MoctaHoBneHue MNpaButenbctea PP ot 26 AsHBapsa 2010 r. N 29
"O6 yTBepxAeHUM TEXHUYECKOro pernaMeHTa o Tpe6oBaHuAX 6e30nacHOCTU KPOBU, ee NPOAYKTOB,
KpoBe3amellalLMX PacTBOPOB U TEXHUYECKUX CPeACTB, UCNONb3yeMbIX B TPaHCKhY3MOHHO-
MHd(y3MOHHOM Tepanun™
(c uameHeHussMu ot 12 okTa6psa 2010 r.)

B cootBetrctBUM ¢ DdepepanbHbivM  3akoHOM "O TexHuyeckoM perynuposaHun" [MpaBuTensCcTBO
Poccunckonn degepaumm noctaHoBNsET:

1. YTBepauTb npunaraemMbii TeXHUYecKMin pernameHT o TpeboBaHusx 6e3onacHOCTM KpoBW, ee
NpoayKTOB, KpoBe3ameLlaloWwmnx pacTBOPOB W TEXHUYECKUX CPeAacTB, MCNOMb3yeMbiX B TpaHCAY3WOHHO-
WHY3NOHHON Tepanuu (aanee - TEXHUYECKUIA PernamMeHT).

TexHuyeckun pernameHT BCTynaeT B CuUily MO WUCTeYeHMM 6 MecsaueB cCO AHA oduumanbHOro
onybnnKkoBaHUSA HaCTOSILLEro MOCTAHOBMEHWS, 3a WcknouveHvem pasgenoB 12 - 15 npunoxenusas N1 k
TEXHUYECKOMY perflaMeHTy B YacTWu paHee 3aroTOBfIEHHbIX KOMMOHEHTOB KPOBW, KOTOPbIE BCTYNawT B CUIY MO
uctedeHun 30 MecsaLEB CO AHA BCTYMIEHWUS B CUMY TEXHUYECKOTrO pernameHTa.

2. MwuHucTepcTBY 34paBOOXpaHeHWss W couunanbHoro passutus Poccuiickon Pepepaumm  no
COrnacoBaHWIO C 3avHTepeCcoBaHHbIMU (hefepanbHbIMU OpraHaMy UCMONHUTENbHON BNacTu npeactaBuTb B 6-
MECSAYHbI CPOK B YyCTaHOBMeHHOM nopsake B [lpaBuTenbcTtBo Poccuiickon Pefepaumm NpOeKT nepevHs
HaLMOHarnbHbIX CTaHAapTOB, coAepXallMxX npasBuna v mMeTodbl UccrefoBaHU (MCMbITaHW) U U3MEPEHUN, B
TOM u4ucne npasuna oTtbopa o06pa3LoB, HEOBXOAMMbIX ANS NPUMEHEHUS W UCMOMHEHUS TEeXHWYEeCcKoro
pernameHTa 1 OCYyLLIeCTBMEHUS OLeHKN COOTBETCTBUS NPoayKUMn TpeboBaHNSAM TEXHUYECKOro pernameHTa.
Mpencepnatens MNMpaButenscrea
Poccunckon ®epepaumm B. MNyTtuH

Mocksa
26 aHBaps 2010 .
N 29

TexHU4Yeckun pernameHT
o TpeboBaHUAX 6e30NacHOCTU KPOBU, ee NPOAYKTOB, KPOBE3aMeLLarLWmX pacCTBOPOB U TEXHUYECKNX
CcpeacTB, UCNOMb3yeMbIX B TPaHCHY3UOHHO-UH(Y3NOHHONM Tepanuu
(yTB. noctaHoBneHuem lNpaButenbcTBa P® ot 26 sHBaps 2010 r. N 29)

. O6wue nonoxeHus

1. HacToswwmin TexHu4eckuin pernameHT ycTaHaBnMBaeT:

1) TpeboBaHusa 6e30nacHOCTM OOBEKTOB TEXHUYECKOIO perynmpoBaHus;

2) npaBuna ngeHTMdunKauum JOHOPCKOW KPOBU U €€ KOMMOHEHTOB;

3) npaBuna 1 ¢OpMbl OLIEHKM COOTBETCTBMS OOBEKTOB TEXHUYECKOTO perynMpoBaHus TpeboBaHMAM
HACTOSILLEr0 TEXHNYECKOrO perfiaMmeHTa;

4) TpeboBaHUA K ynakoBKE U MapKUPOBKE AOHOPCKOM KPOBU N €€ KOMMOHEHTOB.

2. K obbektaM TEexXHMYecKoro perynmpoBaHusl, B OTHOLLUEHWM KOTOPbIX HACTOAWMM TEXHUYECKUM
pernameHToM ycTaHaBnmBalTcs TpeboBaHmsa 6e30nacHOCTM, OTHOCATCS:

1) [OHOpPCKasi KPOBb M €€ KOMMOHEHTHI;

2) npenapaTbl U3 JOHOPCKOW KPOBW;

3) KkpoBe3ameLLatoLLme pacTBopbl;

4) TexHuyeckme CpeacTsa, UCNonb3yemble B TPaHCHY3NMOHHO-MHY3NOHHOW Tepanuu, B 4acTHOCTU
n3gennss MeguumMHCKOro HasHadeHus (KOHTEeMHepbl MONIMMEpHble, CUCTEMbIl, YCTPOMCTBA U npucnocobneHus
OLHOKPaTHOro NpMMEHEHWs!, B TOM YuCe Ans COeAMHEHNS MONMMMEPHbIX Marmctpanen);

5) npoueccbl 3aroToBkM, nepepaboTkn, XpaHeHWs, TPaHCMOPTUPOBKM, YTUNU3auMW, NPUMEHEHUS U
obecneyeHnst 6e3onacHoOCTN JOHOPCKOM KPOBU N €€ KOMMOHEHTOB.

3. TpeboBaHNs1 HAcCTOALEro TEXHUYECKOro perfiaMeHTa He pacnpoCTpaHsATCs Ha remMornoaTuyeckme
(cTBONOBbLIE) KNETKN, MOMYYEHHbIE W3 KPOBW, KOCTHOTO MO3ra W WHbIX TKaAHEM YenoBeka, a Takke Ha
AnarHocTnyeckne npenaparbl, Nofy4yaemble U3 KpoBM.

4.Tlpy  BbLINOMHEHWM TpebOBaHWA, YCTAHOBMEHHbLIX HACTOSILLUMM  TEXHUYECKMM  PErNamMeHTOM,
obecneunBaeTca HeoOXoOUMbIA YpOoBEHb 6€30MacHOCTM XU3HM U 340POBbA rpaxdaH, a Takke OKpyXKatoLewn
cpefbl, UICTOMHMKOM 3apaXXeHWUsl KOTOPbIX MOXET CTaTb AOHOPCKas KPOBb WU €e KOMMOHEHTbI B MpoLuecce ux



3aroToBKuW, NnepepaboTkn, XpaHeHWs!, TPAHCNOPTUPOBKN U MPUMEHEHNS.

5. MNpwn paspaboTke TEXHUYECKMX CPEACTB, NpeAHa3HaYeHHbIX ANs UCMONb30BaHMs B TpaHCEY3NOHHO-
WHAY3NOHHOM Tepanuu, a Takke B npoueccax 3aroTOBKW, XpaHeHWs,, TPaHCMOPTUPOBKW, YTWURM3auuu,
npumeHeHnss n obecneyeHns 6e30MacHOCTM OJOHOPCKOW KPOBM U €€ KOMMOHEHTOB, AOIMKHA OCYLLECTBMATLCA
OLEeHKa PUCKOB UX BO3OENCTBUSA HA OpraHn3M YeroBeka.

Mpn 3TOM [OMKHbI MNPUMEHATBCA  TEeXHWYEeckMe pelleHusi, obecneuvBalolime MNOBbILLEHNE
3HepreTnyeckon aPPEKTUBHOCTU ITUX TEXHUHECKUX CPEaCTB.

6. MlHdopmaums O pucke BO3OENCTBUA TEXHWYECKMX CPeACcTB, yKasaHHbIX B MyHKTEe 5 HacTosLero
TEXHUYECKOrO pernamMeHTa, Ha OpraHW3aM YernoBeka [JOrkHa ObiTb [OCTYMHOW Ans BCex rpaxaaH,
NOABEPrallUNXCA  MaHUMynAaUMAM WU MHbIM - KOHTakTam C OBbekTaMu TEexXHUYEeCKOro perynmpoBaHus
HaCTOSILLEro TEXHUYECKOro pernameHTa, U NPefocTaBnsATbCS CyObekTaMu XO3SNCTBEHHOW AeATeNnbHOCTU B
0653aTenLHOM MOPSAKE Mo 3anpocaM PUANYECKUX U PU3NYECKUX nuL, a Takke Npu oLeHKe COOTBETCTBUS.

7. TpeboBaHMA HaCTOSLLEro TeXHWYEeCcKoro pernameHTa obssaTenbHbl AN UCMOMHEHUS Bcemwu
IOPUANYECKMMU  NULAMK,  OCYLLECTBNSIOWMMU  3aroToBKy, MepepaboTky, XpaHeHwe, TpaHCMOPTUPOBKY,
npuMeHeHne JOHOPCKOW KPOBU M ee KOMMOHEHTOB, NpenapaToB U KpoBe3ameLlaloLLMX pacTBOPOB.

8. MoHATKA, ncnornb3yemble B HACTOSALWLEM TEXHUYECKOM pernameHTe, 03HavaloT criegyloLee:

1) "ayTomoruyHas TpaHcdy3ua" - npouegypa nepenMBaHUA KpPOBU WM €e KOMMOHEHTOB C
MCMONb30BaHMEM NpeaBapUTENbHO MOMYYEHHON KPOBM UMW €€ KOMMOHEHTOB, NPY KOTOPOW AOHOP U peLUnUeHT
OLHO M TO Xe NUUO;

2) "adepes” - ueneBoe BblgerneHne nnasMmbl UM KNETOK U3 OOHOPCKOW KPOBWU C BO3BPATOM JOHOPY
OCTaTOYHbIX KOMMOHEHTOB KPOBW;

3) "ouonornyeckas NONIHOLEHHOCTb AOHOPCKOW KPOBU U e€e KOMMOHEHTOB" - COBOKYMHOCTb
©uonorm4yeckmx CBOWCTB OOHOPCKOW KPOBM M €€ KOMMOHEHTOB, obecnedmBarolmx Guonormdeckne yHKUUN
KpoBMU;

4) "remoTpaHCMUCCUBHBbIE UHEKUUN" - MHDEKUMM, CBA3aHHbIE C 3apaXeHUem 4yepes AOHOPCKYHo
KpOBb U ee NPOoAYKThI;

5) "rotoBaa npoaykuua" - OOHOPCKas KPOBb WM €€ KOMMOHEHTbI, Mpolleflive BcCe npoueaypbl
nepepaboTkn W uUCCneaoBaHU W NpefHasHayYeHHble AnS  NepenvBaHusa  PeuunuMeHTy wnuv  Opyroro
MCMONb30BaHNA B MEANLIMHCKNX Lensx;

6) "rpynnbl kpoBu ABO0" - anddepeHunpoBaHe KpoBU Ha rpymnnbl, OCHOBAHHOE Ha 4 KOMOWHALMAX
3pUTPOLNTAPHLIX aHTUreHoB A n B, aHTuTen aHTu-A n aHT-B B CbIBOPOTKE KPOBU YENOBEKA;

7) "po3a (e@AMHMUA) KPOBM MM e€e KOMMOHeHTa" - KONMMYeCcTBO [JOOHOPCKOW KpOBWM WUNn ee
KOMMOHEHTAa, cofepxalleecs B OQHOM KOHTenHepe;
8) "moHauua" - npouecc B3SITUS KPOBM [OHOpa WNAM €€ KOMMOHEHTOB, npedHa3HaYeHHbIX ONns

nepenuBaHus PELIMNUEHTY UIN OPYroro UCMONb30BaHUSA B MEAULIMHCKUX LiensX;

9) "moHop" - NuLo, NpoLlealee MeanLMHCKoe obcrneoBaHme 1 A0OPOBOMBLHO CAAKLLEE KPOBb UK e
KOMMOHEHTbI;

10) "moHopcKasi KpoBb" - KpOBb, B3dTas OT [OHOpa W npefHasHayeHHas ANs KIMHUYECKOro
nCcrnonb3oBaHus, nNubo ANnsS Npou3BOACTBa feKapCTBEHHbIX CpeacTs, NGO Ans MCNonb30BaHUS B Hay4HO-
uccregoBaTtenbcknx 1 obpasoBaTenbHbIX LEensx;

11) "noeHTUPUKALMOHHBLIN HOMEpP AOHAUMU" - YHUKamNbHbIN HOMEpP, NMpUCBaMBaEMbIA NPU KaXdoun
AOHaUMN ANst MapKMPOBKWN BCEX KOMMOHEHTOB 1 06pa3L0OB KPOBW, NOMYYEHHbIX B X0A4€e AOHALMM;

12) "wmHakTMBauUMA naToreHHbIX OWOMNOrnM4eckMx areHToB" - BO3JENCTBME Ha MaTOreHHble
Buonoruyeckme areHTbl C Lienbio NpekpaLleHns ux penpoaykumu;

13) "kapaHTMHU3aUUA cBeXe3aMOPOXEHHOMN NNna3mbl™ - XpaHEHNE CBEXE3aMOPOXEHHON Mrasmbl C
3aMpeToM €ee UCMONb30BaHWUA A0 MOBTOPHOrO WCCNEAOBaHUS OOHOPCKOW KPOBW Ha FreMOTPaAHCMUCCUBHbIE
MHdeKUnu;

14) "KnuHWYecKoe WCNONb3OBaHWe [OOHOPCKOW KPOBU U €e KOMMOHEHTOB" - nepenuBaHue
OOHOPCKOM KPOBU UMW €e KOMMOHEHTOB peuunueHTy B nevebHbIX uensx, B TOM Yucre CO3fAaHne U XpaHeHue
3anacoB JOHOPCKOWN KPOBW N €e KOMMNOHEHTOB;

