
noacoeavHATb YCTPOWUCTBA, rapaHTUpYIOLLMEe COXpPaHEHME CTEPUITbHOCTU KPOBU U ee KOMMOHEHTOB, a Takke
obecneumBaTb PYHKLMOHANbHYHO COBMECTMMOCTb C YCTPOWCTBOM ANS NepenvBaHus OOHOPCKOW KPOBU U ee
KOMMOHEHTOB N3 KOHTENHepa.

59. Mpn npoBegeHUN YCTAHOBIMEHHbIX Mpoueayp nepepaboTku [OOHOPCKOW KPOBU  MPOYHOCTb
MaTepunanoB KOHTEMHEPOB MONMUMEPHbLIX, COEANHUTESbHBIX LLBOB, MPUMEHSEMbIX 3NIEMEHTOB U Y3MN0B A0MKHa
obecneymBaTh LIENMOCTHOCTb UX KOHCTPYKLMK.

60. Kaxxgas gosa (eguHuLa) KPOBU M ee KOMMOHEHTA, NPeAHa3Ha4YeHHas ansi oTnycka M3 opraHMsaumm
JOHOpPCTBa KPOBM WU €e KOMMOHEHTOB, OOMKHA MMETb MapKMpOBKY. MapKMpOBKY OOHOPCKOM KpOBUM U ee
KOMMOHEHTOB HEOOXOAMMO OCYLLECTBMATL C Y4ETOM pPe3ynbTaToB JTabopaTOPHOrO KOHTPONS.

61. MapKMpoBKy roTOBOW NPOAYKUMM MPOBOAST C MOMOLLBI0 3TUKETOK. OTMKETKA rOTOBOW MpOOyKuun
OOIKHa NMETb YeTKMe BU3yarbHble OTANYUSA OT UHbIX STUKETOK, COXPaHATLCH B TEYEHWE BCEro Cpoka rogHOCTU
W NpU BCEX peXUMax XpaHeHNs N NCNOoNb30BaHNS eANHULbLI FTOTOBOW NPOoAYKUUK, a UHopMaLns, npuBeaeHHast
Ha 3TUKeTKe, JOIKHa OCTaBaTbCs Nerko YutaemMon.

62. HaHeceHHas Ha 3TUKETKY WMHGOpMauMsi O roTOBOW MPOAYKUUM AOSMHKHa coaepxaTb cneaylouime
cBefeHus:

1) HaMMEeHOoBaHWe OpraHN3auun JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;

2) NAEHTUMKALMOHHBIA HOMEP AOHaLMN;

3) rpynna kposu ABO 1 pe3yc-npuHaanexHocTb;

4) paTta goHauuu;

5) gata okoH4YaHMsA CpoKa XpaHEHWs;

6) HaumeHoBaHWe N 06BbEM aHTUKoarynsaHTa u (unmn) [ob6aBoYHOro pacTeopa;

7) HAUMEHOBaHNE KOMMOHEHTA KPOBY;

8) 06Bbem mnm macca KpoBu NMBo KOMMOHEHTa KPOBMY;

9) TemnepaTypHble YCIOBUA XPaHEHUS;

10) yka3aHue Ha AononHuTenNbHy0 06paboTky (06nydeHve, unbTpaumio, MHaKTUBALIMIO).



63. [JoHopcKkasi KpOBb M €e KOMMOHEHTbI AN ayTONOMMyHON TpaHCdy3uuM OOMMKHbI UMETb MapKUPOBKY
"TONbKO ANs ayTonorM4yHon TpaHcdysmu" ¢ ykasaHnem amumnmu, UMeHW, oT4eCTBa U AaTbl POXAEHUs nuua,
Ons KOTOPOro npeaHasHayYeHa AOHOPCKas KPOBb UMM €€ KOMMNOHEHTbI.

64. MapkMpoBka [OOHOPCKON KPOBUM N €€ KOMMOHEHTOB [OIMKHa COXPaHATbCA B TeYeHMe CpoKa MX
XpaHeHWs Npu Bcex meTogax o6paboTku.

65. HaHeceHMe MapKuMpOBKM TOTOBOM MNPOAYKUMM [0 OKOHYaHWs BCEX CTaaui nepepabotkm w
nccnenoBaHU He JonyckaeTcs.

66. Ha mapknpoBke 00OpyOoBaHWsl, B KOTOPOM XPaHWUTCSl OOHOpcKasi KPOBb M €€ KOMIMOHEHTHI,
yKasblBaeTCcs HauMeHOBaHME KOMMOHEHTa KPOBW, CTaTyC KOMMOHEHTa KpoBwu, rpynna kposu ABO n pesyc-
NPUHaANEXHOCTb.

67. Bca Heobxogumas gnst notpeduTtens nHopmaunsi 0 JOHOPCKOM KPOBU M €€ KOMMOHEHTaX OIKHa
ObITb NPeAcTaBneHa Ha 3TUKETKaxX KOHTEMHEPOB, coaepXXallnx AOHOPCKYH KPOBb UMK €€ KOMMOHEHTLI, a Takke
B COMPOBOAMTESbHbIX AOKYMEHTaXx.

IV. OueHka cooTBeTCTBUSA

68. OueHka COOTBETCTBMS MNpenapaTtoB KPOBM W KPOBE3aMELLAOLIMX pPacTBOPOB TpeboBaHMAM
6e30nacHOCTM KPOBU N ee KOMMOHEHTOB OCYLLECTBMSIETCA B hopMe rocy4apCTBEHHOIO KOHTPONs (Hag3opa).

69. l'ocyaapcTBEHHbIM KOHTpPOMb (Hagsop) 3a cobntogeHnem TpeboBaHWIA HaCTOSILLLEro TEXHWUYECKOTO
perrnamMeHTa OCYyLLEeCTBNSIETCA B cOOTBETCTBMU ¢ PeaeparnbHbiM 3akoHoM "O 3awmTe Npas lopUaNYECKUX Nl U
MHAMBMAOYAnNbHbLIX MpeanpuHUMaTenen npu  OCYLLECTBIEHUM [OCY4apCTBEHHOrO KOHTpons (Hagsopa) u
MYHULMMNANbHOrO KOHTpOMNs" B Mopsiake, YCTaHOBMEHHOM deneparnbHbiM OpraHoM UCMOSTHUTENbHOW BNacTy,
OCYLLECTBNAOLWNM  (PYHKUMXU MO BblpaboTke rocyAapCTBEHHOW MOMUTUKA U HOPMaTMBHO-MPaBOBOMY
perynnpoBaHunio B chepe 30paBOOXPaHEHNST U COLMANbHOrO pasBuTUS.

70. F'ocymapcTBEHHbIM KOHTPONb (Hagsop) 3a cobniogeHnem TpeboBaHWMI HACTOALLErO0 TEXHUYECKOrO
pernamMeHTa ocyliecTensieTca degeparnbHbiM OPraHOM UCMOMHUTENBHOW BNACTW, OCYLLECTBISIOWMM OYyHKLUN
Mo KOHTPONIO U Haa30py B chepe AOHOPCTBA KPOBU U €€ KOMMNOHEHTOB.

71. Tlpn  OCyLLECTBNEHNM TOCYAApPCTBEHHOIO KOHTpoOns (Hagsopa) 3a cobnogeHnem TpeboBaHui
HaCTOsILLLEro TEXHWYECKOro pernamMeHTa defeparnbHbiii opraH WCMOMHUTENBHOW BIACTW, OCYLLECTBIISOLLNIA
YHKLUMM MO KOHTPOMK W Hap3opy B cdepe [OHOPCTBA KPOBM M €€ KOMIMOHEHTOB, PErMCTpUpYeT
MOCTTPAHC(Y3MOHHbLIE OCITOXKHEHUS B MOPSIAKE, YCTAHOBMEHHOM dedeparnibHbIM OpraHoOM WCMOMHUTENBHOW
BMacTW, OCYLLECTBMASIOLWNM (PYHKLUMN MO BblIpaboTKke rocyaapCTBEHHOW MOMUTUKA U HOPMATUBHO-NPaBOBOMY
perynupoBaHuio B cepe 34paBOOXpaHEHUS.

