MoctaHoBneHue MNpaButenbctea PP ot 26 AHBapsa 2010 r. N 29
"O6 yTBepxAeHUM TEXHMYECKOro pernaMeHTa o Tpe6oBaHusAX 6e30NacHOCTU KPOBU, ee NPOAYKTOB,
KpoBe3aMmellaloLMX PacTBOPOB U TEXHUYECKUX CPeACTB, MCNONb3yeMbIX B TPaHCKhY3MOHHO-
MHd(y3MOHHOM Tepanun™
(c uameHeHusiMu ot 12 okTa6ps 2010 r.)

B cootBetctBUM c DdepepanbHbiM  3akoHOM "O TexHuyeckoMm perynuposaHun" [MpaBuTensCcTBO
Poccunckon degepaumm noctaHoBNSET:

1. YTBepauTb npunaraembii TeXHUYecKMn pernameHT o TpeboBaHusx 6e3onacHOCTM KpoBW, ee
NpoayKTOB, KpoBe3amellaloWwmnx pacTBOPOB W TEXHUYECKUX CPeAcTB, MCNOMb3yeMbiX B TpaHCAY3WOHHO-
WHY3NOHHONM Tepanuu (aanee - TEXHUYECKUIA pernamMeHT).

TexHuyeckMn pernameHT BCTynaeT B CuUily MO WUCTeYeHMM 6 MecaueB cCO AHA  oduumMansHOro
onybrnuKkoBaHUSA HaCTOSILLEro MOCTAHOBMEHWS, 3a WcknoyveHvem pasgenoB 12 - 15 npunoxenusas N1 k
TEXHUYECKOMY perflaMeHTy B 4acTW paHee 3aroTOBfIEHHbIX KOMMOHEHTOB KPOBW, KOTOPbIE BCTYNawT B CUIY MO
uctedeHun 30 MecsLEeB CO AHA BCTYMIEHWS B CUMY TEXHUYECKOTO pernameHTa.

2. MwuHucTepcTBY 34paBOOXpaHeHuWss W couunanbHoro passutusa Poccuiickon Pepepaumm  no
COrnacoBaHUIO C 3avHTepeCcoBaHHbIMU (hefepanbHbIMU OpraHaMy UCMONHUTENbHON BNacTu npeactaBuTb B 6-
MECSAYHbI CPOK B YCTaHOBMeHHOM nopsake B [lpaBuTenbctBo Poccuiickon Pefepaumm NpOeKT nepevHs
HaLMoHanbHbIX CTaHAapTOB, coAepXallMxX mpasBuna v MeTodbl UccrefoBaHU (MCMbITaHWN) U U3MEPEHUN, B
TOM u4ucne npasuna oTtbopa o06pa3LoB, HEOBXOAMMbIX ANS NPUMEHEHUS W UCMOMHEHUS TEeXHWYEeCcKoro
pernameHTa 1 OCyLLeCTBMEHUS OLeHKN COOTBETCTBUS NPoAyKUMN TpeboBaHNSAM TEXHUYECKOro pernameHTa.
Mpencenatens MNMpaButenscrea
Poccunckon ®epepaumm B. MNyTtuH

Mocksa
26 aHBaps 2010 .
N 29

TexHu4Yeckun pernameHT
o TpeboBaHUAX 6e30NacHOCTU KPOBU, ee NPOAYKTOB, KPOBE3aMeLlLarLWmX pacCTBOPOB U TEXHUYECKNUX
CcpeacTB, UCNOSb3yeMbIX B TPaHCHY3UOHHO-UH(Y3NOHHONM Tepanuu
(yTB. noctaHoBneHuem lNpaButenbctBa P® ot 26 sHBaps 2010 r. N 29)

. O6wume nonoxeHus

1. HacToswmin TexHu4eckuin pernameHT ycTaHaBnvMBaeT:

1) TpeboBaHusa 6e30nacHOCTM OOBEKTOB TEXHUYECKOIO perynmpoBaHus;

2) npaBuna ngeHTMdunKkauum JOHOPCKOM KPOBU U €€ KOMMOHEHTOB;

3) npaBuna 1 ¢OpMbl OLLEHKM COOTBETCTBMS OOBEKTOB TEXHUYECKOTO perynMpoBaHus TpeboBaHMAM
HACTOSILLEr0 TEXHNYECKOrO perfaMmeHTa;

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

2. K obbektaM TEexHW4YecKoro perynmpoBaHusl, B OTHOLLUEHWM KOTOPbIX HACTOAWMM TEXHUYECKUM
pernameHToM ycTaHaBnmBarTcs TpeboBaHmsa 6e30nacHOCTM, OTHOCATCS:

1) LOHOpPCKasi KPOBb M €€ KOMMOHEHTHI;

2) npenapaTbl U3 JOHOPCKOW KPOBW;

3) kpoBe3ameLLatoLLme pacTBopbl;

4) TexHnyeckme CpeacTsa, UCnonb3yemble B TPaHCHY3NOHHO-MHY3MOHHOW Tepanuu, B YacCTHOCTU
n3genns MeguumMHCKOro HasHadeHus (KOHTEeMHepbl MONIMMEepHble, CUCTEMbI, YCTPOMCTBA U npucrnocobneHus
OLHOKpPaTHOro NpMMEHEHWs!, B TOM YuCIe Ans COeAMHEHMS NMONMMMEPHbIX Marmctpanen);

5) npoueccbl 3aroToBkM, nepepaboTkn, XpaHeHWs, TPaHCMOPTUPOBKM, YTUNU3aUMW, NPUMEHEHUS U
obecneyeHns 6e3onacHOCTN JOHOPCKOM KPOBU N €€ KOMMOHEHTOB.

3. TpeboBaHNs1 HAcCTOALEro TEXHUYECKOrO perfiaMeHTa He pacnpoCTPaHSATCs Ha remMonoaTUyeckme
(cTBONOBLIE) KNETKN, MOMYYEHHbIE W3 KPOBW, KOCTHOTO MO3ra W WHbIX TKaHEM 4enoBeka, a Takke Ha
AnarHocTnyeckne npenaparbl, NofyYyaemble U3 KpoBM.

4.Tlpn  BbLINOMHEHUM TpebOBaHWA, YCTAHOBMEHHbLIX HACTOSILLMM  TEXHUYECKMM  PErNaMEHTOM,
obecneunBaeTca HeobOXoOUMbIA YpoBEHb 6€30MacHOCTM XU3HM U 340POBbA rpaxdaH, a Takke OKpyXKatoLewn
cpefbl, UICTOMHMKOM 3apaXX€HWUs1 KOTOPbIX MOXET CTaTb AOHOPCKas KPOBb W €e KOMMOHEHTbI B MpoLuecce ux



3aroToBKMW, NepepaboTkn, XpaHeHWs!, TPAHCNOPTUPOBKN U MPUMEHEHNS.

5. Npwn paspaboTke TEXHUYECKMX CPEACTB, NpeAHa3HaYeHHbIX ANs UCMONb30BaHMS B TpaHCEY3NOHHO-
WHAY3NOHHOM Tepanuu, a Tawkke B npoueccax 3aroTOBKW, XpaHeHWs,, TPaHCNOPTUPOBKW, YTWURM3auuu,
npumeHeHnss n obecneyeHns 6e30NacHOCTM AOHOPCKOW KPOBM U €€ KOMMOHEHTOB, AOIMKHA OCYLLECTBMATLCA
OLEeHKa PUCKOB UX BO3OENCTBUSA HA OpraHn3M YeroBeka.

Mpn 3TOM [OMKHbI NPUMEHSTBCA  TEeXHWYECKMe pelleHusi, obecneuvvBalolime MNOBbILIEHNE
3HepreTnyeckon aPEKTUBHOCTU ITUX TEXHUHECKUX CPEaCTB.

