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NPABUTENbLCTBO POCCUACKOW ®EOQEPALINU

NOCTAHOBINEHMUE
oT 26 AaHBaps 2010 r. N 29

OB YTBEPXXOEHWUN TEXHUYECKOIO PEMAMEHTA
O TPEBOBAHUAX BE3OMNACHOCTU KPOBW, EE NMPOAYKTOB,
KPOBE3AMELLAIOLWNX PACTBOPOB N TEXHUYECKUX CPEACTB,
MUCNONb3YEMbIX B TPAHC®Y3UOHHO-UH®Y3UOHHOW TEPAMUU

(c u3m., BHeceHHbIMK [MocTaHoBneHuem lNpaBuTtensctea PO
oT 12.10.2010 N 808)

B cooteBetctBUM € PepepanbHbiM 3akoHOM "O TexHM4eckoM perynupoBaHuMn" [paBUTENLCTBO
Poccuiickon degepaumm nocTaHOBSET:

1. YTBepauTb npunaraembli TEXHUYECKU pernameHT o TpebosaHusx 6e30nmacHOCTM KpoBu, ee
NPOAYKTOB, KPOBE3aMELLALLMX PACTBOPOB N TEXHUYECKUX CPEACTB, UCMONb3yEMbIX B TpaHCHY3NOHHO-
WHY3NOHHON Tepanun (ganee - TEXHUYECKUI pernameHT).

TexHuyeckMn pernameHT BCTynaeT B CUIly MO MUCTEYeHUM 6 MecsaueB CO AHA oduumManbHOro
onybnukoBaHus HacTosilero MNocTtaHOBNeHMs, 3a UCKkNovyeHneM pasgenoB 12 - 15 npunoxenns N 1 k
TEXHUYECKOMY perfiaMeHTy B 4acTW paHee 3arOoTOBIIEHHbIX KOMMOHEHTOB KPOBMW, KOTOpble BCTynawT B
cuny no ncreveHuun 30 MecsLeB Co OHA BCTYNMNEHNUS B CUMY TEXHUYECKOro perfnamMeHTa.

2. MuHuCTepcTBY 34paBoOXpaHeHWs U coumanbHoro passutus Poccuinckon degepaumn no
COrfacoBaHuUio C 3aMHTEPECOBaHHbIMY dhedeparibHbLIMU OpraHaMy UCMOSTHUTENBHOW BNAacTh NPeACTaBnUTb
B 6-MecsaYHbIn CPOK B yCTaHOBNEHHOM nopsake B [lpaBuTenbctBo Poccuiickon depepaumy npoekT
nepeyvHs HauuoHarnbHbIX CTaHOAPTOB, COAepXXallMx npaBunia U MeTodbl NccnegoBaHui (MCNbITaHU) 1
n3MepeHun, B TOM 4Yucne npasuna otbopa obpasuos, HEOOXOOUMBIX ANS MPUMEHEHUS U UCTOMNHEHNS
TEXHUYECKOrO perfiaMmeHTa W OCYLUECTBIIEHUS OLEHKW COOTBETCTBUSA Npoaykuun TpeboBaHuaMm
TEXHUYECKOTO pernameHTa.

Mpencenatens MNMpaButenscTea
Poccuiickon deaepavmm
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YTBepxaeH

MocTaHoBneHveM lNpaButenscTea
Poccunckon ®egepaumm

oT 26 aHBapsa 2010 r. N 29

TEXHUYECKUN PEFMAMEHT
O TPEBOBAHUAX BE3ONACHOCTU KPOBW, EE NPOOYKTOB,
KPOBE3AMELLAKOLWNUX PACTBOPOB U TEXHUYECKMUX CPELCTB,
MUCMNONb3YEMbIX B TPAHC®Y3UOHHO-UH®Y3UOHHOW TEPAMUU

I. OBLWME MNOJIOXEHNA

1. HacTosawwmin TexHM4ecknin pernameHT ycTaHaBnmMBaeT:

1) TpeboBaHust 6e30MacHOCTN OOBHEKTOB TEXHUYECKOTO PErYNMPOBaHUS;

2) npaBuna ngeHtTudgmrkaum JOHOPCKON KPOBU U €€ KOMMOHEHTOB;

3) npaBurna M OPMbl  OLEHKM COOTBETCTBMS OOBEKTOB TEXHWYECKOrO PErynvpoBaHust
TpebOoBaHNAM HACTOALLEro TEXHUYECKOTO PErNameHTa;

4) TpeboBaHMA K yNakoBKE M MAapKUPOBKE JOHOPCKOWM KPOBU N €€ KOMMOHEHTOB.

2. K obbektam TEXHUYECKOro perynmpoBaHusi, B OTHOLUEHUN KOTOPbIX HACTOSALLMM TEXHUYECKUM
pernaMmeHToM ycTaHaBnmBaroTcsa TpeboBaHnsa 6€30nacHOCTM, OTHOCATCS:

1) AoHOpCKas KPOBb U €€ KOMMOHEHTLI;

2) npenapaTbl U3 AOHOPCKON KPOBY;

3) kpoBesameLLaoLne pacTBopbl;

4) TexHU4eckne cpeacTsa, UCnosib3yemMble B TPaHCHY3NOHHO-MH(Y3MOHHOM Tepanmm, B YacTHOCTU
n3genvss  MeaWUMHCKOrO  Ha3HayeHusi  (KOHTeWHepbl MONMMEPHble, CUCTEMbI, YCTpOMCTBA U



NpUCcnocobneHnss OAHOKPaTHOrO MPUMEHEHMS, B TOM uYuCre Afsi COEOWHEHUST MOMMMEPHbIX
mMarucrpanen);

5) npoueccobl 3arotoBku, nepepaboTkn, XpaHEeHUs, TPaHCMOPTUPOBKMN, YTUNN3aUUN, MPUMEHEHUSA U
obecneyeHnss 6e30nacHOCTN JOHOPCKOWM KPOBU N €€ KOMMOHEHTOB.

3. TpeboBaHuA HaACTOALWEro TEXHUYECKOrO perfiameHTa He  pacnpoCTpaHslTCs  Ha
remMornoaTu4eckue (CTBONOBbIE) KNETKM, NOMyYeHHbIE U3 KPOBW, KOCTHOrO MO3ra U UHbIX TKaHen Yyenoseka,
a TaKkke Ha gmarHocTu4eckue npenapaTbl, NofyYyaemble U3 KPOBMU.

4. Tlpy BbINONHEHUN TPeBOBaHUW, YCTAHOBMEHHLIX HACTOALMUM TEXHUYECKUM pernameHToMm,
obecneunBaeTca HeoOXOAMMBIA YpOBEeHb ©GEe30MacHOCTM KW3HW W 300POBbA [PaXaaH, a Takke
oKpyXatoLen cpefibl, UCTOYHUKOM 3apaxXeHWUs1 KOTOPbIX MOXET CTaTb JOHOPCKasi KPOBb U €€ KOMMOHEHTbI
B npoLecce X 3arotToBku, nepepaboTku, XxpaHeHns1, TPaHCNOPTUPOBKN U MPUMEHEHMS.

5. Tpu pa3paboTke TEXHUYECKUX CPEeACTB, MpedHasHa4yeHHbIX [ONS WUCMNOMb30BaHWS B
TpaHCy3MOHHO-NHAY3NOHHOWN Tepanun, a Takke B NPOLIECCax 3aroTOBKU, XpPaHEHWS!, TPAHCMOPTUPOBKM,
yTunmM3auumm, npuMeHeHns n obecneyeHns 6e30nacHOCTM JOHOPCKOW KPOBU 1 €€ KOMIMOHEHTOB, AOMKHa
OCYLLECTBMNATLCS OLEHKA PUCKOB MX BO3AENCTBMS Ha OPraH1M3m YernoBeka.

[Mpn 9TOM [JOSMKHBI MPUMEHATBCA TEXHUYECKMEe pelleHus, obecneuymBalolme MoBbIWEHNE
3HepreTnyeckon apHeKTMBHOCTU ITUX TEXHUYECKUX CPECTB.

6. Hdpopmauusa o pucke BO3OENCTBMSA TEXHUYECKMX CPEACTB, yKa3aHHbIX B NyHKTE 5 HacToswero
TEXHUYECKOro pernameHTa, Ha OpraHv3M 4ernoBeka OOSbkHa OblTb AOCTYNHOW ANs BCEX rpaxaaH,
NoABEPralLLNXC MaHUNynaumMsaM UM MHbIM KOHTakTaM C OObekTaMy TEXHWYECKOIro PEryrvpoBaHuUst
HaCTOSLLEro TEXHUYECKOro pernaMeHTa, U NnpeaocTaBnATbcd CyObeKkTaMm XO39MCTBEHHON AeATenbHOCTH
B 004A3aTenbHOM MOpsiAke MO 3anpocaM HpUAUYECKMX U (DU3MYECKUX MWL, a Takke Npu OueHKe
COOTBETCTBMS.

7. TpeboBaHMA HACTOSLLEro TEXHUYECKOrO pernameHTa obsi3aTenbHbl AN UCMONIHEHUS BCEMU
IOPUANYECKMMM NMLAMM, OCYLLECTBMSAIOWMMM 3aroTOBKY, NepepaboTKy, XpaHeHue, TpaHCMOPTUPOBKY,
NpYMeEHeHe JOHOPCKOW KPOBM U ee KOMMOHEHTOB, NPenapaToB ¥ KpoBe3aMeLlalLwmux pacTBopoB.

8. MNMoHaATuA, ncnonb3yeMble B HACTOSLLIEM TEXHUYECKOM perfiameHTe, O3Ha4aloT cnegyollee:

1) "ayTtonormyHasa TpaHcdy3ua" - npouedypa NepernvBaHUsa KPOBM WUITM €€ KOMIMOHEHTOB C
UCNomMb30BaHNEM NpPeaBapUTENbHO MOMYYEHHOW KPOBM WM €€ KOMMOHEHTOB, NMPW KOTOPOW AOHOP U
peunnueHT ogHO 1 TO Xe nnuo;

2) "acbepes" - uenesoe BbigeneHne nnasmbl UK KNETOK U3 JOHOPCKOW KPOBU C BO3BPaTOM AOHOPY
OCTaTOYHbIX KOMIMOHEHTOB KPOBMU;

3) "Guonormyeckas MOMHOLEHHOCTb AOHOPCKOM KPOBM M €€ KOMMOHEHTOB" - COBOKYMHOCTb
OronornyeckMx CBOWCTB [JOHOPCKOW KPOBW M €€ KOMMOHEHTOB, obecneumBatowmx OGuonormdeckue
dYHKUUKN KPOBY;

4) "reMOTPaHCMUCCUBHbIE MHPEKUMN" - MHEKUNN, CBS3AHHbIE C 3apaKEeHWEM Yepes3 OOHOPCKYHO
KPOBb U €ee NPOAYKTbI;

5) "rotoBas npoaykums" - OOHOPCKasi KPOBb W €€ KOMMOHEHThI, MPOoLUeAllne Bce npouenypbl
nepepaboTkn U UCCMEOOBaHMN W MpedHasHayeHHble ANS NepenvBaHus PeuunueHTy Wnu Opyroro
UCMNOMb30BaHNS B MEAULIMHCKUX Liensix;

6) "rpynnel kpoBm ABO" - gudpdepeHumpoBaHne KpoBM Ha rpynibl, OCHOBaHHOE Ha 4 KOMBMHaunsx
3pUTpOLMTapPHbIX aHTUreHoB A 1 B, aHTuTen aHTn-A n aHTu-B B CbIBOPOTKE KPOBM YENoBeEKa;

7) "posa (eavHUUA) KPOBM WMNN €e KOMMOHEHTA" - KONMMYecTBO [OHOPCKOW KpPOBW UK ee
KOMIMOHEHTA, codepxalleecs B OAHOM KOHTENHepE;

8) "moHaums" - npoLecc B3ATUA KPOBM JOHOpA UMM €e KOMMOHEHTOB, NpefHa3HayeHHbIX Anis
nepenuBaHus peuunuenHTy v Apyroro MCNosib30BaHUs B MEOANLMHCKUX LENsIX;

9) "goHop" - NMUo, Npolleallee MeanUMHCKoe o6crnegoBaHne 1 JOOPOBONbLHO caaroLlee KpoBb Uin
€€ KOMMOHEHTHI;

10) "poHopckasi KpoBb" - KpOBb, B3ATas OT [OHOpa W NpeAdHasHadeHHas ans KIMHUYECKOro
MCMNoMb30BaHns, B0 A58 NPOM3BOACTBA fNIeKapCTBEHHbIX CPeacTB, NGO ANns UCMoNb30BaHUA B Hay4HO-
nccrnegoBaTtenbCkmMx U obpasoBaTenbHbIX Lensx;

11) "MaeHTUMMKaLUMOHHBIN HOMEpP AOHAUMK" - YHUKamNbHbBIN HOMEP, NPUCBanBaeMbIi NPU KaKOown
JoHauuMu Ansg MapknpoBKM BCEX KOMMOHEHTOB 1 0Bpa3LoB KpOBY, NOMyYEHHbIX B Xo4e AOHauuu;

12) "WMHaKTMBaUMS nNaTOreHHbIX OWonorMyeckux areHToB" - BO3LENCTBME HA NATOreHHble
Buonornyeckue areHTbl C LiEMbIo NpeKpaLLeHns X penpoayKunm;

13) "kapaHTMHM3aLMA CBEXE3aMOPOXEHHON NNa3Mbl” - XpaHEHNEe CBEXEe3aMOPOXXEHHOW Nna3mbl C
3anpeToM ee UCMOoMb30BaHWsA 4O NOBTOPHOIO UCCNeL0BaHUSA JOHOPCKOWM KPOBM HA reMOTPAHCMUCCHBHbBIE
MHGEKUUK;

14) "KNMHUYECKOe WCNOMNb30BaHNE [OHOPCKOW KPOBU UM €€ KOMMOHEHTOB" - nepenvBaHue
OOHOPCKOW KPOBW MMM €€ KOMIMOHEHTOB PeUMnUEHTY B nedebHbIX Lensx, B TOM 4ucne co3gaHuve u
XpaHeHne 3anacoB JOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB;

15) "KOMMNOHEHTbI KpOBM" - COCTaBMSIOLIME KPOBWU (3PUTPOLUTLI, TPOMOOLMTLI, TPaHYoOUUTDI,
nnasma, KpuonpeumnuTar), B3aTble OT AOHOPA UMW MPUTrOTOBMEHHbIE Pa3NUYHbIMU MeTo4aMU U3 KpoBU