72.Tlpn MpUMEHEHUM [OOHOPCKOM KPOBU W €€ KOMMOHEHTOB [Afis MepenuBaHus peuunuMeHTam
nHdopmaums 000 BCeEX Cryyasix pasBUTMS MOCTTPaHCAY3NOHHBIX OCIIOXHEHWI nepedaeTcs B dyedeparnbHbIv
OpraH MCMOJSTHUTENbHOM BNacTW, OCYLLECTBASIOWMA (DYHKLMM MO KOHTPOMK WM Hag3opy B cdepe OOHOPCTBA
KPOBM 1 €€ KOMMOHEHTOB 1 OpraHn3aLmio LOHOPCTBA KPOBU N €€ KOMIMOHEHTOB.

73. B cnyyasix BbIsIBNEHWs y OOHOpPa KPOBM M €€ KOMMOHEHTOB FeMOTPAHCMUCCUBHBIX MHMEKLNIA,
BbI3BAHHbLIX U3BECTHLIMW HA MOMEHT 3arOoTOBKWM KPOBW MATOrEHHbIMW BUOMNOrMYECKUMIN areHTamu, BbiSIBIEHMS B
OOHOPCKOM KPOBWU UM KOMMOHEHTAxX KPOBM MATOreHHbIX BUOnornyecknx areHToB, B TOM Yncne Bo3byauTenemn
reMOTPaHCMUCCUBHBIX  MH(PEKUNIA, BbISBMEHUS HAPYLWIEHUA Mpouedypbl  WCCNedoBaHMS KpPOBM U ee
KOMMOHEHTOB Ha HamnuuMe naToreHHbIXx OWoMorMyecknx areHToB, B TOM 4ucre Bo3OyauTenewn
reMoTPaHCMUCCUBHBIX WHAEKUMA, a Takke HapylleHun npouenypbl naeHtudukaumm rpynnbsl kposu ABO un
pe3yCc-NpYHaaIeXXHOCTN HeobXoaAMMO:

1) He3amMeanNUTENbHO MPUHATL Mepbl MO N3BATUIO AOHOPCKOW KPOBM N €€ KOMIMOHEHTOB M3 obpalleHus
N OT3bIBY UX U3 OpraHM3auuii, NPUMEHSIIOLLMX LOHOPCKYH KPOBb U €€ KOMMOHEHTbI;

2) npouHdopMupoBatb  edepanbHble  OpraHbl  WUCMOMHWUTENbHOW  BNAacTW,  YNOMHOMOYEHHbIE
OCYLLECTBNSATb FOCYAAPCTBEHHbIN KOHTPOMb (Hag3op) B cdepe AOHOPCTBA KPOBU N €€ KOMIMOHEHTOB.



MpunoxeHue N 1

K TEXHUYECKOMY perriaMeHTy o TpeboBaHmsax 6e30nacHOCTM KpOBMY,

ee NPoayKTOB, KpOBE3aMeELLaILMX PACTBOPOB U TEXHNYECKUX CPEACTB,
Ucnosnb3yembiX B TpaHCEY3NOHHO-MHAY3MOHHOW Tepanuu

lNepeyeHb
nokasaTtenen 6MoNorn4ecKkon NOMHOLEHHOCTU, (PYHKLMOHANBHOM akTUBHOCTU M Nie4ebHOM 3achdeKTUBHOCTH
[OHOPCKOWM KPOBU M €€ KOMMOHEHTOB

[lpyeMyIeMEIE XaPaKTEPUCTUKA

1. KpOoBb KOHCEPBUPOBAHHASA
ObBveMm 450 MuuamnTpoB +- 10 HNpolueHTOBR obbeMa 0Oes
AaHTUKOATYJIAHTA (HeCcTaHOapTHas OOoHalMsA
MapKypyeTCcs COOTBETCTBYNUMM OOpasoM)

T'eMOTJIOOMH He MeHee 45 rpaMMOB B HO3e

T'eMonM3 B KOHLE XpaHEeHUA He Oojee 0,8 IIPOLEeHTa J3PUTPOLMTOB

2. OpPUTPOLUMTH (SPUTPOLMTHasA Macca)

Ob6veM 280 +- 50 MMIAIMIMTPOB

T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 45 rpamMMOB B Jo3e
T'eMOJIM3 B KOHILIE XPAaHEHUS He Gosiee 0,8 MnpolleHTa SPUTPOLUTOB

3. DOpUTPOLUTH C YyIOAJIEHHEIM JIEMKOTPOMOOLMTAPHEIM CJIOEM (DPUTPOLMTHAS Macca
C yIHaJIeHHBIM JIEMKOTPOMOOLMTAPHEIM CJIOEM)

ObveM 250 +- 50 MMIAIMIMTPOB

T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 43 IpaMMOB B HO3e
KonmmuecTBO JEeMKOUMTOB* (1) He Oojyee 1,2 x 10(9) B moze
T'eMOJIM3 B KOHILIE XPaHEHUS He Gosiee 0,8 MnpolleHTa SPUTPOLUTOB

4. DpUTPOLMTE B IOOaBOYHOM PACTBOPE (2PUTPOLMTHAS B3BECH)

OBBeM onpenesyiseTCs MCIIOJIb3YEeMOM CUCTEMOMU
T'eMaTOKPUT or 0,5 mo 0,7

T'eMOTJIOOMH He MeHee 45 rpamMMOB B JO3e

T'eMOJIM3 B KOHILIE XPAaHEHWUS He Gojsiee 0,8 MnpoleHTa SPUTPOLUTOB

5. SpurpoumnTs B IOOaBOYHOM PACTBOPE C yHAJIEHHBIM JIEMKOTPOMOOLMTAPHEM
CJIoeM (PPUTPOLMTHAS B3BEeChb C yHAJIEHHBIM JIEMKOTPOMOOLMTAPHEM CJIOEM)



O0bBeM ornpenejigeTrcsd VCIIOJIb3YyEeMOM CUCTEMOM

T'eMaTOKPUT or 0,5 mo 0,7

T'eMOTJIOOMH He MeHee 43 rpaMMOB B JO3e
KommuecTBO JiemkouUuTOB* (1) He OBojyiee 1,2 x 10(9) B mose
TeMOJIM3 B KOHLE XpPaHEeHUSI He Oojiee 0,8 MNpolLEeHTa ZPUTPOLUTOB

6. OTMBITEIE DPUTPOLUUTH (3PUTPOLUTE OTMEITHE )

OBBeM onpenesyiseTCs MCIIOJIb3YyeMOM CUCTEMOMU
T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 40 rpamMMOB B Jo3e

T'eMOJIM3 B KOHIIE XPAaHEHUS He Gosiee 0,8 MnpolleHTa SPUTPOLUTOB
KommuecTBO Oesyika B He Oojyee 0,5 rpamma B mosze* (2)
KOHEYHOM HaIOoCaIO4YHOM

XUIKOCTU

7. OpUTPOLUMTE, OOEeNHEHHEIE JIEMKOLMTaMM B IOOABOYUHOM pacTBOpe
(ppuTpOLUMTHAA B3BeCb, oOOelHeHHas JIeVKOLMTaMM)

Ob6beM onpenesyseTcs MCIOJIb3YyeMOM CUCTEeMOMN
T'eMaTOKPUT or 0,5 mo 0,7

KonmnuecTBO JIeMKOUUTOB* (3) He Oojiee 1 x 10(6) B nmoze
T'eMOTJIOOMH He MeHee 40 rpamMMOB B Jo3e

TeMOJIM3 B KOHLE XpPaHEeHUSI He Oojiee 0,8 MNpoLEeHTa ZPUTPOLUTOB

8. KpMOKOHCEPBMPOBAHHLEE BSPUTPOLUTH (2PUTPOLMTHAA B3BECH, pPa3MOpPOXeHHAad
Y OTMBITAS)

ObweM He MeHee 185 MUIIMIMTPOB
T'eMaTOKPUT or 0,65 mo 0,75
T'emorJioBbmH mMeHee 0,2 rpaMMa B OOo3e
(HamocanmouHas