15) "KOMNOHEHTbI KPOBU" - COCTaBNSAOLLME KPOBY (3pUTPOLMTLI, TPOMBOUNTLI, rpaHynouunTel, nnasva,
Kpuonpeumnurar), B3fTble OT [OHOpa MWNW MPUrOTOBMEHHbIE Pa3nUYHbIMU MEeTo4aMu K3 KPOBM AOHOpa WU
npegHasHayeHHble Ans KNMHUYECKOro MCMonb3oBaHus, Nnbo And npou3BoACcTBa feKkapCTBEHHbIX CPEeACTB,
nnbo Ans ucnonb3oBaHWs B Hay4YHO-MCCNeaoBaTernbCkUX 1 06pa3oBaTenbHbIX LEensx;

16) "kpoBe3ameLlyarolme pacTBopbl” - BOAHbLIE PACTBOPbLI OPraHUYECKMX U HEOPraHUYeCKNX BeLLecTB,
BBOAMMbIE B COCYQUCTOE PYyCno Ans Bo3MelleHus geduumTta yHKUUA KPOBU M KOPPEKLMM NaTONOrM4ecKmx
COCTOSIHWUIA OpraHM3ma 4YenoBeka;

17) "KOHTeNHep NONMUMEpPHbLIA" - eMKOCTb OAHOKPATHOrO MPUMEHEHUS, ncrnonb3yemas ans cbopa
KPOBM N €€ KOMMOHEHTOB B NpoOLLeCcce AOHALUM U NOCNEeayoLWEro XpaHeHus;

18) "obpaseL, AOHOPCKOM KPOBM" - 4acTb KpPOBMW, B3ATOW Yy [OHOpa M npedHa3HadYeHHoOW Ansi



nccrneaoBaHus;

19) "opraHusauum goHopCcTBa KPOBU U €e KOMMOHEHTOB" - opraHv3aumn 34paBoOXpaHeHns, Hayku
n obpasoBaHWs, a Takke WX CTPYKTypHble MNOApasfereHus, OCyLLeCcTBNSolWmMe 3aroToBky, nepepaboTky,
XpaHeHue, TPaHCNOPTUPOBKY AOHOPCKOW KPOBM U €€ KOMMOHEHTOB;

20) "naToreHHble OuonorMyeckue areHTbl' - MUKPOOPraHW3Mbl, CMOCOOHbIE NpW nonagaHnuu B
OpraHn3M 4ernoBeka Bbl3BaTb MHEKLNOHHOE COCTOSIHME;

21) "nna3ma" - KOMMOHEHT KPOBW, NPEACTaBNAOLLUA COOON XNAKYI0 YaCTb KPOBM, OCTAKOLLYOCS Nocre
OTAENEeHNs KNeTOYHbIX KOMMOHEHTOB;

22) "nocTtTpaHcdy3nOHHbIEe OCOXHEHUA" - NMobble NOOOYHbIE SBMEHNS, CBA3AHHbIE C MPUMEHEHNEM
OOHOPCKOM KPOBU UMW ee KOMMOHEHTOB W MpenapaTtoB, KOTopble NpeacTaBnsaoT Yyrpo3y XWU3HW UNN 340POBbLIO
peumnnueHTa;

23) "npenapartbl KPOBU" - nekapCTBEHHbIe (POPMbI GENKOB KPOBW, MOMyYaeMble TEXHONOMMYECKUMMU
mMeToAamu;

24) "npoAyKTbl KpoBM" - KOMMOHEHTbI W MnpenapaTtbl KpoBW, NpeacTaBnsiowme cobon nevebHble
cpeAcTBa Ha OCHOBe Knetok unu 6enkoB Kposu, obnagawliye HanpaBrneHHbIMU TepaneBTUYeCKUMMN
CBOWCTBaMMU;

25) "npocnexunBaeMocTb [OHOPCKOW KPOBU U €e KOMMOHEHTOB" - BO3MOXHOCTb YCTAHOBIEHUS
NIMYHOCTM AOHOpPA, NAEHTUMMKALMN JOHOPCKON KPOBU N ee KOMMOHEHTOB, a Takke pe3ynbTaToB UccrnegoBaHun
OOHOPCKOM KPOBM M €e KOMMOHEHTOB Ha 3Tanax ee 3aroToBKW, NepepaboTku, XpaHEeHWsi, TPAHCMOPTUPOBKY,
KIMMHNYECKOro UCMONb30BaHNSA 1 yTUNM3aumnm Nnpy NnoOMOLLM perncTpaumm opraHmsaumsmMm 4OHOPCTBa KPOBU 1 ee
KOMMOHEHTOB U NIe4eOHBbIMU YUPEXAEHNSAMU COOTBETCTBYIOLLUX AAHHBIX B YYETHBIX hopmax;

26) "pe3yc-npuHaanexHocTb" - auddepeHuMpoBaHne KpoBM NO HanMMuMo B 3pUTpoLmUTax aHTureHa
Rh (D);

27) "peuunueHTt” - pmsmyeckoe nNunLO, KOTOPOMY NPOBEAEHO nepennBaHne AOHOPCKOM KPOBWU UNn ee
KOMMOHEHTOB;

28) "cpoK XxpaHeHUs1 LOHOPCKOMN KPOBMU U €e KOMNOHEHTOB" - Neprof BPEMEHU, B TEYEHME KOTOPOro
KPOBb (KOMMOHEHTbI KPOBW) COXPaHAET OMONOrnyeckyto MOSNHOLEHHOCTb, neyvyebHyl 3ddeKTUBHOCTL W
npuroaHa Anst UCNonb30BaHMSA MO Ha3HAYEHWIo;

29) "cTtaTyCc KOMMNOHEHTa KPOBM" - COCTOSIHWE KOMMOHEHTa KPOBW B 3aBUCUMOCTW OT CTagun U
pesynbTata uccnegoBaHus obpasua [OHOPCKOW KPOBW, CBSI3AaHHOTO C COOTBETCTBYIOLIEN OOHaUMen, Ha
reMoTPaHCMUCCUBHbIE UH(DEKUNM;

30) "TexHu4yeckue cpencTBa, MUcnonb3yeMble B TpPaHCHY3MOHHO-UH(PY3UOHHOM Tepanun”
npegmMeTbl MEOULIMHCKOTO Ha3HayeHWsi (KOHTEMHepPbI MONIMMEPHbIE, CUCTEMbI, YCTPOWCTBA U NpUcnocobneHus
OLHOKpPaTHOro MpMMEHeHWs, B TOM YuCre ANs COeAVHEHWUs MOMMMEPHbIX Maructparnen), Ucnonb3yemMble npu
3aroToBKe, nepepaboTke, XpaHEeHUN, TPAHCNOPTUPOBKE, NPUMEHEHNM OHOPCKOWN KPOBU U €€ KOMMNOHEHTOB;

31) "TexHonoruyeckasa 3arpy3ka" - KONMYeCTBO NnasMbl, OObEAWHEHHOW B OAHOW EMKOCTM Ans
nepepaboTky € Lenbio NoNy4YeHUs KOHKPETHOro npenapaTa KpoBMu;

32) "tpaHcdy3MOHHO-UH(Y3NOHHAA TepanuAa" - BBedeHME YeroBeKYy KpPOBWM, KOMMOHEHTOB U
npenapaToB KPOBM, a Takke KpoBe3ameLLaloLLmnxX pacTBOPOB C fe4ebHON Lenbio.

Il. NpaBuna ngeHTUMKaLMnM 06 HLEKTOB TEXHUYECKOTrO perynmpoBaHus

9. UpeHTndurkauma JOHOPCKON KPOBU N €e KOMMOHEHTOB OCYLLECTBMSETCH NPy NPOBEAEHUN OLIEHKN NX
COOTBETCTBUS TpebOoBaHMAM HACTOSILLEro pernameHTa u (Mnum) B criyyasix, koraa HeobxoamMmo noaTBepXaeHne
OOCTOBEPHOCTU MHGOPMaLMM O KOHKPETHOW Ao3e (eAuHuLE) KPOBU MMM ee KOMMOHEeHTa NGO KOHKPEeTHOM
obpasLie AOHOPCKOM KPOBU, a TakkKe Nnepea nx HenocpencTBeHHbIM NPUMEHEHNEM.

10. Pe3ynbTtaThl MaeHTUUKaLMKN NpenapaToB KPOBM U KpOBE3aMELLAILWNX pacTBOPOB 0hopMIIaTCA
B BUJE 3aKMOYEHUS.

11. MNMpwn npoBegeHM noeHTUdUKaLUM NpenapaToB KPOBK M KpOBE3aMeLLatoLLMX pacTBOPOB NPOBOAAT:

1) BU3yanbHbI OCMOTP 06pasuUoB npenapaToB KPOBM W KPOBE3aMELLAWMX pPacTBOPOB U UX
MapK1pPOBKU;

2) aHanu3 nHopmaumu, cogepallencs B CONnpoBOAUTENBHON AOKYMEHTaLWK;

3) ucnbiTaHnst  obpasLoB MpenapaTtoB  KPOBU UM KpoOBEe3aMmeLLalmx pacTBopoB (B cny4ae
HeobxoanMocTH).

12. VigeHTumkaums OHOPCKON KPOBU U €€ KOMNOHEHTOB BKITHOYaeT:

1) npoBeaeHue Heo6XxoAMMbIX UCMbITaHWI (B criyvyae HeobxoaumocTn);

2) NpoBepPKyY LIENOCTHOCTM YNAKOBKM U COAEPXKMMOTO NO pesynbTaTaM BU3yarnbHOro 0CMoTpa;

3) cpaBHeHWe WHdOpMauMM, HaHECEHHOW Ha 3TUKETKY KOHKPETHOW [03bl (e4MHULbBI) KPOBU WK
KOHKpeTHoro obpasua [OOHOPCKOM KPOBWM WM €€ KOMMOHEHTOB C COOTBETCTBYKOLLEN WHGoOpMauuen B



COMpOBOAMTENBHOW AOKYMEHTaLNK;

4) onpegeneHne NpuHaanexHocT naeHTndmumpyemoro obbekrta kK chepe HacTOSILLLErO TEXHUYECKOTO
pernameHTa.

13. VigeHTudmkaumio npenapaTtoB KpOBU 1 KpOBE3aMeLLaloLWLMX PacTBOPOB NMPOBOASAT YNONTHOMOYEHHbIE
Ha nNpoBedeHMe TroCyapCTBEHHOro KOHTpons (Hagsopa) dhepepanbHble opraHbl UCMOMHUTENbHOW BracTw,
OCyLLEeCTBNAOLLME PYHKLNN NO KOHTPOSIO U Haa30py B chepe AOHOPCTBA KPOBU U €€ KOMMNOHEHTOB, a TakKe B
chepe 3apaBoOOXpPaHEHNS N COLMATTBHOIO Pa3BUTUA.

14. WgeHTudmkaumm nognexaT Bce U3Aennsa MeLULUMHCKOro Has3Ha4yeHWUst OQHOKPATHOrO NMPUMEHEHNS,
UCnornb3yemble B TPaHCHY3MOHHO-UHIY3NOHHON Tepanuu, BKIKOYEHHbIE B NepevyeHb OOBbEKTOB TEXHUYECKOro
perynupoBaHnsa HacTosALWEero TEXHNYECKOro perfiaMmeHTa, KoTopble BCTynalT B HEMOCPEACTBEHHbIA KOHTAKT C
Buonornyecknmn cpegamm (KoXHble NOKPOBbI, CAIN3UCTbIE, KPOBb U €€ KOMMOHEHThI) MPU UX UCMOSb30BaHMM Mo
Ha3Ha4YeHuHo.

15. VigeHTudmkaums ocyectensieTcs NyTeM CpaBHEHUS MHGOPMAaLMK, NOMyYEHHOW NpU BM3yarbHOM
OCMOTpEe COOEPXMMOro WMHAMBUAYaNbHOW WM TPYNMOBOW YMNaKOBKW M3OENUA MeOMUMHCKOrO HasHayeHus,
npeAHa3HayYeHHbIX Afs WUCMNOMb30BaHWUA B TPaAHCHY3MOHHO-UH(Y3MOHHOW Tepanuu, U WX MapKUpPOBKM, C
MHOpMaUVen O KOMMMeKTauum 1M nopsake MCNonb3oBaHWUS 3TUX U3AENUA, COOAepXallencs B npunaraeMoun
COMpOBOAMTENBHOWN AOKYMEHTALMM.

16. N3gennss MeOMUMHCKOrO  Ha3HayeHuss  OAHOKPATHOrO  MPUMEHEHUs,  UCMOofib3yemble B
TpaHCAY3NOHHO-UH(PY3MOHHON Tepanun, He 3aperucTpupoBaHHble B YCTAHOBMEHHOM nopsiake B Poccunckon
depepaunn, He UMeELOLLME COOTBETCTBYIOLLIE MAapKUPOBKM UMM MMEKOLLNE MPU3HAKN HapyLLEeHNS LIeNOCTHOCTH
CTEPUNBHON YNaKoBKW, K UCNOMNb30BaHMIO HE JOMYyCKaloTCs.

17. WpeHtTudpmkaumss obpas3yoB [OHOPCKON KPOBU M €€ KOMMOHEHTOB, Ha KOTOPbIX OTCYTCTBYHOT
3TMKETKM UMM Ha 3TUKETKE OTCYTCTBYIOT HEOBXOAMMbIE AaHHblE, NPeayCMOTPEHHbIE MYHKTOM 62 HacTOALLEro
TEXHUYECKOro perriaMmeHTa, He NpPoBOAUTCA.

lll. Tpe6oBaHUA K 06 BEKTAM TEXHUYECKOro perynmpoBaHus

18. MNpenapaTbl KPOBM M MNpPOLECCHl WX MNOMYYEHUS [OOIDKHbl COOTBETCTBOBaTb TpeboBaHWAM
©e3onacHOCTW, NPefyCMOTPEHHBbIM 3aKkoHodaTenscTBoM Poccuiickon ®egepaumm o nekapcTBeHHbIX CpeacTBax,
n TpeboBaHusIM 6€30NacHOCTH, YCTAHOBIEHHBIM HACTOSLLUM TEXHUYECKUM PETNAMEHTOM.