6. MlHdopmaums O pucke BO3OENCTBUA TEXHWYECKMX CPeAcCTB, yKasaHHbIX B MyHKTE 5 HacTosLero
TEXHUYECKOrO pernamMeHTa, Ha OpraHusaM YernoBeka [JOrkHa ObiTb [OCTYMHOW Ans BCeX rpaxaaH,
NOABEPrallUNXCa MaHUMynAaUMAM WU MHbIM - KOHTakTam C oOBbekTaMu TEexXHUYECKOro perynmpoBaHus
HaCTOSILLEro TEXHUYECKOro pernameHTa, U NPefocTaBnsATbCS CyObekTaMu XO3SMCTBEHHOW AeATenbHOCTU B
0653aTenLHOM MOPSAKE Mo 3anpocaM PUANYECKUX U (PU3NYECKUX nuL, a Takke Npy oLeHKe COOTBETCTBUS.

7. TpeboBaHMA HaCTOSLIEro TeXHWYEeCcKoro pernameHTa obssaTenbHbl AN UCMNOMHEHUS Bcemwu
IOPUANYECKMMU  NULAMK,  OCYLLECTBNSIOWMMU  3aroToBKy, MepepaboTKy, XpaHeHue, TpaHCMOPTUPOBKY,
npuMeHeHne JOHOPCKOW KPOBU M ee KOMMOHEHTOB, NpenapaToB U KpoBe3ameLLaloLLMX pacTBOPOB.

8. MoHATKA, ncnornb3yemble B HACTOSALLEM TEXHUYECKOM pernameHTe, 03HavaloT crieqyroLee:

1) "ayTomoruuyHas TpaHcdy3ua" - npouegypa nepenvBaHUA KPOBU WUNW €e KOMMOHEHTOB C
MCMONb30BaHMEM NpeaBapuTENbHO MONYYEHHON KPOBM UMM €€ KOMMOHEHTOB, NPY KOTOPOW AOHOP U peLmUnUeHT
O[HO M TO Xe NNUO;

2) "adepes" - ueneBoe BblgeneHne nnasmbl UM KNETOK U3 OOHOPCKOW KPOBWU C BO3BPAaTOM JOHOPY
OCTaTOYHbIX KOMMOHEHTOB KPOBW;

3) "Ouonornyeckas NONIHOLEHHOCTb AOHOPCKOW KPOBU U e€e KOMMOHEHTOB" - COBOKYMHOCTb
©uonorm4yeckmx CBOWCTB OOHOPCKOM KPOBM M €€ KOMMOHEHTOB, obecnedmBarlmx Guonorndeckne yHKUUN
KpoBMU;

4) "remoTpaHCMUCCUBHbIE UHEKUUN" - MHDEKUMM, CBA3aHHbIE C 3apaXeHneMm 4yepes AOHOPCKYHo
KpOBb U ee NPOAYKThI;

5) "rotoBaa npoaykuua" - OOHOPCKas KPOBb WM €€ KOMMOHEHTbI, Mpolleflive BCe npoueaypbl
nepepaboTkm W UCCneaoBaHU W NpefHasHayeHHble AnS  NepenvBaHusa  PeuunuMeHTy wnuv  Opyroro
MCMONb30BaHNA B MEANLIMHCKUX LEensx;

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

7) "po3a (e@AMHMUA) KPOBM MM e€e KOMMOHeHTa" - KONMMYecTBO [JOOHOPCKOW KpOBWM WUNn ee
KOMMOHEHTAa, cofepxalleecs B OQHOM KOHTenHepe;
8) "moHauua" - npouecc B3SITUS KPOBM [OHOpa WMAM €€ KOMMOHEHTOB, npedHas3HaYeHHbIX ONnd

nepenuBaHus PELIMNUEHTY MU APYroro UCMOMb30BaHUSA B MEAULIMHCKUX LiEnsX;

9) "moHop" - NuLo, NpoLledlee MeanLMHCKOe obcrneaoBaHme 1 A0OPOBOMBLHO CAAKOLLEE KPOBb UK €€
KOMMOHEHTbI;

10) "moHopcKasi KpoBb" - KpOBb, B3dTas OT [OHOpa M npefHasHayeHHas Ans  KIMHUYECKOro
ncnonb3oBaHus, nNubo ANsS Npou3BOACTBa feKapCTBEHHbIX CpeacTs, NGO Ans MCNonb30BaHUS B Hay4HO-
uccregosaTtenbcknx U obpasoBaTenbHbIX LEensx;

11) "noeHTUPUKALMOHHBLIN HOMEpP AOHAUMU" - YHUKamNbHbI HOMEpP, NMpUCBaMBaEMbIA NPU KaXdoun
AOHaUMN ANst MapKMPOBKWM BCEX KOMMOHEHTOB 1 06pa3L0OB KPOBW, NOMYYEHHbIX B X0A4e AOHALMMK;

12) "wmHakTMBauUMA naToreHHbIX OWONOrnM4eckMx areHToB" - BO3JENCTBME Ha MaTOreHHble
Bbuonoruyeckme areHTbl C Lienbio NpekpaLleHns ux penpoaykumu;

13) "kapaHTMHU3aUUA cBeXe3aMOPOXEHHOMN Nna3mbl™ - XpaHeHNEe CBEXE3aMOPOXEHHON Mrasmbl C
3aMpeToM €ee UCMOoNb30BaHWUsA [0 MOBTOPHOrO WUCCNEAOBaHUS OOHOPCKOW KPOBW Ha reMOTPaHCMUCCUBHbIE
MHdeKUnN;

14) "KnuHWYecKoe WCNONb3OBaHWEe [OOHOPCKOW KPOBU U €e KOMMOHEHTOB" - nepenuBaHue
OOHOPCKOM KPOBU UMW €e KOMMOHEHTOB peuunueHTy B nevebHbIX uensx, B TOM Yucre COo3faHue U XpaHeHue
3anacoB JOHOPCKOW KPOBW U €e KOMMNOHEHTOB;

15) "KOMNOHEHTbI KPOBU" - COCTaBNAOLLME KPOBY (3PUTPOLMTBLI, TPOMBOLMTLI, FpaHynouunTel, nnasma,
Kpuonpeumnurar), B3fTble OT [OHOpa WNW MPUrOTOBMEHHbIE Pa3nUYHbIMU MEeTo4aMW W3 KPOBM AOHOpa WU
npegHasHayeHHble Ans KINMHWUYECKOro MCMonb3oBaHus, Nnbo And npou3BoACcTBa feKapCTBEHHbIX CPEeACTB,
nnbo Ans ucnonb3oBaHWs B Hay4YHO-MCCNeaoBaTenbCkUX U 06pa3oBaTenbHbIX LEensx;

16) "kpoBe3ameLlyarolme pacTBoOpbIl” - BOAHbIE PACTBOPbLI OPraHUYECKMX U HEOPraHUYeCKNX BeLLecTB,
BBOAMMbIE B COCYQMCTOE PYCno Ans Bo3MelleHus geduumTta yHKUUA KPOBU M KOPPEKLMM NaTONOrM4ecKmx
COCTOSIHWIA OpraHvM3ma 4YenoBeka;

17) "KOHTeNHep NONMUMEpPHbLIA" - eMKOCTb OAHOKPATHOrO MPUMEHEHUS, ncrnonb3yemas ans cbopa
KPOBM N €e KOMMOHEHTOB B NpoLLecce AOHAUUM U NOCNEeayoLWEero XpaHeHus;

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



nuccrneaoBaHus;

19) "opraHusauum goHOpPCTBa KPOBU U €e KOMMOHEHTOB" - opraHv3aumn 34paBoOXpaHeHns, Hayku
n obpasoBaHWs, a Takke WX CTPYKTYpHble NOApasferieHus, OCyLleCcTBNSlWmMe 3aroToBky, nepepaboTky,
XpaHeHue, TPaHCNOPTUPOBKY AOHOPCKOW KPOBU U €€ KOMMOHEHTOB;

20) "naToreHHble OuoNorMyeckue areHTbl" - MUKPOOPraHW3Mbl, CMOCOOHbIE NpW nonagaHuu B
OpraHn3M 4ernoBeka Bbl3BaTb MH(EKLNOHHOE COCTOSIHME;