OOHOpa W MpefHasHaYeHHble AONA  KNMHWMYECKOro  MCNonb3oBaHus, nnbo [ns  npousBoAcTBa
neKkapCTBEHHbIX CPeacTB, MO0 ANiS UCMONb30BaHUSA B Hay4YHO-UCCNeaoBaTeNbCKMX M 0bpasoBaTeNbHbIX
uensx;

16) "KpoBe3ameluawLie pacTBOpbl" - BOAHbIE PACTBOPbl OPraHMYEcKUX W HEeOPraHM4eckux
BeLeCcTB, BBOOUMbIE B COCyOUCTOE PYCro ANns BO3MelleHus gedvumTta (PyHKUMA KPOBU U KOPPEKLUU
NaTonornyecknx COCTOSIHUIM opraHM3Ma YenoBeka;

17) "KOHTelHep NONMMEpPHbLIA" - eMKOCTb OOHOKPATHOrO NPUMEHEeHWs, ucnonb3yemas ang cbopa
KPOBM 1 ee KOMMOHEHTOB B NpoLiecce AOHAUUN U NOCNeayLLEero XxpaHeHns;

18) "oOpaseL [OHOPCKOW KpOBW" - 4acTb KPOBW, B3ATOW Yy AOHOpA W MNpefHasHadeHHow Ans
nccnegoBaHus;

19) "opraHusauumn JOHOPCTBA KPOBU N €€ KOMMOHEHTOB" - OpraHu3auumn 3apaBooOXpaHeHns, Hayku 1
obpa3oBaHus, a Takke WX CTPYKTYpHble noAapas3gerfieHusl, OCyLeCTBAsLWmne 3aroToBky, nepepaboTky,
XpaHeHne, TPaHCNOPTMPOBKY JOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB;

20) "maToreHHble OUONOrMYeckMe areHTbl" - MUKPOOPraHu3mbl, CMOCODOHbIE MNpWU MonagaHun B
OpraHM3m 4YerioBeka Bbl3BaTb MHPEKLMOHHOE COCTOSHUE;

21) "nnasma" - KOMMOHEHT KPOBW, NPEACTABMSIOLWMNA COBON XUOKYH YacTb KPOBMW, OCTaHOLLYHCS
nocre oTAeneHns KNeToYHbIX KOMMOHEHTOB;

22) "nocTTpaHCAY3NOHHbIE OCMOXHEHUS" - nobble NoboYHblIE HABMEHWS, CBSA3a@HHble C
npUMEHEHNEM OOHOPCKOM KPOBM UMW €€ KOMMOHEHTOB WM MpenapaToB, KOTOPble NMPeacTaBnsioT yrpo3y
XW3HW UNU 300POBbLI0 PELUNNEHTA;

23) "npenapaTbl KpoBW" - NeKapCTBEHHbIE (hOPMbI BENKOB KPOBU, NONyvYaeMble TEXHONOMMYECKUMHN
MeToadamu;

24) "npodyKTbl KpOBWU" - KOMMOHEHTbLI U MpenapaTbl KPpOoBW, NMpeAacTtaBnsowme cobon neyvebHble
CpefcTBa Ha OCHOBE KMEeTOoK unu 6enkoB kpoBw, obnagatrowive HanpaBfeHHbIMW TepaneBTU4EeCKUMHU
CBOMCTBaMU;

25) "npocnexmnBaeMoCTb LOHOPCKOM KPOBU U €€ KOMIMOHEHTOB" - BO3MOXHOCTb YCTAHOBEHUSI
NINYHOCTM [OHOpa, uAeHTUdMKauMM [OOHOPCKOW KPOBM W €e KOMIMOHEHTOB, a Takke pe3ynbTaToB
NCCrnegoBaHUM OOHOPCKOW KPOBM M €e KOMMOHEHTOB Ha 3Tanax ee 3aroToBkW, nepepaboTku, XpaHeHus,
TPaHCMOPTUPOBKKM,  KMMHMYECKOrO  UCMOMb30BaHUA U yTUNU3auum npu  MNOMOLWM  perucrpaumm
opraHu3aunsiMm LOHOPCTBA KPOBU U €€ KOMMOHEHTOB N NEeYeOHbIMU YYpeXaeHUSMN COOTBETCTBYHOLLMX
[aHHbIX B Y4eTHbIX hopmax;

26) "pesyc-npuHagnexHocTb" - AnddepeHLMpoBaHue KPOBU NO HANMUMIO B apuTpoLuTax aHTureHa
Rh (D);

27) "peunnueHT" - dnsmyeckoe NULO, KOTOPOMY MPOBEAEHO NepenuBaHne AOHOPCKOM KPOBU UMK
€€ KOMIMOHEHTOB;

28) "CcpoK XpaHeHUs1 JOHOPCKOW KPOBU U €€ KOMMOHEHTOB" - NEPUOL BPEMEHMW, B TEYEHNE KOTOPOTrO
KPOBb (KOMMOHEHTbLI KPOBM) COXPaHSAET GMONTOrMYECKyo MOSTHOLEHHOCTb, Ne4vyebHy 3hdeKkTUBHOCTL U
npurogHa Anst UCNorb30BaHNS MO HAa3HAYEHWIO;

29) "cTtaTyc KOMIMOHEHTa KPOBW" - COCTOSIHME KOMIMOHEHTa KPOBM B 3aBMCUMOCTM OT CTagum U
pesynbTaTta uccregoBaHusi obpasiia JOHOPCKOM KPOBM, CBA3AHHOIO C COOTBETCTBYIOLLEN AOHALMEN, HA
reMoTpaHCMUCCUBHbIE UHbeKLY;

30) "TexHuyeckue CpeacTsa, WUCNOMb3yemble B TPAHCHY3UOHHO-UHAY3NOHHOW Tepanun" -
npeaMeTbl  MeAULMHCKOrO HasHayeHusi (KOHTEWHepbl MONMMepHble, CUCTEMbI, YCTPOWCTBa W
nNpucnocobneHnss OAHOKPaTHOrO MPUMEHEHMS,, B TOM u4ucrie Anst COEOWHEHWUs  MONMMMEPHbIX
Marucrparnen), ucnosnb3yemMble Npu 3aroToBke, nepepaboTke, XpaHEHUN, TPAHCMOPTUPOBKE, NMPUMEHEHN
[OHOPCKOW KPOBU 1 €€ KOMMOHEHTOB;

31) "TexHonornyeckas 3arpyska" - KONM4YeCTBO Mfa3Mbl, OObeAMHEHHON B OOHOW €MKOCTM Ansi
nepepaboTku C Lienbio MNOJTyYeHMs KOHKPETHOIO nNpenapaTa KpoBw;

32) "TpaHCy3MOHHO-MHY3NOHHaAs Tepanusi" - BBEOEHWE YENIOBEKY KPOBWU, KOMIMOHEHTOB WU
npenapaToB KPOBU, a TaKkKe KpoBe3aMeLLalLWmnx pacTBOpOB C NnevyebHon Lenbto.

Il. MPABUNA MOEHTUOUKALIM OB bEKTOB
TEXHNYECKOI'O PEIYJIMPOBAHUA

9. VpeHTudvKauma OOHOPCKOM KPOBM M €e KOMIMOHEHTOB OCYLUECTBMSIeTCS Npu NpoBedeHuM
OLIEHKN UX COOTBETCTBUSA TPeBOBaHUAM HaCTOSILLEro pernameHTa u (Unu) B cnydasx, koraa Heo6xoaumo
noaTBepXaeHVe JOCTOBEPHOCTM MHGOPMaLMM O KOHKPETHOW Ao3e (eAVHMLE) KPOBU MW ee KOMMOHEHTa
NMB0o KOHKpeTHOM obpasLie AOHOPCKON KPOBU, a Takke nepes UX HenocpeAcTBEHHbIM NMPUMEHEHNEM.

10. PesynbTaTbl MAeHTUGMKAUMM MpenapaTtoB KPOBM W  KpoBe3aMmellallux pacTBOpPOB
0hopMIISIOTCA B BUAE 3aKIIOHEHWS.

11. Mpu npoBeaeHUM uOEHTUUKALMM MPenapaToB KPOBM M KpOBe3aMeLlLalolmX pacTBOPOB
NPOBOAAT:



1) BM3yanbHbIn OCMOTP 00Opa3uoB MpenapaTtoB KPOBW W KpOBE3aMELLaKLIMX PacTBOPOB M MX
MapKMpPOBKY;

2) aHanu3 nHgopmMaLmm, CoaepXxallencs B COnpoBoaMTENbHOM AOKYMEHTaLMM;

3) wncnbiTaHna o00pas3uoB MpenapaTtoB KPOBM WM KpOBE3aMELLAKLWMX pacTBOpPOB (B criyvae
HeobxoQMMocCTh).

12. \peHTndpmkaumsa JOHOPCKOM KPOBU U €€ KOMMOHEHTOB BKITHOYAET:

1) npoBeaeHme Heob6Xo4MMBIX UCMBITaHWUI (B Criy4ae Heo6XxoamMMocCTw);

2) NpOBEPKY LEeNOCTHOCTM YNaKoBKN U COAEPKMMOro No pesynbTaTtaM BU3yanbHOro OCMOTPa;

3) cpaBHeHWe MHOPMaLMK, HAHECEHHOW Ha STUKETKY KOHKPETHOM A03bl (eAMHMUbI) KPOBWU WU
KOHKpETHOro obpasua [OOHOPCKOW KPOBWM UMM ee KOMMOHEHTOB C COOTBETCTBYHLLEN MHopMauuen B
COMpOBOAUTENBHOW LOKYMEHTaL MK,

4) onpegeneHve MNpUHAANEeXHoOCTU uaeHTUdUUMpyemMoro obbekTa K cdepe HacTosLero
TEXHUYECKOro perfameHTa.

13. WpeHTudwmkaumio npenapaToB KpPOBM W KpOBE3aMeLLawWMX pacTBOPOB NpoBOaAT
YNONTHOMOYEHHbIE Ha MNpOBedeHMe TOCy4apCTBEHHOINO KOHTpOns (Hagsopa) dedeparnbHble OpraHbl
WCMNOSMHWUTENBHOW BMAcTW, OCyLecTBNSWme (PyHKUMM MO KOHTPOSIO M Hag3opy B cdepe OOHOPCTBa
KPOBM 1 ee KOMMOHEHTOB, a Takke B chepe 30paBOOXpaHEHMS U COLMArbHOrO pa3BuUTuUS.

14. VpeHTndmkauum nopnexar Bce Wu3genuss MeOULUHCKOrO Ha3HavyeHus OAHOKpaTHOro
NPUMEHEHNsI, UCMONb3yemMble B TPaHCHY3NOHHO-UH(Y3NOHHON Tepanuu, BKIOYEHHbIE B MNepeveHb
0OBEKTOB TEXHUYECKOrO PErynMpoOBaHUS HACTOSILLLEr0 TEXHUYECKOro perniameHTa, KoTopble BCTYNaroT B
HEMNOCPeACTBEHHbIA KOHTAKT C Guonormyeckummn cpegamm (KOXKHble MOKPOBbI, CNM3UCTbIE, KPOBb U ee
KOMMOHEHTbI) NPU UX UCNOSIb30BaHUU MO Ha3HaAYEHMIO.

15. WpeHTndpukauua ocywectsnaeTcd MyTeM CcpaBHEHUS WHMOPMaUUK, MNOSyYEeHHOW Mpu
BM3yaribHOM OCMOTPE COAEPKMMOro UHAMBUOYASIBHOW UMW IPYNNOBOW YNAKOBKU U3Oenni MeanumnHCKOro
Ha3Ha4yeHus, npegHasHa4yeHHbIX AN UCMOMb30BaHWUA B TPaHCHY3NOHHO-MHMY3MOHHOW Tepanuu, U UX
MapKMpOBKK, C WHGOPMaUMen O KOMMMeKTauMm W Nopsdke UCMOMb30BaHWs 3TUX  U3denuvu,
cogepxallencsa B npunaraeMon conpoBoaUTENbHON JOKYMEHTaLMN.

16. Wspgenusa MeOuUMHCKOro HasHayeHusi OOHOKPATHOTO MNPUMEHEHWUs, WUCMOofMb3yeMmble B
TpaHCY3MOHHO-MHAY3MOHHON Tepanuu, He 3aperucTpupoBaHHble B YCTAHOBMEHHOM MOpsiike B
Poccuinckon ®degepauun, He uMeroLMe COOTBETCTBYHOLLEN MAaPKUPOBKM WM MMEKLME MNPU3HAKK
HapyLUEHWs LLeNTOCTHOCTM CTEPUIBbHOWM YNAaKOBKU, K UCMOSb30BaHUI0 HE AOMYCKalOTCA.

17. VigpeHTudpmkaumst obpasLoB JOHOPCKOW KPOBU U €€ KOMMOHEHTOB, Ha KOTOPbIX OTCYTCTBYHOT
STUKETKM WM Ha ITUKETKE OTCYTCTBYIOT Heobxoaumble [OaHHble, NPEedyCMOTPEHHbIE MYyHKTOM 62
HaCTOSLLLEro TEXHNYECKOrO pernameHTa, He NPOBOANTCS.

lll. TPEBOBAHWA K OB bEKTAM TEXHUYECKOIO PEIYNMPOBAHUA

18. lMpenapaTtbl KpOBM M MPOLECCHI WX MOMYyYEHUs OOMKHbI COOTBETCTBOBAaTb TpPeboBaHUAM
BesonacHocT, MpegyCMOTPEeHHbIM 3akoHodaTenscTBoM Poccuiickon ®Pegepauum O neKapCTBEHHbIX
cpepctBax, 1 TpeboBaHMaM 6€30NacHOCTM, YCTAaHOBIEHHLIM HACTOSILLIMM TEXHUYECKUM PEerfiaMmeHTOM.

19. KpoBesamellarolme pacTBopbl, UCMOMb3yemble B TpaHCAY3UOHHO-UH(Y3MOHHON Tepanuu,
OOIMKHbI  COOTBETCTBOBaTb TpeboBaHuaAM 6e30nacHOCTW, MNpPeayCMOTPEHHbIM  3aKoHOAATEeNbCTBOM
Poccuiickon ®efeparmm o nekapCTBEHHbIX CpeacTBax.

20. TexHuyeckne cpenctsa, MCMOMb3yeMble B TPaHCHY3MOHHO-MHADY3UOHHOW Tepanuu, AOMKHbI
COOTBETCTBOBATbL TPeOOBaHUSAM, MNPeayCMOTPEHHBIM TEXHUYECKUM pErnaMeHToM o ©e3onacHocTu
n3genvii MegUUUHCKOro HasHa4YeHus.