19. KpoBesameLLaloLime pacTBOpbI, NCMOMb3yeMble B TPaHCHY3NOHHO-MHY3NOHHOW Tepanum, SOIMKHbI
CcoOTBETCTBOBaTb TpeboBaHuAM ©e30nacHOCTM, NpedyCMOTPEHHbIM  3akoHoaTenbCTBOM  Poccuiickon
depepaunn 0 NeKapcTBEHHbIX CpeacTBax.

20. TexHuyeckne cpeacTBa, WUCMNOMb3yemble B TpPaHCHY3NMOHHO-MHY3NOHHOW Tepanuun, LOSDKHbI
COOTBETCTBOBaTL TpPeboBaHMAM, NPeayCMOTPEHHbIM TEXHUYECKMM pernameHToM o 6e3onacHoCcTV u3genui
MELMLMHCKOro HasHa4yeHusl.

21. MNMpoueccbl 3aroToBkW, NepepaboTkn, XpaHEHWsi, TPaHCMOPTUPOBKW, YTUAM3ALUM U MPUMEHEHUS
NPOAYKTOB KPOBM [LOSMKHbI UCKMtoYaTb BTOpMYHOE OakTepuanbHOe 3arpsi3HeHWe [OOHOPCKOM KpoBU U ee
KOMMOHEHTOB.

22. [loHopcKkas KpOBb M €€ KOMMOHEHTLI, MCNONb3yeMble A1 HEMOCPEeACTBEHHOIO BBEAEHMS YENOBEKY,
a TaKke Cbipbe AN NPOU3BOACTBA NpenapaToB KPOBW OOMKHbI ObiTb MOMyYeHbl TOMBLKO OT JOHOPOB C YYETOM
pesynbTaToB MX MEOULIMHCKOro obcneaoBaHus.

23. Bce meguumMHCKMe 1M3genuvsi, npegHa3HavyeHHble AN1s B3ATUS JOHOPCKOW KPOBM M €€ KOMMOHEHTOB,
ONS nepenvBaHns KPOBU M €e KOMMOHEHTOB, a Takke KpoBe3ameHuTernen u Apyrux TpaHCy3MOHHbIX cpef,
OOMKHbI 6bITb OAHOPA30BOro NMPUMEHEHNSI.

24. lMpun HapyLlweHnn repMeTUYHOCTU CTEPUITbHOM CUCTEMbI, NCMOMb3yEeMOWN AN 3aroTOBKN JOHOPCKOM
KPOBW W €€ KOMMOHEHTOB, NPeAyCMOTPEHHOM TEXHOMOMMEN UX 3aroTOBKK, AOMKHbI ObITb 06ecneyeHsbl ycnosms,
WCKNIoYaLLmMe BTOPUYHOE 3arpsi3HEHNE KPOBWU M €€ KOMMOHEHTOB MaTOreHHbIMW BMONOrMYECKMMU areHTamu.
MMonyyeHHble C MOMOLLBID TaKMX TEXHONOMMYECKUX Omnepauuin KOMMOHEHTbl KPOBW UCMONb3YKTCA B TeYeHue
24 vacos.

25. lMpn HapyLlweHnn repMeTUYHOCTN CTEPUITbHOM CUCTEMbI, NCMOMb3yeMOWN ONA 3aroTOBKU JOHOPCKOM
KPOBM W €€ KOMMOHEHTOB, He MNpeayCMOTPEHHOW TEXHOSIOrMen WX 3aroTOBKW, MPOLECC LOMMKEeH OblTb
OCTaHOBIEH, a CUCTEMA C COAEPXKMUMbIM AOIMKHA ObITb YTUNN3MPOBaHa.

26. Obpasubl OOHOPCKOM KpPOBW, B3siTble BO BPEMSI KaXXOoOW AOHALUMM U WOEHTUMULMPOBAHHbIE C
nornyyYeHHbIMU B pes3ynbTaTe OoHauuu [o3amu (E4MHWLAMWM) KPOBU UMM €€ KOMMOHEHTOB, OOMKHbI ObiTh
nccrnegoBaHbl C  Uenblo  onpegeneHus rpynnbl kpoBu ABO M pesyc-npyHagneXxHoCTUM U MOABEPrHyThI
nabopaToOpHOMY KOHTPOMIO Ha HanM4me Bo30yaMTeNen reMoTPaHCMUCCUBHBIX MHADEKLIMIA.

27. [JoHopckas KpOBb M €€ KOMMOHEHTbl AOMKHbl ObiTb BGuonornyeckn MonHoueHHbl, obnagaTb
YHKLMOHANBHON aKTUBHOCTbLIO 1 NeyvebHon adpdekTMBHOCTLIO. [NokasaTeny Gnonornyeckor NOSTHOLEHHOCTH,



YHKUMOHANBHON aKTMBHOCTM U neyebHon 3dhpeKTUBHOCTM OOHOPCKOW KPOBU UM €€ KOMMOHEHTOB AOSKHbI
cooTBeTcTBOBaTh TpeboBaHuaM cormacHo npunoxeHuto N 1. BesonacHOCTb [JOHOPCKOW KpOBU U ee
KOMMNOHEHTOB MOATBEPXOAEeTCA oTpuuatenbHbiMU  pesynbTaTaMmu  nabopaTopHOro KoHTponsa obpasuos
OOHOPCKOM KPOBM, B3SATbIX BO BPEMS KaXAOW OOHauWW, Ha Hanuuve Bo3OyauTenen reMoTpaHCMUCCUBHBLIX
WHpeKkuni.

28. lMpouecchl, ucnonb3yemble Ans 3aroToBKA [OOHOPCKOW KPOBM M €€ KOMIMOHEHTOB, [LOJSIKHbI
obecneumBaTb NpegynpexaeHne MexaHM4Yeckoro 3aHoca B HMX MaToreHHbIX BMONOrMyecknx areHToB, a Takke
coxpaHeHvne 61Monorn4yeckon MOSHOLEHHOCTU, (DYHKLUMOHANBHOW aKTMBHOCTU W neyYebHon 3dhdEKTUBHOCTU
OOHOPCKOW KPOBU N €€ KOMIMOHEHTOB.

29. MNpun 3aroToBKE OOHOPCKOW KPOBW U €e KOMMOHEHTOB AOJbkHa ObiTb paspaboTaHa M BHeapeHa
cMcTeMa KapaHTUHU3aLUMKU CBEXe3aMOpPOXeHHON Nna3mel, obecneynBatoLlas ee 6e30nacHOCTb.

30. KapaHTnHM3auns cBexxe3amMOpOXXeHHOW MnnasMbl OCYLLEeCTBNSAETCS Ha cpok He meHee 180 cyTok C
MOMEHTa 3amopaxvBaHus Npu TemnepaType Huxe MuHyc 25°C.

31. Mo ucTeyeHnn cpoka KapaHTUHU3aLUW CBEXE3aMOPOXEHHOW Mnas3Mbl MPOBOAUTCA MOBTOPHOE
obcrnegoBaHne COCTOSIHMS 300pPOBbs [AOHOpa M nabopaTopHOe uWccrnefoBaHWe KpoBWM [AOHOpa C Lerbio
UCKIMIOYEHNSA Hanuuus B Hei Bo3byauTenen reMoTpaHCMUCCUBHbBIX MHGpEKLMIA.

32.Mpun oTcyTcTBMM Yy OOHOPa NPU3HAKOB rEMOTPaHCMWUCCUBHBIX WHMEKUWMA B nepuod, B TeyeHue
KOTOPOro OCYLLECTBMANach KapaHTUHW3AUMS 3aMOPOXEHHOM MnasMbl, MOMYYEeHHOW OT 3JTOro [OHOopa, W
OTCYTCTBUM B KPOBW [OHOpA MO MWCTEYEHUW CPOKa KapaHTUHMU3aLUUW CBEXEe3aMOPOXEHHOW Mna3mbl
BO3OyauTENne remMoTPaHCMUCCUBHBIX WHAEKUMA CBEXE3aMOPOXEHHas nnasma Bblgaetcs Ang nedvebHoro
NPUMEHEHNS UMK NOMYYEHUs NEKapCTBEHHbIX NPEnapaToB.

33. Mpun nocTynneHny B opraHu3aumio AOHOPCTBA KPOBM U ee KOMMNOHEHTOB MHAOpMaLnn O BbISIBNIEHUN
y OOHOpa B Nepuoa KapaHTUHU3aLUuy CBEXe3aMOPOXEHHOW NnasMbl FeMOTPAHCMUCCUBHBIX MHADEKLNA Unv npu
oBHapy>XeHun B KpoBW [OHOpa BO3byauTenenm remMoTPaHCMUCCUMBHBLIX WHMEKUMA MO UCTeYeHun cpoka
KapaHTMHM3aUMM CBeXe3aMOpOXeHHas nna3ma, 3aroToBfieHHas OT 3Toro [JOoHopa, u3onupyetcsa W
yTUnM3anpyeTcs ¢ 06a3aTenbHON peructpaument aTon npoueaypsbl.

34. B cny4yae HesiBK/ OoOHOpa AN MOBTOPHOrO obcrnefoBaHWs NO UCTEYEHUWU YCTAHOBMEHHOro cpoka
KapaHTUHHOrO XpaHEHWUs1 CBEXE3aMOPOXEHHOW MnasMbl CBEXEe3aMOpOXEeHHasi nnasMa MOXeT ObiTb
ucrnonb3oBaHa ANg MpPOW3BOACTBA MpenapaToB KPOBWM WM MepenuBaHus peunnueHTy npu  ycnosumu
WHaKTMBaLUM NaToreHHbIX B1oNorMyecknx areHToB.

35. He cooTBeTcTBYIOLIME TpeboBaHMAM 6€30MacHOCTU UMM HEMCMNONb30BaHHbIE JOHOPCKAas KPOBb 1 ee
KOMMOHEHTbI n3onupyroTcs n noaBseprarTcs yTunusaumm, BKItOYAIOLLEN obes3apaxunBaHue
AEe3MHMUUMPYIOWNMIN  pacTBOpPaMn UM NPUMEHeHne U3NYECKUX MeTOAOB Ae3VH@EeKunun C MOMOLLbIO
0obopynoBaHns, paspelleHHOro Ans 3TuxX LUenerl B YCTAHOBMEHHOM MOpsAKe, a Takke yaaneHue
06pa3oBaBLUNXCS OTXOAOB.

36. JonyckaeTca nepefaya [OOHOPCKOW KPOBM UMM €€ KOMMOHEHTOB, HEe COOTBETCTBYIOLLUMX
TpeboBaHnsM 6e30MacHOCTM UMM HEUCNONb3OBaHHbIX, paspaboTunkam  (Hay4YHO-UCCrneaoBaTENbCKUM
opraHusauusmM COOTBETCTBYHOLLEro Npoduns) 1 (Unn) NPoM3BOAUTENAM ANarHOCTUYECKUX NpenapaTos.

37. TpuHATNEe pelleHnss O TFOAHOCTM [OHOPCKOM KPOBWM M ee KOMMOHEHTOB Ans nepenvBaHus
OCYLLeCTBMNSAETCS OTBETCTBEHHbIM NLIOM OpraHvM3aumn JOHOPCTBA KPOBU U €€ KOMMNOHEHTOB, Ha3Ha4YeHHbIM B
agMUHUCTPATUBHOM nopsaake.

38. PewwleHne o rogHoOCTM Ansi MNEpPenuBaHMSA Kaxgon [03bl (eauHMLbl) OHOPCKOM KpoBW U ee
KOMMOHEHTa NPUHMMAaETCs TOMNbKO NOocrne 3aBepLueHus ee nepepaboTkm ¢ y4eToM pe3ynbTaToB nnabopaTtopHOro
KOHTpONS.

39. XpaHeHne 1 TpaHCMNOPTUPOBKY AOHOPCKOW KPOBU M €€ KOMMOHEHTOB HEOOXOAMMO OCYLLECTBMSATb
npu YCrNoBUAX KOHTpOns Temnepatypbl BHYTPU obopynoBaHus, B KOTOPOM XpaHATcH
(TpaHCnopTUPYIOTCA) OOHOPCKasA KPOBb W €€ KOMMOHEHTbl. TemnepaTtypa XpaHeHust LOHOPCKOW KpOBWU
perucTpupyeTcs He pexe 2 pa3 B CyTKW. Ha Bcex aTanax xpaHeHUst U TpaHCNOPTUPOBKM JOHOPCKOW KPOBU U ee
KOMMNOHEHTOB A0/MkHa 6bITb obecneyeHa vx 3awmTa oT MexaHU4ecKoro NoBpeXaeHus.

XpaHeHne [OOHOPCKOW KPOBM W €€ KOMMOHEHTOB [AOMMKHO ObiTb pasfenbHbiM B 3aBUCMMOCTM OT
HavMEeHOBaHUS KOMMOHEHTa KpOBW, a TakkKe cTaTyca KOMMOHeHTa KpoBMu, rpynnbl kpoBu ABO un pesyc-
NPUHAANEXHOCTH.

[oHopckas KpoBb M ee KOMMOHEHTLI As ayTONorMyHOW TpaHCdy3nmn XPaHATCA OTAENbHO OT OCTarbHbIX
KOMMOHEHTOB KPOBMU.

40.Mpn 3aroToBKE [OOHOPCKOM KPOBUM W €e KOMMOHEHTOB 0bOecrneumBaloTCs YCMOBUSA XpaHEHUsi
[OOHOPCKOM KPOBM U €€ KOMMOHEHTOB B COOTBETCTBMU C TpeBOBaHNSIMU cornacHo npurnoxexuto N 2.

41. aHHble 0 AOHOpax KPOBU 1 ee KOMMNOHEHTOB, NpoLeaypax 1 onepaumsx, BbIMOMHSAEMbIX Ha dTanax
3aroTOBKM, MepepaboTKM, XpaHEeHUs [OOHOPCKOM KPOBM U €€ KOMMOHEHTOB, a Takke O pesynbraTax
uccrneaoBaHUs OOHOPCKOW KPOBUM M €€ KOMMOHEHTOB PErMCTPUPYIOTCSt HA OyMaXHOM W (MNK) SNEeKTPOHHOM
Hocutensx. PerncrpaumoHHble AaHHble xpaHaTcs B TedeHme 30 ner.