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

22) "nocTtTpaHcdy3nOHHbIEe OCOXHEHUA" - Nobble NOOOYHbIE SBMNEHNS, CBA3AHHbIE C MPUMEHEHNEM
AOHOPCKOM KPOBW UMW ee KOMMOHEHTOB W MpenapaTtoB, KOTopble NpeacTaBnsaloT Yyrpo3y XWU3HW UNN 340POBbLIO
peumnnueHTa;

23) "npenapartbl KPOBU" - rekapCTBEHHbIE (POPMbI GENKOB KPOBU, MOMy4YaeMble TEXHONOMMYECKUMMU
MeToAamu;

24) "npoayKTbl KpoBM" - KOMMOHEHTbI W MnpenapaTtbl KpoBW, NpeacTaBnsiowme cobon nevebHble
cpeAcTBa Ha OCHOBe Kknetok unu 6enkoB Kposu, obragawliye HanpaBrneHHbIMU TepaneBTUYeCKUMM
CBOWCTBaMU;

25) "npocnexunBaeMocTb [OHOPCKOW KPOBU U €e KOMMOHEHTOB" - BO3MOXHOCTb YCTAHOBIEHUS
NIMYHOCTM AOHOpPAa, NAEHTUMMKALMN JOHOPCKOM KPOBU N ee KOMMNOHEHTOB, a Takke pe3ynbTaToB UccrnegoBaHun
OOHOPCKOM KPOBM M €e KOMMOHEHTOB Ha 3Tanax ee 3aroToBKW, NepepaboTku, XpaHeHWsi, TPaHCMOPTUPOBKY,
KIMMHNYECKOrO UCMONb30BaHNSA 1 YyTUNU3aumnm Npy NOMOLLM perncTpaumm opraHmsaumsamm 4OHOPCTBa KPOBU U ee
KOMMOHEHTOB U NIe4eOHbIMU YUPEXAEHNSAMU COOTBETCTBYIOLLUX AaHHBIX B YYETHBIX hopMax;

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

27) "peuunueHT” - pmsmyeckoe nNunLO, KOTOPOMY NPOBEOEHO nepenvBaHne JOHOPCKOM KPOBWU UNn ee
KOMMOHEHTOB;

28) "cpoK XxpaHeHUs1 LOHOPCKOMN KPOBM U €e KOMNOHEHTOB" - Neprof BPEMEHU, B TEYEHME KOTOPOro
KPOBb (KOMMOHEHTbI KPOBW) COXPaHAET OMONOrnyeckyto MONHOLEHHOCTb, NeyvyebHyl 3ddeKTUBHOCTL W
NpuroaHa Anst UCNonNb30BaHMsA MO Ha3HAYEHWIo;

29) "cTtaTyC KOMMNOHEHTa KPOBWU" - COCTOSIHUE KOMMOHEHTa KpOBW B 3aBUCUMOCTU OT CTagum M
pesynbTata uccnegoBaHus obpasua [OHOPCKOW KPOBW, CBSI3AaHHOTO C COOTBETCTBYIOLIEN OOHaUMEN, Ha
reMoTPaHCMUCCUBHbIE UH(DEKUNM;

30) "TexHu4yeckue cpencTBa, MUcnosnb3yeMble B TpPaHCHY3MOHHO-UH(PY3UOHHOM Tepanun™
npegmMeTbl MEOULIMHCKOTO Ha3Ha4yeHWsi (KOHTEMHepPbl MONIMMEPHbIE, CUCTEMbI, YCTPOWCTBA U NpUcnocobneHus
OLHOKpPaTHOro MpMMEHeHWs, B TOM YuCre ANs COeAVHEHWUs MOMMMEPHbIX Maructpanen), Ucnonb3yemMble npu
3aroToBKe, nepepaboTke, XpaHEeHUN, TPAHCNOPTUPOBKE, NPUMEHEHNM OHOPCKOWM KPOBU U €€ KOMMNOHEHTOB;

31) "TexHonoruyeckasa 3arpy3ka" - KONMYeCcTBO NnasMbl, OObEAWHEHHOW B OAHOW EMKOCTU Ans
nepepaboTky € Lenbio NoNy4eHUs KOHKPETHOro npenapaTa KpoBMu;

32) "tpaHcdy3MOHHO-UH(Y3NOHHAA Tepanua" - BBedeHME YernoBeKYy KpPOBW, KOMMOHEHTOB U
npenapaToB KPOBM, a Takke KpoBe3ameLLaloLmnxX pacTBOPOB C fe4ebHON Lenbio.

Il. NpaBuna ngeHTUUKaLMnM 06 HLEKTOB TEXHUYECKOTO perynmpoBaHus

9. UpeHTndurkauma JOHOPCKON KPOBU N €e KOMMOHEHTOB OCYLLECTBRSAETCH NPy NPOBEAEHUN OLIEHKN NX
COOTBETCTBUS TpeboBaHMAM HACTOSLLEro pernameHTa u (Mnum) B criyyasix, koraa HeobxoamMmo noAaTBepXaeHne
OOCTOBEPHOCTU MHGOPMAaLMM O KOHKPETHOW Ao3e (eduHuLEe) KPOBU UMM ee KOMMOHEeHTa NGO KOHKPEeTHOM
obpasLie AOHOPCKOWM KPOBW, a TakkKe Nnepea nx HenocpeacTBeHHbIM NPUMEHEHNEM.

10. Pe3ynbTtaThl MaeHTUUKaLMN NpenapaToB KPOBM U KpOBE3aMELLAILWNX pacTBOPOB 0hopMIIaTCA
B BUAE 3aKMIOYEHUS.

11. Mpwn npoBeaeHM noeHTMdUKaLUM NpenapaToB KPOBK M KpOBE3aMeLLaloLLMX pacTBOPOB NPOBOAAT:

1) BU3yanbHbI OCMOTP 06pasuUoB MpenapaTtoB KPOBM W KpPOBE3aMELLAOWMX pPacTBOPOB U KX
MapKMpPOBKY;

2) aHanu3 nHopmaumu, cogepallencs B CONnpoBOAUTENBHON AOKYMEHTaLWK;

3) ucnbiTaHns  obpasLoB MpenapaTtoB KPOBUM M KpOBE3aMmeLlalmx pacTBopoB (B crny4ae
HeobxoanmMocTH).

12. VigeHTumkaums 4OHOPCKON KPOBY U €€ KOMMOHEHTOB BKITHOYaeT:

1) npoBeaeHue Heo6XxoAMMbIX UCMbITaHWI (B criyvyae HeobxoaumocTn);

2) NpoBepPKyY LIENOCTHOCTM YNAKOBKM U COAEPXKMMOrO NO pe3ynbTaTaMm BU3yarnbHOro 0CMoTpa;

3) cpaBHeHWe WHdOpMaUMW, HaHECEHHOW Ha 3TUKETKY KOHKPETHOW [03bl (e4MHWULbBI) KPOBU UK
KOHKpeTHoro obpasua [OOHOPCKOM KPOBM WM €€ KOMMOHEHTOB C COOTBETCTBYKOLLEN WHOpMauuen B



COMpoOBOAMTENBHOW AOKYMEHTaLMK;

4) onpegenexHne NpuHaanexHocTu naeHTudmumpyemoro obbekrta kK cepe HacTOSILLLErO TEXHUYECKOTO
pernameHTa.

13. VigeHTudmkaumio npenapaToB KPOBU 1 KpOBE3aMELLAIOLLMX PaCcTBOPOB NMPOBOASAT YNOTHOMOYEHHbIE
Ha npoBedeHWe TroCcyapCTBEHHOro KOHTpons (Hagsopa) dhepepanbHble opraHbl UCMOMHUTENbHOW BracTw,
OCyLecTBRNALLME PYHKLUN NO KOHTPOSIO U Haa30py B chepe AOHOPCTBA KPOBU U €€ KOMMOHEHTOB, a TakKe B
chepe 3apaBoOOXpPaHEHNS N COLMATTBHOIO Pa3BUTUA.