21. Tpouecchbl 3aroToBKW, NepepaboTkn, XpaHEHWS!, TPAHCMOPTUPOBKK, YTUNU3ALMN U MPUMEHEHUS
NPOAYKTOB KPOBM AOIMKHbI MCKMOYaTb BTOPUYHOE BakTepuanbHoe 3arpsi3HeHUe OOHOPCKOW KpOBU U ee
KOMMOHEHTOB.

22. [loHopckasi KpoBb M €e KOMMOHEHTbl, MCMOMb3yemble AN HEenocpeACcTBEHHOro BBeAEeHUd
YeroBeKy, a Takke Cblpbe AN NPOM3BOACTBA NpenapaTtoB KPOBU AOMKHbI OblTb MOMyYeHbl TOMbKO OT
[OHOPOB C Y4ETOM pe3yrbTaToB UX MEOULUHCKOrO 06cnenoBaHus.

23. Bce wmeguuuHcKMe wu3genusi, npegHasHayeHHble Ans B3ATUS [LOHOPCKOW KpOBM U ee
KOMMOHEHTOB, Ansi MeperiMBaHNsa KPOBU U €€ KOMMOHEHTOB, a TakkKe KpoBe3aMeHuTenem u Apyrux
TpaHCyY3MOHHBIX cpen OOJPKHbI ObITb OAHOPA30BOro NPUMEHEHMS.

24. TlpyM HapyLleHUn repMeTUYHOCTU CTEePUIbHOW CUCTEMbI, WCMOMNb3yeMoW [Afs 3aroTOBKU
OOHOPCKOW KPOBW M €€ KOMMOHEHTOB, NPedyCMOTPEHHOW TEXHOSMOrMem KX 3arOoTOBKW, AOMKHbI ObiTb
obecneyeHbl YCroBUS, UCKIIOYAKOLWME BTOPUYHOE 3arps3HEHNE KPOBU U €€ KOMMOHEHTOB MaToOreHHbIMU
fuonornyeckumun areHTamu. lNMonyyYyeHHble C NMOMOLLBI TakUX TEXHOJTOTMYECKMX OMNepauui KOMMOHEHTbI
KPOBW UCMONb3YIOTCSA B TeYeHNe 24 4acos.

25. TpyM HapylweHUn repMeTUYHOCTU CTEPUITbHOW CUCTEMbI, WCMONb3yeMOW [fsi 3aroTOBKM
[OOHOPCKOW KPOBU N €€ KOMMOHEHTOB, HE NPedyCMOTPEHHOW TEXHOMNOMMEN NX 3aroToBKW, NPOLLECC AOIMKEH
ObITb OCTAHOBIEH, @ CUCTEMA C COAEPXKUMbIM LOMKHA ObITh YTUNN3MPOBaHA.



26. Obpasubl JOHOPCKOW KPOBW, B3ATbIE BO BPEMSI KQXXOOW AOHAUMM U MOEHTUMULMPOBAHHLIE C
nony4YeHHbIMU B pe3ynbTate AoHauun go3amu (eQuHMLaMKM) KPOBWU MM €€ KOMMOHEHTOB, AOMKHbI ObiTh
nccrnegoBaHbl C Lenblo onpegenerHvs rpynnel kposn ABO 1 pesyc-npvHagnexXHOCTM U MogBeprHyThl
nabopaTopHOMY KOHTPOIIO Ha Hanu4ve Bo3byamTenen reMoTpaHCMUCCHBHBIX MHApEKLNIA.

27. [loHopckasi KpOBb U €€ KOMMOHEHTbl AOMKHbI 6GbiTb OGMOMorMyeckn norHoueHHbl, obnagaTb
(PYHKUMOHANbHOW  aKTUBHOCTbIO UM nedvebHon adhdpekTnBHOCTbIO. [lokasaTtenu  Buonormdeckomn
NOMHOLEHHOCTUN, (DYHKUMOHANBbHOW aKTMBHOCTM U nevyebHon adhdekTUBHOCTM OOHOPCKOW KPOBU U ee
KOMMOHEHTOB [OJPKHbI COOTBETCTBOBAaTb TpeboBaHuam cornacHo npunoxeHuto N 1. BesonacHocTb
[OHOPCKOW KPOBU U ee KOMMOHEHTOB NOATBEPXAAETCSA oTpuLaTeNbHBIMU pedynbTatamu nabopaTtopHOro
KOHTpOnsi 06pasLoB AOHOPCKOW KPOBW, B3SATbIX BO BPEMSI KaXKAOW OOHALMM, HA Hanuumue Bo3byguTenen
reMOTPaHCMUCCUBHbIX MHAEKLINIA.

28. lMpoueccobl, ucnonb3yeMble AOns 3aroTOBKM OOHOPCKOW KPOBU U €€ KOMMOHEHTOB, AOITKHbI
obecneuynBaTh NpeaynpexaeHne MexaHM4YecKoro 3aHoca B HUX MaTOreHHbIX GMONOrMyeckmMx areHToB, a
TaKke COXpaHEeHWe ©OnOonorMyeckom MONIHOLUEHHOCTN, (YHKLUMOHANbHOM aKTUBHOCTU M nevebHomn
AP PEKTUBHOCTM AOHOPCKON KPOBU N €€ KOMMNOHEHTOB.

29. lNpwn 3aroToBKE AOHOPCKOM KPOBM M €€ KOMMOHEHTOB A0JMkHA ObiTh pa3paboTaHa 1 BHeApeHa
cucTema KapaHTUHU3aLMnM CBEXe3aMOpPOXEHHON nNnasmbl, obecneynsaroas ee 6e€30nacHOCTb.

30. KapaHTuHM3aLms CBEXE3aMOPOXEHHON Nna3mMbl OCYLLLECTBSAETCA Ha cpok He meHee 180 cyTok
C MOMEHTa 3aMopaxuBaHusa Npu TemnepaTtype Huxe MmuHyc 25 °C.

31. o ncreveHun cpoka KapaHTUHU3ALUN CBEXE3aMOPOXEHHOW Na3Mbl NMPOBOAMTCS NOBTOPHOE
obcnenoBaHne COCTOSIHMA 300pOBbs AOHOpa M nabopaTopHOe uccrneoBaHWe KPOBW OOHOpa C LEenbio
WCKIMIOYEHNS HAanMunsi B HEN BO30yauTenen reMoTpaHCMUCCUBHBIX MHCPEKLINIA.

32. MMpu oTcyTCTBUM Yy JOHOPA MPU3HAKOB reMOTPaHCMUCCUMBHBIX MHMPEKUMIA B Nepuogd, B TeYeHne
KOTOPOro OCyLLeCTBNSANach KapaHTUHM3aUNsi 3aMOPOXXEHHOW Mia3Mbl, NMOMYyYEHHOM OT 3TOro AOHOpa, U
OTCYTCTBMM B KPOBM [OHOpa MO MCTEYEHUW CpOKa KapaHTUHWU3AUUW CBEXE3aMOPOXEHHOW Mna3mbl
BO30OyaMTENEN rEeMOTPAHCMUCCUMBHBIX WHMEKLUM CBEXe3aMOpOXeHHas nnasMa BbigaeTcsa Aans
neyebHOro NpUMEHeHNs Ny NOMNy4YeHNs NeKapCTBEHHbIX MpenapaTos.

33. lNpu noctynneHun B OpraHu3auMio AOHOPCTBA KPOBU U €e KOMMOHEHTOB WHdopmaumm o
BbISIBIEHUN Y AOHOPA B NEPUOS KapaHTMHU3aUMM CBEXE3aMOPOXEHHOW Nnas3Mbl reMOTPaHCMUCCUBHBIX
WH(EKUMA unm npy obHapy>KeHuM B KpOBWM AOHOPa BO3byauTenen reMoTPaHCMUCCUBHBIX MHAEKLMIA MO
NUCTEYEHNN CPOKa KapaHTUHM3ALMM CBEXE3aMOPOXEHHasd Mnnasma, 3aroTOBfieHHas OT 3Toro [oHopa,
N30MMpyeTcs N YyTUNM3NpyeTcs ¢ 0b6sa3aTenbHOM perncTpauuen aTon npouenypsl.

34. B cnyyae HesiBKM JoHOpa Ansi MOBTOPHOrO obcrnefoBaHusi MO MCTEYEHWMU YCTAHOBIEHHOTO
CpoKa KapaHTMHHOIO XPaHEHWUs CBEXE3aMOPOXEHHOW Mfa3Mbl CBEXE3aMOpOXEeHHasd nnasma MoXeT
ObITb MCnoNb3oBaHa AMs NPOM3BOACTBA NPenapaToB KPOBWU UMW NepenuBaHnS peumnmueHTy npu ycrosum
WHaKTMBaLUM NaTOreHHbIX BUONOrMYeckuX areHToB.

35. He cooTtBeTtcTBylOWME TpeboBaHNsAM 6e30NacHOCTM MM HEMCNONb30BaHHbIE AOHOPCKas KPOBb
N ee KOMMOHEHTbl W3OMNMPYKTCA W MOOBEPralTCs yTunM3auuu, BKNoYawlwen obessapaxuBaHune
OEe3VHPUUMPYIOWMMY pacTBOpPaMn Unu NpUMeEHeHne (prandecknx MeTogoB Ae3uHMEKUMM C NMOMOLLBLO
obopyaoBaHusA, paspelleHHoro Ans 3TuX uenen B YCTaHOBMEHHOM MOpsiAke, a Takke ypaneHue
0obpa3oBaBLUNXCS OTXOLOB.

36. [Honyckaetca nepefada LOOHOPCKOW KPOBW MMM €€ KOMMOHEHTOB, HE COOTBETCTBYHOLLNX
TpeboBaHWsiM ©e30MacHOCTU WM HEeUCNOoNb30BaHHbLIX, pa3paboTynkam (HayyYHO-UccregoBaTeNbCKUM
opraHu3aumsiMm cooTBETCTBYIOLLErO Npoduns) n (Unun) NPoM3BOAMTENSAM ANArHOCTUYECKUX NPenapaTos.

37. TlpuHsATUE pelleHns O FO4HOCTU OOHOPCKOW KPOBW U €€ KOMMOHEHTOB AN MepenuBaHust
OCYLLECTBMSAETCA OTBETCTBEHHbIM JIMLUOM OpraHu3auMm [OOHOPCTBA KPOBM WM €€  KOMMOHEHTOB,
Ha3Ha4YeHHbIM B aAMWHUCTPATMBHOM MOPSIAKE.

38. PelieHne o rogHoCcTM AN NepenuBaHusA Kaxgon [o3bl (eAvMHULBI) JOHOPCKOW KPOBU U ee
KOMMOHEHTa MNPMHMMAETCA TOMbKO MOCMEe 3aBeplieHus ee nepepaboTkM C y4yeTOM pe3ynbTaToB
nabopaTopHOro KOHTPOIs.

39. XpaHeHue 1 TpaHCNOPTMPOBKY [OHOPCKOW KPOBM W €€ KOMIMOHEHTOB Heobxoaumo
OCYLLECTBMNATL MPU YCMOBUSIX KOHTPONS TemnepaTypbl BHYTpM 0OOpyaoOBaHWsi, B KOTOPOM XpaHsSiTCs
(TpaHCMOpPTUPYHOTCA) OOHOPCKAa KPOBb M €e KOMMOHEHTbLl. TemnepaTtypa XpaHeHust JOHOPCKOW KpoBWU
perucTpupyeTcst He pexe 2 pa3 B CyTku. Ha Bcex aTanax XpaHeHUsi M TPaHCMOPTUMPOBKM OOHOPCKOM
KPOBW 1 €e KOMMOHEHTOB J0JKHA ObITb 0becneyveHa nx 3almTa OT MEXaHUYECKOrO NOBPEXOEHMS.

XpaHeHne OOHOPCKOWM KPOBM U €€ KOMMOHEHTOB [OJPKHO OblTb pasdernbHbiM B 3aBMCMMOCTU OT
HaVMeHOBaHUSA KOMMOHEHTA KPOBM, @ Takke cTaTyca KOMMOHEHTa KpoBW, rpynnbl kpoBu ABO n pesyc-
NPVHAOIEXHOCTMW.

[oHopcKkasi KpOBb U €€ KOMMOHEHTbI AN ayTONOrM4YHOM TpaHCHy3UM XPaHATCA OTOENbHO OT
OCTasbHbIX KOMMNOHEHTOB KPOBMW.

40. lMpwn 3aroToBKE OOHOPCKOM KPOBM U €€ KOMMOHEHTOB OOECneYnmBalOTCsl YCIOBUS XpPaHEHWUsI
[LOHOPCKOW KPOBU 1 €€ KOMMOHEHTOB B COOTBETCTBUM C TpeboBaHAMM cornacHo npunoxennio N 2.



41. JaHHble O JOHOpax KPOBW U €e KOMMOHEHTOB, Npoueadypax U onepauusix, BbIMOMHAEMbIX Ha
aTanax 3aroToBku, nepepaboTku, XpaHEHNsT LOHOPCKOM KPOBM 1 €e KOMMOHEHTOB, a Takke 0 pesyrbTatax
NUCCrnegoBaHUA [OOHOPCKOW KPOBM M €€ KOMMOHEHTOB pPEerncTpupytotcsa Ha OymaxHoMm wun  (unu)
3ANEKTPOHHOM HocuTensax. PernctpaumnoHHble gaHHble xpaHaTcd B TedeHme 30 nerT.

42. B uenax obecneveHns 6€30MacHOCTM LOHOPCKOW KPOBU M €€ KOMMOHEHTOB [OEeATENIbHOCTb
opraHuM3aumi [OHOpPCTBa KPOBM M €€ KOMMOHEHTOB MO 3aroToBke, nepepaboTke, XpaHeHuIo W
TPaHCNOPTUPOBKE OOHOPCKOW KPOBU U €€ KOMMOHEHTOB [AOSKHa OCYLLEeCTBNATLCH B COOTBETCTBUMU C
MpaBunamm cornacHo npunoxeHuo N 3.

43. lpn nony4yeHun opraHusaumen [OHOPCTBA KPOBU UM e€e KOMMOHEHTOB WHopmaumm o
BO3MOXHOM 3apakeHnu peumnueHTa remMoTpaHCMUCCUMBHBIMU MHAEKUUAMU HeobXoaAMMO YCTaHOBUTb
AoHOopa (OOHOPOB), OT KOTOPOro MOrf0 MPOU3ONTW 3apaxeHue, N MPUHATL Mepbl AN NpeaoTBpaLleHus
NCNOMb30BaHNSt JOHOPCKOWM KPOBMW UMM €€ KOMMOHEHTOB, NOMYyYEHHbIX OT 3TOro JOHOpa (4OHOPOB).