42. B uensx obecneyeHnss 6e30nacHOCTM [OHOPCKOM KPOBU W €€ KOMMOHEHTOB [eATenbHOCTb
opraHusauuii AOHOPCTBA KPOBM M €e KOMMOHEHTOB MO 3aroTtoBke, nepepaboTke, XpaHEHWO U TPAHCNOPTUPOBKE
OOHOPCKOM KPOBW WM ee KOMMOHEHTOB [AOSMKHA OCYLLEeCTBNATbCA B cooTBeTcTBuM ¢ [paBunamu cornacHo
npunoxeHuo N 3.

43. MNpu nonyyeHun opraHunsaumen OHOPCTBA KPOBW MU €€ KOMMOHEHTOB MHAOPMaLMu O BO3MOXHOM
3apaXeHUU peLunmMeHTa reMoTPaHCMUCCUBHBIMU MHAEKLUSIMU HEOBXOONMO YCTaHOBUTL JOHOPA (4OHOPOB), OT
KOTOPOro MOIMO MPOW30WTU 3apaXKeHue, N MPUHSATbL Mepbl AN NpefoTBPaLLEHNst UCNOMNb30BaHUS JOHOPCKOW
KPOBM UMW €€ KOMMOHEHTOB, NOMYYEHHbIX OT 3TOr0 AOHOPA (4OHOPOB).

44. B cnyyae, npegyCMOTPEHHOM MYHKTOM 43 HacTOSLLEro TEXHWYECKOro perriameHTa, npoBoaMuTCH
aHanu3 npegplaywwmx cnyvaeB AOHaUMA 3a nepuond He MeHee 6 mecsiueB, NPeALIecTBYHOLWMX MocneaHen
AOHauMK, NMOBTOPHO aHanuampyeTcs AOKyMEHTauus, a opraHusaums, ocyliecTersowas nepepaboTky Kposu
(nnasmbl), oueHMBaeT Heob6Xo0AMMOCTL OT3blBa M3rOTOBMEHHbLIX MPOAYKTOB KPOBW, MPUHMMas BO BHUMaHWE BUA
3aboneBaHus, NHTepBan BpeMeHn Mexay AoHaLuen n nccnegoBaHuem KpoBU Y XapakTepuCTUKy NPOAYKTa.

45. PegynbTaTbl MCCNeaoBaHUA MCXO4HOW KpoBW (MMAa3Mbl), NPOBEAEHHbIX OpraHu3aumen OOHOpCTBa
KPOBM U €e KOMMOHEHTOB, AOKYMEHTanbHO OpOpMNSAITCA U B NMCbMEHHOM BUAe NnepeaalTcs opraHusauuu,
ocyLLecTBnsOLLEN nepepaboTky KpoBM (Nnasmbl).

46. OpraHu3aumsa OOHOpPCTBa KPOBM U ee KOMMOHEHTOB MNWCbMEHHO WHopMUpYyeT opraHusaumio,
OCYLLeCTBNSAIOLLYI0 NepepaboTKy KpoBM (Mnasmbl), B Cryyasx:

1) BbIABMEHMA Yy OOHOpa reMOTPAHCMMUCCUMBHBIX WHMEKUWUA, BbI3BAHHbIX W3BECTHbIMM HAa MOMEHT
3aroTOBKM KPOBMW NaTOreHHbIMM BUONOrMYecKUMN areHTamu;

2) BbISIBNEHWS BO30yAMTENEN reMoTPaHCMUCCUBHBIX MHAPEKLIMI B JOHOPCKOW KpoBY (Mrasme);

3) BbISIBNEHUS  HapylleHWd npoueaypbl  UCCredoBaHUs KPOBM  Ha  Hanuuue  Bo3byauTenew
reMoTPaHCMUCCUBHBIX MHEKLNIA.

47. Npw nepepaboTke nNnasmbl AN NOAy4YeHUs npenapaToB KPOBM HEOBXOAUMO UccrefoBaTth nnasmy,
06beguHEHHYI0 B TEXHONOMMYECKyto 3arpy3Kky, Ha Hanvyve Bo3byauTtenen reMoTpaHCMUCCUBHBIX MHAEKLNIA.

48. B cny4yasx BbisiBreHUs B nnasme, ob6beAuMHEHHOW B TEXHOMOTMMYECKylo 3arpysky Ans nonyyeHus
npenapartoB KpoBuW, Bo3OyauTenen reMoTpaHCMUCCUMBHBIX MHMpeKUMn nna3Ma He MoxeT ObiTb MCnonb3oBaHa
ONsi NPUroTOBMEHNUS MpenapaToB M YTUNU3MPYETCS, a MHopmaumsa O pesynbTaTtax UCCneaoBaHUs Nnasmbl
NUCbMEHHO NepefaeTcsi B opraHvM3aumio JOHOPCTBA KPOBU U ee KOMMNOHEHTOB, B KOTOPOW Gbina ocyluecTBneHa
3aroToBKa 3TOM KPOBM (NNnasmbl).

49. B npouecce nonyyYeHusi npenapaTtoB KPOBM [JOMKHa ObiTb NpegycMOTPeHa WHaKTMBauust
naToreHHbIX GMONOrM4YecKnx areHToB.

50. KoMnoHeHTbl KpoBW, MNOABEPrHyTble 00paboTKe MO MHAKTMBALUMM NaTOreHHbIX BGuonornyeckmx
areHToB, He0BX0AMMO M30NMPOBaThL OT KOMIMOHEHTOB KPOBM, HE MOABEPrHYTLIX TAKOW 06paboTke.

51. O6pasupbl Kaxaowm 3arpyskyM NnasMbl XPaHSTCA Npy TemnepaTtype Huxke MuHyc 25°C He MeHee
OQHOro roga Mocrie OKOHYaHWs CpoKa XpaHeHUs NPOoAyKTa KPoBMW, MMeloLlero Hanbonee npoaomKUTENbHbIN
CPOK XpaHeHus.

52. KpoBb (mMnasma) n npodykTbl, obpasylowmecs B npouecce ux nepepaboTku, 3arps3HeHHble
NnaToreHHbIM1 BUONOrMYecKUMK areHTamu, nognexar ytunusaumm un obs3aTenbHOW perucTpaumn 3Tow
npoueaypbl opraHusauuen, ocyllecTersowen nepepaboTky KpoBu (Mnas3mbl), NOCPeacTBOM BHECEHUS
COOTBETCTBYIOLUMX 3anMcel B YYETHO-PEermcTpauMoHHYl0 OOKYMeHTaumio no dopMam, YCTaHOBIEHHbIM
denepanbHbIM - OpraHOM — UCMOMHWTENbHOW  BMAcTW,  OCYLLECTBASOWMM  (byHKUMM nO  BblpaboTke
rocyAapCTBEHHON MOMUTUKM U  HOPMAaTMBHO-NPABOBOMY PErynvpoBaHui0 B cdpepe 34paBOOXPaHEHUa W
COLManbLHOro pasBuUTUS.

53. 3anpewlaetca nNpMMEHeHME [OOHOPCKOM KPOBM M €€ KOMMOHEHTOB, MpenapatoB KpPOBU W
KpoBe3aMeLLarLLMX PaCTBOPOB C UCTEKLLMM CPOKOM FO4HOCTM.

54. TexHnyeckne cpencrtsa, UCNOMNb3yeMble B TpaHCY3MOHHO-UHMY3NOHHOW Tepanun, OOMMKHbI ObITb
paspeLueHbl K TpPUMEHeHNI0 B MOPSIAKe, YCTaHOBNEHHOM 3akoHodaTtensctBom Poccuickon ®epepaumn.

55. KoHTeiHepbl NonumepHble, CUCTEMbI U YCTPOWCTBa ANA MepenuBaHus [OHOPCKOW KPOBU U ee
KOMMOHEHTOB A0SMKHbI BbITb MapKMpoBaHbI.

MapkupoBka noTpebuTensckon Tapbl KOHTEMHEPOB MOSIMMEPHbLIX, CUCTEM U YCTPOMCTB AOMMKHa ObiTb
yCTOMYMBa K BO3AENCTBUIO BHELIHWX (aKTOpPOB B Mpouecce CTepunusaumun, XpaHeHus, peanusaumm wu
NpUMEHeHNs.

56. [Ina KOHTaKTa C NPogyKTamMn KPOBW UCMONb3YIOTCA KOHTENHEPbI NOMMMEpPHbIE, a Takke CUCTEMbI U
YCTPOWCTBA ANsi BBEAEHUSA JOHOPCKOW KPOBU, €e KOMMOHEHTOB, MPenapaToB 1 KpoBe3ameLlalLLx pacTBOPOB,
KOTOpble OOMKHbI OblTb M3roTOBMEHbl U3 MaTepuarnoB, paspelleHHbIX AMs KOHTakTa C MpoayKTamu KpoBwW
deaepanbHbIM OPraHoM WCMOSHUTENbLHOW BNAacCTW, OCYLECTBSALWMM (DYHKUMX MO KOHTPOMO M Haa3opy B
cdepe 3OpaBOOXPaHEHUS M COUMANbHOrO pas3BuUTUS B MNOPSOKE, YCTaHOBMEHHOM 3aKOHOLAATENbCTBOM
Poccunckon ®egepaumm.

57. Heobxoanmo o6ecneunTb COXpaHEeHWe CTEPUNbHOCTM KOHTEWHEPOB MOMMMEPHbIX, CUCTEM ANns



BBEJEHNS KPOBU U ee KOMMNOHEHTOB, NpenapaToB 1 KpoBe3aMeLLalLWwmnx pacTBOPOB, a Takke Apyrmx yCTPOMCTB
OOHOKPaTHOro NPYMEHEHUS B TeYEHMEe BCEro YCTaHOBINEHHOIO CPOKa XpaHeHMS.

58. Mpun LeHTpHUdYrMpoBaHUM KOHTENHEPLI MONNMMEpPHbIE AOMKHbI 06ecnevmBaTb BO3MOXHOCTL paboThbl
0e3 HapyleHuUs 3aMKHYTOW TrepMeTUYHOW cucTeMbl. KOHTeMHepbl MNOMMMEpHble AOSKHbI  MO3BONATb
NoACOeaMHATb YCTPOWCTBA, rapaHTUpYIOLLMe COXpaHeHUEe CTEePUITbHOCTU KPOBUM U €€ KOMMOHEHTOB, a TaKke
obecneumBaTb (PYHKUMOHAmNbHYHO COBMECTMMOCTb C YCTPOMCTBOM Afsi NepenvBaHus LOHOPCKOW KpoBWU U ee
KOMMOHEHTOB 13 KOHTENHEpa.

59.Mpu npoBedeHWV YCTAHOBMEHHbIX Npouedyp nepepaboTkyn [OHOPCKOM KPOBUM  MPOYHOCTb
MaTepUanoB KOHTEWHEPOB MOMMMEPHbIX, COEQUHUTENbHBIX LUBOB, NMPUMEHSIEMbIX 3IEMEHTOB U Y3r0B AOMKHA
obecneyvmBaTb LENOCTHOCTb UX KOHCTPYKLNN.

60. Kaxxgasi no3a (eguHuLa) KpoBM U ee KOMMNOHEHTa, npegHasHadYeHHasa Ans oThycka u3 opraHum3aumm
OOHOPCTBa KPOBW W €e KOMMOHEHTOB, AOMKHa WMMEeTb MapkupoBKy. MapkupoBKy AOHOPCKOW KpoBU M ee
KOMMNOHEHTOB HEOBXOAMMO OCYLLECTBNATb C y4ETOM pe3ynbTaToB nabopaTopHOro KOHTPOMS.

61. MapKnpoBKy roToBOM MPOAYKUUW MPOBOAAT C MOMOLLBI 3TUKETOK. ITUKEeTKa roTOBOM NPOoAyKuMu
OOIMKHA UMEeTb YeTKMe BU3yarnbHble OTNNYUS OT UHbIX ATUKETOK, COXPaHATLCS B TeYEHMe BCEero cpoka rogHocTu
W NpU BCEX PEXMMaX XpaHEHWs 1 UCMOMb30BaHUS eQuHULbI TOTOBOW NpoAyKUumMK, a MHpopMaLuus, npuBeaeHHas
Ha 3TUKeTKe, AOIMKHAa OCTaBaTbCs NErko YTaemMon.

62. HaHeceHHaa Ha 3TUKETKY WHQOopMauusa O roToBOW MpoAyKUWMWM OOSbKHA COoAepxaTb crnegyrolme
cBedeHus:

) HaVMeHOBaHWe opraHn3aunM JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;
2) naeHTUMMKaLUMOHHbIN HOMEP AOHaUNW;
3) rpynna kposu ABO 1 pe3yc-npnHagnexHocCTb;
4) pata goHauuw;
5) paTta OkoOHYaHUS Cpoka XpaHeHUs;
6) HaumeHoBaHNe 1 06beM aHTUKoarynaHTa n (unn) o6aBo4YHOro pacTBopa;
7) HaMMeHOoBaHWe KOMMOHEHTa KPoBU;
8) 06BbeM nnm macca KpoBu IGO0 KOMMOHEHTA KPOBM;
9) TemnepaTypHbIE YCIOBUS XPaHEHUS;

10) ykasaHue Ha JONONHUTENbHYI0 06paboTky (06nyveHne, unbTpaunuo, MHaKTUBALMIO).

63. JoHopcKkast KPOBb M €€ KOMMOHEHTbl ANs ayTONOrM4yHOn TpaHCAY3UM OOSMKHBI UMETb MapKUPOBKY
"TONbKO AN1S ayTONOrMyHOM TpaHcdysmm" ¢ ykasaHnem ammnmu, MeHn, oT4yecTBa M AaTbl POXAEHMs nuua,
ANsi KOTOPOro NpefHa3HayYeHa A0HOPCKas KPOBb UITN €€ KOMMOHEHTHI.

64. MapknpoBka LOHOPCKOW KPOBW W €e KOMMOHEHTOB [OOfMKHA COXPaHATbCA B TEYeHUe Cpoka WuX
XpaHeHWsi Npu Bcex metogax obpaboTku.