14. WgeHTudmkaumm nognexaT Bce U3Aennsa MeLULUMHCKOro Has3Ha4yeHWst OAHOKPATHOrO NMPUMEHEHNS,
ucnonb3yemble B TPaHCHY3MOHHO-UH(Y3NOHHON Tepanuu, BKIIOYEHHbIE B NepevyeHb OOBEKTOB TEXHUYECKOrO
perynupoBaHusa HacTosLWLEero TEXHNYECKOro perfiaMmeHTa, KoTopble BCTynalT B HEMOCPEACTBEHHbIA KOHTAKT C
Buonornyecknmn cpegamm (KoXHble NOKPOBbI, CAIN3UCTbIE, KDOBb U €€ KOMMOHEHTbI) MPU UX UCMOSb30BaHMM MO
Ha3Ha4YeHUHo.

15. VigeHTudmkaums ocyectensieTcs NyTeM CpaBHEHUS MHGOPMAaLMK, NOMYyYEHHOW NpU BM3yarbHOM
OCMOTpEe COOEPXMMOro WMHAMBUAYANbHOW WM TPYNMOBOW YMNaKOBKW M3OENUN MeOUUMHCKOrO HasHayeHus,
npeAHa3HayYeHHbIX Ans WCMNOMb30BaHWUA B TPaAHCHY3MOHHO-UH(Y3MOHHOW Tepanuu, U WX MapKUpPOBKM, C
MHOpMaUVENn O KOMMMEeKTauum 1M nopsake MCNonb3oBaHUS 3TUX U3AENUA, COOAEepXallencss B npunaraeMon
COMpOBOAMTENBHOWN AOKYMEHTaLMM.

16. N3gennss MeOMUMHCKOrO  Ha3HadeHuss  OAHOKPATHOrO  MPUMEHEHUs,,  UCMoNib3yemble B
TpaHCAY3NOHHO-UH(PY3MOHHON Tepanuu, He 3aperucTpupoBaHHble B YCTAHOBINEHHOM nopsiake B Poccunckon
depepaunn, He UMeEKOLLME COOTBETCTBYIOLLIE MAapPKUPOBKM UMM MMEKOLLNE MPU3HAKN HapyLLEeHNS LIeNOCTHOCTH
CTEPUNbHON YNaKoBKW, K UCNOMb30BaHMIO HE JOMYyCKaloTCs.

17. WpeHtTudpmkaumss obpas3yoB [OHOPCKON KPOBU M €€ KOMMOHEHTOB, Ha KOTOPbIX OTCYTCTBYHOT
3TMKETKM WM Ha 3TUKETKE OTCYTCTBYIOT HEOBXOAMMbIE AaHHble, NPeayCMOTPEHHbIE MYHKTOM 62 HaCTOALLEro
TEXHUYECKOro perfiaMmeHTa, He NpoBOAMUTCA.

lll. Tpe6oBaHUA K 06BEKTAM TEXHUYECKOro perynmpoBaHus

18. MNpenapaTbl KPOBM M MNpOLECCHl WX MNOMYYEHUS [OOIDKHbI COOTBETCTBOBAaTb TpeboBaHWAM
©e3onacHOCTW, NPegyCMOTPEHHbIM 3akoHodaTenscTBoM Poccuiickon ®enepaumm o nekapcTBeHHbIX CpeacTBax,
n TpeboBaHnsIM 6€30NacHOCTH, YCTAHOBIEHHBIM HACTOSLLUM TEXHUYECKUM PETNAaMEHTOM.

19. KpoBesameLLatoLime pacTBOpPbI, NCMOMb3yeMble B TPaHCHY3NOHHO-MHY3NOHHOW Tepanum, SOIMKHbI
CcoOTBETCTBOBaTb TpeboBaHuAM ©e30macHOCTM, NpedyCMOTPEHHbIM — 3akoHogaTenbCTBOM  Poccuiickon
depnepaunn 0 NeKapcTBEHHbIX CpeacTBax.

20. TexHuyeckne cpeacTsa, UCMNOMb3yemble B TpPaHCHY3NOHHO-MHAY3NOHHOW Tepanuun, LOSDKHbI
COOTBETCTBOBaTL TpeboBaHMsM, NPeayCMOTPEHHbIM TEXHUYECKMM pernameHToM o 6e30nacHoCcTV M3genui
MELMLMHCKOro HasHa4yeHusl.

21. lNMpoueccbl 3aroToBkW, NepepaboTkn, XpaHEHWs, TPAHCMOPTUPOBKM, YTUNM3auMM U NPUMEHEHUS
NPOAYKTOB KPOBM [LOSMKHbI UCKMNtoYaTb BTOpMYHOE OakTepuanbHOe 3arpsi3HeHWe [OOHOPCKOM KpoBU U ee
KOMMOHEHTOB.

22. [loHopcKkas KpOBb M €€ KOMMOHEHTLI, MCNONb3yeMble A1 HEMOCPEeACTBEHHOIO BBEAEHMSA YENOBEKY,
a TaKke Cbipbe AN NPOU3BOACTBA NpenapatoB KPOBW OOMKHbI ObiTb MOMyYeHbl TOMBKO OT JOHOPOB C Y4YETOM
pesynbTaToB MX MEOULIMHCKOro obcneaoBaHus.

23. Bce meguumMHCKME M3nenuvsi, npegHa3HavyeHHble AN1s B3ATUS JOHOPCKOM KPOBM M €€ KOMMOHEHTOB,
ONS nepenvBaHns KPOBU M €e KOMMOHEHTOB, a Takke KpoBe3ameHuUTernem u Apyrux TpaHCy3MOHHbIX cpef,
OOMKHbI 6bITb OAHOPA30BOro NMPUMEHEHNSI.

24. lMpwn HapyLlweHn repMeTUYHOCTU CTEPUITbHOM CUCTEMbI, NCMOMb3YEeMOW AN 3aroTOBKN JOHOPCKOM
KPOBW U €€ KOMMOHEHTOB, NPeAyCMOTPEHHOM TEXHOMOMMEN UX 3aroTOBKM, AOMKHbI ObITb 06ecneyeHsbl ycnosms,
WCKNIoYaoLLmMe BTOPUYHOE 3arpsi3HEHNE KPOBU M €€ KOMMOHEHTOB MaTOreHHbIMW BMONOrMYEeCKMMM areHTamu.
MMonyyeHHble C MOMOLLBIO TaKMX TEXHONOMMYECKUX OMnepauuin KOMMOHEHTbl KPOBW UCMONb3YKTCA B TeYeHue
24 yacos.

25. lNMpn HapyLlweHnn repMeTUYHOCTN CTEPUITbHOM CUCTEMbI, NCMOMb3yeMOWN AN 3aroTOBKN JOHOPCKOM
KPOBM W €€ KOMMOHEHTOB, He MNpeayCMOTPEHHOW TEXHOSOrMem WX 3aroTOBKW, MPOLECC LOMMKEeH ObiTb
OCTaHOBIEH, @ CUCTEMA C COAEPXKMUMbIM AOIMKHA ObITb YTUNN3MPOBaHa.

26. Obpasubl OOHOPCKOM KpOBW, B3siTble BO BPEMSI KaXX4oOW AOHALUUMM U WOEHTUMULMPOBAaHHbIE C
nornyyYeHHbIMU B pes3ynbTaTe AoHauuu [o3amu (E4MHWLAMWM) KPOBU UMM €€ KOMMOHEHTOB, OOMKHbI ObiTh
nccrnegoBaHbl C  Uenblo  onpegeneHus rpynnbl kpoBu ABO M pesyc-npuHagnexHoCTM U MOABEPrHyThI
nabopaToOpHOMY KOHTPOMIO Ha HanM4me Bo30yaMTENen reMOTPaHCMUCCUBHBIX MHADEKLIMIA.

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



(YHKUMOHANBHON aKTMBHOCTU U neyebHon 3dhpeKTUBHOCTM OOHOPCKOW KPOBU UM €€ KOMMOHEHTOB AOSKHbI
cooTBeTcTBOBaTh TpeboBaHusM cornmacHo npunoxeHuto N 1. BesonacHOCTb [JOHOPCKOWM KpOBU U ee
KOMMNOHEHTOB MOATBEPXOAETCA oTpuuatenbHbiMU  pesynbTaTamu  nabopaTopHOro KoHTponsa obpasuos
OOHOPCKOM KPOBMW, B3SATbIX BO BPEMS KaXAOW OOHaUWMW, Ha Hanuuve Bo3OyauTenen reMoTpaHCMUCCHBHBLIX
WHpeKunn.