XUIKOCTB) * (4)

T'eMOTJIOOMH He MeHee 36 I'paMMOB B JO3e
OCMOJIIPHOCTE He MeHee 340 MMIIMOCMOJIEV Ha JIUTP
KonmmuecTBO JeMKOUMTOB* (1) He Oojyee 0,1 x 10(9) B moze
CTepuIIbHOCTb CTEePUIILHO

9. OPUTPOLMTH, IOJIyYeHHEE MeTOoInOM adepesa (PPUTPOLMTHAS Macca WM
SPUTPOLNMTHAaS B3BECh, I[I0JIydeHHEe MeTomoM adepesa)



06wveMm onpenesyiseTcs MCIOJIb3YyEeMOM CUCTEMOMN
T'eMaTOKPUT or 0,65 mo 0,75

TeMaTokpuT (ecynm mobarjeH ot 0,5 mo 0,7
B3BEUIMBANIMY PACTBOP)

T'eMOTJIOOMH He MeHee 40 rpaMMOB B HO3e
KonmmuecTBO JIEMKOLUMTOB He Oojiee 1 x 10(6) B mose

(ecnu obenHeH

JemkoumTamm) * (3)

TemMOJIM3 B KOHLE XPaHEHUSI He Oojiee 0,8 MNpolLEeHTa ZPUTPOLUTOB

10. TpoMOOUUTE, BOCCTAHOBJIEHHEE U3 HOO3H KPOBMY (TPOMOOLMTHEM KOHLIEHTPAaT
13 O3Bl KPOBMU)

ObBeM He MeHee 40 MUIIMIMTPOB
TpoMBoumTer* (1) He MeHee 60 x 10(9) (2xBMBaJIEHT OIHOWM IO3EH
KPOBU)

KonmmuecTBO JIEMKOLMTOB* (1)
(mo ynmajieHusa JIEMKOLMTOB) :

n3 oboTrameHHOM He 6Bojee 0,2 x 10(9) (sxBUBAJIEHT OOHOM IO3H

TPOMOOUMTAMY I1J1a3ME KPOBU)

u3 JIeMKOTPpOoMOOCIIOs He 6bojee 0,05 x 10(9) (»kBMBAJIEHT OIHOM IOO3HI
KpOBU)

KonmmuecTBO JeMKOLUMTOB* (3) He Oojiee 0,2 x 10(6) (PKBMBAJEHT OIHOM HOOS3HI

(mocjye ymajeHus KPOBU)

JIEMKOLIMTOB)

pH* (5) (mpm + 22°C) B or 6,4 mo 7,4

KOHIIEe PEeKOMEHIOBaHHOI'O
CPOKa XpPpaHeHNMA

11. TpoMOOUMUTEH, [OJIydeHHEEe MeTonoM adepeza (TPOMOOLMTHEI KOHLEHTPAT,
[IOJIyUEeHHB MeTomoM abepesa)

ObBeMm He MeHee 40 mMmmauTpoB Ha 60 x 10(9)
TPOMOOLIMTOB

TpoMOOUMTH* (3) He MeHee 200 x 10(9) B mose

KommuecTBO JiemkouuToB* (3) He OBojiee 1 x 10(6) B mosze

(mocnie ymajieHusa

JIEMKOLIMTOB)

pH* (5) (mpm + 22°C) B or 6,4 mo 7,4

KOHIIEe PEeKOMEHIOBaHHOI'O
CPOKa XpPaHeHNnA

12. CepexesaMOpOXeHHad Ijla3Ma (1Jla3Ma CBeXe3aMOPOXeHHasd)

O0bBeM 3a4gBJleHHE 00BeM +- 10 npoueHTOB oObeMa 0e3



AHTUKOAT'YJIAHTA
daxTop VIIIC He MeHee 70 NPOLEHTOB MCXOIHOTO YPOBHS

OcTaTouHEEe KJIETKU* (6) :

SPUTPOLUTEL He Oojiee 6 x 10(9) B snuTpe

JIEMKOLMTEL He Oojyee 0,1 x 10(9) B ;mTpe

TPOMOOLMTEL He Oojyiee 50 x 10(9) B ;mTpe

BusyasbHEE M3MEeHEeHUS HE IOOJDKHO OBITH aHOMAJIbHOTO LiBeTa MIIM BUIMMBIX
CTyCTKOB

13. Kpmonpeumunmrar

O0bBeM or 10 mo 20 MUIIIMIMTPOB
daxkTop VIIIC He MeHee 70 MeXOyHapPONHEIX E€IMHUII B IO3e
drbpuHOTEH He MeHee 140 MMIIMTPaMMOB B HO3e

14. KpmocynepHaTaHTHas MJjas3Ma

ObveM OTKJIOHEHME OT MCXOIOHOT'O oOweMa He Oojiee 10
IIPOLIEHTOB

15. KpMOKOHCEPBUPOBAHHEE TPOMOOLMTHI, I[IOJIydeHHEIE MeTOoOoM adepesa

ObweM or 50 mo 200 MMIAIMIMTPOB

KommuecTBO TPOMOOLIUTOB He MeHee 40 NPOLEHTOB COIEpPXaHMuS IO
3aMOPaXUBAHNUSA

KonmuecTBO JIEMKOLUMTOB He Oojiee 0,2 x 10(6) Ha DKBMBAJIEHT OIHOM

IOO3bBl TPOMOOLMTOB

16. T'paHyJIOLUUTHI, [IOJIydeHHEe MeToIoM adepesa
ObBeMm He Oojee 500 MMIIIMIMTPOB

KonmmuecTBO T'PaHyJIOLMTOB Boyee 10 x 10(9) B moze

*(1) JomkHbl COOTBETCTBOBAaTL HE MeHee 75 npoueHTaM 06crneaoBaHHbIX A03.

*(2) KonnuectBo Oernka B KOHEYHOW HagoOCafOYHOM XMOKOCTU OOMMKHO obecneunTb cogepxaHue IgA
mMeHee 0,2 munnurpaMmma B 03€.

*(3) OomkHbl cooTBeTCTBOBaTL HE MeHee 90 npoLieHTam 00cneaoBaHHbIX 403.

*(4) OKoH4YaTENbHbIV B3BELLMBAIOLLUA PacTBOP.

*(5) UsmepeHre pH npegnoyTutensHO NPOBOAUTL B 3aKPbITOM cucteme BO u3bexaHue Bbixoga CO2.
MamepeHrne MOXeT ObiTb BbIMOMHEHO Mpu OO TemnepaTtype, W 3HA4YeHWe pacyeTHbIM METOAOM
KOHBEPTUPOBAHO NPUMEHUTENBLHO K pH + 22°C.

*(6) KneTkn noAacuymTbiBalOTCS [0 3aMOPaXKUBAHWUS,, BO3MOXHO CHWDKEHWE MOPOroBbIX BENUYUH Mpu
BKJTHOMEHUW B MPOTOKOS NPOLIEaYP SMMMUHALNM KINETOK.