65. HaHeceHne MapkMpoOBKM TOTOBOM MPOAYKUMM [0 OKOHYaHWs BCeX CcTagui nepepaboTkn u
uccrneaoBaHuin He JonycKaeTcs.

66. Ha mapkvnpoBke o6opyaoBaHUs, B KOTOPOM XpaHWTCA [OHOPCKas KPOBb W €€ KOMMOHEHTHI,
yKasblBaeTCs HanMMeHoBaHWEe KOMMOHEeHTa KpOBW, CTaTyC KOMMOHEHTa KpoBsw, rpynna kposu ABO u pesyc-
NPUHAANEXHOCTb.

67. Bca Heobxogumas ans notpedbutens nHdopMauns 0 AOHOPCKOM KPOBU M ee KOMMOHEHTax AOorkHa
ObITb NpeacTaBneHa Ha 3TUKeTKax KOHTENHePOB, codepXallnx JOHOPCKYHO KPOBb UMW €e KOMMOHEHTHI, a Takke
B CONPOBOAMUTENbHbIX AOKYMEHTaX.

IV. OueHka cooTBeTCTBUA

68. OueHka COOTBETCTBMS MNpenapaToB KPOBM W KpOBe3aMeLLalWwmx pacTBOPOB TpeboBaHMAM
6e30MacHOCTM KPOBY U e KOMINOHEHTOB OCYLLECTBMSETCS B hOpMe rocyJapCTBEHHOrO KOHTpons (Haasopa).

69. l'ocynapcTBEHHbIV KOHTPONb (Haas3op) 3a cobniofieHMeM TpeboBaHU HACTOSILLLErO TEXHUYECKOro
pernameHTa ocyLLecTBNsieTcs B cOOTBETCTBUM ¢ PeaepanbHbiM 3akoHoM "O 3alumTe npaB LopUaNYECKUX NuL, 1
WHAMBMAYanNbHbIX NpeanpuHMMaTene npu  OCYLUECTBMEHWM TFOCYAapCTBEHHOro KOHTpons (Hagsopa) u
MYHMLMNANbLHOIO KOHTpons" B nopsigke, yCTaHOBMEHHOM dhenepanbHbIM OpraHoM WCMOMHUTENBbHON BRAcTw,
OCYLLECTBASIOWMM  PYHKUMM N0 BblpaboTke rocyaapCTBEHHOW MONMUTMKA U HOPMAaTMBHO-NPaBOBOMY
perynmpoBaHuto B ccpepe 30paBOOXPaHEHUS U COLMANBHOIO pa3BuTHS.

70. F'ocypapcTBeHHbIA KOHTpOnb (Hag3op) 3a cobniogeHnem TpeboBaHWMI HACTOALLEro TEXHUYECKOro
perrnameHTa OcyLlecTBnsieTcs deaepanbHbiM OPraHOM UCTIONHUTENBHOW BNACTU, OCYLLECTBASIOWUM (OYHKLUN
Mo KOHTPOIIO U HaA30py B cdepe JOHOPCTBA KPOBU U €€ KOMMOHEHTOB.

71.Tlpn ocywecTBNEHMN TOCYAAPCTBEHHOrO KOHTponsi (Hagsopa) 3a cobnopeHvem TpeboBaHuii
HacTOsILLEro TEXHUYECKOro perrnameHTa deaepanbHbli opraH UCMOMHUTENBHOW BMNacTW, OCYLLECTBSOLLNIA
yHKUMM MO KOHTPOM M Hags3opy B cdepe [AOHOPCTBA KPOBM U €€ KOMIMOHEHTOB, PErncTpupyet



NOCTTPaHCY3NOHHbIE OCINOXHEHUSA B MOpsake, YCTaHOBNEHHOM dedeparibHblM OpraHoM MWCMOMHUTENbHOW
BMacTW, OCYLLECTBSALWNM (YHKUUN NO BblpaboTke rocyaapCTBEHHOW MOMUTUMKM U HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio B ccpepe 3gpaBooOXpaHeHus.

72.Tlpn NpUMEHeHMM [OHOPCKOM KPOBM M €ee KOMMOHEHTOB Ans NepenvBaHus  peuunueHtam
UHdopMaunst 060 BCcex criydasix pasBUTMS MOCTTPaHCKY3NOHHBIX OCMOXHEHWUI nepepaeTcst B peaepanbHbIi
opraH MCMOSTHUTENbHOW BIacTu, OCYLLECTBAAIOWMIA OYHKLUMM NO KOHTPOM U Hag3opy B cdepe AOHOPCTBA
KPOBW 1 €e KOMMOHEHTOB M OpraHn3aumio JOHOPCTBA KPOBU U €€ KOMIMOHEHTOB.

73. B cnyyasix BbisiBNeHWs Y OOHOpa KPOBU U €e KOMMOHEHTOB reMOTPaHCMUCCUBHBIX WHMEKUMHN,
BbI3BaHHbIX N3BECTHBIMU HA MOMEHT 3aroTOBKU KPOBW MATOrE€HHbIMU BGUOMNOrMYECKUMUN areHTaMu, BbISIBNIEHUS B
OOHOPCKOM KPOBU MMM KOMMOHEHTax KPOBW MaTOreHHbIX BGMonornyeckmx areHToB, B TOM yncne Bo3byauTenen
reMOTPaHCMUCCUBHBIX  WHMEKLMIA, BbISBNIEHUS HapylUeHWW npoueaypbl  MUCCregoBaHus KpoBU U ee
KOMMOHEHTOB Ha HanmuuMe naToreHHblX 6uornornyecknx areHToB, B TOM u4ucne Bo3byautenew
reMOTPaHCMMUCCUBHBIX MHQEKLMI, a Takke HapyleHWh npoueaypbl naeHTudukaumm rpynnsl kKposu ABO n
pesyc-npuHaanexHocTn Heobxoanmo:

1) He3aMeanNUTEnNbLHO NPUHATL MepPbl MO U3BATUIO JOHOPCKOW KPOBU U ee KOMMOHEHTOB 13 obpalleHus
M OT3bIBY UX U3 OpraHn3aummn, NPUMEHSLWNX JOHOPCKYHO KPOBb M €€ KOMMOHEHTHI;

2) npouHdopmupoBaTh  dedeparnbHble  OpraHbl  UCMOMHWTENbHOM  BRacTW,  YNOMHOMOYEHHbIe
OCYLLECTBNSATb roCyAapCTBEHHbINA KOHTPONb (Haa3op) B cdepe AOHOPCTBA KPOBM U €€ KOMMOHEHTOB.

MpunoxexHue N 1

K TEXHUYECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,

ee NPoAyKTOB, KpOBe3aMeLlalLLMX PaCTBOPOB U TEXHUYECKUX CPEACTB,
Mcnonb3yembiX B TPaHC(Y3MOHHO-UH(Y3NOHHOM Tepanuu

MepeyeHb
nokasarenen 6MonorM4eckomr NOTHOLUEHHOCTU, hYHKLMOHaNIbHOM aKTUBHOCTM U Nie4ebHOM
3P heKTUBHOCTU JOHOPCKOM KPOBU U ee KOMMNOHEHTOB

| MNpremnemble XapakTEPUCTUKM

1. KpoBb KOHCEpPBMpPOBaHHAsA

O6bem 450 munnunutpos +- 10 npoueHToB 0bbema 6e3 aHTMKoarynsHTa
(HecTaHgapTHaa AoHaLMA MapKUpyeTCst COOTBETCTBYHOLLMM
obpasom)

[emornobuH He meHee 45 rpammMoB B J03€

FfeMonn3 B KOHUE XpaHeHUsi He 6onee 0,8 NpoLeHTa 3pUTPOLIUTOB

2. QpuTpoumnTbl (3pUTpoLMTHas Macca)

O6bem 280 +- 50 MunAMnUTpoB

emaTokpuT o1 0,65 0o 0,75

FemornobuH He meHee 45 rpammMoB B J03€
Femonua B KOHLE XpaHeHus He 6onee 0,8 npoueHTa 3pUTPOLINTOB

3. OpuTpouuTbl C yaaneHHbIM NENKOTPOMOOLMTapHbLIM CIOEM (3PUTPOLMTHAsA Macca C yaaneHHbIM
nenkoTpoMOOoLUTAPHBIM CIIOEM)

Ob6bem 250 +- 50 munnunutpos

emaToKkpuT o1 0,65 0o 0,75

FemornobuH He meHee 43 rpammoB B J03€e
KonunyectBo nevikoumTos*(1) He 6onee 1,2 x 10(9) B gose
'emMonun3 B KOHUE XpaHeHusi He 6onee 0,8 NpoueHTa apUTPOLIUTOB

4. QputpoumnTbl B 406ABOYHOM pacTBope (3pUTpOLUTHAst B3BECH)

Ob6bem onpegensieTcs UCNonb3yemMon CUCTEMON
FemaTokpuT o10,5000,7
[emornobuH He meHee 45 rpammMoB B J03€



leMonua B KOHLe XpaHeHus! He Gonee 0,8 NpoueHTa 3pUTPOLIUTOB

5. QputpouuTbl B ,O06aBOYHOM pacTBOpE C yaaneHHbIM NEeNKOTPOMOOLIMTapHbIM CIOeM (3pUTPOLMTHas B3BECH C
yAaneHHbIM NenkoTpomboLMTapHbIM CroeMm)

O6bem onpegensieTcs UCnosb3yemMon CUCTEMON
FemaTokpuT o1 0,5000,7

Femorno6uH He meHee 43 rpaMMOB B J03€
KonunuecTtso nenkoumtos*(1) He Bonee 1,2 x 10(9) B fo3e

FemMonua B KOHLE XpaHeHus He 6onee 0,8 npoueHTa 3pnTPOLINTOB

6. OTMbITblE 3PUTPOLNTBI (IPUTPOLUTLI OTMbITHIE)

Ob6bem onpegensieTcs NCnonb3yemon CUCTEMOMN
FemaTokpuT o1 0,65 0o 0,75

Femorno6uH He meHee 40 rpammMoB B J03€e

FemMonn3 B KOHLIE XpaHeHWst He 6onee 0,8 npoLeHTa 3pUTPOLUTOB
KonnyecTtBo 6enka B KOHEYHOW He 6onee 0,5 rpamma B 0o3e*(2)

Ha40CaA04YHOM XUOKOCTH

7. QpuTpoumnThl, 06eQHEHHbIE NenkounTammn B 40O6aBOYHOM PacTBOPE (3pUTpoLUTHas B3BECh, 0OeaHEHHas

nerikoumnTamm)
Ob6bem onpegensieTcs NCnonb3yemon CUCTEMOMN
FemaToKpuT ot 0,5000,7
Konuuecteo nenkoumTtos*(3) He 6onee 1 x 10(6) B gose
Femorno6buH He meHee 40 rpammoB B Jo3€e
[eMonun3 B KOHUE XpaHeHust He 6onee 0,8 nNpoueHTa apUTPOLIUTOB

8. KprokoHcepBUpOBaHHbIE 3pUTPOLNTHLI (3PUTPOLIUTHAS B3BECH, PA3MOPOXEHHAS U OTMbITast)

O6bem He meHee 185 munnunutpoB
emaTokpuT o1 0,65 0o 0,75

Femorno6uH meHee 0,2 rpamma B Jo3e
(Hapocapo4Has XunakocTb)*(4)

[emornobuH He MmeHee 36 rpaMMOB B J03€
OcmonsipHOCTb He meHee 340 MUIIMOCMOIEN Ha NUTP
Konuuecteo nenkoumTto*(1) He 6onee 0,1 x 10(9) B go3e
CTepunbHOCTb CTepUrbHO

9. OpuUTpoLuTbI, NONy4YeHHble METOAOM adepesa (3pUTPoLMTHasi Macca Unu 3puUTpoLMTHas B3BECH, NOyYEHHbIE
MeTodoM adepesa)

O6bem onpegensieTcs UCnosb3yemMon CUCTEMOMN
FemaTokpuT o1 0,65 0o 0,75

emaTokpuT (ecnu gobaeneH o1 0,5000,7

B3BELUNBAKOLLNIA PacTBOP)

[emornobuH He meHee 40 rpammMoB B J03€
KonuuectBo nenkoumToB (ecnu obeaHeH He 6onee 1 x 10(6) B gose
newvikountamm)*(3)

"eMonn3 B KOHUE XpaHeHUs! He 6onee 0,8 NpoLeHTa 3pUTPOLIUTOB

10. TpoMBouUTLI, BOCCTAHOBIEHHbIE U3 [03bl KPOBU (TPOMOOLIMTHBIN KOHLEHTPAT U3 A403bl KPOBM)

O6bem He MeHee 40 MUNAMAUTPOB

TpomboumnTbi*(1) He meHee 60 x 10(9) (akBMBaNEHT OAHOW A03bl KPOBU)
Konuuectso nenkouymTtos*(1) (o

yAaneHus nemnkoumnTos):

n3 oboralyeHHon TpomboumTamm nnasmel  He 6onee 0,2 x 10(9) (3KkBUBANEHT OAHON A03bl KPOBM)
n3 nemnkoTpombocnos He 6onee 0,05 x 10(9) (aKkBMBaNEHT OAHON A03bl KPOBW)



Konuuecto nerkoumTtos*(3)
(nocne yaaneHus nemkouuToBs)
pH*(5) (npn + 22°C) B KOHUE oT6,4p007,4
pPEKOMEHA0BaHHOIO CpoKa XpaHeHus

He 6onee 0,2 x 10(6) (akBMBaANEHT OQHOW A03bl KPOBW)

11. TpombBounTbI, NONYyYeEHHbIE METOAOM adhepesa (TPOMOOLMTHBIN KOHLEHTPAT, NOSyYEeHHbI METOAOM

adepesa)
Obbem He meHee 40 munnunutpos Ha 60 x 10(9) TpombounToB
TpomboumnTbl*(3) He meHee 200 x 10(9) B gose

Konuuecteo nenkoumTtos*(3)
(nocne yaaneHus nemkoumToB)
pH*(5) (npun + 22°C) B KOHUE oT6,4p007,4
peKOMeHO0BaHHOro CpoKa XpaHeHUs!