28. lMpouecchl, ucnonb3yemble Afs 3aroToBKA [OOHOPCKOW KPOBWM M €€ KOMIMOHEHTOB, LOJSIKHbI
obecneumBaTb NpegynpexaeHne MexaHM4eckoro 3aHoca B HMX MaToreHHbIX BMONOrMyecknx areHToB, a Takke
coxpaHeHue 6rMonornyeckonm MOSHOLEHHOCTH, (DYHKLUMOHAMNBHOW aKTUMBHOCTU W nedYebHon 3dhdEKTUBHOCTU
JOHOPCKOW KPOBU N €€ KOMIMOHEHTOB.

29. MNpun 3aroToBKE OOHOPCKOW KPOBW N €e KOMMOHEHTOB AOJbkHa ObiTb paspaboTaHa M BHeapeHa
cMcCTeMa KapaHTUHU3aLUMKU CBeXe3aMOpPOXeHHON Nna3mel, obecneynBatoLlas ee 6e30nacHOCTb.

30. KapaHTnHM3auns cBexxe3amOpOXXeHHOW MnnasMbl OCYLLEeCTBNSAETCS Ha cpok He meHee 180 cyTok C
MOMEHTa 3amopaxvBaHus Npu TemnepaType Huxe MuHyc 25°C.

31. Mo ucTteyeHnn cpoka KapaHTUHU3aLUW CBEXE3aMOPOXEHHOW Mnas3Mbl MPOBOAUTCA MOBTOPHOE
obcneaoBaHne COCTOSIHUS 300pPOBbs [AOHOpa M nabopaTopHOe uWccrnefoBaHuWe KpoBWM [AOHOpa C Lerbio
UCKIMIOYEHNSA Hanuuus B Hel Bo3byauTenen reMoTpaHCMUCCUBHbBIX MHAEKLMIA.

32.Mpun oTcyTcTBMM Yy OOHOPa NPU3HAKOB rEMOTPaHCMWUCCUBHBIX WHMEKUWMA B nepuod, B TeyeHue
KOTOPOro OCYLLECTBMANach KapaHTUHM3AUMS 3aMOPOXEHHOM MnasMbl, MOMYYEeHHOW OT 3JTOro [OHOopa, W
OTCYTCTBUM B KPOBWM [OHOpA MO MWCTEYEHUW CPOKa KapaHTUHM3AUMW CBEXEe3aMOPOXEHHOW Mna3mbl
BO3OyauTEnen remMoTPaHCMUCCUBHbBIX WHAEKUMIA CBEXE3aMOPOXEHHas nnasma Bblgaetcs Ang nedvebHoro
NPUMEHEHNS UMK NOMYYEHUs NeKapCTBEHHbIX NPenapaToB.

33. Mpu nocTynneHny B opraHu3aumio AOHOPCTBA KPOBM U ee KOMNOHEHTOB MHAOpMaLnn O BbISIBNIEHUN
y OOHOpa B Nepuoa KapaHTUHM3aLUuy CBEXe3aMOPOXXEHHOW NnasMbl FeMOTPAHCMUCCUBHBIX MHADEKLNA Unu npu
oBHapyXeHun B KpoBW [OHOpa BO3byauTenenm remMoTPaHCMUCCUMBHBLIX WHMEKUMA MO UCTEYeHUU cpoka
KapaHTUHM3aUMK CBeXe3aMOpOXeHHas nna3ma, 3aroToBfieHHas OT 3Toro [JOoHopa, u3onupyetcsa W
yTUnm3anpyeTcs ¢ 06a3aTensHON peructpaument aTon npoueaypsbl.

34. B cny4yae HesiBK/M OOHOpa AN NMOBTOPHOrO obcrnefoBaHWs NO UCTEYEHUWU YCTAHOBMEHHOro cpoka
KapaHTUHHOrO XpaHeHWUs1 CBEXE3aMOPOXEHHOW Mnas3Mbl CBEXEe3aMOpOXEeHHasi nnasMa MOXeT ObiTb
ucrnonb3oBaHa ANg MpPOW3BOACTBA MpenapaToB KPOBWM WM MepenuBaHus peunnueHTy npu  ycnosuu
WHaKTMBaLWUM NaToreHHbIX B1oNorMyecknx areHToB.

35. He cooTBeTcTBYIOLIME TpeboBaHMAM 6€30MacHOCTU UM HEMCMNOMb30BaHHbIE JOHOPCKAas KPOBb U ee
KOMMOHEHTbI n3onupyroTcs n noaBseprarTcs yTunusaumm, BKItOYaIOLLEN obes3apaxunBaHue
Ae3MHMUUMPYIOWNMIY  pacTBOpPaMn UM MPUMEHeHne (U3NYECKUX MEeTOAOB Ae3VH@EeKuMn ¢ MNOMOLLbIO
obopynoBaHns, paspelleHHOro Ans 3TuxX LUenerl B YCTAHOBMEHHOM MOpsAKe, a Takke yaaneHue
06pa3oBaBLUNXCS OTXOAOB.

36. JonyckaeTca nepefaya [OOHOPCKOW KPOBM UMM €€ KOMMOHEHTOB, HEe COOTBETCTBYIOLLUUX
TpeboBaHnsaM 6e30MacHOCTM UMM HEeUCMNONb3OBaHHbIX, paspaboTunkam  (Hay4YHO-UCCrneaoBaTENbCKUM
opraHusaunsmM COOTBETCTBYHOLLEro Npoduns) 1 (Unn) NPoM3BOAUTENAM ANarHOCTUYECKMX NpenapaTos.

37.TpuHATNEe pelleHnss O TrOAHOCTM [OHOPCKOW KPOBWM M €e KOMMOHEHTOB Ans nepenvBaHus
OCYLLeCTBMNSAETCH OTBETCTBEHHbIM NLIOM OpraHv3aumn JOHOPCTBA KPOBUM U €€ KOMMNOHEHTOB, Ha3Ha4YeHHbIM B
agMUHUCTPATUBHOM nopsaake.

38. PeweHne o rogHoCTM Ansi MNeEpenuMBaHMsa Kaxgon [[03bl (eauHMLbl) OHOPCKOM KpoBW U ee
KOMMOHEHTa NPUHMMAaETCs TOMNbKO Nocne 3aBepLueHnsi ee nepepaboTkM C y4eTOM pesynbLTaToB NabopaTtopHOro
KOHTpOnNS.

39. XpaHeHne 1 TpaHCMNOPTUPOBKY AOHOPCKOW KPOBU M €€ KOMMOHEHTOB HEOOXOAMMO OCYLLECTBMSATb
npu YCrNoBUSAX KOHTpOns Temnepatypbl BHYTPU obopynoBaHus, B KOTOPOM XpaHATcH
(TpaHCNoOpTUPYIOTCA) OOHOPCKasA KPOBb W €€ KOMMOHEHTbl. Temnepatypa XpaHeHust [OHOPCKOW KpOBWU
perucTpupyeTtcsa He pexe 2 pa3 B CyTKW. Ha Bcex aTanax xpaHeHust U TpaHCNOPTUPOBKWM JOHOPCKOW KPOBU U ee
KOMMNOHEHTOB A0/MKHa 6bITb obecneyeHa 1x 3almTa oT MexaHU4ecKoro NoBpeXaeHus.

XpaHeHne [OOHOPCKOW KPOBM W €€ KOMMOHEHTOB AOMKHO ObiTb pasfenbHbiM B 3aBUCMMOCTM OT
HavMEeHOBaHUS KOMMOHEHTa KpOoBW, a TakKe cTaTyca KOMMOHeHTa KpoBMu, rpynnbl kpoBu ABO u pesyc-
NPUHAANEXHOCTH.