MpunoxeHue N 2

K TEXHUYECKOMY perriaMeHTy o TpeboBaHmsax 6e30nacHOCTM KPOBMY,

ee NPoAyKTOB, KpoBe3ameLlLlaloLLX pacTBOPOB N TEXHUYECKUX CPEeaCTB,
ncnosnb3yembIX B TpaHCKY3NOHHO-MHAY3MOHHOW Tepanuu

Ycnosus XpaHeHusA D,OHOpCKOIZ KpoBU N €€ KOMIMOHEHTOB

KoMnoHeHT TeMmnepaTypa MaxkcuMaJsibHOE BpEeMA
XpaHeHUd XpaHeHUd
SPUTPOLMTEL U LeJIbHadgd or + 2 mo + 6C B 3aBUCHUMOCTHU OT
KPOBL (€CyM MCIOJNIb3YyeTCH VCIIOJIb3YyEMOM CUCTEMEL
IoJia TpaHCcQy3UM kKak AHTUKOATYJISHT -
liejibHasgd KPOBBb) B3BEUMBAINY PaCTBOP
CBexesaMOpoOXeHHad Ijas3Ma Huxe - 25C 36 MecsdueB

 KpuornpeuunmrarT

TPpOMOOLMTEL or + 20 mo + 24C 5 OHey npmM yCJIOBUMU
HEMNPEPEIBHOT'O [TOMEWMBAaHMSA

I'paHyJIOLUTEL or + 20 mo + 24C 24 uyaca

an/IMeLIaHI/I‘i-lZ 1. ﬂ,OﬂyCKaeTCﬂ yonnHeHne BpeMeHn XpaHeHUA KOMMOHEHTOB KpoBM C MNOMOLUbH
3aMopaXunBaHUA (Kpl/lOKOHCGpBI/IpOBaHI/Ie)Z

3pUTPOLUNTOB - A0 10 neT B 3aBMCUMOCTU OT npouecca 3arotoBKu, nepepa60TK|/| N XpaHEHUA,

TpOM6OL|,|/ITOB - 00 24 mecsueB B 3aBMCUMOCTU OT npouecca 3arotoBku, nepepa60TK|/| N XpaHeHUA.

2. B oTHoweHun KPMOKOHCEPBMPOBAHHbIX 3pUTPOLNTOB U TpOM6OLI,I/ITOB JOIKHa ObITb onpegeneHa
cpena, B KOTOpOIZ KNETKN HaxogATCd nocre ottanBaHuA. Pa3pemeHHb||7| nepunoa XxpaHeHnAa nocne oTranBaHusA
3aBUCUT OT UCMNOJTIb3yeMOoro metoaa.

Mpunoxexue N 3

K TEXHU4ECKOMY perriaMeHTy o TpeboBaHMsAX 6e30nacHOCTM KpOBMY,

ee MpoayKTOB, KPOBE3aMELLAIOLLMX PACTBOPOB U TEXHUYECKNX CPEaCTB,
NCNonb3yemblx B TpaHCAY3NOHHO-MHPY3MOHHON Tepanum

MpaBuna
3aroToBKM, NepepaboTKn, XpaHEHUS U TPAHCMOPTUPOBKM JOHOPCKOW KPOBU N €€ KOMMOHEHTOB

|. Cucrema kavyectBa

1. Mpn 3aroToBKe [OHOPCKOM KPOBM W ee KOMMOHEHTOB HeobXxoauMmo paspaboTtaTtb, BHeopuTb U
nogdepxkvBatb B paboyemM COCTOSIHUM CUCTEMY KayecTBa, OXBaTblBalOLlyld BCE BWAbl OCYLLECTBISEMOM
AesATeNbHOCTM U HanpasrieHHoN Ha obecrnevyeHre 6€30MacHOCTU OHOPCKOW KPOBU U €€ KOMIMOHEHTOB.

2. B opraHvM3auuv OOHOPCTBa KPOBM U €€ KOMIMOHEHTOB Ha3Ha4YaeTcsl COTPYAHWK, OTBETCTBEHHbIN 3a
pa3paboTKy, BHeApeHWe 1 noaaepxaHue B paboyeM COCTOSIHUM CUCTEMbI KayecTBa.

Il. MepcoHan

3. MepcoHan, 3aHATLIN B MpoLieccax 3aroToBKW, NepepaboTku, XpaHeHWsl, TPaHCTNOPTUPOBKU W
NpUMeHeHMs1 IOHOPCKOW KPOBU U €€ KOMIMOHEHTOB, 06513aH NpMHMMaTbL NPeayCMOTPEHHbIE 3aKoHOAAaTENbCTBOM
Poccuiickoit defepauun Mepbl B LENsSX HeOoMyLleHUs NMPUYMHEHUS] Bpeda KU3HW UMW 340POBbI0 rpaxaaH,
UMyLLECTBY (DU3NYECKMX UMW HOPUONYECKMX NULL, TOCYAapCTBEHHOMY WU MyHUUMNANbHOMY WMYLLECTBY,
OKpyXKatoLLel cpeae, XKU3HW UM 300POBbH0 KUBOTHBIX U PacTEHWA.



I1l. MomeLlieruns

4. Ina obecneyeHnsi COXPaHHOCTU 34aHW U NMOMELLEHNIA B NPOLIECCE UX 3KCMyaTaumMm opraHusauus
JOHOPCTBa KPOBU U €e KOMIMOHEHTOB AOSHKHa MPOBOOUTE TEXHUYECKME OCMOTPbI, TEKYLUME W KanuTarnbHble
PEMOHTBI.

5. MomelleHns, B TOM 4uCrie NPOM3BOACTBEHHbIE MOMELLEHUS (30HbI), MOMELLEHUS AN XPaHEHUs
(cknagbl) n ObITOBblE MOMELLEHUS, pa3densioTcs MNo BuMAaM MNPOBOAWMBIX paboT M UCNONb3yKTCA B
COOTBETCTBUMN C UX Ha3HaAYEHUEM.

6. B opraHuMsauum [OOHOPCTBA KPOBU W €€ KOMIMOHEHTOB [AOMKHbl OblTb BblAerieHbl OTAENbHbIE
nomMeLLeHnst (Cknagbl) Ans XpaHeHUs:

pacxodHblX MaTepuanoB (KOHTEMHEPOB MOMMUMEPHbLIX Afs 3aroTOoBKM [OOHOPCKOM KpPOBU U ee
KOMMOHEHTOB, HAOOPOB peareHTOB 1 APYrnX MaTepunanos);

KOMMOHEHTOB  KPOBW, WMEKLMX pasHbii  cTaTyCc (rogHble, HaxoOswWMecss Ha KapaHTUHe,
HeuccneaoBaHHble UnNn 3abpakoBaHHbIE).

Mpn OTCYTCTBMM TakMX MOMELLEHUA HEOOXOAMMO BbIAENWUTb W30NMPOBAHHbIE 30HbI, CTEMNNaXW W
XONoAUNbHUKN.

7. B opraHu3aumm JoHOpPCTBa KPOBU N €8 KOMMOHEHTOB JOSMKHbI ObITb MPeayCcMOTpeHbI rapaepobHble,
KOMHaTbl OTAblXa, CAaHUTAPHO-OLITOBLIE MOMELLIEHUS U TyarneTbl, pacnofioXXeHHble BONN3M, HO N30NIMPOBAHHO OT
NMPOW3BOACTBEHHbIX  MOMELLEHWI, OCHALLEHHblE  COOTBETCTBYIOLMM  OOOPYyJOBaHMEM,  MOWOLWUMU  W©
Oe3VHUUMPYIOLWMMK CpeacTBaMm U YOOPOYHBbIM MHBEHTapEM.

8. MNMpounsBoacTBEHHbIE MOMELLEHNA (30HbI) U MOMeLLeHUsa (cknagbl) ONs XpaHeHWs AOIMKHbl MUMETb
YyeTkoe 0603HaYeHNE N OrpaHUYEHHbIN JOCTY.

IV. MNMpounsBoacTeBeHHas cpeaa

9. MNpu 3aroToBke OOHOPCKOM KPOBWM UM €e KOMIMOHEHTOB [OIKHa ObiTb CO3[4aHa Mpou3BOACTBEHHas
cpena, Heobxoaumasa ans oGecrneyvyeHnst COOTBETCTBUSA [OHOPCKOW KPOBU M €e KOMMOHEHTOB YCTaHOBMEHHbIM
TpeboBaHMSAM B MNpoLiecce KX 3aroToBku, nepepaboTku, o6cnenoBaHns, XpaHeHNs 1 TPaHCMNOPTUPOBKY, a Takke
Mepbl, UCKMoYatolme 6akTepuanbHoe 3arpsisHeHe JOHOPCKOM KPOBU U ee KOMMOHEHTOB.