He 6onee 1 x 10(6) B go3e

12. CBexxe3amMopoXeHHasi Nna3ma (nna3ma CBexe3aMOpOXeHHas )

O6bem 3asBneHHbIn 06beM +- 10 npoLeHToB 06bema 6e3 aHTuKoarynsHTa
dakTop Vllic He MeHee 70 NpOoLLEHTOB UCXOAHOMO YPOBHS

OcTaTouHble KNeTkn*(6):

3pUTPOLNTHI He Bonee 6 x 10(9) B nutpe

NenkoumnTbl He 6onee 0,1 x 10(9) B nuTpe

TpoMGoLUTHI He Bonee 50 x 10(9) B nuTpe

Bmsyaanble N3MEHEeHUA

He AOMKHO ObITb aHOManNbHOrO LBETa UM BUAUMbIX CryCTKoOB

13. Kpmnonpeuunurat

O6bem ot 10 go 20 MuNNUNUTPOB
daktop Vllic He MeHee 70 MeXayHapoaHbIX eOuMHUL, B [03€e
®unbpuHoreH He meHee 140 munnurpammosB B j03e
14. KpnocynepHaTtaHTHas nnasma
O6bem OTKIMOHEHME OT UcxoaHoro ob6bemMa He 6onee 10 NpoueHTOB
15. KprokoHcepBrpoBaHHbIe TpOMBOLMTEI, NOfyYeHHbIE MeToAoM adepesa
Ob6bem ot 50 go 200 MMNAUNUTPOB

Konuuyecteo TpombounTos
Konn4yecTtBo nenkoumTos

O6bem

Konunyectso rpaHynounTos

He MeHee 40 NPOLEHTOB coAepXKaHWs [0 3aMOpPaXUBaHUS
He 6onee 0,2 x 10(6) Ha akBMBaNEHT O4HOW A03bl TPOMOOLUTOB

16. 'paHynoumnTbl, NONy4eHHble MeTogoM adepesa

He 6onee 500 MuNAMNUTPOB
6onee 10 x 10(9) B no3e

*(1) DomkHbl COOTBETCTBOBATbL HE MeHee 75 npoueHTam obcnefoBaHHbIX 403.
*(2) KonnyectBo 6enka B KOHEYHOW HaZOCaAOYHOM XMOKOCTU AOMKHO obecneunTb cogepxaHue IgA

meHee 0,2 munnurpamma B gose.

*(3) DomkHbl cooTBETCTBOBAThL HE MeHee 90 npoueHTam obcnegoBaHHbIX 403.

*(4) OkoHYaTenbHbIN B3BELLNBAIOLLNIA pacTBOp.

*(5) Namepenne pH npegnoyTutTenbHO NPOBOAMTL B 3aKpbiTOW cucteme BO nsbexaHune Bbixoga CO2.
N3mepeHne wmoxeT ObiTb BbIMOMHEHO Mpu mnboi Temnepatype, U 3HA4YeHWe pacyeTHbIM MeToAoM
KOHBEPTMPOBAHO NpUMeHNTENbHO K pH + 22°C.

*(6) KneTkM noacuutbiBalOTCS A0 3aMOpaXkMBaHUS, BO3MOXHO CHMDKEHME MOPOroBbIX BEMWYMH MpU
BKITFOYEHMW B MPOTOKON Npoueayp 3NMMUHALUN KNETOK.

MpunoxexHue N 2

K TEXHUYECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,



ee NPOAYKTOB, KPOBe3aMeLlaloLMX PaCTBOPOB U TEXHUUYECKUX CPeACTB,
Mcnonb3yeMbiX B TPaHC(Y3NOHHO-MH(Y3UOHHOI Tepanum

YcnoBusi XxpaHeHWs1 AOHOPCKON KPOBM U €€ KOMMNOHEHTOB

KomnoHeHT | Tewmnepatypa xpaHenus | MakcumansHoe BpeMs XpaHeHus
OpuTpounTbl 1 LienbHas KpoBb (ecnu oT+2p0+6C B 3aBMCUMOCTU OT UCMOMb3yemMown
ncnonb3yeTcs AN TpaHcdy3nm Kak CUCTEMbl aHTUKOArynsiHT -
LenbHas KpoBb) B3BELLMBAOLLMIN pacTBop
Ceexe3aMopoXXeHHas nnasma u Huxe - 25C 36 mecsues
KpuonpeuunmTat
TpomboumnTbl oT +20 go + 24C 5 oHewn npu ycrnosmun HeNpepbIBHOTO

rnomMeLLnBaHus

MpanynounThl ot + 20 po + 24C 24 yaca

Mpumeyanus: 1. JonyckaeTca YyONMMHEHUE BPEMEHW XpaHEHUS] KOMMOHEHTOB KPOBU C MOMOLLbIO
3amMopaxuBaHus (KPUOKOHCEPBUPOBAHNKE):

apuTpounToB - Ao 10 neT B 3aBUCMMOCTM OT NpoLecca 3aroToBKW, NepepaboTkn U XpaHEeHUS;

TPOMOOUUTOB - A0 24 MecsILIEB B 3aBUCMMOCTM OT NpoLecca 3aroToBKW, NepepaboTkn U XpaHEHMS.

2. B OTHOLIEHMN KPMOKOHCEPBUMPOBAHHBIX 3PUTPOLIUTOB M TPOMOOUMTOB AOmkHa ObiTb onpepeneHa
cpefa, B KOTOPOW KINETKU HaxoOsTcs Mocrie oTTauBaHus. PaspelueHHbI Nepuos XpaHeHusi nocrne oTTanBaHus
3aBWCUT OT MUCMONb3yeMOro MeToAa.

MpunoxexHne N 3

K TEXHUYECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,

ee NPoAyKTOB, KpOBe3aMeLlalLWmMX PacCTBOPOB U TEXHUYECKUX CPEeAcCTB,
Mcnosnb3yeMblX B TPAHC(Y3MOHHO-UH(DY3NOHHOM Tepanuu

MpaBuna
3aroToBKU, NepepaboTku, XpaHEHUSA U TPAHCMOPTUPOBKU JOHOPCKOM KPOBMU U €€ KOMIMOHEHTOB

l. Cuctema kayecTBa

1. Mpwn 3aroToBKe OOHOPCKOM KPOBM W €e KOMMOHEHTOB Heobxoaumo paspaboTaTtb, BHeApWUTb U
nogaepxkveatb B paboyemM COCTOSIHUM CUCTEMY KadecTBa, OXBaTbiBAMOLWIYH BCE BUAObl OCYLLECTBNSEMOW
OEeATENbHOCTY U HanpaBneHHON Ha obecneyeHne 6e30nacHOCT JOHOPCKOW KPOBU Y €€ KOMMOHEHTOB.

2. B opraHusauun goHOPCTBa KPOBM U €€ KOMMOHEHTOB HasHayaeTCsd COTPYOHWK, OTBETCTBEHHbIN 3a
pa3paboTKy, BHeApeHve n nogaepxaHue B paboyem COCTOSHUM CUCTEMbI KavecTBa.

Il. MepcoHan

3. MepcoHan, 3aHATbIN B Mpoueccax 3aroToBKW, nepepaboTkM, XpaHeHusl, TPaHCMOPTUPOBKM W
NPYMEHEHNs1 JOHOPCKOM KPOBU U €e KOMMOHEHTOB, 00513aH NpUHMMAaTL NPeAYCMOTPEHHbIE 3aKOHOAATENLCTBOM
Poccunckon depepaumm Mepbl B LensX HeQONyLWeHUs MPUYMHEHUS Bpeda XW3HU UNu 300pOBbIO rpaxaaH,
MMyLLECTBY (U3MYECKUX WMAWN IOPUANYECKUX UL, FOCYAapCTBEHHOMY WM MYHUUUMNANbHOMY MWMYLLECTBY,
oKpyXaroLen cpege, XXU3HW U1 300POBbH0 XXUBOTHbBIX U PacTEHU.

1. MomeweHun

4. Insi o6ecneyeHns COXPaHHOCTM 34aHUA M MOMELLEHUI B MpoLecce UX aKcnnyaTauum opraHvsauus
OOHOPCTBa KPOBM M €€ KOMMOHEHTOB AOIDKHa NPOBOANTb TEXHWYECKME OCMOTPbI, TeKyLine 1 KanutanbHble
PEMOHTBI.

5. MomelleHns, B TOM 4ucrie NpPOM3BOACTBEHHblE MOMELLEHUs (30Hbl), NMOMELLEHUS AN XpaHeHus
(cknagbl) U ObITOBbIE MOMELLEHUS, Pa3gensioTcss MO BMAAM MNPOBOAMMbBIX PaboT U UCMOMb3ylTca B
COOTBETCTBUM C UX HA3HAYEHNEM.

6. B opraHusauum [OHOPCTBA KPOBM U €€ KOMIMOHEHTOB [OOSMKHbl ObiTb BblOeNeHbl OTAENbHbIE



nomMeLLeHns (cknaabl) Ans XpaHeHus:

pacxofdHblX MaTepuanoB (KOHTEMHEPOB MOMMMEPHbLIX ANs  3aroTOBKM [LOHOPCKOM KpOBU U ee
KOMMNOHEHTOB, HAOOPOB peareHToB M APYrMX MaTepunanos);

KOMMOHEHTOB  KPOBW, WMEKLWMUX pasHbii  cTatyCc (rogHble, HaxOAslUMecss Ha KapaHTUHe,
HeunccnegoBaHHble Uny 3abpakoBaHHbIE).

Mpn oTCyTCTBMM TaKMX MNOMELLEHMIA HEeOoOXoOAMMO BbIAENUTL W30NMPOBAHHLIE 30HbLI, CTENNaXU W
XOJTOAUITbHUKM.

7. B opraHu3aumu 4OHOPCTBA KPOBU M €€ KOMMOHEHTOB AOMKHbI BbITb NPeayCcMOTpeHbl rapaepobHble,
KOMHaTbl OTAbIXa, CAaHUTAPHO-ObITOBBIE MOMELLIEHNS U TyarneTbl, PacnonoXeHHbIe BOMM3N, HO N30MIMPOBAHHO OT
NPOU3BOACTBEHHbLIX  MOMELLEHWUA, OCHALLEeHHble COOTBETCTBYHOLWMM  0OOpygoBaHMEM, MOKWMMU  ”
AEe3NHPULMPYIOLWUMK cpeacTBaMm U YOOPOYHLIM MHBEHTApPEM.

8. MNMpounssoacTBeHHbIE NOMELLEHNS (30HbI) U MOMeLleHMa (Cknagbl) ANs XpaHeHUs OOMMKHbl UMeTb
yeTkoe 0603Ha4YeHne N orpaHNYeHHbIN JOCTyn.

IV. NMpousBoacTBeHHasa cpena

9. MNpwn 3aroToBKe OOHOPCKOW KPOBU M €€ KOMMOHEHTOB AOMKHa ObiTb CO3[4aHa Mpov3BOACTBEHHAs
cpena, Heobxogumas ons obecneyYeHnss COOTBETCTBUSA AOHOPCKOW KPOBU M €€ KOMMOHEHTOB YCTAHOBIEHHbIM
TpeboBaHNsAM B NpoLecce X 3aroToBkM, nepepaboTku, obcneaoBaHns, XxpaHeHUs 1 TPaHCMOPTUPOBKK, a Takxke
Mepbl, UCKNtoYatoLme bakTepuanbHoe 3arpsi3HeHe JOHOPCKOW KPOBU U ee KOMMOHEHTOB.

10. C uenbio npepoTBpalleHus 3arps3HeHus OOHOPCKOW KPOBM W ee KOMMOHEHTOB HarnpasreHve
NOTOKOB MaTepuanoB W niogern B MNOMELEHUAX [OMKHO OblTb OpraHn3oBaHO B COOTBETCTBMM C
nocnenoBaTenbHOCTbIO BbINOMHEHNS NPOM3BOACTBEHHbIX Onepaumin.

11. PaboTbl, Ana KOTopbIXx TpebyloTcs acenTuyeckMe YCroBWS, AOSMKHbI OCYLLECTBRAATLCA B YMCTbIX
NOMELLEHNAX UM NOMeLLeHMAX, 0OopyaoBaHHbIX NaMUHapHbIMKW yCTaHoBKaMu. Knacc 4ucToTbl nomeLleHus
onpegensieTcst BUAOM MPoBOAUMBIX paboT.

12. 3aroToBka u nepepaboTka 4OHOPCKON KPOBWM Ha KOMMOHEHTbI B 3aMKHYTOW CUCTEME KOHTENHepoB
NNacTUKOBbLIX He TpebyeT acenTUYeckux YCrOoBWUIM BHeLLHeWn cpedbl. Takne paboTbl MOXHO NPOBOAMTL Npwu
cobnogeHnn obLmMX NpaBu CaHUTapPHO-3NMAEMMNOIONMYECKOrO PEXNMA.

13. na npegoTBpalleHnsi KOHTAKTHOro MHMULMPOBAHUSA KPOBU NPWU ee 3aroTOBKE MepcoHan OOShKeH
cobniogatb TpeboBaHMA acenTuku U aHTUCenTukn. NcTouHnkamMm nHULUMpoBaHUS MoryT 6biTb MUKpodiopa
BO34yXa, PyKM MeOMLIMHCKOrO fepcoHana, Koxa IIoKTeBoro crmba [oHopa, HapylleHue repMeTUYHOCTU
KOHTENHEePOB ANS 3aroTOBKW KPOBU U APYrUe NCTOYHUKN.

V. OokymeHTaums

14. C uenbto obecneveHns 6e3onacHOCTN M KayecTBa AOHOPCKOW KPOBU U €e KOMMOHEHTOB Ha BCEeX
3Tanax Mx 3aroToBKW, NepepaboTku, TPAHCMOPTUPOBKU U XPaHEHUSI B OpraHu3auuMu LOHOPCTBA KPOBM U ee
KOMMOHEHTOB [AOMKHbI ObITb pa3paboTaHbl paboyne WHCTPYKLUMKM YCTaHOBIEHHOro obpasua Ha BbIMOSIHEHUE
paboT, HEMOCPEACTBEHHO BMMSAIOLLMX HA KAYECTBO 1 6E€30MacHOCTb BbIMyCKaeMow NPOoAYKLUNK.