[loHopckas KpoBb U ee KOMMOHEHTLI Afs ayTONorMyHOW TpaHCdy3nmn XPaHATCA OTAENbHO OT OCTarbHbIX
KOMMOHEHTOB KPOBMU.

40.Mpn 3aroToBKE [OOHOPCKOM KPOBUM W €e KOMMOHEHTOB 0bOecrneunmBaloTCs YCrOBUS XpaHEHUsi
[OOHOPCKOM KPOBM U €€ KOMMOHEHTOB B COOTBETCTBMU C TpeBOBaHUSIMU cornacHo npunoxeHuto N 2.

41. laHHble 0 AOHOpax KPOBU 1 ee KOMMNOHEHTOB, NpoLeaypax 1 onepaumsx, BbIMOMHSAEMbIX Ha 3Tanax
3aroTOBKM, NepepaboTKM, XpaHEeHUs [OOHOPCKOM KPOBM U €€ KOMMOHEHTOB, a Takke O pesynbraTax
uccrneaoBaHUs OOHOPCKOW KPOBU M €€ KOMMOHEHTOB PErMCTPUMPYIOTCSt HA OyMaxHOM W (MNK) SNEKTPOHHOM
Hocutensx. PerncrpaumoHHble AaHHble xpaHaTcs B TedeHme 30 ner.



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

43. MNpu nonyyYeHun opraHunsaumen OHOPCTBA KPOBW U €€ KOMMOHEHTOB MHAOPMaLMu O BO3MOXHOM
3apaXeHUU peLunmMeHTa reMoTPaHCMUCCUBHBIMU MHAEKLUSIMN HEOBXOANMO YCTaHOBUTL JOHOPa (4OHOPOB), OT
KOTOPOro MOIMO MPOW30WTU 3apaXKeHue, U NPUHSATbL Mepbl AN NpefoTBPaLLEHNst NCMNOMNb30BaHUS JOHOPCKOW
KPOBM UMM €€ KOMMOHEHTOB, NOMYYEHHbIX OT 3TOrO AOHOPA (4OHOPOB).

44. B cnyyae, npegyCMOTPEHHOM MYyHKTOM 43 HacTOSLLEro TEeXHWYECKOro perriameHTa, npoBoanTCH
aHanu3 npegplaywmMx cnyvaeB AOHaUMA 3a nepuond He MeHee 6 mecsueB, NPeALUecTBYHOLUMX MocneaHen
AOHauMKn, NMOBTOPHO aHanuampyeTcs AOKYMEHTauus, a opraHusauus, ocyliecTersowas nepepaboTky Kposu
(nnasmbl), oueHMBaeT Heob6XoAMMOCTL OT3blBa M3rOTOBMEHHbLIX MPOAYKTOB KPOBW, MPUHMMas BO BHUMaHWE BUA
3aboneBaHus, NHTepBarn BpeMeHn Mexay AoHaLuuen n nccnegoBaHMeM KpoBU Y XapakTepuCTUKY NPOAYKTa.

45. PesynbTaTbl MCCNeaoBaHWA MCXO4HOW KpoBM (MMAa3Mbl), NPOBEAEHHbIX OpraHu3aumen OOHOpCTBa
KPOBM U €e KOMMOHEHTOB, AOKYMEHTanbHO OpOpMNSAITCA U B NMCbMEHHOM BUAe nepeaarTcs opraHusauuu,
ocyLecTBnsoLLEen nepepaboTky KpoBM (Nnasmbl).

46. OpraHu3aumsa OOHOpPCTBa KPOBM U e€e KOMMOHEHTOB MNWCbMEHHO WHopMUpyeT opraHusaumio,
OCYLLeCTBNSAIOLLYI0 NepepaboTKy KpoBK (Mrasmbl), B Cryyasix:

1) BbIABMEHNA Yy OOHOpa reMOTPAHCMMUCCUMBHBLIX WHMEKUWUA, BbI3BAHHbIX W3BECTHbIMM HAa MOMEHT
3aroTOBKM KPOBMW NaTOreHHbIMM BUONOrMYeckUMm areHTamu;

2) BbISIBNEHWS BO30yAMTENENn reMoTPaHCMUCCUBHbBIX MHAPEKLIMIA B JOHOPCKOW KpoBY (Mnasme);

3) BbISIBNEHUS  HapylleHW npoueaypbl  UCCredoBaHUs  KPOBM  Ha  Hanuuue  Bo3byauTenew
reMoTPaHCMUCCUBHBIX MHAEKLNIA.

47. MNpw nepepaboTke nNnasmbl AN NoAyyYeHUs npenaparToB KPOBM HEOBXOAUMO UccrefoBaTth nnasmy,
06beguHEHHYI0 B TEXHONOMMYECKyHo 3arpy3Kky, Ha Hanvyve Bo3byauTenen reMoTpaHCMUCCUBHBIX MHAEKLNIA.

48. B cnyyasx BbisiBfeHWs B nnasme, obbeauMHEHHOW B TEXHOMOTMMYECKylo 3arpysky Ans nonyyeHus
npenapartoB KpoBuW, Bo3OyauTenen reMoTpaHCMUCCUMBHBIX MHMpeKUMn nna3Ma He MoxeT ObiTb MCnonb3oBaHa
ONsi NPUroTOBMEHWUS MpenapaToB M YTUNM3MPYETCs, a MHopmauma O pesynbTaTtax UCCneaoBaHUs Nnasmbl
NUCbMEHHO NepefaeTcsi B opraHvM3aumio JOHOPCTBA KPOBU M ee KOMMNOHEHTOB, B KOTOPOW Gbina ocyllecTBneHa
3aroToBKa 3TOM KPOBM (NNnasmbl).

49. B npouecce nonyyYeHusi npenapaTtoB KpPOBM [OMKHa ObiTb NpegycMOTPeHa WHaKTMBauust
naToreHHbIX GMONOrM4Yecknx areHToB.

50. KoMnoHeHTbl KpoBW, MNOABEPrHyTble 0OpaboTKe MO MHAKTMBALUMW NaTOreHHbIX Buonornyeckmx
areHToB, He0BX0AMMO M30NMPOBaThL OT KOMIMOHEHTOB KPOBM, HE MOABEPrHYTLIX TAKoW 06paboTke.

51. O6pasupbl Kaxgowm 3arpyskyM NnasMbl XPaHSTCA Npu TemnepaTtype Huxke MuHyc 25°C He MeHee
OQHOro roga Mocrie OKOHYaHWs CpoKa XpaHeHus NPOoAyKTa KpoBMW, MMetollero Hanbonee nNpoaomKUTENbHbIN
CPOK XpaHeHus.

52. KpoBb (mMnasma) u npodykTbl, obpasylowmecs B npouecce ux nepepaboTku, 3arps3HeHHble
NaToreHHbIM1 BUOMOrMYecKUMK areHTamu, noanexar yTunusaumm u obs3aTenbHOW perucTpaumn 3Tow
npoueaypbl opraHusauuen, ocyllecTensowen nepepaboTky KpoBu (Mnasmbl), NOCPeacTBOM BHECEHUS
COOTBETCTBYIOLUMX 3anMcel B YYETHO-PEermcTpauMoHHYl0 OOKYMeHTaumilo no dopMam, YCTaHOBIEHHbIM
degepanbHbIM - OpraHoOM — UCMOMHWUTENbHOW  BMAcTW,  OCYLLECTBASOWMM  (byHKUMM no  BblpaboTke
rocy4apCTBEHHON MOMUTUKM U  HOPMAaTMBHO-NPABOBOMY PErynvpoBaHui0 B cdepe 34paBOOXpaHeHUs W
COLManbLHOro pasBuUTUS.

53. 3anpewlaetca nNpMMEHeHWE [OOHOPCKOM KPOBM M €€ KOMMOHEHTOB, MpenapatoB KpPOBU W
KpoBe3aMeLLaLLMX PaCTBOPOB C UCTEKLLMM CPOKOM FO4HOCTMU.

54. TexHnyeckne cpeactsa, UCNOMb3yeMble B TpaHCY3MOHHO-UHMY3NOHHOW Tepanun, OOMmMKHbI ObITb
paspeLueHbl K TpPUMEHeHNI0 B MOPSIAKe, YCTaHOBNEHHOM 3akoHodaTtensctBom Poccuickon depepaumn.