44. B cnyyae, NpegyCMOTPEHHOM MYyHKTOM 43 HacTOSILLEro TEXHUYECKOTO perfiameHTa, NpoBOANTCSA
aHanus npegplayLmx crnyyaeB oHaUMM 3a Nepuod He MeHee 6 MecsiLeB, NpealecTBYOWmMX NocneaHen
JOHaLuMKn, NOBTOPHO aHanua3npyeTcs OOKYMEHTauus, a opraHusauus, ocyllecTBrstowas nepepaboTtky
KpoBu (Mna3mbl), oueHMBaeT HeobXoOUMOCTb OT3biBa M3rOTOBIIEHHbLIX MPOAYKTOB KPOBW, MPUHUMAasA BO
BHMMaHue BWa 3abonesaHWsi, MHTepBan BpPEeMeHW Mexay [JoHauuen U uccrnegoBaHuem KposBu U
XapakTepucTuKy Npoaykra.

45. PesynbTatbl wuccnegoBaHW WUCXOAHOW KpoBWM  (NnasMmbl), MNPOBEAEHHbIX OpraHu3aumen
[OHOPCTBA KPOBW U €e KOMMNOHEHTOB, JOKYMEHTaNbHO 0hOPMNATCA 1 B MMCbMEHHOM BUAE nepeaaroTcs
opraHusaumm, ocyLLeCTBNSIOLLEN NnepepaboTKy KpoBM (Nnasmbl).

46. OpraHunsaumnsa JOHOPCTBA KPOBU U €€ KOMMOHEHTOB MUCbMEHHO MH(OPMUPYET opraHusaumio,
OCYLLECTBMSAIOLLYI0 NepepaboTKy KpoBu (Nnasmel), B Criyyasix:

1) BbISIBNEHMS Y AOHOPA reMOTPaHCMMUCCUBHBIX WH(EKUMIA, BbI3BAHHbLIX U3BECTHBIMWM Ha MOMEHT
3aroTOBKM KPOBW NAaTOreHHbIMU BUONOrM4eCKUMN areHTamu;

2) BbisiBNEHUs1 BO3byaMTenen reMoTpaHCMUCCUBHBIX MHADEKLIMIA B JOHOPCKOW KpOBWM (Nriasme);

3) BbISIBNEHVS HapyleHW npouedypbl WUCCMegoBaHUA KpPOBM Ha Hanuyue BO3byauTenen
reMOTPaHCMUNCCUBHbIX MHEKLNIA.

47. TMpu nepepaboTke nnasmbl AN NOMyYEHUS npenapaTtoB KPoBM Heobxoaumo uccrnegoBaTtb
nnasmy, o6 beaNHEHHYI0 B TEXHOMNOIMYECKYHO 3arpy3Ky, Ha Hanuime Bo3byamTenen reMoTpaHCMUCCHBHDbIX
WHEKUNI.

48. B cnyyasx BbISiBfeHMs B Nnasme, 06 beAMHEHHON B TEXHOOMMYECKYIO 3arpy3Ky Ans NonyyYyeHus
npenapatoB KpoBu, BO3OyaMTeNnen reMOTPaHCMUCCHMBHBLIX WHEKUM nna3ma He MoxeT ObiTb
ucnomnb3oBaHa ANs MPUroTOBIIEHWS MpernapaToB W yTUMIM3UPYeTCs, a MHdopMauus O pesyrnbTatax
nccrnefoBaHus nnasmbl MMCbMEHHO NEepeaaeTcs B OpraHM3aunio JOHOPCTBa KPOBU U ee KOMMOHEHTOB, B
KOTopow Oblna ocyLLecTBieHa 3aroToBka 3TOM KpoBY (MNasmbl).

49. B npouecce nonyyeHus npenapaToB KpPOBW AOMmkHa OblTb NpeaycMOTpeHa WHaKTMBauuMs
naToreHHbIX BONOrM4YEeCcKNX areHToB.

50. KoMnoHeHTbI KpoBKU, NoABepPrHyThie 06paboTke NO MHAKTMBALMM MATOr€HHbIX BMONOrnyeckux
areHToB, Heo6xoANMO U30NNPOBAaTb OT KOMMOHEHTOB KPOBU, HE NOABEPrHYThLIX Takon obpaboTke.

51. OBpasubl KaXxgon 3arpysku nrasmbl XpaHaTcs Npyu TemnepaType Huke MuHyc 25 °C He MeHee
OQHOrO roga Mnocne OKOHYaHUS Cpoka XpaHeHUs npoaykra KpoBu, wumelowero Havbonee
NPOAOIKUTENBHBIN CPOK XPaHEHUS.

52. KpoBb (nMna3ma) u npoaykTbl, obpasyrolmecss B npouecce ux nepepaboTku, 3arpsi3HEHHble
naToreHHbIMY GUONOrMYeckUMK areHTamu, nognexart yTunusaumm n obsasatenbHoW perucTpauum 3Toun
npoueaypbl OpraHu3auuen, ocyLlecTBRsAoLWEeNn nepepaboTky KpoBu (NnasmMbl), NOCPEACTBOM BHECEHUS
COOTBETCTBYIOLUX 3aMMCEN B YYETHO-PEMMCTPALIMOHHYI0 AOKYMEHTauui no dopmam, yCTaHOBMEHHbIM
denepanbHblM  OpPraHOM WUCMOMHUTENBHOW BIlacTW, OCYLIECTBNAWUM (YHKUUMKM MO  BbipaboTke
rocygapCTBEHHOW MOMWUTUKA U HOPMaTUBHO-NPABOBOMY PErynupoBaHuio B cepe 34paBOOXpaHEHUs U
coumanbHOro pa3BuTHS.

53. 3anpelwiaeTca npuMeHeHMe OOHOPCKOW KPOBU W €e KOMMOHEHTOB, MpenapaToB KpoOBWU U
KpoBe3amMeLLaLLmnx pacTBOPOB C UCTEKLLIMM CPOKOM rOgHOCTMW.

54. TexHudyeckne cpeActsa, UCMNOMb3yemble B TPAHCKHY3MOHHO-UMHAY3NOHHOW Tepanuun, OOIDKHbI
ObiTb paspelleHbl K MPUMEHEHUIO B MOPSAKe, YCTAHOBIIEHHOM 3akoHogaTenbcTBoM Poccuickon
denepaumm.

55. KoHTenHepbl NonMMepHbIe, CUCTEMbI U YCTPOWCTBA ANS nepenueaHns JOHOPCKOW KPOBU U ee
KOMMOHEHTOB AOIMKHbI ObITb MapKMPOBaHBI.

MapknpoBka MOTPeOUTENBCKON Tapbl KOHTEWHEPOB MONIMMEPHBIX, CUCTEM M YCTPOWCTB AOMKHA
ObITb YCTONYMBA K BO34ENCTBUIO BHELUHMX (DAKTOPOB B MpOLEcce CTEPUNN3aLun, XpaHeHns, peanusauum
N MPUMEHEHMS.

56. [Ona KoHTakTa C npodyKTamu KpPOBW WCMOMb3YIOTCA KOHTEMHEPbl MOMMMEpPHbIE, a Takke
CUCTEMbl W YCTPOWCTBaA [ANs BBEOEHWs [OOHOPCKOM KPOBW, €€ KOMMOHEHTOB, npenapatoB W
KpoBe3aMelLaLmnx pacTBOpOB, KOTOpble OOMKHbI ObiTb M3roTOBMEHbI M3 MaTepuanos, paspeLlueHHbIX



ONA  KOHTakTa C npogyktamm KpoBu  dedeparnbHblM — OpraHoM  MCMOSIHUTENbHOW  BNAcCTMW,
OCYLLECTBMAAIOWMM (DYHKLMU MO KOHTPOSIO WM Hags3opy B cdepe 30paBOOXPAHEHWS U COLMANbHOMO
pa3BuTMSA B NOPsSAKe, YCTAHOBIIEHHOM 3akoHodaTenscTBoM Poccunckon ®epepaumn.

57. Heobxoanmo obecneunTb COXpaHEHNE CTEPUNIBHOCTM KOHTEMHEPOB MOJIMMEPHbIX, CUCTEM TS
BBEOEHNS KPOBU U ee KOMMOHEHTOB, NMpenapaTtoB U KpOoBe3aMelLalLmMx pacTBOPOB, a Takke Apyrux
YCTPONCTB OAHOKPATHOIO MPUMEHEHUS B TEYEHME BCEro YCTAaHOBIIEHHOIO CPOKa XpaHEeHUS.

58. Mpu ULeHTpUdYrMpoBaHUM KOHTEMHEPbI MONMMEPHbIE AOMKHbI obecneunBaTb BO3MOXHOCTb
paboTbl 6€3 HapyleHUs 3aMKHYTOW repMeTUYHOW cucTeMbl. KOHTEeWHepbl MNOAMMEPHbIE OOSMKHbI
Nno3BONATbL MOACOEANHATL YCTPOWCTBA, rapaHTUPYOLLME COXpaHEeHUe CTepunbHOCTU KPOBU U ee
KOMMOHEHTOB, a Tawkke obecnednBaTb QYHKUMOHAMbHYIO COBMECTUMOCTb C YCTPOWUCTBOM Ansi
nepenneaHns JOHOPCKOW KPOBU U €€ KOMNOHEHTOB U3 KOHTENHepa.

59. lpu npoBegeHWM YCTaHOBMEHHBIX Mpoueayp nepepaboTku [OOHOPCKOW KPOBWM MPOYHOCTb
MaTepuarnoB KOHTEWHEPOB MOMMMEPHbIX, COEOUHUTESNbHbIX LUBOB, MPUMEHSEMbIX 3IEMEHTOB W Y3I0B
JomkHa obecneunBaTh LENOCTHOCTb UX KOHCTPYKLUMN.

60. Kaxpas posa (eavHuua) KpOBM M €€ KOMIMOHEHTa, npefHasHayeHHast Ons oTnycka M3
opraHm3auum JOHOPCTBa KPOBU M €€ KOMMOHEHTOB, AOIMKHa MMEeTb MapKMpoBKy. MapknpoBKy OHOPCKOW
KPOBM 1 €€ KOMMNOHEHTOB HEOBXOANMO OCYLLECTBNATL C YYETOM pe3dynbTaToB NabopaTopHOro KOHTPONA.

61. MapkMpoBKYy TrOTOBOM MNPOAYKUUM MPOBOOAT C MOMOLLbI0 3TUKETOK. ITUKETKA TFOTOBON
NPOAYKUUN OOMKHA UMETb YeTKME BU3yalnbHble OTNIMYMA OT UHbIX 3TUKETOK, COXPaHATBCS B TeYeHue
BCEro cpoka rogHOCTW 1 NpU BCEX PEXUMAX XPaHEHUS U UCMONb30BaHUS eQUHULBI TOTOBOW NPOAYKLUMK, a
WHopmMaLnd, NnpuBeaeHHas Ha STUKETKE, JOMKHa OCTaBaTbCH Nerko YATaeMou.

62. HaHeceHHas Ha aTUKeTKY UHopmaLnsa o roToBOM NPOAYKUMM OOIDKHA coaepXaTtb cneyrouime
cBedeHus:

1) HaMMeHOBaHWe opraHn3aumm JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB;

2) NAEHTUMKALMOHHBIN HOMEP OOHaLMW;

3) rpynna kposu ABO 1 pe3yc-npnHaanexHocTb;

4) paTa goHaumu;

5) paTa OKOH4YaHWsA CPOKa XpPaHEHUS;

6) HaMMeHoBaHMe 1 06beM aHTUKoarynsHTa u (Mnu) ob6aBoYHOro pacTBopa;

7) HaMMEHOBaHNE KOMIMOHEHTA KPOBY;

8) o6bem nnmn macca KpoBsu NMBO KOMMNOHEHTA KPOBU;

9) TemnepaTypHble YCNOBUS XPaHEHNS;

10) ykasaHue Ha JONOMHUTENbHYI0 06paboTky (06nyveHre, unbTpaumio, MHaKTUBaLWMIO).

63. [oHopckasi KpOBb M €e KOMMOHEHTbl A5 ayTOMNorMyHom TpaHcdy3um [OMKHbl UMETb
MapKUpOBKY "TOMNbKO ANSA ayTonornyHon TpaHcdysmn" ¢ ykazaHmeM hamunmm, UMeHn, oTyecTea 1 aTtbl
poXaeHus nuua, 4ns KOTOporo npegHasHavyeHa AOHOPCKas KPOBb UM €€ KOMMOHEHTHI.

64. MapknpoBka JOHOPCKOW KPOBWM U €€ KOMMOHEHTOB [OJDKHA COXPAHSTLCA B TEYEHME Cpoka UX
XpaHeHus Npu Bcex meToaax obpaboTku.

65. HaHeceHne MapKupoBKM rOTOBOM MPOAYKUMM OO0 OKOHYaHWS BCEX CTaaui nepepaboTkm u
nccnegoBaHu He JonyckaeTcs.

66. Ha mapkupoBke obopynoBaHWsi, B KOTOPOM XPaHWUTCA OOHOPCKas KPOBb U €e KOMMOHEHTHI,
yKa3blBaeTCHa HavMeHOBaHNE KOMMOHEHTAa KPOBW, CTaTyC KOMMOHEHTa KpoBwu, rpynna kposu ABO un pesyc-
NPUHAANEXHOCTb.

67. Bca Heobxogumas gonsa notpebutens uHdopmaums 0 LOHOPCKOW KPOBU U €€ KOMMOHEHTax
JOMKHa ObITb npeAcTaBrieHa Ha 3TUKETKaX KOHTEWHEPOB, COAEpPXallMX [AOHOPCKY KpOBb WU ee
KOMMOHEHTbI, a TaKKe B CONPOBOAUTENbHbBIX JOKYMEHTaX.

IV. OLLEHKA COOTBETCTBUA

68. OueHka COOTBETCTBMS MpenapaToB KPOBW U KpOBe3aMmeLllalLlMx pacTBOpoOB TpeboBaHUAM
Des3onacHOCTM KpOBM M ee KOMMOHEHTOB OcCyLlecTBnsieTca B (popmMe rocygapCTBEHHOrO KOHTPOIS
(Hap3opa).