10. C uenblo npenoTBpallleHVsl 3arpsi3HEHUst [IOHOPCKOW KPOBM M €€ KOMMOHEHTOB HanpasreHue
MOTOKOB MaTepuanoB W Jogeil B MOMELIeHUsSX [OOMKHO OblTb OpraHM3oBaHO B COOTBETCTBUM C
nocnenoBaTenbHOCTLIO BbINOMHEHWUS TPOM3BOACTBEHHBIX OnepaLyii.

11. PaboTbl, ANA KOTopbIX TpeGyloTcs acenTuyeckne YCrnoBUsl, AOIMKHblI OCYLLECTBNATLCA B YMCTbIX
MOMELLEHNAX WUMU MOMELLIEHUSIX, 060PYA0BaHHbIX NTAMUHAPHBIMU yCTaHOBKamMK. Knacc 4McToTbl NOMeLLeHus
onpeaensieTcs BUAOM NPOBOANMbIX paGorT.

12. 3aroToBka M nepepaboTka AOHOPCKON KPOBWU HA KOMMOHEHTbI B 3aMKHYTOW CUCTEME KOHTENHepOoB
NNacTUKOBbIX He TpebyeT acenTUYecKuX YCIOBWI BHeLIHeW cpedbl. Takue paGoTbl MOXHO MPOBOAMTL MpPU
cobntogeHnn oBLLMX MpaBuI CaHUTaPHO-3MNAEMUONOMMYECKOro pexnMa.

13. N npegoTBpaLlEHNst KOHTAKTHOrO MH(ULUMPOBAHUSI KPOBU MNMPU €€ 3aroTOBKE MepcoHarn OOorKeH
cobntoaatb TpeGoBaHNA acenTVKU M aHTUCENTUKU. VICTOYHMKaMK MHULMPOBAHUS MOTyT OblTb MUKpodriopa
BO3QyXa, PYKM MEAMLMHCKOro MepcoHana, KoXa IOKTeBoro cruba [oHOpa, HapyllueHue repMeTUYHOCTU
KOHTENHepPOB A1 3aroTOBKM KPOBM U APYTMe UCTOYHUKN.

V. JokymeHTauua

14. C uenbto obecrevyeHnss 6e30nacHOCTU U KadecTBa JOHOPCKOW KPOBU U ee KOMMOHEHTOB Ha BCex
aTanax KX 3aroTOBKMW, nepepaboTku, TPaHCMOPTUMPOBKM U XpaHeHUs B OpraHuM3aLuu OOHOPCTBA KPoBU U ee
KOMMOHEHTOB [OMKHbI ObiTb paspaboTaHbl pabouve MHCTPYKUMM YCTaHOBMEHHOro oGpasla Ha BbIMNOSHEHMe
paboT, HENOCPeACTBEHHO BIMSIOLLIMX HA KAYeCTBO M 6e30MacHOCTb BbiMycKaeMol NpoayKLUuK.

15. B opraHusauum JOHOPCTBA KPOBU 1 ee KOMMOHEHTOB He06X0OUMO OCYLLECTBNATL BEAEHNE YYETHO-
PerucTpauMoHHON [OOKyMeHTaumn (KypHanos, OGnaHKoB, BeooOMOCTEN U KapTodek) no dopMam, KoTopble
yCTaHOBNEHbI dpefeparbHbIM OpraHoM MCMONHWUTENBHON BNACcTU, OCYLLECTBASOWMM (PYHKUUM NO BblpaboTke
rocygapCTBEHHON MONMUTUKM U HOPMaTUBHO-TIPABOBOMY PEryNUMPOBaHUIO B CdEpe 3ApaBOOXpaHeHusl, B
KOTOpble BHOCWUTCS COOTBETCTBYIOLLAS 3anncb C LENbl0 MPOCNEXMBAEMOCTU €AVHWL, KPOBW, [OHOPOB,
pacxofHbIX MaTepuanos, o6opyaoBaHnsa 1 UCNONHUTENeR paGorT.



V1. MNMpocnexunBaeMocTb

16. NMpun 3aroToBKE AOHOPCKON KPOBM U €€ KOMMOHEHTOB Heobxoaumo obecneyuntb, YToObl KPOBb, ee
KOMMOHEHTbI, pacxofHble MaTepuanbl (KOHTeWHepbl Ons cOopa KpoBW, peareHTbl U Ae3vHuuMpyloLine
cpencTtea), nabopaTtopHble 00pasubl, PerycTpauuMoHHble OaHHble (3anucu) M ucnonHuTenn pabot 6binu
naeHTNUUMPOBaHbI U NPOCHEXNBASUCH.

17. Kaxxgomy JOHOpY NpucBanBaeTcsl MAEHTUMKALMOHHBI HOMEP AOHOpa (Ko4 AoHopa).

18. Kaxxgon goHaumm npucBanBaeTcs MOAEHTUUKALMOHHbLIA HOMEpP AOHaLNN.

19. PelleHune o0 gonycke foHOpa K AOHALUM MPUHUMAETCH C yY4eTOM:

1) pe3ynbTaToB MEAULIMHCKOrO 00cneaoBaHms 4OHOPa;

2) MEeANLIMHCKNX MPOTUBOMOKa3aHWi K JOHOPCTBY KPOBU N €€ KOMMOHEHTOB;

3) MHpopMaLuKn, MNONy4YeHHOW OT [JOoHOopa B MUCbMEHHOW (OpPMe, BKIHOYAKOLEN CBEeOEeHUss O
nepeHeCceHHbIX UHAEKLMOHHBIX 3a00neBaHusIX, KOHTaKTax C MHAEKLMOHHbIMU BonbHbIMKM, 06 ynoTpebneHun
HaApKOTUYECKUX CPEACTB, O BaKUMHALMKW, XUPYPrUYECKUX WU UMHCTPYMEHTamnbHbIX BMellaTenbCcTBax W
NpebbiBaHNM Ha TEPPUTOPUSIX, HEBNAronosyYHbIX NO MHPEKLUMOHHBIM 3a060NEBaAHNSIM.

20. MNMpocnexmBaeMoCTb AOHOPCKOW KPOBWU U €€ KOMMOHEHTOB AOMMKHa 0becnevmBaTbCa MapKMPOBKON
ob6bekTa nageHTudmkaumm ¢ nocneaoBaTenbHON perncTpaumen Heo6XoAMMbIX AaHHbIX O OOHOpax, AOHAUMSIX,
pacxodHbIX MaTepuanax, BbiNonHeHUM paboT 1 06 ncnonHuTensix pabor.

21. B npouecce 3aroToBkM 1 nepepaboTkn Kaxabl OTAENbHbIA KOHTEMHEP C LOHOPCKON KPOBbLIO U ee
KOMMOHEHTaMK, Kaxabli obpaseL, JOHOPCKOW KPOBW, CBSI3@HHLIN C COOTBETCTBYHOLLEW OOHALMEW, AOSKHbI
UMETb OAUH U TOT Xe HoMep.

22. KOMMNOHEHTbI  KPOBW, MWMEIOLWNE pasHbii  CTaTyCc (rogHble, HaxOAsLWMEcs Ha KapaHTUHe,
HeuccnegoBaHHble UK 3abpakoBaHHbIE), [OIMPKHBI XPAHUTLCS pas3genbHo.

23. Ha Bcex aTanax oT 3aroToBKM A0 UCMOJb30BaHUSA JOHOPCKOW KPOBU U €€ KOMMOHEHTOB HEOBX0oMMO
obecneynTb BO3MOXXHOCTb YCTAHOBITEHWSI IMYHOCTU AOHOpPA.