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

MapkupoBka noTpebuTenbckon Tapbl KOHTEMHEPOB MONIMMEPHbLIX, CUCTEM U YCTPOMCTB AOMMKHa ObiTb
yCcTOMYMBa K BO3AENCTBUIO BHELIHWX (aKTOpPOB B Mpouecce CTepunusaummn, XpaHeHus, peanusaumm wu
NpUMEHeHNs.

56. [Ina KOHTaKTa C NPOAyKTaMWn KPOBW UCMONb3YIOTCA KOHTENHEPbI NOfMMEpPHbIE, a Takke CUCTEMbI U
YCTpOWCTBa ANsi BBEAEHUSA JOHOPCKOW KPOBU, €e KOMMOHEHTOB, MPenapaToB 1 KpoBe3aMeLlalLLnx pacTBOPOB,
KOTOpble AOMMKHbI OblTb M3roTOBMEHbl U3 MaTepuarnoB, paspelleHHbIX ANS KOHTakTa C MpoayKTamu KpoBwW
deaepanbHbIM OpPraHoOM WCMOSHUTENbLHOW BNAacTW, OCYLECTBSALWMM (PYHKLUMX MO KOHTPOMO M Haa3opy B
cdepe 3OpaBOOXPaHEHUS U COUMANbHOrO pas3BuUTUS B MNOPSOKE, YCTaHOBEHHOM 3aKOHOL4ATENbCTBOM
Poccunckon ®egepaumm.

57. Heobxoanmo o6ecnevnTb COXpaHEeHWe CTEPUNbHOCTA KOHTEMHEPOB MONMMEPHbIX, CUCTEM Ans



BBEJEHWNS KPOBU U ee KOMMNOHEHTOB, NpenapaToB 1 KpoBe3aMeLLaloLWwmnx pacTBOPOB, a Takke Apyrmx yCTPOMNCTB
OOHOKPaTHOro NPYMEHEHUs B TeYEHMEe BCEro YCTaHOBINEHHOMO CPOKa XpaHeHMS.

58. Mpun LeHTpUdYrMpoBaHUM KOHTENHEPLI MONMMEpPHbIE AOMKHbI 06ecne4mBaTb BO3MOXHOCTb paboThl
0e3 HapyLleHuUs 3aMKHYTON TrepMeTUYHOW cucTeMbl. KOHTeMHepbl MNonMMEepHble [OSPKHbI  MO3BONATb
NOACOeANHATb YCTPOWCTBA, rapaHTUpYIOLLMe COXpaHeHUEe CTEePUITbHOCTU KPOBUM U €€ KOMMOHEHTOB, a TaKke
obecneumBaTb (PYHKUMOHAmNbHYHO COBMECTMMOCTb C YCTPOMCTBOM Afsl NepenvBaHusi OHOPCKOW KpoBWU U ee
KOMMOHEHTOB 13 KOHTENHEpa.

59.Mpu npoBedeHWV YCTAHOBMEHHbIX nNpouedyp nepepaboTkyn [OHOPCKOM KPOBUM  MPOYHOCTb
MaTepUanoB KOHTEWHEPOB MOMMMEPHbIX, COEQUHUTENbHBIX LUBOB, NMPUMEHSIEMbIX 3IEMEHTOB U Y3r0B AOMKHA
obecneymBaTb LENOCTHOCTb NX KOHCTPYKLWK.

60. Kaxxgast no3a (eauHuLa) KpoBM M ee KOMMNOHEHTa, npegHasHadYeHHasa Ans oThnycka u3 opraHm3aumm
OOHOPCTBa KPOBW W €e KOMMOHEHTOB, AOMKHa WMMEeTb MapkupoBKy. MapkupoBKY AOHOPCKOW KpoBU M ee
KOMMNOHEHTOB HEOBXOAMMO OCYLLECTBMAATb C y4ETOM pe3ynbTaToB nabopaTopHOro KOHTPONS.

61. MapKknpoBKy roToBOM MPOAYKUUW MPOBOAAT C MOMOLLBI 3TUKETOK. DTUKETKa roToBOM NPOoAyKUMK
OOIMKHA UMEeTb YeTKMe BU3yarnbHble OTNNYUS OT UHbIX ATUKETOK, COXPaHATLCS B TEYEHMEe BCEero cpoka rogHocTu
W NpU BCEX PEXMMaXxX XpaHEHWs 1 UCMOSMb30BaHUS eQuHULbI TOTOBOW NpoAyKumMK, a MHpopMaLuus, npuBeaeHHas
Ha 3TUKeTKe, AOIMKHA OCTaBaTbCs Nerko YTaemMon.

62. HaHeceHHaa Ha 3TWKETKY WH(oOpMauus O roToBOW MpoAyKUWMM OOSbKHA CoAepxaTb crnegyrowme
cBedeHus:

) HaVMeHOBaHWe opraHn3aunM JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;
2) naeHTUMMKaLUMOHHbIN HOMEP AOHaUNW;
3) rpynna kposu ABO 1 pe3yc-npnHagnexHocTb;
4) paTta goHauuw;
5) paTta okoHYaHUS Cpoka XpaHeHUs;
6) HaumeHoBaHMe 1 06beM aHTUKoarynaHTa n (unn) o6aBo4YHOro pacTBopa;
7) HaMMeHOoBaHWe KOMMOHEHTa KPoBU;
8) 06BbeM nnm macca kpoBu NGO KOMMOHEHTA KPOBM;
9) TemnepaTypHbIe YCINOBUS XPaHEHUS;

10) ykasaHue Ha JONONHUTENbHYI0 06paboTky (06nyveHne, unbTpauno, MHaKTMBALMIO).

63. JoHopcKkast KpOBb M €€ KOMMOHEHTbl ANs ayTONOrM4yHOn TpaHCHY3UM OOSMKHbI UMETb MapKUPOBKY
"TONbKO AN1S1 ayTONOrMyHOM TpaHcdysmm" ¢ ykasaHnem pammnmu, MeHn, oT4yecTBa U AaTtbl POXAEeHMs nuua,
AONsi KOTOPOro NpefHasHayYeHa A0HOPCKas KPOBb UITN €€ KOMMOHEHTHI.

64. MapknpoBka LOHOPCKOW KPOBW WM €e KOMMOHEHTOB [OOfMKHA COXPaHATbCA B TEYeHUe Cpoka WX
XpaHeHWs Npu Bcex meTtogax o6paboTku.

65. HaHeceHne MapkMpoBKM TOTOBOM MPOAYKUMM [0 OKOHYaHWs BCEX CcTagui nepepaboTkn u
nccrneaoBaHuin He JonycKaeTcs.

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

67. Bca Heobxogumas ons notpedbutens nHdopMauns 0 JOHOPCKOM KPOBU M ee KOMMOHEHTax AOorkHa
ObITb NpeacTaBneHa Ha 3TUKeTKax KOHTeNHePOB, codepXKallnx JOHOPCKYHO KPOBb UMW e€e KOMMOHEHTHI, a Takke
B CONPOBOAMUTENbHbIX AOKYMEHTaX.

IV. OueHka cooTBeTCTBUA

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

69. l'ocynapcTBEHHbIV KOHTPONb (Haas3op) 3a cobniofieHMeM TpeboBaHU HACTOSILLErO TEXHUYECKOro
pernameHTa OocyLLecTBNsieTcs B COOTBETCTBUM ¢ PeaepanbHbiM 3akoHoM "O 3alumTe npas opUaNYECcKUX nuu, n
WHAMBMAYanNbHbIX NpeanpuHMMaTene npu  OCYLUECTBMEHWM TOCYOapCTBEHHOro KOHTpons (Hagsopa)u
MYHMLMNANbHOrO KOHTpons" B nopsigke, yCTaHOBMEHHOM dhenepanbHbIM OpraHoM WCMOMHUTENbHON BRAacTw,
OCYLLECTBMSIOWMM  YHKUMM MO BblpaboTke rocyaapCTBEHHOW MONMUTUMKA U HOPMATMBHO-NPaBOBOMY
perynmpoBaHuto B ccpepe 30paBOOXPaHEHUS U COLMANBHONO pa3BuTHs.