69. [ocymapcTBeHHbIM KOHTpOnb (Hagsop) 3a cobniogeHvem TpeboBaHUW  HaCTOSALWEro
TEXHUYECKOrO pernameHTa OCyLLEeCTBISIETCA B COOTBETCTBUN ¢ PefepanbHbiM 3akoHoM "O 3almTe npas
IOPUANYECKMX UL, M UHOMBUAYANbHbIX MpeanpuHUMaTEnen Mpu OCYLLECTBIIEHMN TFOCYAapCTBEHHOMO
KOHTpoOns (Hag3opa) U MyHMUUNAnbHOro KOHTponsa" B NOpsiAke, YCTaHOBNEHHOM defeparnbHbiM OpraHoM
WCMOSMHWUTENBHOW BIacT, OCYLLECTBNSALWNM (OYHKUMM NO BbIpabOTKE rocygapCTBEHHOW MOMUTUKMA W
HOPMaTMBHO-MPABOBOMY PErYNMPOBaHMIO B chepe 30paBOOXPaHEHMS N COLMAIbHOIO pa3BuUTUS.

70. TocymapCTBEHHbI KOHTponb (Hags3op) 3a cobniogeHvem TpeboBaHUM  HACTOALLErO
TEXHUYECKOro perfiameHTa OCyLeCcTBNAeTcsa dedeparnbHbiM  OpraHoM  WCMOMHUTENbHOW  BRacTw,
OCYLLECTBMASOLMM (PYHKLMM MO KOHTPOIIO 1 HAA30py B chepe JOHOPCTBA KPOBU N €€ KOMMOHEHTOB.

71. Mpn ocyLwecTBNeEHNM rocygapCTBEHHOINO KOHTpons (Hagsopa) 3a cobntogeHnem TpeboBaHun
HaCcTosALero  TEeXHUMYeCcCKoro  perrnameHta  pegepanbHbldl  OpraH  UCMOMHWUTENbHOW — BNACTMW,



OCYLLEeCTBAAOWNA PYHKUMM NO KOHTPOMO M Haa3opy B cdepe AOHOPCTBA KPOBM U €€ KOMMOHEHTOB,
perucTpmpyeT nocTTpaHCcy3nOHHbIE OCMOXHEHUS B MOpsAKe, YCTaHOBMEHHOM dheaepanbHbiM OpraHoM
WCMONHUTENBbHON BRacTW, OCYLLECTBSALWMM YHKUMM MO BbipaboTke rocyaapCTBEHHOW NOMUTUKA U
HOpPMaTMBHO-NPaBOBOMY PErynMpoBaHWio B chepe 34paBOOXPaHEHUS.

72. Tlpy npvMeHeHUn OOHOPCKOW KPOBW M €€ KOMMOHEHTOB AN MepenuBaHus peuvnMeHtam
WHpopmaums o060 BCex crnydasx pasBUTMS MOCTTPAHCHY3UOHHLIX OCMNOXHEHUA nepefaeTca B
defeparnbHbIn OpraH UCMOMHUTENbHOW BNAcTW, OCYLLIECTBNSAWNA DYHKLMM NO KOHTPOMO U Haa3opy B
chepe AOHOPCTBA KPOBU U €€ KOMMOHEHTOB 1 OpraHM3aumio JOHOPCTBA KPOBU N €€ KOMMOHEHTOB.

73. B cny4vasx BbISIBNEHUSA Y JOHOPA KPOBU M €€ KOMMNOHEHTOB reMOTPaHCMUCCUBHBLIX MHMEKLNI,
Bbl3BaHHbIX W3BECTHbIMM Ha MOMEHT 3arOoTOBKM KpPOBW MaTOr€HHbIMU OMONOrM4ecKMMM areHTamu,
BbISIBNIEHUS] B JOHOPCKOWM KPOBW UMM KOMMOHEHTaX KPOBW MAaTOreHHbIX OMOMOrMyeckmx areHToB, B TOM
yucne Bo3byauTenen remMOTPaHCMUCCUMBHBIX MHMEKUMR, BbISBNEHUS HapyweHun npoueaypbl
nccneaoBaHUst KPOBU M ee KOMMOHEHTOB Ha Hannyne naTtoreHHbIX BMonormyecknx areHToB, B TOM Ynchne
BO3OyguTEnen remMoTpaHCMUCCUBHBLIX MHMEKUMIA, a Takke HapyLleHUn npoueaypbl naeHtudukaumm
rpynnel kposu ABO 1 pesyc-npuHagnexHocTn Heobxoammo:

1) HesameanuTEnbHO MPUHATE Mepbl MO U3BATUIO OOHOPCKOW KPOBM W €€ KOMMOHEHTOB U3
obpalLeHnNst U OT3bIBY UX U3 OpraHn3auuin, NPUMEHSIIOLLMX JOHOPCKYIO KPOBb U €€ KOMMOHEHTHI;

2) npounHdopmnpoBaTtb denepanbHble OpraHbl WCMOMHWUTENBHON BRacTh, YNONHOMOYEHHbIE
OCYLLEeCTBMNATb FOCYAapCTBEHHbIN KOHTPOMb (Haa3op) B cdhepe 4OHOPCTBA KPOBU N €€ KOMMOHEHTOB.

Mpunoxexne N 1

K TEXHUYECKOMY perrnamMeHTy

0 TpeboBaHMsAX 6€30NacHOCTN KPOBH,

ee NpoayKTOB, KpOBE3aMeLLaloLLMX PacTBOPOB
N TEXHUYECKUX CPeaCTB, MCNONb3yeMbIX

B TPaHCY3MOHHO-NHIY3NOHHOWN Tepanuu

NMEPEYEHDb
MOKA3ATENEW BUONOMMYECKOW MONHOLEHHOCTW, ®YHKLIMOHANBHON
AKTUBHOCTW W NEYEEHOW 39®EKTUBHOCTV JOHOPCKOW
KPOBW N EE KOMIMNOHEHTOB

[lpyeMyIeMble XaPaKTEPUCTUKA

1. KpoBb KOHCEpPBUPOBaHHAasA
OoBeM 450 mmmmnnTpos +/- 10 npoueHToOB ob6beMma 6e3
AHTUKOATYJIAHTA (HeCTaHOapTHAas OOHAlLUA
MapKMPyeTCs COOTBETCTBYKUMM OOpPasOM)
T'emMoTJ100UH He MeHee 45 rpaMMOB B Io3e

T'eMomM3 B KOHLIE XpPaHEHUA He OoJee 0,8 MmpoLeHTa 3PUTPOLUTOB

2. OpUTPOLUMTH (SpUTpoOLMTHas Macca)

OB6beMm 280 +/- 50 MMJLIUMIIMTPOB

T'eMaTOKPUT or 0,65 mo 0,75

T'emMoTJ106UH He MeHee 45 rpaMMOB B IoO3e
T'eMOIM3 B KOHIIE XPaHEHUS He OoJiee 0,8 MHNpoLeHTa 3PUTPOLUTOB

3. OpUTPOLUMTH C yHOaJIeHHBIM JIEMKOTPOMOOLMTAPHEM CJIOEM
(PpUTPOLUMTHASA Macca C yOaJIEHHBM JIEMKOTPOMOOUMTAPHEIM CJIOEM)

OB6peMm 250 +/- 50 MMWILIUIIMTPOB



T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 43 TpaMMOB B HOo3e
9
KommuecTBO JIEeMKOLUMUTOB <1> He Oojee 1,2 x 10 B mose
T'eMOJIM3 B KOHLIE XPaHEeHUS He OoJiee 0,8 mpolLeHTa 2PUTPOLUTOB

4. SOpUTPOUUTHE B HODABOUHOM PAaCTBOPE (3PUTPOLUTHAS B3BECh)

O06BeM onpenesigseTCsa MCIOJIb3yeMOM CUCTEMOM
T'eMaTOKPUT or 0,5 mo 0,7

T'eMOTJIOOMH He MeHee 45 rpaMMOB B HO3e

T'eMOJIM3 B KOHLIE XPaHEeHUS He OoJiee 0,8 mpolLeHTa 2PUTPOLUTOB

5. OpuUTpOUMUTEH B OODaBOYHOM PACTBOpPE C yIOaJIeHHHM JIEMKOTPOMOOLMTaPHEM
cJjioeM (SPUTPOLMTHASA B3BEChb C yIaJIEHHEIM JIEMKOTPOMOOLMTAPHBM CJIOEM)

O06BeM onpenesigseTCsa MCIOJIb3YyeMOM CUCTEMOM
T'eMaTOKPUT or 0,5 mo 0,7
T'eMOTJIOOMH He MeHee 43 TpaMMOB B HO3e
9
KommuecTBO JemMkouUMTOB <1> He Gojyee 1,2 x 10 B moze
T'eMOJIM3 B KOHLIE XPaHEeHUS He OoJiee 0,8 mnpouLeHTa 2PUTPOLUTOB

6. OTMBITEIE SPUTPOLUTH (SPUTPOLUMTH OTMBITEE )

O6weM onpenesiseTCs MCIOJIb3YyeMOM CUCTEeMOM
T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 40 rpaMMOB B HO3e

T'eMOJIM3 B KOHLIEe XPaHEeHUS He OoJiee 0,8 mpolLeHTa 2PUTPOLUTOB

KomnuecTBo Oejika B KOHEUHOM He Oojiee 0,5 rpamma B mose <2>
HaZOCAOOYHOM XUIKOCTHU

7. SOpuUTPpOUMTH, OOEeIHEHHEE JIeMKOoUMTaMM B NOOABOYHOM pacTBOpE
(ppUTPOLUMTHASA B3BeCb, OOeIOHEHHAad JIEMKOLMUTAMU)

ObbeM onpenesigieTCcsa MUCIOJb3YEeMOV CUCTEMOM
T'eMaTOKPUT or 0,5 mo 0,7
6
KonmnuecTBO JIEMKOLUMTOB <3> He Oojyiee 1 x 10 B moze
T'eMOTJIOOMH He MeHee 40 rpaMMOB B HOo3e
T'eMOIM3 B KOHIIE XPaHEHUI He OGoJjiee 0,8 mNpoleHTa SPUTPOLMUTOBR

8. KpMOKOHCEPBUPOBAHHEIE SPUTPOLMUTH
(spuTpPOLMUTHasA B3BECb, pPasMOPOXEeHHas M OTMBITasd)



ObbeM
I'emaToxpuT

T'eMoTJI0OMH
(HagmocamouHasa XMIKOCTL) <4>

T'emMoTJI00OMH

OCMOJISPHOCTB

KommuecTBO JIeMKOLUMTOB <1>

CTepmnIIbHOCTB

9. OpPUTPOLUTH,

He MeHee 185 MWIIIIMIIMTPOB

or 0,65 mo 0,75

meHee 0,2 rpaMma B mose

He MeHee 36 T'paMMOB B HO3e

He MeHee 340 MMJIIMOCMOJIEV Ha JIUTP

He 6Bojee 0,1 x 10

CTEepPUIILHO

9

B OO3e

[IOJIyyeHHEIE MeTOoImoM abepesa

(9pMTpOLU/ITHaH MaccCa MM SpUTpOLMTHAA B3BEChH,
IOJIydeHHEEe MeTonoM adpepesa)

ObbeM
I'emaToxpuT

T'emaToxpuT (ecnm nobaBJieH
B3BeWIMBaLINM PaCcTBOP)

T'eMoTJI0OMH
KonmmuecTBO JIEMKOLUUTOB (eciu
obenHeH JenkouuTamm) <3>

I'emMoM3 B KOHLE XPaHEHUA

10. TpoMOOUMTEL,

ObweMm

TpoMmBouMTE <1>

KommuuecTBOo JjemkouUmMTOoB <1>
(mo ymajeHus JIeMKOLMTOB) :

13 obOoTaleHHOM
TpoMOOUMTaMM I1J1a3MEL

"3 JIEMKOTPOMOOCJIIOSA

KommuecTBO JemkouuToB <3>
(mocme ymajyieHUs JIEMKOLMTORB)

5
pH (mpu +22 °C) B KOHLe
PEeKOMEHIOBAHHOTO CpOKa
XPaHeHUs

onpenesisieTCsa MCNOJIb3YyEeMOM CUCTEMOM

or 0,65 mo 0,75

or 0,5 mo 0,7

He MeHee 40 TpaMMOB B HO3e

6
He Bojyee 1 x 10

B IOO3e

He OoJyiee 0,8 mnpoleHTa 2PUTPOLUTOB

BOCCTAaHOBJIEHHHE M3 HOO3E KPOBU
(TPOMOOUMUTHEIM KOHLIEHTPAT M3 IOO3H KPOBM)

He MeHee 40 MUIIIMIUTPOB

9
He MeHee 60 x 10
KPOBM)

He 6Bojee 0,2 x 10
KPOBM)

He 6Bojee 0,05 x 1
KPOBM)

He 6Bojee 0,2 x 10
KPOBM)

or 6,4 mo 7,4

9

0

6

(PKBMBAJIEHT OIHOM IOOS3EH

9

(PKBMBAJIEHT OIHOM IIO3EI

(PKBMBAJIEHT OIHOM IO3EI

(PKBMBAJIEHT OIHOM OOS3EH



11. TpoMOOLUMTE, [OJIyYeHHEIE MeTOoIOM adepesa
(TPOMOOLMTHEI KOHLIEHTPAT, IIOJIyUeHHE MeToIoM adepesa)

06BeM

TpoMBoOUIMTE <3>

KommuecTBO JIEMKOLMTOB <3>

(mocye ymajyieHUs JIEMKOLMTORB)

5
pH (mpu +22 °C) B KOHLeE
PEeKOMEHIOBAHHOTO CpOKa
XPaHeHUs

9
He MeHee 40 mmummuTpor Ha 60 x 10
TPOMOOLIMTOB

9

He MeHee 200 x 10 B mose

6

He Oojyiee 1 x 10 B mose

or 6,4 mo 7,4

Pasmesn 12 npuioxenHusa N 1 B yuacTu paHee BaTOTOBJIEHHHIX KOMIOHEHTOB
ncreveHum 30

BCTylaeT B CUJy IO
TeXHMUEeCKOT'O peIrJjlaMeHTa.

KPOBU

MeCAauesB Cco OHA BECEYIJTEeHIA B CUIty

12. Cepexez3aMOpOXeHHasd IJjas3Ma ([Ijla3Ma CBeXesaMOPOXeHHasd)

ObweMm

daxkTop VIIIcC

OcTaTouHbEEe KJIETKU <6>:

SPUTPOLMUTE
JIEVKOL M TEL
TPOMOOLMTEL

BusyaJsibHEIE M3MEeHEeHUSA

3asaByieHHElM o06BeM +/- 10 mpoueHTOB oOBeMa
6e3 aHTHUKOATYJISHTA

He MeHee 70 NPOLEHTOB MCXOOHOTO YPOBHS

9
He Gojsiee 6 x 10 B JmuTpe
9
He Gojee 0,1 x 10 B JguTpe
9
He Bojyiee 50 x 10 B smTpe
He IOOJIKHO OBITH aHOMAaJIbHOT'O liBeTa WIIM

BUIOVMMEIX CI'YyCTKOB

Pazmesn 13 NPUIIOXEHUS
KpPOBU

TeXHMUEeCKOT'0O peIrJjlaMeHTa.