24. TlopsaoK yCTaHOBMNEHUS TWYHOCTM [OHOpPa, MNepeyeHb MeOULUHCKMX NPOTUBOMOKa3aHUn K
JOHOPCTBY KPOBU W €e KOMMOHEHTOB, MOPSAOK MOCTOSAHHOMO WM BPEMEHHOro OTCTpaHeHWs [JoHopa OT
JOHOPCTBa KPOBWU, METOAbl, NOpsgoK M obbem obcnefoBaHWst AOHOPOB, KpUTepun 1M TpeboBaHus K oTOopy
JOHOPOB, a Takke MNOpsAoK OEUCTBUA OpraHmsaumMmM AOHOPCTBA KPOBW U €€ KOMMOHEHTOB NPU BbISBNEHUU Y
JOHOpa EMOTPAHCMUCCUBHBIX  UHGEKUM unu  obHapyxeHnM B  KpOBWM  [JOHOpa BO3byguTenewn
reMOTPaHCMUCCUBHBLIX MHMEKUMA  yTBepxKaawTcsa defeparnbHbiM — OpraHOM — UCMOMHUTENbHOW  BRacTMy,
OCYLLECTBNAIOWNM  (PYHKUMM MO BblpaboTke rocyAapCTBEHHOW MOMWTUKM U HOPMaTMBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBOOXpaHEHUS.

25. Mpun 3aroToBKe OOHOPCKOW KPOBM M €€ KOMMOHEHTOB HEOOXOAMMO MpOCeXuBaTb MPOXOXOEHME
JOHOPCKOM KPOBM U ee KOMMOHEHTOB OT AOHOpa A0 peumnuveHTa. PopMbl permcTpaumMoHHbIX OOKYMEHTOB U
nopsgoK perncTpauumn gaHHbIX, HeobXooMMbIX A5 06ecneyeHns NPOCNeXnBaeMoCcT JOHOPCKON KPOBU U ee
KOMMOHEHTOB, paspabaTbiBalOTCA W yTBEpXAalTca denepanbHbiM  OPraHOM  UCMOMHUTENBHOW  BracTw,
OCYLLECTBNAIOWNM  (PYHKUMKU MO BblpaboTke rocyAapCTBEHHOW MOMUTUKA U HOPMaTMBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBooxpaHeHud. Bce perncrpaumoHHble OaHHble [OMKHbl YOOCTOBEPSATHCA
noanuCsbI0 UCMOMHUTENS.

26. Ha atukeTKe Kakgon [03bl (€QUHMLbI) KPOBU UMM €€ KOMMOHEHTa M obpasue OOHOPCKOM KPOBU
yKa3bIlBaeTCA MOEHTUMUKALNOHHBIA HOMEP JoHauMn. oeHTUMKaLUMOHHBIN HOMepP A03bl (EQUHNLbI) KPOBU UMK
ee KOMIMOHEHTa nepenpoBepsieTcs (CnuyaeTcs) OTBETCTBEHHBLIMM NULLAMM OpraHmM3aunii JOHOPCTBA KPOBU U ee
KOMIMOHEHTOB MpW 3aroToBKe, nepepaboTke, XpaHeHWW, TPaHCNOPTMPOBKE, Bblgadye roToBOM MPOAYKUUN U ee
NPUMEHEHUMN.

VII. 3aroToBKa LOHOPCKOWM KPOBM U €€ KOMMOHEHTOB

MaTtepuansl, NpMMeHsieMble NpuW 3aroToBke U NepepaboTke KpoBu

27. anMeHﬂeMble mMmartepuanbl “n o6opy/:|,OBaH|/|e OOIDKHbI ObITb pa3pelleHbl K MCMNOJIb30BAHUIO Ha
TEepPpPUTOPUN Poccuiickon CDep,epau,VM B YCTa@HOBJITIEHHOM NopsAOkKe n COOTBETCTBOBATbL CBOEMY Ha3HaA4YeHUIO.
28. Tvn cuctemsl KOHTeIZHepOB HeobxoaQMmo Bbl6|/|paTb B COOTBETCTBMM C BUOOM OOHaALNN.

Baatue D,OHOpCKOIZ KpoBM N €€ KOMIMOHEHTOB

29. Ins caaym KpoBu SOHOP pacnonaraetcd B yHKUMOHANBHOM Kpecrie.



30. KpoBb y OoHopa 3abupaeTcs u3 LeHTpanbHOW MW APYrod ManonoaBWXKHOW BeHbl B obnactu
TNOKTEBOrO crmuba.

BbiOpaHHOe MecTO (NoKTeBOM CrMbd [JoHopa) [0 BeHenyHKuMM obpabaTtbiBaeTcs pacTBOPOM
aHTUCeNnTUKa 2 pasa C UHTEPBArioM B 1 MUHYTY.

B cnyyae HeygayHoW 1-i MOMbITKM BEHEMYHKUUW C cornacusi AoHopa Heobxooumo BbIOpaTb Opyrom
y4yacTok nokteBoro crmba, obpaboTaTe ero pacTBOPOM aHTUCENTUKA 2 pa3a C WHTepBanom B 1 MUHYTY U
NCMNOMb30BaTh HOBbIA KOHTEMHEDP U CUCTEMY A5l B3ATUS KPOBMU.

31. Npw B3ATMM KPOBM Y [OHOPa HEOOXOAMMO 0BEeCneynTb:

1) HENPEPBLIBHOCTb KPOBOTOKA;

2) NOCTOSIHHOE MepeMeLLVBaHNEe KPOBM C pacTBOPOM aHTuKoarynsaHTa (KOHCepBaHTa) B TeYeHMEe BCEN
OoHauuuy;

3) yCTaHOBMNEHHYIO MPOOOIMKUTENBHOCTb AOHALNN;

4) NponopuMoHanbHOe COOTHOLLIEHNE B3ATOM KPOBM K KONMMYECTBY pacTBOpa aHTUKOarynsiHta c
KOHCEPBAHTOM B KOHTEMHEPE;

5) 06BbeM KpoBM, COOTBETCTBYHOLLMIA TUMY UCMONb3YEMOrO KOHTENHEPA.

32. Insa nony4eHusi TPOMOOLIMTOB, CBEXE3aMOPOXEHHOW Ma3mMbl M KpuonpeuunuTata KpoBb y AOHOpaA
OOIMKHa ObITb B3siTa MpYM OOHOKPATHOW BEHENyHKUUW, obecrnevvBaloLlen TOK KPOBM B TeyeHWe He Oonee
12 MUHYT.

O6pasubl Ans nabopaTopHbIX NCCreaoBaHUi

33. Obpasubl AOHOPCKOM KPOBW, MNpedHa3HaYeHHble AN UCCNedoBaHWs, OOIKHbl OTOMpaTbcsa npu
cobnogeHUN YCNOBUI aCENTUKN HEMOCPELACTBEHHO N3 MarucTpanu unm creumanbHOro KOHTenHepa Ansi npoo,
BXOZASILLErO B COCTaB CUCTEMBI.

CermeHTbl 0OLLEN [OHOPCKOM Marnctpanu LOSKHbl OTAENnsATbCA OT KOHTenHepa 6e3 HapylueHust
CTEPUIBHOCTU KOHTENHEpa.

34. Tun 1 o6beM obpasLia KpoBM AOMKEH COOTBETCTBOBATL B1AY obcnenosaHus.

35. YcnoBusi xpaHeHus1 06pasLoB AOHOPCKOW KPOBWM 4O NpoBedeHust nabopaTopHbIX TECTOB AOMKHbI
oTBeYaTb TpPeOOBaHMSAM, YCTAHOBMEHHbIM B MUCbMEHHBIX MHCTPYKUMSX MO 3Kchfyatauun (MPUMEHEHUIO)
HabopoB peareHTOB.

[ononHutensHble TpeboBaHUS K 3aroToBke Nnas3mbl MeToaoM adepesa

36. Mpn B3ATUM [OHOPCKOW KPOBM METOAOM adpepe3a [OSMkHbl ObiTb 0obecneyeHbl  yCcnoBus,
UCKMoYatoLwme BO3AYLUHYI0 aMOOMMo, a Takke COOTBETCTBME OOLLEr0 KONMMYEeCTBa KPOBW, 3arOTOBIIEHHOW OT
OoHopa 3a 1 pa3 (MCcKYas aHTUKOArysiHT), yCTaHOBNIEHHOMY KPUTEPUIO.