15. B opraHnsaumn JOHOPCTBA KPOBU N €€ KOMMOHEHTOB HEOOXOAMMO OCYLLECTBNSATE BeAeHNe Y4eTHO-
pEerncTpaLmMoHHOW AOKYMeHTauunM (KypHanos, GnaHkoB, BeJOMOCTENW W kapToyek) Mo cdopmam, KoTopble
ycTaHoBIneHbl defepanbHbIM OpraHoM MCTOMHUTENBHON BNAacTW, OCYLLECTBASIOWMM (YHKUMKU MO BblpaboTke
rocy4apCTBEHHONW MONUTUKM WM HOPMAaTMBHO-MPABOBOMY perynMpoBaHuio B cdpepe 34paBOOXpaHeHusl, B
KOTOpble BHOCUTCA COOTBETCTBYHOLLAA 3anuCb C LENbl NPOCMEXMBAEMOCTN €AMHWL, KPOBW, [OOHOPOB,
pacxofHbIX MaTepuanos, 060pyaoBaHNUs 1 UCMonHUTENen pabor.

VI. NpocnexnBaeMocTb

16. MNpu 3aroToBKE OOHOPCKOW KPOBU U €e KOMMOHEHTOB Heobxoanmo obecneynTb, Y4ToObl KpOBb, €€
KOMMOHEHTLI, pacxodHble MmaTtepuanbl (KOHTenHepbl Ans cbopa KpoBW, peareHTbl U Ae3nHduumpylowmne
cpenctea), nabopatopHble 06pasubl, pPerMcTpauuoHHble OaHHble (3anucu) U MCnonHWTEenu paboT Obinn
naeHTMULMPOBaHbI 1 NPOCHEXNBANUCh.

17. Kaxxgomy goHopy nprcBavBaeTcs MaeHTUUKaLMOHHBIN HOMep JoHopa (ko4 AoHopa).

18. Kaxxgon goHauuu npucsamBaeTcs MAEHTUHUKALNOHHBLIN HOMEP LOoHALUN.

19. PeweHne o gonycke 4oHopa K JOHAUMW NPUHUMAETCH C y4eTOM:

1) pesynbTatoB MeanLMHCKOro obcneaoBaHnst 4OHOPA;



2) MegULMHCKMX NPOTUBOMOKa3aHU K JOHOPCTBY KPOBU U €€ KOMMNOHEHTOB;

3) uHdopMaummM, nofnyyvyeHHOW OT [OHOpa B MNUCbMEHHOW dhopme, BKMOYaKLWeEn cBegeHus o
nepeHeceHHbIX MHMEKLMOHHbIX 3aboneBaHusaX, KOHTakTax ¢ MHMEKUMOHHbIMK 6onbHbIMK, 06 ynoTpebneHun
HapKOTUYECKMX CPEeAcTB, O BaKUMHAUWW, XUPYPrUUECKMX WU  WMHCTPYMEHTanbHbIX BMelUaTenbCTBax W
npebbiBaHUM Ha TepPUTOPUSIX, HEBNarononyyHbIX N0 NHMEKLMOHHBLIM 3ab60NeBaHNSIM.

20. MNpocnexnBaeMoCcTb JOHOPCKOM KPOBU N ee KOMMOHEHTOB AoMmkHa obecneunBaTbCad MapKMpOBKOWM
obbekTa ugeHTMdUKaumMmM ¢ NocneaoBaTenibHOM perucTpaumert HeobXoaMMbIX AaHHbIX O AOHOpPaXx, AoHAUMSAX,
pacxofHbIX MaTepuanax, BbiMONHEHUM paboT 1 06 ncnonHuTensax pabor.

21. B npouecce 3aroToBkM U nNepepaboTkv Kaxabli OTAENbHbIA KOHTENHEP C OJOHOPCKOWM KPOBLIO U ee
KOMMOHEHTaMM, Kaxabll obpaseL, AOHOPCKOM KPOBW, CBSA3aHHbBIN C COOTBETCTBYHOLLEN AOHaUWMen, AOMKHbI
UMETb OAMH N TOT Xe HoMep.

22. KOMNOHEHTbLI  KpOBMW, WMelolMe pasHbld  cTaTyc (rogHble, Haxogswwuecs Ha KapaHTuHe,
HenccnegoBaHHble Unu 3abpakoBaHHbIE), AOMMKHbI XPaHUTLCHA pasfenbHO.

23. Ha Bcex aTtanax OT 3aroToBk/ 4O MCMOSb30BaHUSA JOHOPCKON KPOBU N €€ KOMMOHEHTOB Heobxoammo
o6ecnevnTb BO3MOXHOCTb YCTaHOBIIEHUS FIMYHOCTW JOHOPA.

24. MopsAdoK  YCTaHOBIEHUSA JIMYHOCTM [[OHOpa, MepevyeHb MeAVLMHCKUX MPOTMBOMOKa3aHUn K
OOHOPCTBY KPOBW W €€ KOMMOHEHTOB, MOPSAOK MOCTOSAHHOrO WM BPEMEHHOro OTCTPaHeHUs [oHopa OT
OOHOPCTBa KPOBW, MeTOoAbl, MOpsOoK M obbem obcrnegoBaHus OOHOPOB, KpUTepun u TpeboBaHusa Kk oTbopy
AOHOPOB, a Takke NOpPsAOK AENCTBUMA OpraHu3auMm OOHOPCTBA KPOBU U €€ KOMMOHEHTOB MpU BbISBNEHUU Y
OOHOpa reMOTPaHCMWUCCUMBHBIX  WMHAEKUMA  unv  obHapyXeHun B  KPOBW [OHOpa Bo3byauTenen
reMOTPaHCMUCCUBHBIX ~ MHAeKUun  yTBepxaawTcsa dedeparnbHblM - OpraHOM — MCMOMHUTENbHOW  BriacTw,
OCYLLECTBASAIOWMM  YHKUMM N0  BblpaboTke rocyAapCTBEHHOW MONUTMKM M HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio B cpepe 34paBoOXpaHeHus.

25. [pn 3aroToBKe OOHOPCKOW KPOBW W €e KOMMOHEHTOB HeobXoAMMO MNpOChexmBaTb MPOXOXAEHWE
OOHOPCKOM KPOBM M €e KOMMOHEHTOB OT AoHopa Ao peuunueHTa. PopMbl perncTpaumoHHbIX AOKYMEHTOB U
NnopsAoK perncTpaumm AaHHbIX, HeobxoaMMbIX And obecrneyeHnss NPOCNexmnsaeMocT JOHOPCKOW KPOBU U ee
KOMMNOHEHTOB, paspabaTbiBaloTca M yTBepxaawTcsa denepanbHbiM  OpraHoM  WCMONHUTENbHON BRAacTw,
OCYLLECTBNSAOWMM  YHKUMM N0 BblpaboTke rocyAapCTBEHHOW MONMUTUMKA U HOPMAaTMBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBooxpaHeHus. Bce perucTpaumoHHble AaHHble OOMKHbI YAOCTOBEpPSATbCHA
NOANUCHI0 UCNOMHUTENS.

26. Ha aTukeTKke Kaxgow A03bl (€QWHMLbBI) KPOBU MMM €€ KOMMOHEHTa M obpasue OOHOPCKOW KpOoBU
yKasblBaeTCst MOAEHTUUKALMOHHBIN HOMEP AoHauun. iaeHTUMKaUMOHHBIN HoMep A03bl (€ANHULbI) KPOBU UMK
€e KOMMOHEHTa nepenpoBepsieTcs (CnnyaeTcs) OTBETCTBEHHBIMW NULAMKN OpraHM3aunii JOHOPCTBA KPOBU U ee
KOMMOHEHTOB MpU 3aroToBKe, nepepaboTke, XpaHEHUWU, TPaHCMOPTMPOBKE, Bbidade rOTOBOW NpOOyKUMU U ee
NPUMEHEHNN.

VII. 3aroToBKa 4OHOPCKON KPOBU M €€ KOMMOHEHTOB

MaTepuansbl, NpUMeHsieMble NPU 3aroToBKe U NepepaboTke KPOBU

27. MNpuMeHsiemble MaTepuansl U obopyaoBaHME AOMKHbI ObiTb paspelleHbl K MCMOSb30BaHUI0 Ha
TeppuTopun Poccuiickon dPefepaum B yCTaHOBIIEHHOM MOPSIAKE M COOTBETCTBOBATL CBOEMY Ha3HaYeHWHo.
28. Tun cuctemMbl KOHTENHEPOB HEOOXOAMMO BbIOMpPaThL B COOTBETCTBMM C BUAOM JOHALUN.

B3saTue AOHOpCKOﬁ KpoBu U ee KOMNOHEHTOB

29. [ina coaymn KpoBm AOHOpP pacnonaraeTca B OyHKUMOHANbHOM Kpecre.

30. KpoBb y goHopa 3abuvpaeTcsd W3 LeHTpanbHOW MM OpYron ManonoABWXKHOM BeHbl B obnactu
nokresoro crnba.

BbibpaHHOe mMecTO (nokTeBoW crmb QoHopa) A0 BeHenyHKuum obpabaTbiBaeTcs pacTBOPOM
aHTUCeNnTuKa 2 pasa C MHTepBasriom B 1 MUHYTY.

B cnyyae HeymayHon 1-i NOMbITKM BEHEMYHKLMW C corracus goHopa HeobxoauMmo BbiOpaTb Apyron
yyacToK nokTeBoro crmba, obpaboTaTtb €ro pacTBOPOM aHTUCENTUKA 2 pa3a C UHTepBanoM B 1 MUHYTY M
MCNonb30BaTh HOBLIN KOHTEWHEP N CUCTEMY A5 B3ATUS KPOBM.

31. Mpwu B3ATUM KPOBYM Y AOHOPa HEOOX0aUMO obecneunTb:

1) HENPepLIBHOCTb KPOBOTOKA;

2) NOCTOSIHHOE MepeMELLMBaAHME KPOBU C PaCcTBOPOM aHTUKOarynsiHTa (KOHcepBaHTa) B TeYEHWe BCeN



AoHaumu;

3) yCcTaHOBMNEHHYO NPOAOMKUTENBHOCTb AOHALMN;

4) nponopuMoHanbHOe COOTHOLLEHWE B3ATOM KPOBW K KONMWYECTBY pacTBOpa aHTUKoarynsHra c
KOHCEPBAHTOM B KOHTENHEPE;

5) 06beM KpOBK, COOTBETCTBYIOLLMIA TUMY UCMONb3YEMOro KOHTenHepa.

32. [ina nonyyYeHns TPOMOBOLIMTOB, CBEXE3aMOPOXKEHHOW Nna3mbl Y KpuonpeumniTata KpoBb y AOHOPa
OOMmkHa ObITb B3ATa MPW OLHOKPATHOW BEHEMyHKUMKW, obecrnedvvBalolLlel TOK KPOBU B TeyeHue He Gonee
12 MUHYT.

O6pa3ubl Ana nabopaTopHbIX uccnegoBaHUM

33. Obpasubl OOHOPCKOW KpOBW, MpefHa3HaYeHHble ANA WCCrefoBaHus, OOMKHbI OTOMpaTbca Mpu
cobnogeHnn ycroBmin acenTrkn HEMOCPEACTBEHHO M3 MarMcTpanu unm cneumnanbHoro KOHTeNHepa Ans npoob,
BXOASILLErO B COCTaB CUCTEMbI.

CermeHTbl 0OLLE OOHOPCKOM Maructpanu AOMKHbl OTAENATbCS OT KOHTelHepa 0e3 HapylueHusi
CTEPUNBbHOCTU KOHTElHepa.

34. Tvn n o6bem obpasua KPOBM AOIMKEH COOTBETCTBOBATL BMAY 06CnefoBaHus.

35. YcnoBusi xpaHeHusi o6pasuoB OOHOPCKOM KPOBM OO MpoBeAeHUs nabopaTopHbIX TECTOB OOJKHbI
oTBeyaTtb TpebOoBaHWSIM, YCTAHOBMEHHbIM B MWCbMEHHbIX WHCTPYKUMAX MO 3Kcnfyatauun (NpUMEHEHWUIO)
HabopoB peareHTOB.

[JononHutenbHbIe TpeﬁOBaHMH K 3arotToBke nna3mMbl MeTo4OM aq)epesa

36.Mpn B3ATMM [OHOPCKOM KpOBM MeTodoM adpepesa [OoSkHbl ObiTb 0BecneveHbl ycrnoBus,
UCKMYaoLWmue BO3OYLIHYI0 3MOONNIO, @ Takke COOTBETCTBME OOLLEro KOnmmyecTBa KPOBMW, 3arOTOBIIEHHOW OT
AoHopa 3a 1 pa3 (UcKnoYas aHTUKOarynsHT), yCTaHOBNEHHOMY KPUTEPUIO.

37. Bo3BpaT OOHOPY KIMETOYHbIX KOMMOHEHTOB (Npwv MpoBedeHUW MpepbiBUCTOro adepesa) AOMKeH
OCYLLEeCTBNATLCA A0 B3ATUA 2- eguHuUubl KpoBw. [lepeg BO3BpaTOM AOHOPY KIETOYHbIX KOMMOHEHTOB
HeobxoaMMO MpPOBEPUTH MAapPKMPOBKY KOHTEWHepa, CBEpUTb C OaHHbIMW AOHOPCKOM KapTOYKM U NOMNy4YuTb
YCTHOE MOATBEPXKOAEHME OT JAOHOpa €ero damunuu, UMeHW, oT4yecTBa, rpynnbl kpoBu ABO u pesyc-
NPVHAOIEXHOCTMU.

Ha6niogeHue 3a goHOpOM

38. [loHop pormkeH HaxoauTbcs nog HabnogeHMeM MeAMLMHCKOro MepcoHana Ha BCex 3Tanax
npebbiBaHUs B OpraHM3auumn JOHOPCTBA KPOBU U €€ KOMIMOHEHTOB.