BCTyIaeT B Cujly no mcreuenumm 30 MecsuLeB CO IOHSA

1 B JacTum 3arOTOBJIEHHEIX KOMIIOHEHTOB

BCTYIIJIEHMS B CUIIY

paHee

ObbeMm

PaxkTop VIIIcC

13. Kpmonpeumnmurar
or 10 mo 20 MMIIMINTPOB

He MeHee 70 MeXIOYyHAPOIHBIX €IMHUI B IO3e

drOpUHOTEH He MeHee 140 MMIIIMTPaMMOB B ILO3e€

Pazspmen 14 [OpuiioXeHUS 1 B dYacTM paHee 3aT'OTOBJIEHHHIX KOMIIOHEHTOB
KpOBM BCTyHNaeT B Cujly no mcreuenum 30 MecsHueB CO IOHA BCTYIJIEHMS B CUIY
TeXHMUEeCKOTI'O peIrJjlaMeHTa.

14. KpuocylnepHaTaHTHasa Jja3Ma
OBBeM OTKJIOHEHME OT MCXOIOHOTO obbeMa He Oojsee 10
IIPOLIEHTOB

Pazmenn 15 npuioxeHus 1 B UYacTM paHee BaT'OTOBJIEHHEX KOMIIOHEHTOB

KPOBM BCTynaeT B cujly no mcredenHumm 30 MecsaueB CO IOHSA BCTYNJIEHMS B CUIY

TeXHMUEeCKOI'O peIrJlaMeHTa.



15. KpMOKOHCEPBMPOBAHHEE TPOMOOLMTH, I[IOJIyUEHHEIE MeTOoInoM adepesza

OBBeM or 50 mo 200 MMIAIMIMTPOB
KonmmuecTBO TPOMOOLMUTOB He MeHee 40 MNPOLEHTOB COIEPXaHMsS IO
3aMOPAaXMBAHNUS
6
KonmuecTBO JIEMKOLIMTOB He Oojyee 0,2 x 10 Ha B2KBUBAJIEHT OIHOM HOOS3E
TPOMOOLMUTOBR

16. T'paHyJIOUMUTH, IOJIyUeHHHE MeTomoM adepesa
ObreM He 6Gojiee 500 MMIIIMIIMTPOB

9
KonmnuecTBO I'PaHyJIOLUUTOB tosiee 10 x 10 B mose

<1> [lomkHbl COOTBETCTBOBATbL HE MeHee 75 npoueHTam obcnenoBaHHbIX 403.

<2> KonnuyecTtBo 6enka B KOHEYHON HaZoCagOvYHOW XWOKOCTU AOMKHO obecneuntb copepkaHue
IgA meHee 0,2 munnurpamma B ose.

<3> [lomkHbl cooTBeTCTBOBaTb He MeHee 90 npoueHTaM obcnegoBaHHbIX A03.

<4> OkoHYaTenbHbIN B3BELLMBAOLLNA PacTBOp.

<5> MBMepeHme pH npedrnoYyTmUTeJIbHO IIPOBOIONTE B SaKpHTOﬁ cucremMe BO
nzsbexanre Bexoma CO . VsMepeHMe MOXeT OBITH BHIIOJIHEHO IIpU JI0OOM TeMmIepaType,

2

1 3HAUEeHUEe PACUETHEM MEeTOIOM KOHBEPTMPOBAHO MpPMMEHuTeNbHO K pH +22 °C.

<6> KneTkn NoAcYMTLIBAOTCA A0 3aMOpaXKMBaHUSI, BO3MOXHO CHMXEHME MOPOroBbIX BEMMYUH MpU
BKIHOYEHUN B NPOTOKOM NMpoueayp 3NMMUHaLMKN KINETOK.

MpunoxeHue N 2

K TEXHUYECKOMY pernamMmeHTy

0 TpeboBaHusAx 6e30NacHOCTU KPOBMW,

ee NpoayKTOB, KpOBE3aMELLAIOLLIMX PAacTBOPOB
N TEXHWUYECKUX CPEACTB, MCMNOMNb3yEeMbIX

B TpaHCMY3MOHHO-NHAY3MOHHON Tepanuu

YCNOBWA
XPAHEHMs1 IOHOPCKOW KPOBW W EE KOMMOHEHTOB

KomMmniorneHT TemnepaTypa MakcuMaJIbHOE BpeMsa
XpPaHeHUs XpPaHEeHUs

SPUTPOLMTE M LeJibHas KpOoBb OT +2 mo +6 °C B 3aBUCUMOCTHU OT
(eci mcnoJsib3yeTcs IJisg MICIIOJIb3YEeMOM CUCTEMEI
TpaHCQYy3UM KakK LeJibHasg AHTUKOATYJISAHT —
KPOBb) B3BEUMBAKINMI PaCTBOP
CeBexe3aMOpOXeHHasa MJjasMa u Huxe -25 °C 36 mMecHdueB
KpuonpeumunmratT
TpoMOOLMTE or +20 mo +24 °C 5 @mHeM npu YyCJIOBUM

HEIIPEPEIBHOT'O IIOMEUNVBAHMA

TpPaHyJIOLMUTH or +20 mo +24 °C 24 yaca




Mpumedanus: 1. JonyckaeTca yAonMHEHWE BPEMEHU XPAHEHUS KOMMOHEHTOB KPOBW C MOMOLLBIO
3aMopaxunBaHns (KPMOKOHCEPBMPOBaHME): apuTpoumnToB - Ao 10 neT B 3aBUCMMOCTM OT mnpolecca
3aroToBkKW, NepepaboTKM M XpaHEHWUs; TPOMOOLMTOB - OO0 24 MecCsueB B 3aBUCMMOCTM OT MpoLecca
3aroToBKM, NepepaboTkn 1 XpaHeHus.

2. B OTHOLLEHMN KPUOKOHCEPBUPOBAHHbLIX 3PUTPOLMTOB U TPOMBOLMTOB AormkHA BbiTb onpeaeneHa
cpeda, B KOTOPOW KMETKUM HaxoOAaTCsi nocrne oTTamBaHueA. PaspelleHHbIi nepuog xpaHeHus nocrie
OTTamBaHWs 3aBUCUT OT UCMOMb3yeMOoro MeToaa.

MpunoxeHne N 3

K TEXHUYECKOMY perrnamMeHTy

0 TpeboBaHMAX 6€30NacHOCTN KPOBH,

ee NpoayKTOB, KpOBE3aMELLALLMX PaCTBOPOB
N TEXHUYECKUX CPeacTB, UCMONb3yeMblX

B TPaHC(Y3MOHHO-NHAY3NOHHON Tepanuu

MPABUIIA
3ArOTOBKW, NEPEPABOTKU, XPAHEHUA N TPAHCIIOPTUPOBKN
JOHOPCKOW KPOBW 1 EE KOMINOHEHTOB

I. CUCTEMA KAHECTBA

1. Mpwn 3aroToBKe OOHOPCKOM KPOBM M €€ KOMMOHEHTOB Heobxoaumo paspaboTaTtb, BHEAPUTb U
noagepXxmeaTtb B paboyem COCTOSHMU CUCTEMY KayecTBa, OXBaTbIBaOLLYyO BCE BMAbl OCYLLECTBIISEMON
[eATenbHOCTM U HanpaBneHHon Ha obecneyeHne 6e30NacHOCTM JOHOPCKOW KPOBU N €€ KOMMOHEHTOB.

2. B opraHusaumu JOHOPCTBA KPOBU N €e KOMMOHEHTOB Ha3HayaeTCs COTPYAHMK, OTBETCTBEHHbIN
3a pa3paboTky, BHeapeHWe 1 nogaepxaHme B paboyeM COCTOAHMM CUCTEMbI Ka4eCTBa.

II. NIEPCOHAIN

3. lMepcoHan, 3aHATbIA B NpoLeccax 3aroToBKW, NepepaboTku, XpaHEeHWUsl, TPaHCMOPTUPOBKU U
NPUMeEHeHNs1 [OHOPCKON KPOBM M €€ KOMIMOHEHTOB, 0053aH MNpUHUMMAaTb NpedyCMOTPEeHHble
3aKkoHogaTenscTBoM Poccuiickon dedepauuy Mepbl B LENsSX HEQOMYLIEeHWs MPUYMHEHUST Bpeda >KMU3HM
WM 300POBLI0 TpaxdaH, WMYLLECTBY (U3NYECKUX WU HOPUOMYECKMX JML, TOCYAAPCTBEHHOMY WU
MYHMUMNANbHOMY UMYLLIECTBY, OKPY)KaIOLLEeN CPeae, XKU3HW UMW 340POBbI0 KMBOTHBIX U PaCTEHWIA.

Ill. MOMELLEHWA

4. [Ona obecneyeHMsi COXPAHHOCTM 34aHUA W MOMELLEHUA B MPOLECCE WX IKCnyaTaumu
opraHu3aunsi JOHOPCTBa KPOBU U €€ KOMMOHEHTOB A0SKHa NPOBOAMTL TEXHUYECKME OCMOTPbI, TEKYLLNE
W KanuTarnbHble PEMOHTbI.

5. MNomelleHns, B TOM YMCre NPOU3BOACTBEHHbIE NMOMELLEHUS (30HbI), MOMELLEHUS NS XPaHEHUS
(cknagbl) 1 GbITOBbIE MOMELLEHUS, pPa3gensaTcs Mo BMAaM MPOBOAUMBIX paboT M MCMONb3ylTCcA B
COOTBETCTBUWN C UX HA3HAYEHNEM.

6. B opranHmsaumm [oHOpPCTBa KPOBM M €€ KOMMOHEHTOB [OIDKHbl ObiTb BblAEeNeHbl OTAENbHbIE
nometlleHns (cknagpl) AN XpaHeHus:

pacxoAHbIX MaTepuanoB (KOHTEMHEPOB MONMMEPHbLIX AN 3arOoTOBKM [OHOPCKOM KPOBUM U ee
KOMMOHEHTOB, HABOPOB peareHToB 1 APYrNX MaTtepunanos);

KOMMOHEHTOB KPOBW, MWMEILWNX pasHbii cTaTyc (foAHble, HaxoaslmMecss Ha KapaHTUHe,
HewnccneaoBaHHble Nv 3abpakoBaHHkLIE).

Mpn OoTCYTCTBUM Takmx MOMELLEHMIN HEOOXOOUMO BbIAENUTb M3ONIMPOBAHHbLIE 30HbLI, CTENNAXM U
XONOAUINBHUKN.

7. B opraHusaumMm [OHOPCTBA KPOBM M €€ KOMMOHEHTOB [OSKHbI ObiTb MNpPeayCMOTPEHBI
rapaepobHble, KOMHaTbl OTAbIXa, CAHUTAPHO-ObITOBLIE MOMELLIEHUSA U TyaneTbl, PacnofioXXeHHble B6NN3K,
HO  W30MMPOBAHHO OT  MPOW3BOACTBEHHbIX  MOMELLEHUA,  OCHALUEHHblIE  COOTBETCTBYIOLLMM
obopyaoBaHMeM, MOKLLMMU U AE3UHPULMPYIOWNMU CpeacTBaMu U YOOPOUHBIM MHBEHTAPEM.

8. MNMpomnsBoacTBEHHbIE MOMELLEHUS (30HbI) 1 NOMELLEHUs (CKnaapbl) ANs XpaHeHUs OOJDKHbI UMETh
yeTkoe 0603HAYEHNE N OrpaHNYEHHbBIN OOCTYM.



IV. NPON3BOACTBEHHAA CPEOA

9. lMpw 3aroToBKE AOHOPCKON KPOBU U €€ KOMMOHEHTOB A0MKHa BbiTb cOo3gaHa NPon3BOACTBEHHAs
cpeda, Heobxoammas pAans obecneyeHnss COOTBETCTBUS [OHOPCKOW KPOBM M €€  KOMMOHEHTOB
yCTaHOBMEHHbIM TpeboBaHMAM B MpoLLEcce WX 3aroTOBKM, nepepaboTku, 06CrneaoBaHUs, XpaHeHus u
TPaHCMNOPTUPOBKMK, a Takke Mepbl, Ucknyawwmne bakrepmanbHoe 3arpsa3HeHne JOHOPCKOW KPOBU U ee
KOMMOHEHTOB.

10. C uenblo NnpegoTBpaLleHns 3arpsa3HEHUs JOHOPCKOW KPOBU U €€ KOMMOHEHTOB HarnpasreHue
MOTOKOB MaTepvanoB M noge B MNOMELLEHUsX [OOMMKHO OblTb OpraHM3oBaHO B COOTBETCTBMM C
nocneaoBaTenbHOCTLIO BbINOMHEHMS MPON3BOACTBEHHbLIX ONepaLni.

11. PaboTbl, Anst koTopbiX TPebyOTCS acenTUYeckme yCnoBusi, 4OMKHbI OCYLLECTBNATLCS B YUCTbIX
MOMELLEHNAX Wnn MNOMeELLEeHUsIX, OBOpYAOBaHHbIX MaMUHapHbIMW YyCTaHoBKamMu. Knacc 4ucToThbl
noMeLLeHns onpeaenseTcs BUAOM NPOBOAMMbIX paborT.

12. BarotoBka M nepepaboTka [OOHOPCKOM KPOBM HA KOMIMOHEHTblI B 3aMKHYTOW CUCTEME
KOHTENHEPOB MNacTUKOBbIX He TpebyeT acenTUYecKkMx yCrnoBui BHELLHEN cpedbl. Takne paboTbl MOXHO
npoBOANTL NpW cobnoaeHNM oBLLMX NPaBu CaHUTaPHO-INNAEMUNONONMYECKOTO peXnma.

13. [ns npepoTBpalleHUs KOHTaKTHOrO WMHMULMPOBAHMSA KPOBWU MpPW ee 3aroTOBKe nepcoHan
JorkeH cobnogaTte TpeboBaHWs acenTvkn u aHTMcenTukn. CTodHMKaMmy MHAULMPOBaHUSA MOryT ObiTb
MUKpOhniopa BO34yxa, PykM MeOMLMHCKOro nepcoHana, KoXa NOKTeBOro crmba AoHopa, HapylueHue
repMeTU4HOCTN KOHTENHEPOB AN 3aroTOBKN KPOBU M OPYrne MCTOYHUKM.