37. Bo3BpaT OOHOpPY KIETOYHbIX KOMMOHEHTOB (NpW NpOBedEeHMU MpPepbIBUCTOro adbepesa) OOImKeH
OCYLLEeCTBNATLCA [0 B3ATUA 2- eduHULbl KpoBWu. [lepen BO3BpaTOM [AOHOPY KIMETOYHbIX KOMMOHEHTOB
HeobOX0AMMO MPOBEPUTbL MAPKUPOBKY KOHTEWHEepa, CBEPUTb C AaHHLIMW [OHOPCKOW KapTOYKM M MONYyYUTb
YCTHOE MOATBEpXOeHWe OT [AoHOopa ero damunuui, UMeHu, oT4vecTBa, rpynnbl kpoBu ABO wu pesyc-
NPUHaONEXHOCTH.

HabntopgeHve 3a goHopoM

38. ,D,OHOp JOIDKEH HaxoauTbCA noAd HabniogeHnem MeauUMHCKOro nepcoHalrna Ha BCexX J3Tanax
ﬂpeGbIBaHMH B OpraHmn3auunn goHOpCTBa KPpOBU N €€ KOMIMOHEHTOB.

VIII. NepepaboTka AOHOPCKOM KPOBU M NOMy4YEHNE KOMMOHEHTOB KPOBU

O0LLMe NonoXxeHuns

39. KOMMOHEHTbI KpoBM MonyyarT nyTemM nepepaboTky 3aroTOBNEHHOW KOHCEPBMPOBAHHOW LIENbHOW
JOHOPCKOM KpPOBM U1 MeToaom adpepesa.

40. TexHonornv, ucnonb3yemble MNpu 3aroToBKke, nepepaboTke, XpaHEHMU U TPaHCNOPTMPOBKE
JOHOPCKOM KPOBM N ee KOMMOHEHTOB, AOMMKHbI 00ecneynBaTh NpegynpexaeHme ux 3arpsa3HeHnst NatoreHHbIM1



GUONOrMYECKMUN areHTamm U coxXpaHeHne GUONOorNYECcKUX CBOWCTB.

41. [JaHHble MOHWUTOPUHra MpoLEeCcCcoB NnepepaboTKM [OHOPCKOM KPOBM M MOMYYEHUS ee KOMMOHEHTOB
Heob6XxoQuMO PerucTpupoBaTh.

42. MeToabl, Wucnonb3yemble B MPOM3BOACTBE KOMMOHEHTOB KPOBW, [OOMKHbI obecrneymBaTb
repMeTUYHOCTb CUCTEMbI MOMNMMEPHbIX KOHTEMHEPOB U He AoNYycKaTb HapyLUEeHWs! LLeNOCTHOCTHU.

LieHTpudpyruposaHue

43. CocTaB BblOenseMoro KOMMOHeHTa PerynupyloT BeIODOpOM pexrMa LieHTPUdYrMpoBaHUsi, KOTOPbI
BKIIOYaET TemnepaTtypy, BpeMsi U CKOPOCTb LIEHTPUdYMpOBaHUS.

[na kaxnon LeHTpUdYrM AomkHbI GbiTe onpeaeneHsbl CBOU PeXMbI.

MeToabl NONy4YeHUsi KOHEYHBIX NPOAYKTOB NPeACTaBMsAT COO0 B3aMMOCBA3aHHYIO CUCTEMY.

Ona pasgeneHvs nnasmbl U KMETOK MOTyT UCMOMb30BaTbCA APYrne MeTofbl OCaXKAEHWs1 KMeToK, B
YacTHOCTM LEeHTpUdyrMpoBaHne ABWKYLLEACA KpoBM, MNPOTOYHOE (nnaBalollee) LUeHTpudyrMpoBaHue B
rpagmeHTe NoTHOCTU, NPOTMBOTOYHOE LIeHTpUdyrMpoBaHue (NpombiBaHWe) 1 ounbTpaums.

3aMOpa)KI/IBaHI/Ie nnas3mbl

44. Tpouecc 3amopaxmnBaHUA MNnasmbl HEMNOCPEACTBEHHO BNUSIET Ha cCoXpaHeHne 6enkoB nnasmMbl 1
drakTopOoB CBEPTLIBAHMS.

[ns MakcMmanbHOro coxpaHeHus cogep)kaHnst akTopoB CBepTbiBaHNS 00LLee BPEMS 3aMOpaXKnBaHms
nnasmbl 8o - 30C He AomkHO NpeBbiwaTh 40 MUHYT.

3aM0pa>K|/|BaH|/|e (KpI/IOKOHcepBI/IpOBaHI/Ie) KINETOYHbIX KOMMNOHEHTOB

45. TMoAroToBKY KNeTOUYHbIX KOMMNOHEHTOB K 3aMOPaXXUBaHMIO NMPOM3BOAAT B aCeNTUYECKUX YCIIOBUSX.

46. KpMOKOHCEPBUPOBaHME  [OMKHO  OCYLIECTBNATLCA € UCMOMNb3oBaHMEM  crieuuansbHo
npeaHa3Ha4YeHHOro 06opPYya0BaHNA METOAOM, Pa3peLleHHbIM K MPUMEHEHMIO B YCTAHOBINEHHOM MOpsAKe.

47. [onycTMOe BPEeMsl XpaHeHus SpUTPOLMTOB OT MOMEHTa MOMy4YeHUs [0 3amMOpaKuMBaHUA He
[0MMKHO MpesblIllaTh 5 CyToK.

48. TpoMGOLIUTLI, NONy4YeHHbIe MIOGLIM METOAOM, AOMKHbI GbiTb 3aMOPOXeEHbI He nosdHee 24 yacos
rnocre 3aroTOBKW KpOBM OT AoHOpa unu Tpomboumtadepesa.

Pa3M0pa>K|/|BaHv|e (OTTaI/IBaHI/Ie) n nogorpes

49. KOMNOHEHTHI D,OHOpCKOIZ KPpOBU AOOJTKHbI pa3MopaXmBaTbCA W noagorpeBatbCA A0 Heobxoanmonm
TemMnepartypbl C UCNOJ1b30BaHMEM cneunarbHO npegHa3Ha4YeHHOoro O60pyﬂ,OBaHVIF|.

MHakTmuBaums

50. B uenax oGecnevyeHns 6e30MacHOCTVM KOMMOHEHTOB [AOHOPCKOM KPOBW [OMycKaeTcsl NpuUMeHeHue
METO[0B MHAKTMBALIMN NaTOreHHbIX GUONOrMYECcKNX areHToB.

51. MeTodbl, NPVMMEHsIeMble MPU MWHAKTMBALMX NaTOreHHbIX OWOMOrMYecKUX areHToB, [AOJIKHbI
obecrneuvBaTb COXpaHEHWe YPOBHsI MokasaTenel OUONorMyecko MOMHOLEHHOCTH,  (OYHKLMOHANbHON
aKTMBHOCTU M NeYeBHOoN 3 EKTUBHOCTN KOMIMOHEHTOB KPOBU.

PeHTreHoBckoe o6nyqu|/|e nnn raMM3-06nyquv|e

52. MeToa obnyyeHns gormkeH obecneuntb o3y ot 25 go 50 Mpen.

53. BpeMs akcno3vuum, yCTaHOBNEHHOE ONS KAXKO0ro fy4eBOro NCTOYHMKA, AOMKHO KOHTPONMPOBaThLCS
Yyepes UHTepBasbl, yCTAHOBIIEHHbIE B MHCTPYKLMM NO 3KCnnyatauum (MPUMEHEHMIO).

54. Sputpountcogepkallime KOMNOHEHTbI KPOBM MOTYT nogsepratbcst 06ny4eHno He no3gHee 14 gHen
C MOMEHTa MOoSy4YeHUs N XpaHUTLCH B TeveHne 28 aHeNn.