VIII. NMepepaboTka AOHOPCKOW KPOBU U NOSTyYeHUE KOMNOHEHTOB KPOBU

OO6LLMe nonoxeHus

39. KomMnoHeHTbl KpoBM MonyyaroT nyTem nepepaboTku 3aroTOBIEHHON KOHCEPBMPOBAHHOW LIeNbHOWM
AOHOPCKOM KpoBM unu Metofom adepesa.

40. TexHonormMn, wucnonb3yemble MpyW 3arotoBke, nepepaboTke, XpaHEeHUW W TPaHCMOPTUPOBKE
OOHOPCKOM KPOBU U €e KOMMNOHEHTOB, AOMKHbI 06ecneumBaTb NpeaynpexaeHne ux 3arpsi3HeHns naToreHHbIMu
BuronornyeckMmMmn areHTamm u coxpaHeHme 6MoNorM4YecKkMx CBOMNCTB.

41. laHHble MOHWTOPMWHra npoLeccoB nepepaboTkM AOHOPCKOW KPOBU M MOMNyYeHUs] ee KOMMOHEHTOB
HeobXxoaMMO perncTpmMpoBaThb.

42. MeToabl, wucnonb3yemble B MPOM3BOACTBE KOMMOHEHTOB KPOBW, [OMXHbl o0becneumBaTb
repMeTUYHOCTb CUCTEMbI NOMNMMEPHbBIX KOHTEMHEPOB U He AOMNyCKaTb HapyLleHWs LernoCTHOCTH.

LleHTpudcdyrnposaHue

43. CocTaB BbigeNsAeMoro KOMMOHEHTa PeryrnmpytoT BbIGOPOM pexuma LeHTpUdyrmpoBaHusi, KOTopblii
BKITIOYaET TeMnepaTypy, BPEMS U CKOPOCTb LEEHTPUYTMPOBaHUS.



Ons Kaxgon LeHTpUdyr AoMmkHbI ObiTe onpeaeneHbl CBOM PEXUMbI.

MeTopabl NonyyYeHns KOHEYHbIX NPOAYKTOB NPeACTaBnsiioT CO60N B3aUMOCBA3aHHYH CUCTEMY.

Ons pasgeneHust nnasmbl U KNETOK MOTYT MCMONb30BaTbCA APYrne MEeTOAbl OCAKAEHMUSI KIeTOK, B
YacCTHOCTM LIEHTPUAYrMpoBaHue [BWXYLLENCS KPOBM, NPOTOYHOe (MnaBawllee) LeHTpudyruposaHue B
rpagueHTe NNoTHOCTM, MPOTUBOTOYHOE LEHTpUdYyrMpoBaHue (MpoMbIBaHUE) U UNbTPALUS.

3amopaxuBaHue nnasmbl

44. Mpouecc 3amopaxuBaHusl Nna3Mbl HEMOCPEACTBEHHO BMUSIET HA cOXpaHeHue GenkoB nnasmbl U
(haKkToOpOB CBEPTLIBAHMSI.

Ons  MakcMmanbHOro COXpaHeHust cogepxaHus  (pakTopoB  cBepTbiBaHUA  0bOuiee Bpewms
3amopaxuBaHus nnasmbl 4o - 30C He gormkHo npeBbiwaTh 40 MUHYT.

3amopaxunBaHue (KPMOKOHCEPBUPOBaHUE) KNETOYHbIX KOMMOHEHTOB

45. MNoAroToBKy KNETOYHbIX KOMMOHEHTOB K 3aMOPaXXMBaHUIO MPON3BOAAT B acENTUYECKUX YCIOBUSIX.

46. KpnokoHcepBupoBaHme OOJIDKHO OCYLLEeCTBNATbCSA c NCMosib30BaHMEM cneumansHo
npeaHa3HayeHHoro 0bopyaoBaHMSA METOAOM, pa3peLlEHHbIM K MPUMEHEHWIO B YCTAHOBNEHHOM NOpPsiAKe.

47. JonyCTUMOE BpeMS XPaHEHWs 3PUTPOLMUTOB OT MOMEHTA MOMyYeHUss OO 3aMOpPaXMBaHWSA He
OOIMKHO NpeBbIaTh 5 CyTOK.

48. TpoMGoUUTLI, NOMyYeHHblE MNMOOLIM METOAOM, AOMKHbI OblTb 3aMOPOXEHbI He Mno3gHee 24 yacos
nocre 3aroToBK/ KPOBW OT AOHOpa unu TpomboumnTadepesa.

PasmopaxuBaHue (oTTaMBaHue) n nogorpes

49. KOMNOHEHTLI JOHOPCKOW KPOBU OOJIKHbI pa3MopakmBaTbCsi U NodorpeBaTbCcs 40 Heobxogumon
TemrnepaTypbl C UCMOMb30BaHWEM creLmarnbHO NpegHasHaYeHHoro 0bopyaoBaHUs.

NHakTnBauus

50. B uensx obecneveHnss 6€30MacHOCTU KOMMOHEHTOB LOHOPCKON KPOBW AOMYCKAETCS MpUMEHEeHue
METO/I0B MHaKTMBaLMM NaToreHHbIX OMOMOrMYecknx areHToB.

51. MeToabl, NPUMEHSIEMbIE MPU WHAKTUBALMM NATOrEHHbIX OUMOMOMMYECKUX areHToB, [OOJKHbI
obecneunBaTb COXpaHeHME YpPOBHS MoKasaTenen 6Guonormyeckon MNOMAHOLEHHOCTH, (OYHKLMOHANbHON
aKTMBHOCTM U rie4eBHol 3hHEKTUBHOCTN KOMMOHEHTOB KPOBW.

PeHTreHoBCKOE oﬁnyquMe unum ramma-oﬁnyqel-me

52. MeTog obnyyeHns gomkeH obecneunTb o3y ot 25 go 50 Mpen.

53. Bpems 3KCno3vuun, YCTAaHOBMEHHOE A5 K&XKA0ro Ny4eBOro UCTOYHMKA, AOJMKHO KOHTPONMPOBaTLCS
Yyepes MHTepBarsibl, yCTAHOBMEHHbIE B MHCTPYKLMMW MO 3KCyaTaummn (MpUMEHEHNIO).

54. QputpounTcoaepKaLime KOMNOHEHTbI KPOBW MOTYT noaBepraTbesi 06nyYeHuto He nosgHee 14 aHen
C MOMEHTA MONYYEHUS N XPaHUTbCS B TedeHne 28 gHeN.

XpaHeHMe Il:l,OHO[Z)CKOI?I KpoBU U ee KOMMNOHEHTOB

55. Ha Bcex aTanax nepepaboTku, XpaHEHNs1 U TPAHCNOPTUPOBKMN JOHOPCKOWN KPOBU U €€ KOMMOHEHTOB
Heobxoaumo obecneunTb:

1) ngeHTndmumKaLmio NPoayKTOB;

2) ycTaHOBIEHHbIE YCNOBUS XPaHEHWS;

3) pasgenbHoe xpaHeHne KOMMOHEHTOB KPOBMW MO CTaTycy, BUaam KOMMOHEHTOB KPOBW, Fpynnam KpoBu
ABO 1 pe3yc-npuHaanexHocTy;

4) 3aLWmMTy OT NOBPEXOEHUS;

5) nomelumBaHme TpoMOOLMTOB;

6) KOHTPOrb YCINOBUIA BHELLHEN CPeAbl;



7) peructpaumio faHHbIX HabnoaeHus.
TpaHcnopTUpoBKa AOHOPCKOWN KPOBU U €€ KOMMNOHEHTOB

56. TpaHcnopTMpoBKa JOHOPCKOW KPOBM U €e KOMMOHEHTOB AOSMKHa OCYLLECTBASATLCS B CrieumanbHbIX
TPaHCMNOPTHbLIX TEPMOM3OSLMOHHbLIX KOHTENHepax unu pedpmkepaTtopax C COOMOAEHMEM CaHUTAPHO-
rmrmeHndecknx TpeboBaHmn Npu ycnosumn obecnevyeHns CoOXpaHHOCTW NPodyKTa npy TPaHCNOPTUPOBKE.

57.KpoBb 1 3spuTpouMTCOAEepXKaliMe KOMMOHEHTbl KpOBM BO u3bexaHwe remomnu3a npu
TPaAHCMOPTMPOBKE HEe [JOSKHbI MOABEPraTbCs MNEPEOXNaXKOEHUIO WNU  neperpesaHnio.  TpaHCNopTUPOBKa
OOHOPCKOM KPOBU W 3puUTpoLMTCOAEpXKalMX KOMMOHEHTOB KPOBMW, OCYLLECTBMsieMash B TeYEeHUEe MeHee
30 MUHYT, MOXET NPOM3BOAUTLCA C WCMONb30BaHMEM TPAHCMOPTHbLIX KOHTEMHepoB, obecneunBaroLLmX
OOCTaToOYHY M30TEPMUYHOCTb U m3onauuto. MNpy Gonee ANUTENbHOM TPaHCMNOPTUMPOBKE AOHOPCKOM KPOBU M
SPUTPOLNTCOAEPXKALLUMX KOMMOHEHTOB KPOBM C Lenbio obecrneyeHuMsi M30TEPMUYECKOrO pexuma B
TPaAHCMOPTHOM KOHTENHepe HeOOXOAMMO WCMONb30BaTh aKKyMymnaTopbl Xorioda. YCnoBusi TPaHCMOPTUPOBKM
OOMMKHbI rapaHTUpOBaTb, YTO B KOHLE MaKCMMaribHOro nepuvoza TPaHCMOPTUPOBKU 3pUTPOLMTCOOEpKaLLMX
KOMMOHEHTOB KPOBW, paBHOro 24 4vacam, TemnepaTtypa BHYTPU TPaHCMOPTHOTO KOHTEWHepa He [OrKHa
npesbiwatb + 10°C.

58. Mpu TpaHCnopTMpoBKE TPOMOOLMTCOAEPKALLUMX KOMMOHEHTOB [OOHOPCKOW KPOBM TemnepaTypa
OOMKHa nopaepxuBaTbCs OGNM3ko K pekoMeHOOBaHHOW TemnepaType XpaHeHwWs, U Mpu MofydeHun Takue
KOMMOHEHTbI, €ClM OHM He npeAHasHayYeHbl AN HEMEAJIEHHOro ne4yebHOro NpUMEHEHWs, AOMMKHbI ObiTb
nepeHeceHbl 4515 XpaHEHUs NpU peKoOMeHAOBaHHbIX YCIOBUSIX.

59. KOMMNOHEHTbI JOHOPCKOM KPOBM MpU TPaHCMOPTUPOBKE HeobxoamMmo obeperatb OT BCTPSAXMBAHWS,
yOapoB 1 NepeBepTbiBaHUS.

60. Mpu TpaHcnopTMPOBKE NNasmbl AOMKHA noagepXmBaTbCs TemnepaTypa XpaHeHus. B TeyeHue
BCEr0 BPEMEHM TPAHCMOPTUPOBKM TemnepaTypa BHYTPW TPaHCMOPTHOrO KOHTEMHepa (pedpwkepaTopa) He
OOMKHa nogHMmatbes Boiwe - 18°C. Ecnv npogykT He ByaeT ucnonb3oBaH HEMeANeHHO, HeobxoaMMo cpasy
K& NOMEeCTUTb KOHTEMHEPbI Ha XPaHEHWUE B YCIOBUSIX PEKOMEHAYEMON TemnepaTypbl.

Bbinyck rotoBoi npoAaykuum

61. PelueHne o0 rogHOCTM Kaxaon eavHULLbI NPOAYKLMW MPUHUMAETCS! TOMbKO NOCIe NPOBEpKU:
1) ngeHTudmKaumm NpoaykTa;

2) pe3ynbTaToB NccneaoBaHnst obpasLoB JOHOPCKOW KPOBMU;

3) BHeLUHero B1Aa 1 LLeNoCTHOCTY YNaKoBKY;

4) perncTpaumoHHbIX AaHHbIX 00 YCNOBUSAX XpaHEHUS NPOAYKLUMM.

Peanusauus rotoBoi npoayKuumu

62. [loHopcKas KpoBb M €e KOMMOHEHTbI ANs KMMHUYECKOro UCMONb30BaHWSA BbiAATCA OpraHusaumam
(yupexaeHuam), MMelWwuM FMUMUEH3NI0 Ha OCyLecTBNeHne MeOUUMHCKON [eATeNbHOCTM, CBSA3aHHOW C
BbIMONHeHneM pabot (ycnyr) no TpaHcdyanonornm. KoMNOHEeHTbl AOHOPCKOW KpoBWM Ans  TpaHcdysui
Bbl4ATCA NMLY, YNOTHOMOYEHHOMY fie4ebHbIM yupexaeHem.

63. 3aka3 Ha Bbl4a4yy LOHOPCKOMN KPOBM U €€ KOMMOHEHTOB MOAMMCLIBAETCS NULIOM, OTBETCTBEHHbIM 3a
npoBefeHWe MepenvBaHNs KPOBM M €€ KOMMOHEHTOB B fe4ebHOM  yypexaeHuu, HasHavyeHHbIM B
YyCTaHOBMNEHHOM MOpsAKe.

64. KOMNOHeHTbl OOHOPCKOM KpOBWM ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB nepegatroTcs
OopraHv3aumsaM, UMEKLMM JIMUEH3NI0 Ha OCYLLEeCTBREHNe AeATeNbHOCTM NO NPOW3BOACTBY J€KapCTBEHHbIX
cpencTs, Mo AOroBopy.

65. Cuctema [ocCTaBKM OOHOPCKOM KPOBM M ee KOMMOHEHTOB AofmkHa obecneyvBaTb COXPaHHOCTb
npoayKTa npu TpaHCNOPTUPOBKE.

66. 3anpellaeTca peanu3aums LOHOPCKOW KPOBM UM €€ KOMMOHEHTOB C LEeNbl  KIMHWUYECKOro
NPUMEHEHNS N MPOM3BOACTBA NEKApCTBEHHbIX CPEACTB OpraHu3auusM, He MMelLWwuM COOTBEeTCTBYOLLEW
NNLEH3UN.