V. DOKYMEHTALINA

14. C uenbio obecneyeHns 6e30nMacHOCTM U KayecTBa JOHOPCKOW KPOBU U €€ KOMIMOHEHTOB Ha
BCEX 3Tanax WX 3aroTOBKM, nepepaboTKM, TPaHCMOPTUPOBKM U XPaHEHWst B OpraHu3aumMum OOHOpPCTBa
KPOBM N €e KOMMOHEHTOB [OIMKHbI ObiTb pa3paboTaHbl paboune MHCTPYKLUKM YCTAHOBIIEHHOrO obpasua
Ha BbINOMHEHME paboT, HEMoOCpPeaCTBEHHO BIMSAIOLWINX Ha KavyecTBO M 6e30MacHOCTb BbiMyCKaemou
NpOAYKLUN.

15. B opraHusaumm OOHOPCTBa KPOBM U €€ KOMMOHEHTOB HEOOXOOAMMO OCYLUECTBMSATb BeAeHue
YYETHO-PEerncTpaumMoHHOW AOKyMeHTauun (KypHanos, 6naHkoB, BEAOMOCTEN W KapToyek) no chopmam,
KOTOpble YCTaHOBMEHbI (heaepanbHbIM OpraHOM UCMOMHUTENBHOW BRacTu, OCYLLECTBASIOWMM (OYHKLUN
no BblpaboTke rocyaAapCTBEHHOW MOMUTMKM M HOPMAaTMBHO-NPABOBOMY perynupoBaHuio B cdepe
3[paBOOXPaHEHNS, B KOTOPble BHOCUTCH COOTBETCTBYOLLASA 3anNnCh C LIEMbIO MPOCNEXNBaeMoCTN eANHNL
KpOBW, JOHOPOB, PacxoAHbIX MaTepumanoB, 060pyaoBaHMA U UCMONHUTENEN paboT.

V1. MIPOCNEXWBAEMOCTb

16. MNpun 3aroToBKE OOHOPCKOM KPOBW M €€ KOMMOHEHTOB Heobxoanmo obecneunTb, YTOObl KPOBb,
€e KOMMOHEHTbl, pacxodHble MmaTtepuanbl (KOHTeWHepbl Ans cbopa KpOBW, peareHTbl W
AesvHduumpylowme cpegcrsa), nabopaTtopHble 006pasubl, permcTpauuoHHble AaHHble (3anucu) K
ucnonHuTenun paboT Bbinn naeHTUMULMPOBaHbI U MPOCHEXNBArMUChH.

17. Kaxxgomy OOHOPY NpucBanBaeTcs MASHTUMUKALNOHHBIV HOMep AoHOopa (Ko4 AoHopa).

18. Kaxxgon goHaumm npucBanBaeTcs MAEHTUPUKALMOHHBIA HOMEpP AOHaLMWW.

19. PelueHue o gonycke AoHOpa K AOHALUMMW NPUHUMAETCS C YYETOM:

1) pe3ynbTatoB MeauLMHCKOro obcnefoBaH1sa AOHOPA;

2) MEANLIMHCKNX MPOTUBOMNOKa3aHUM K JOHOPCTBY KPOBU U €€ KOMMOHEHTOB;

3) WHcopmauun, Nony4yeHHoW OT AOHOpa B MUCbMEHHOW OpMe, BKIKYALIEN CBEAEHMS O
NnepeHeceHHbIX WHMEKUMOHHBIX 3ab0NeBaHNsiX, KOHTaKTax C WHEEKUMOHHbIMU BonbHbIMKU, 0O
ynoTpebneHun HapKOTMYECKUX CpeacTB, O BaKUMHALMKW, XUPYPrUYECKMX WU UHCTPYMEHTasnbHbIX
BMeLlaTenbCTBax W npebbiBaHMM Ha  Tepputopusx, Hebnaronomny4yHbiXx MO  UHMEKUMOHHBIM
3aboneBaHnsM.

20. TlpocnexmBaemMoCTb [OOHOPCKOM KPOBM M €€ KOMMOHEHTOB [JofkHa obecneumBaTbes
MapKupoBkon obbekTa naeHTudmkauun ¢ nocrnefoBaTeNnbHOM perncrpaunen HeobXoauMbIX OaHHbIX O
AoHOpax, AoHaUMAX, pacxodHbIX MaTepuanax, BolinosiHeHun paboT 1 06 ncnonHutensx pabor.

21. B npouecce 3arotoBku 1 NnepepaboTku Kaxabl OTAENbHbIA KOHTEWNHEP C LOHOPCKOW KPOBbLIO U
ee KOMMOHeHTaMu, Kaxabli obpasel, AOHOPCKOW KPOBW, CBHA3aHHbIA C COOTBETCTBYIOLLEW AoHauuen,
OOIMKHbI UMETb OMH U TOT Xe HOMeEp.

22. KOMMOHEHTbI KPOBM, WMeEOLWME pasHbIl cTaTyc (rogHble, HaxoOdWwMecs Ha KapaHTUHe,
HewnccnenoBaHHble UK 3abpakoBaHHbIE), OIMKHBI XPAHUTLCS pa3gensHo.

23. Ha Bcex atanax OT 3arOTOBKM A0 WCMOSb30BaHMSA LOHOPCKOM KPOBU W €€ KOMMOHEHTOB
HeobxoaMmo obecneynTb BO3MOXHOCTb YCTAHOBIEHMS NIMYHOCTM AOHOPA.

24. TlopsgoK YCTaHOBMEHWS MMYHOCTM AOHOPA, MepevYeHb MEeOULUMHCKUX MPOTMBOMOKa3aHWn K
OOHOPCTBY KPOBWU N €e KOMMOHEHTOB, NOPSAOK MOCTOAHHOIO UMW BPEMEHHOro OTCTPaHeHus JOoHopa OT



[OOHOpPCTBA KpPOBW, MeToAdbl, MOpsAoK U obbem obcrnedoBaHUs OOHOPOB, KpuTepun U TpeboBaHUsA K
oTOOpY AOHOPOB, a Takke MOPSAOK AEWCTBUW OpraHm3aumyM OOHOPCTBA KPOBWU M €€ KOMMOHEHTOB Npwu
BbISIBMIEHUN Y [OHOpA rEeMOTPAHCMMUCCUBHLIX WHMEKUUN unm obHapy>XeHMnm B KPOBM JOHOpa
BO3OyguTenen reMOTPaHCMUCCUBHBLIX  MHAQEKUMA  yTBepxgawTca  dpedeparnbHbiM - OpraHom
WCMOJTHUTENbHOM BIAcTW, OCYLLECTBASWUM (YHKUUM MO BbipabOTKe rocygapCTBEHHOW MOSNUTUKMA U
HOPMAaTUBHO-NPABOBOMY pPerynMpoBaHuio B coepe 30paBOOXpaHeHus.

25. Tlpyn 3aroToBke [OOHOPCKOW KPOBM U €€ KOMMOHEHTOB HeobxoaMmo MnpOCnexmBaTh
NPOXoXaeHne [OOHOPCKOMW KPOBUM M €e KOMMOHEHTOB OT [JoHopa A0 peuunuveHta. dopwmebl
PErMCTPALMOHHBIX JOKYMEHTOB W MOPSAOK PeructpaummM LaHHbIX, HeOOXoauMMbix Anis obecneveHus
NPOCMEXMBAEMOCTM [OHOPCKOW KPOBM W €€ KOMMOHEHTOB, paspabaTbiBaloTCs U YTBEPXOATCS
denepanbHblM  OpPraHoM WUCMOMHUTENBHOW BAcTW, OCYLUECTBNAWMUM (YHKUMKM No  BbipaboTke
rocygapCTBEHHOM NONUTMKN U HOPMATMBHO-NMPABOBOMY PErynnpoBaHuio B cepe 3gpaBooxpaHeHus. Bee
pervcTpaumoHHble AaHHbIEe AOMKHbI yOOCTOBEPSATLCHA NOAMMUCHI0 UCMONTHUTENS.

26. Ha aTukeTke kaxgon Ao3bl (€4MHULbI) KPOBU UM €€ KOMMOHEHTa 1 obpasiue JOHOPCKOW KPOBU
yKasblBaeTCa WOEHTUMMKAUNOHHBIA HOMeEp AoHauun. MoeHTUrKaumoHHbIn HOMeEp LO03bl (eguHULBI)
KPOBM MWW €€ KOMIMOHEHTa nepenpoBepsaeTcs (CrnmyaeTcs) OTBETCTBEHHbIMU IMLAMWM OpraHusauum
OOHOpPCTBA KPOBM W €€ KOMMOHEHTOB Mpu 3aroToBke, nepepaboTke, XpaHeHuW, TPaHCMOpPTUPOBKE,
Bbla4e rotToBOW NPOAYKUMN U ee NPUMEHEHNN.

VIl. BATOTOBKA JOHOPCKOW KPOBW U EE KOMINOHEHTOB
Matepuansl, npyMeHsieMble Npu 3aroToBke 1 nepepaboTke KPOBM

27. MpumeHsieMble MaTepuarnbl U 060pyaoBaHNE AOMKHbI OblTh paspeLleHbl K UCNOSIb30BaHUIO Ha
Tepputopun Poccuiickor ®depepaumm B YCTaHOBNEHHOM MOPsSiAKE UM COOTBETCTBOBATb CBOEMY
Ha3Ha4YeHuto.

28. Tvin cnctembl KOHTEMHEPOB HEOOXOAMMO BbIOMPATL B COOTBETCTBUM C BUAOM LOHALMMN.

B3sTne goHOPCKOM KPOBU M €€ KOMINOHEHTOB

29. [ina caaymn KpoBM AOHOP pacnonaraeTcs B (PyHKUMOHANbLHOM Kpecne.

30. KpoBb y ooHopa 3abupaeTcs M3 LieHTpanbHOW UNu Opyro ManonodBMKHOWM BeHbl B obnactu
noktesoro cruba.

BbiOpaHHOe MecTo (fokTeBoM crmb JoHopa) OO0 BeHenyHkuun obpabaTtbiBaeTca pacTBOPOM
aHTHUCenTukKa 2 pa3a C UHTepBanom B 1 MUHyTY.

B cnyyae HeygayHom 1-1 MOMNBITKM BEHENYHKLUMM C cornacus goHopa Heobxoanmo BbIbpaTb Apyron
Y4acCTOK JIOKTEBOrO crmba, obpabotarb ero paCTtBOPOM aHTUCENTMKA 2 pasa C MHTEpPBANoM B 1 MUHYTY 1
NCMNOMb30BaTb HOBbLIV KOHTEMHEP U CUCTEMY AN B3ATUS KPOBMU.

31. lNpwn B3ATMM KPOBM Yy AOHOPA HEOBX0aAMMO obecneymnTb:

1) HeNpepbIBHOCTb KPOBOTOKA;

2) NOCTOSIHHOE NepeMeluBaHne KpOoBW C PacTBOPOM aHTUKOaryrnsHta (KOHcepBaHTa) B TedeHue
BCEW JoHaLuK;

3) ycTaHOBMEHHYI0 NPOAOIKUTENBHOCTD AOHALMM;

4) nponopumnoHanbHOe COOTHOLUEHWE B3SITOW KPOBWM K KONMWYECTBY pacTBOpa aHTUKoarynsiHta ¢
KOHCEPBAHTOM B KOHTEWHEPE;

5) 06BbeM KpOBM, COOTBETCTBYHOLLMIA TUMY MCMOSNb3YEMOrO KOHTEHEpPaA.

32. Ona nonydeHuss TpOMBOLIMTOB, CBEXE3AMOPOXEHHOM Mna3mbl U KpuonpeuunutTata KpoBb Y
JOHOpa JoSmKkHa ObiTh B3ATa NPy OAHOKPAaTHOW BEHEMYHKUMW, 06ecneynBatoLLielt TOK KpOBM B TEYEHNE HE
oonee 12 MUHyT.

O6pasubl Ans nabopaTopHbIX NCCIEA0BaHUI

33. Obpasubl JOHOPCKOW KPOBW, NpeAHa3HayYeHHble Ans UccneaoBaHns, AOMKHbI OTbupaTtbecsa npu
cobnoAeHNM YCroBMIM acenTUKM HenocpeacTBEHHO M3 MarucTpanu unu crneumnanbHOro KoHTenHepa Ans
npo6, BXOAsILLEro B COCTaB CUCTEMbI.

CermeHTbl 0OLLEl AOHOPCKOWM MarucTpanu AOSKHbl OTAEeNATbCA OT KOHTeMHepa 6e3 HapylueHus
CTEpPUNbLHOCTU KOHTENHEpa.

34. Tun n o6bem 0bpa3ua KPOBK AOMKEH COOTBETCTBOBATL By 06cnenoBaHums.

35. Ycnosus xpaHeHusi obpasLoB [OOHOPCKOW KpPOBW A0 NpoBefeHWs nabopaTopHbIX TECTOB
OOIMKHbI OTBeYaTb TpeboBaHUSIM, YCTaHOBMEHHBIM B MWCbMEHHBIX WHCTPYKLMAX MO 3JKChnyataumu
(NpMMeHeHut0) HabopOoB peareHToB.

[ononHunteneHble TpeboBaHNSA K 3aroToBKe Mrasmbl



MeTodoM adpepesa

36. lMpn B3ATMM LOOHOPCKOM KPOBM METOOOM adpepesa AOSMKHbI OblTb ODecneyeHbl YCnoBus,
UCKMoYaroLLme BO3ayLLHY0 aMBomnumio, a Takke COOTBETCTBME O6BLLEro KonmyecTBa KpoBuW, 3arOTOBIEHHOMN
OT JoHopa 3a 1 pa3 (MCcKnYas aHTUKoaryrnsHT), yCTaHOBIIEHHOMY KpUTEPUIO.

37. BosBpat AOHOPY KNEeTOYHbIX KOMIMOHEHTOB (MpU NpoBeAEeHMU NpepbIBUCTOro adepesa) AormkeH
OCYLLECTBMNATLCA A0 B3ATUA 2-A eauHuLUbl KpoBu. [Nepen Bo3BpaTOM OOHOPY KIETOYHbIX KOMMOHEHTOB
HeobX0aMMO NPOBEPUTL MAPKUPOBKY KOHTENHepa, CBEPUTb C AaHHbIMW AOHOPCKOM KapTOYKM 1 NOMyYnuTb
yCTHOe noaTBepXAeHne OT AoHopa ero damunuu, MMeHu, oTyecTBa, rpynnbl kpoBu ABO u pesyc-
NPUHAANEXHOCTW.