XpaHeHI/Ie D,OHOpCKOIZ KpoBM N €€ KOMIMOHEHTOB

55. Ha Bcex aTanax nepepaboTKu, XpaHEHUS U TPAHCMOPTUPOBKU JOHOPCKON KPOBU 1 €€ KOMMOHEHTOB
Heob6XxoaMMo obecneynTb:

1) naeHTUMLMKaLmnio NpoayKTOB;

2) yCTaHOBNEHHbIE YCINOBUS XpaHEHWS;

3) pasgenbHoe XpaHeHUe KOMMOHEHTOB KPOBM MO CTaTycy, BUAaM KOMMOHEHTOB KPOBW, rpymnnamM KpoBwu
ABO v pesyc-npyHagnexHocTu;

4) 3aWwmnTy OT NOBPEXOEHMS;

5) nomelumBaHne TpoMOOLINTOB;

6) KOHTPONb YCINOBUI BHELLHEW Cpeabl;

7) perncrpaumtio AaHHbIX HabnogeHus.

TpaHCFIOpTI/IpOBKa D,OHOpCKOIZ KpoBU N €€ KOMIMOHEHTOB

56. TpaHCcnopTUPOBKa JOHOPCKOW KPOBU M €€ KOMMOHEHTOB AOSMKHA OCYLLECTBMAATLCS B CneLmanbHbIX
TPAHCMOPTHLIX TEPMOMU3ONSALMOHHBIX KOHTEWHepax unu pedpwkepaTopax € COOMIOOEHNEM CaHUTapHO-
rMrmeHndeckmx TpeboBaHnii Npy yCnoBmMn obecnevYeHnss COXpaHHOCTM NPOAYKTa NPy TPaHCNOPTMPOBKE.

57. KpoBb 1 apuTpouuTCOdEpXKalLMe KOMMOHEHTbI KpoBM BO u3bexaHue remonusa npw
TPaHCMOPTUPOBKE HE [OSMKHbI MOABEPraTbCsl MNEpPeoXNaXKOeHNIO WNN  NeperpeBaHnio.  TpaHCNopTUPOBKa
OOHOPCKOM KPOBW W 3pPUTPOLIUTCOAEPXKALLMX KOMMOHEHTOB KPOBM, OCYLLECTBMsieMasl B TEYEHWE MeHee
30 MUHYT, MOXET NpPOM3BOOUTBCA C WCMOMb30BAHWEM TPaAHCMOPTHbIX KOHTEMHEPOB, OOecnevMBaloLLmx
OOCTaTOYHYH M30TEPMUYHOCTE U m3onsaumio. NMpu Oonee ANUTENbHOW TPaHCMOPTUPOBKE OOHOPCKOW KPOBU Y
apuTpouMTCOoaEpKAMX KOMMOHEHTOB KPOBM C LENblo obecrneyeHusi M30TEPMUYECKOrO pexuma B
TPAHCMOPTHOM KOHTENHepe HeobGXOAMMO WCMOMb30BaTh akKyMynAaToOpbl XOroga. YCroBus TPaHCMOPTUPOBKU
OOJIMKHbI rapaHTMpOBaTb, YTO B KOHLE MaKCMMAanbHOrO nepvoga TPaHCMOPTUPOBKM 3pUTPOLIMTCOOEpXKaLLMX
KOMMOHEHTOB KPOBW, paBHOro 24 4yacam, Temnepatypa BHYTPYM TPaHCMOPTHOrO KOHTEWHEpa He [AOJShKHA
npesbiwatb + 10°C.

58. Mpu TpaHCnopTMpOBKE TPOMOOLUTCOAEPXKALLMX KOMMOHEHTOB [JOHOPCKOW KpOBM TemnepaTtypa
OOIMKHA MopaepXuBaTbcsl OnMM3KO K PEKOMEHOOBAHHOW TemnepaTtype XpaHeHusl, U Mnpu MOMyYeHUU Takue
KOMMOHEHTbI, €CMM OHW He MpefHasHadeHbl AN HEMELNEHHOro ne4vyebHOro MpUMEHEHUs, OOSKHbI ObITb
nepeHeceHbl AN XpaHeHNs Npy PEKOMEHO0BAHHBIX YCITOBUSAX.

59. KOMMNOHEHTbI LOHOPCKOM KPOBWU NMPW TPaHCNOPTMPOBKE Heobxoaumo obeperaTb OT BCTPAXUBAHWS,
yOapoB M NepeBEpPTbIBAHNS.

60. Mpn TpaHCNOPTMPOBKE Nfa3Mbl OOMKHA MOAAEPXKMBATLCA TeMrepatypa XpaHeHusi. B TedeHue
BCEro BPEMEHW TPaHCMOPTUPOBKM TemrepaTypa BHYTPW TPAHCMOPTHOrO KOHTelHepa (pedpwxkepaTopa) He
OOIMKHa nogHumatbes Boiwe - 18°C. Ecnu npogykT He OyAeT ucnonb3oBaH HEMeANeHHO, Heobxoaumo cpasy
)K€ MOMECTUTb KOHTEMHEpPLI HA XpPaHEHWE B YCINOBUSIX PEKOMEHAYEMOM TeMNepaTypsbl.

Bbinyck rotoBon npoayKuum

61. PelleHne 0 roqHOCTUN KapKaoi eanHULLI MPOAYKLMM NPUHUMAETCS TOMbKO MOCHe NPOBEPKU:
naeHTUUKALMN NPOAYKTA;

pe3ynbTaToB UccnenosaHnsa o6pasLoB OHOPCKOW KPOBY;

BHELLHEero Buaa 1 LIeNoCTHOCTM YNaKoBKu;

1
2
3
4 perncTpaumoHHbIX OaHHbIX ob yCnoBuAX XpaHeHuA npoaykunn.

~— — — ~—

Peanunsauusa rotosow n poaykumn

62. [JoHOpCcKas KPOBb U ee KOMMOHEHTLI AN KNUHUYECKOro UCMONb30oBaHUSA BbiAalTCA OpraHM3aLmsam
(yypexxoeHusiM), VMEIOLLMM JIMLIEH3NIO Ha OCYLUIECTBIEHNEe MEeOWNLUMHCKON [OeATernbHOCTU, CBA3aHHOW C
BbINOMHEHNeM paGoT (ycnyr) no TpaHcdysnonormm. KoMnoHeHTbl [OHOPCKOM KpoBM AN TpaHcdysui
BblAaloTCA NULLY, YNONHOMOYEHHOMY fe4eGHbBIM YUpeXXaeHNEM.

63. 3akas Ha Bblgady OOHOPCKOM KPOBM M €e KOMMOHEHTOB MoAMnMChIBAaeTCA NIULIOM, OTBETCTBEHHbLIM 33
npoBedeHWe TepenuMBaHNUs KPOBM U €€ KOMMOHEHTOB B Jle4ebHOM yypexaeHuW, HasHaYeHHbIM B
yCTaHOBIIEHHOM MOPSKE.

64. KOMNOHEHTbl [JOHOPCKOW KPOBM [ANs NPOU3BOACTBA IEeKapCTBEHHbIX CPeacTB nepedaloTcs



OopraHusauusM, UMEKLWUM JULEH3NI0 Ha OCYLLECTBIEHNE LEATENBbHOCTU MO MPOU3BOACTBY FEKAPCTBEHHbIX
cpeacTs, Mo AOroBopy.

65. Cuctema [oCTaBKM OOHOPCKOM KPOBM U ee KOMMOHEHTOB [OIMkHa obecrnedvnBaTb COXPaAHHOCTb
Npo4yKTa Npu TPaHCNOPTUPOBKE.

66. 3anpellaeTca peanu3aunsi LOHOPCKOM KPOBM M €€ KOMMOHEHTOB C LENbl  KIMHUYECKOTO
NMPYMEHEHMST U MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpraHvM3aunsiM, He WUMEILMM COOTBETCTBYHOLLEN
NNLLEH3NN.