HabniogeHne 3a JoHOpOM

38. [loHOp JOMmKeH HaxoguTbCsa nog HabngeHMeM MeOuMLMHCKOro nepcoHana Ha Bcex aTanax
npebblBaHNS B OpraHn3auum 4OHOPCTBA KPOBU M €€ KOMIMOHEHTOB.

VIIl. NTEPEPABOTKA JOHOPCKOW KPOBW M MONYYEHWVE
KOMMNOHEHTOB KPOBU

O6LwWwme nonoxeHus

39. KoMMOHEHTbI KPOBM MoONy4akwT nyTem nepepaboTkM 3aroTOBMEHHOW KOHCEPBUPOBaAHHOM
LLeNnbHOM AOHOPCKOKW KPOBU U MeTo4oM adhepesa.

40. TexHonmorum, UCNomnb3yemble NPU 3aroToBKe, nepepaboTke, XpaHEHUW U TPaHCMOPTMPOBKE
OOHOPCKOW KPOBW M €e KOMIMOHEHTOB, [OOMMKHbI obecrneyvvBaTtb NpeaynpexneHne ux 3arpssHeHus
naToreHHbIMN BMONOrMYECKNMY areHTaMn 1 CoOXpaHeHne BUONOrMYecKMX CBOWNCTB.

41. [aHHble MOHWUTOpPMHra npoLEeccoB nepepaboTkn [JOHOPCKOW KPOBM W MOJflydeHus1 ee
KOMMOHEHTOB HEO6X0ANMO perncTpmpoBaThb.

42. MeTogbl, ucnonb3yemble B MPOU3BOACTBE KOMMOHEHTOB KPOBMW, AOMMKHbI obecneunBatb
repMeTUYHOCTb CUCTEMbI NOSIMMEPHBIX KOHTEMHEPOB U HE JOMNYCKaTb HapyLUEHUs LLEeNOCTHOCTN.

LieHTpudyruposaHue

43. CocTtaB BblAENSEMOro KOMMOHEHTa perynvpyroT BblIOOPOM pexumMa LeHTpudyrMpoBaHus,
KOTOpbIV BKIOYAET Temnepartypy, BPEMsi U CKOPOCTb LEHTPUAYrMpoBaHUS.

Onsa kaxxgon ueHTprdyr OOMKHbl ObITb ONpeaeneHbl CBOU PEXNMbI.

MeToAabl NonyYeHus KOHEYHbIX NPOAYKTOB NPeAcTaBnsaoT COBOM B3auMOCBA3aHHYIO CUCTEMY.

[ns pasgeneHvs nnasmbl U KNETOK MOTYT MCMONb30BaTbCA APYrMe MeToAdbl OCaXAEHWS KNEeToK, B
YaCTHOCTU LIeHTpUdyrmpoBaHne ABUXYLLENCS KPOBW, NMPOTOYHOE (nnasarolee) LeHTpudyruposaHve B
rpagueHTe NIoTHOCTU, MPOTUBOTOMHOE LEeHTpUdyrnpoBaHue (NpoMbiBaHue) n ounbTpaums.

3amopaxnBaHue nnasmbl

44. lNpoLlecc 3amopaxmnBaH1s Nrnasmbl HENOCPEACTBEHHO BNUSIET HA coOXpaHeHne 6enkoB nnasmbl
1 OaKTOPOB CBEPThLIBAHUS.

[Ona makcMmanbHOro COXpaHeHus coaepxaHust akTopoB cBepTbiBaHMs obllee Bpewms
3amopaxvBaHus nnasmbl o -30 °C He OMmKHO npeBbiwaTh 40 MUHYT.

3amopaxnBaHue (KpMOKOHCEPBMPOBAHME) KNETOYHBIX KOMMOHEHTOB

45. TloaroToBKy KMEeTOYHbIX KOMMOHEHTOB K 3aMOPaXMBaHWIO MNPOU3BOAAT B  acenTU4ecKux
YCIOBUSX.

46. KpuokoHCcepBUpOBaHWE [OIDKHO  OCYLECTBAATLCA C  UCMOMb30BaHWEM  cheuunansHo
npegHa3HayeHHOro 06opyaoBaHNA METOAO0M, pa3peLleHHbIM K MPUMEHEHMIO B YCTAHOBIIEHHOM MOPSAKeE.

47. OonyctuMoe BpeMs XpaHEHUs SpUTPOLIMTOB OT MOMEHTa MOMyYeHUs OO0 3aMOPaXKMBaHUA He
OOIMKHO NpeBbILaTh S CyTOK.

48. TpomboumnTbl, NoMyYeHHble MObIM MEeTOAOM, AOMKHbl ObiTb 3aMOPOXeHbl He no3gHee 24
4YacoB Nnocre 3aroToBKU KPOBW OT AOHOpa unn TpombouunTadepesa.

PasmopaxuBaHue (oTTamMBaHune) n Nnogorpes

49. KOMNOHEHTLI IOHOPCKON KPOBM OOIMKHBI Pa3MOpaXkmBaTbCa U NOOrpPeEBATLCS 4O HEOOX0ANMOM
TeMnepatypbl C UCNoOJ1b30OBaHMeM cneunanbHO npegHa3Ha4eHHoro o6opy,qosaH|/|;|.



MHaktuBaumsa

50. B uensax obecnevyeHuss ©e30MacHOCTU KOMMOHEHTOB [JOHOPCKOW KpPOBW [OMycKaeTcs
NpMMEHeHe MEeTOA0B UHAKTUBaLMM NaTOreHHbIX BUONOrMYecKknX areHToB.

51. MeTogbl, NpUMeHsIeMblE NPU MHAKTUBALMM MNATOreHHbIX OMONOrMyecknx areHToB, OOITKHbI
obecneunBaTb COXpaHeHWE YPOBHsS MokasaTenen OuMonornyeckon MOSIHOUEHHOCTU, OYHKLMOHANBHON
aKTMBHOCTM U neyvebHon ahPEKTUBHOCTM KOMMOHEHTOB KPOBMU.

PeHTreHoBCckoe o6nyqume mnnn ramma-o6nyquv|e

52. MeTog obnyyeHus gomkeH obecneuntb Jo3y ot 25 go 50 Mpen.

53. Bpemsa 3KCno3uumu, YCTAHOBIIEHHOE AN KaXOoro JIy4eBOrO  MCTOYHUKA, OOJPKHO
KOHTPONMpPOBAaTLCS Yepes MHTepBaribl, YCTAHOBIIEHHbIE B MHCTPYKLUK MO 3KCMyaTauumn (MPUMEHEHMNIO).

54. DputpoumnTcoaepXalime KOMMOHEHTbI KPOBM MOryT noaBepraTbcs 0bnydeHuo He no3gHee 14
[OHEen ¢ MOMEHTA NOJTyYEHUsT U XPaHUTBLCA B TeueHne 28 gHen.

XpaHeHne JOHOPCKOW KPOBU N €€ KOMMOHEHTOB

55. Ha Bcex atanax nepepaboTku, XpaHEHWst U TPaHCMOPTMPOBKU LOHOPCKOW KPOBU U ee
KOMMOHEHTOB Heobxoanmo obecneunTb:

1) ngeHTNrUMKaLmnIio NPOaYKTOB;

2) yCTaHOBIMNEHHbIE YCINOBUSA XPaHEHWS;

3) pasgenbHoe XpaHeHWe KOMMOHEHTOB KPOBW MO CTaTycy, BMOAM KOMMOHEHTOB KPOBW, rpynnam
kpoBu ABO 1 pesyc-npuHaanexHocTy;

4) 3aWmTy OT NOBPEXOEHNS;

5) nomelwmBaHne TpoMOOLINTOB;

6) KOHTPOJb YCIOBUIN BHELLHEN Cpeapl;

7) peructpaumio AaHHbIX HabnogeHus.

TpaHcnopTMpoBKa AOHOPCKOW KPOBMU U €€ KOMMOHEHTOB

56. TpaHcrnopTUpoBKa [OHOPCKONW KPOBM M €€ KOMIMOHEHTOB [OSDKHA OCYLEeCTBNATLCA B
crneyunanbHbIX TPAHCMOPTHBIX TEPMOU3O0NALMOHHBIX KOHTEHEpax nnu pedpwkepartopax ¢ cCodntogeHnem
CaHUTapHO- TUMMEHMYECKMX TpeboBaHWA Mpu YyCnoBuM obBecrneyeHust COXPaHHOCTM NpoAyKTa npw
TPaHCMOPTUPOBKE.

57. KpoBb wu asputpoumtCcogepxalime KOMMOHEHTbI KPOBM BO u30EexaHue remonusa npu
TPaHCMOPTUPOBKE He OOMMKHbI MOOBEPraTbCs NEPEOXNaKAEHUI0 NN neperpesaHnto. TpaHCNopTUPOBKa
[OOHOPCKOW KPOBM 1 apuTpoLmMTcogepKaLlmx KOMMOHEHTOB KPOBU, OCyLLecTBnsiemasi B TeyeHve meHee 30
MUHYT, MOXET MPOM3BOAUTBLCS C WCMOMb30BAaHMEM TPAHCMOPTHbLIX KOHTENMHEepoB, obecneymBatoLLmMX
[OCTaToOMHY0 U30TEPMUYHOCTL U un3onauumio. [pyu 6onee AnNUTEnNLHOM TPAHCMOPTUPOBKE AOHOPCKON
KPOBW 1 3pUTpoLMTCOAEpKaLLUX KOMMOHEHTOB KPOBU C Lienbio obecnedyeHns n3oTepMmMyecKkoro pexuma B
TPaAHCMOPTHOM  KOHTEWHepe  HeoOXOAMMO  MCMONb30BaTb  akKyMynsiTOpbl — Xonoga.  Ycrosus
TPaHCMOPTUPOBKN [OIMKHbI rapaHTMpoBaTb, YTO B KOHLUE MaKCUMarbHOro nepuoga TPaHCNOpPTUPOBKM
3pUTpOLIMTCOAEPXKALLMX KOMMNOHEHTOB KPOBW, paBHOro 24 4yacam, Temneparypa BHYTpU TPaHCNOPTHOro
KOHTEelHepa He AormkHa npesbiwaTb +10 °C.

58. MNpn TpaHCNOpTUPOBKE TpomboLumMTcoaepKalnx KOMMOHEHTOB JOHOPCKOW KPOBM TemnepaTtypa
OOMKHa noaaepXkuBaTecst OrM3KO K peKOMEHAOBAHHOW TeMNepaType XpPaHEHUs, 1 NMPU NOJTyYeHUN Takme
KOMMOHEHTbI, €CIN OHW He NpeAHa3HayeHbl AN HEMEANEHHOro e4YebHoro NpUMeHeHns, AOMKHbI BbiTb
nepeHeceHbl AN XpaHeH s Npu PEKOMEHOO0BaHHbIX YCMOBUSIX.

59. KOMMNOHEHTbl [JOHOPCKOW KpPOBM MNpWU TPaHCMOPTMPOBKE Heobxoammo obeperatb OT
BCTPSAXUBAHMWS, Y4APOB U NepeBepThIBAHMS.

60. MNpwu TpaHcnopTMpoBKe Nnasmbl AOMMKHa NOAAEPXKUBATLCS TeMnepaTypa XpaHeHus. B Tevenne
BCEro BPEMeHW TPaHCMNOPTUPOBKM TemnepaTtypa BHYTPU TPAHCMOPTHOro KOHTenHepa (pedpwxepartopa)
He [ormkHa nogHuMaTbest Bbiwe -18 °C. Ecnv npogykT He OygeT uMcnonb3oBaH HeMesieHHO,
HeoOX0AMMO cpa3y e MOMECTUTb KOHTEMHEPLI HAa XpaHEHWE B YCIOBUSAX PEKOMEHAYEMON TemnepaTypbl.

Bbinyck rotoBon npoaykumnm

61. PelweHne 0 rogHOCTW KaXaow eauHMLbl MPOAYKLUN MPUHMMAaETCS TOSbKO NOCre NPOBEpKU:
1) ngeHTudmkaLmm npoaykTa;

2) pe3ynbTaTtoB uccrnenoBaHus ob6pasLoB JOHOPCKON KPOBY;

3) BHeLIHero Bnaa v LLenoCTHOCTU YNaKOoBKY;



4) perncTpaumoHHbIX JaHHbBIX 00 YCNOBUAX XpaHEHUS MPOSYKLNN.
Peannsauuna rotoBon NpogyKumm

62. [oHopckasi KpOBb W €€ KOMMOHEHTbl AN KIAMHUYECKOrO WCMOMb30BaHUS BblAAOTCS
opraHmMsaumam (Y4pexgeHnsiM), UMELLMM FMLEH3NI0 Ha OCYLLECTBMEHNE MEAMLMUHCKOW OeSATENbHOCTH,
CBSI3aHHOW C BbINONHEHWeM paboT (ycnyr) no TpaHcdysnonornn. KOMNoHeHTbl JOHOPCKOW KpOoBWU AN
TpaHcdy3ni BbigaOTCH nnLy, YNONHOMOYEHHOMY Ne4eBHbIM yupexaeHnem.

63. 3akas3 Ha Bblgayy [OOHOPCKOW KPOBM W €e KOMMOHEHTOB MOAMNUCHIBAETCS  ULIOM,
OTBETCTBEHHbIM 33 MpOBeAEeHUEe NepenuBaHusa KPOBUM U €€ KOMMOHEHTOB B Ne4YebHOM yupexaeHuu,
Ha3Ha4YeHHbIM B YCTAHOBEHHOM MOPsiAKe.

64. KOMNOHEeHTbl OOHOPCKOW KpPOBW AN MPOM3BOACTBA fleKapCTBEHHbIX CPEeACTB nepeaaroTcs
opraHuMsauvaM, WMEKLWMM NULEH3NI0 Ha  OCylecTBneHne [eaTenbHOCTM NO  MPOW3BOACTBY
neKapcTBEHHbIX CPeACTB, MO AOroBOpPY.

65. Cnctema gocTaBkuM JOHOPCKOM KPOBM M €e KOMIMOHEHTOB [OIMKHa obecneyvnBaTb COXPAHHOCTb
npoayKTa npu TPaHCNOPTUPOBKE.

66. 3anpelaetcs peanus3aums JOHOPCKOW KPOBU U €€ KOMMOHEHTOB C LEeNbi KIUMHUYECKOrO
NPUMEHEHNSA U NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB OpraHM3auusM, He UMEIOLLIMM COOTBETCTBYIOLLEN
NULEH3UN.