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

71.Tpn ocyLwecTBNEeHMN TOCYOAPCTBEHHOrO KOHTponsi (Hagsopa) 3a cobnopeHvem TpeboBaHuii
HacTosILLEro TEXHUYECKOro perrnameHTa deaepanbHbli opraH WCMOMHUTENBbHOW BNacTW, OCYLLECTBISOLLNIA
yHKUMM NO KOHTPOM M Haas3opy B cdepe [AOHOPCTBA KPOBM U €€ KOMIMOHEHTOB, PErncTpupyet



NOCTTPaHCY3NOHHbIE OCIOXHEHUSA B MOpsake, YCTaHOBNEHHOM dedeparibHblM OpraHoM MWCMOMHUTENbHOW
BMacTW, OCYLLECTBMSALWNM (YHKUUN NO BblpaboTKke rocyaapCTBEHHOW MOMUTUMKM U HOPMAaTUBHO-NPaBOBOMY
perynupoBaHuio B ccpepe 3apaBooOXpaHeHus.

72.Tlpn NpUMEHeHMM [OHOPCKOM KPOBM WM ee KOMMOHEHTOB Ans NepenvBaHus peuunueHtam
UHdopMaunst 060 Bcex criydasix pasBUTUS MOCTTPaHCKY3NOHHbBIX OCMOXHEHWUI nepepaeTcst B heaepanbHbIi
OopraH WCMOSTHUTENbHOW BIacTu, OCYLLECTBASOWMIA OYHKUMM NO KOHTPOM U Hag3opy B cdepe AOHOPCTBA
KPOBW 1 €e KOMMOHEHTOB M OpraHn3aumio JOHOPCTBA KPOBU M €€ 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 BGMonormyeckmx areHToB, B TOM yncne Bo3byauTenen
reMOTPaHCMUCCUBHBIX  UHMEKLMIA, BbISBNIEHUS HapylueHWW npoueadypbl  MUCCregoBaHus KpoBU U ee
KOMMOHEHTOB Ha HanmuuMe naToreHHblX 6uonornyecknx areHToB, B TOM u4ucne Bo3byautenew
reMOTPaHCMMUCCUBHBIX MHAEKLMIN, a Takke HapyleHWh npouedypbl naeHTudukaumm rpynnel kKposu ABO n
pesyc-npuHaanexHocTn Heobxoanmo:

1) He3aMeanNUTEenNbLHO NPUHATL MepPbl MO U3BATUIO JOHOPCKOW KPOBU U ee KOMMOHEHTOB 13 obpalleHus
M OT3bIBY UX U3 OpraHn3aummn, NPUMEHSLWNX JOHOPCKYHO KPOBb M €€ KOMMOHEHTHI;

2) npouHdopmupoBaTb  dedeparnbHble  OpraHbl  UCMOMHWTENbHOM  BRacTW,  YNOMHOMOYEHHbIe
OCYLLECTBNSATb rOCyAapCTBEHHbIN KOHTPOINb (Haa3op) B cdrepe AOHOPCTBA KPOBM U €€ KOMMOHEHTOB.

MpunoxexHue N 1

K TEXHUYECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,

ee NPoAyKTOB, KpOBe3aMeLlalLLMX PaCTBOPOB U TEXHUYECKUX CPEACTB,
Mcnonb3yemMbiX B TPaHC(Y3MOHHO-UH(Y3NOHHOM Tepanuu

MepeyeHb
nokasarenen 6MonorM4eckomr NOTHOUEHHOCTU, hYHKLUMOHaNIbHOM aKTUBHOCTM U Nie4ebHOM
3 heKTUBHOCTU JOHOPCKOM KPOBU U ee KOMMNOHEHTOB

| MNpremnemble XapakTePUCTUKM

1. KpoBb KOHCEpPBMpPOBaHHAasA

O6bem 450 munnunutpos +- 10 npoueHToB obbema 6e3 aHTMKoarynsHTa
(HecTaHgapTHaa AoHaUMA MapKUpYyeTCst COOTBETCTBYHOLLMM
obpasom)

[emornobuH He meHee 45 rpammMoB B J03€

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

2. QpuTpoumnTbl (apuUTpoLMTHas Macca)

Ob6bem 280 +- 50 MunIMnUTpoB

emaTokpuT o1 0,65 0o 0,75

Femorno6buH He meHee 45 rpammoB B J03€e
FemMonua B KOHLE XpaHeHUs He 6onee 0,8 npoueHTa 3pUTPOLINTOB

3. OpuTpouuTbl C yaaneHHbIM NEeNKOTPOMOOLMTapHbLIM CIOEM (3PUTPOLMTHAs Macca C yaaneHHbIM
nenkoTpoMOOoLUTAPHBIM CIIOEM)

Obbem 250 +- 50 munnunuTpos

emaToKpuT o1 0,65 0o 0,75

FemornobuH He meHee 43 rpammoB B Jo03€e
Konunyectso 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 pacTBoOpe (3pUTPOLUTHAs B3BECH)

Ob6bem onpeaensieTcs UCNomnb3yemMon CMCTEMON
FemaTokpuT o10,5000,7
[emornobuH He meHee 45 rpamMoB B J03€



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

5. QputpouuTbl B O0H6aBOYHOM pacTBOpeE C yaaneHHbIM NeMKOTPOMOOLIMTapHbIM CIOeM (3pUTPOLMTHas B3BECH C
yAaneHHbIM NenkoTpomMboLMTapHbIM CroeMm)

O6bem onpegensieTcs UCnosb3yemMon CUCTEMOMN
FemaTokpuT o1 0,5000,7

Femorno6buH He meHee 43 rpaMMOB B J03€
Konunuectso nenkoumtos*(1) He Bonee 1,2 x 10(9) B fo3e

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

6. OTMbITblE 3PUTPOLNTBI (IPUTPOLUTBLI OTMbITHIE)

Ob6bem onpegensieTcs UCnonb3yemon 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 (3pMTpoLUTHas B3BECh, 0beaHEHHas

nerikoumnTamm)
Ob6bem onpegensieTcs NCNonb3yemon CUCTEMOMN
FemaTokpuT o7t 0,5000,7
Konuuyecteo nenkoumTtos*(3) He 6ornee 1 x 10(6) B gose
Femorno6buH He meHee 40 rpammoB B Jo3€e
[emMonun3 B KOHUE XpaHeHusi He 6onee 0,8 npoueHTa apUTPOLIUTOB

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

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

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

[emorno6uH He MeHee 36 rpaMMOB B J03€
OcmonsipHOCTb He meHee 340 MUIIMOCMOIEN Ha NUTP
Konuuecteo nenkoumto*(1) He 6onee 0,1 x 10(9) B fo3e
CTtepunbHOCTb CTepUrbHO

9. OpuUTpoLuTbI, NONy4YeHHble METOAOM adepesa (3pUTPoLMTHasi Macca Unu 3puUTpoLIMTHas B3BECH, NOMYyYEHHbIE
MeTodoM adepesa)

O6bem onpegensieTcs NUCnosb3yemMon CUCTEMOMN
FemaTokpuT o1 0,65 0o 0,75

emaTtokpuT (ecnu gobaeneH o1 0,5000,7

B3BELUNBAKOLLNIA PacTBOP)

[emorno6uH He meHee 40 rpamMoB B A03€
Konuuecto nenkoumtoB (ecnu obeaHeH He 6onee 1 x 10(6) B gose
newvikountamm)*(3)

"feMonn3 B KOHUE XpaHeHUs! He 6onee 0,8 NpoLeHTa 3pUTPOLIUTOB

10. TpoMBouUTLI, BOCCTAHOBIMEHHbIE 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 nenkoumTtos*(1) (o

yAaneHus nenkoumnTos):

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



Konuuectso nerkoumTtos*(3)
(nocne yaaneHus nemkouuTos)
pH*(5) (npn + 22°C) B KOHUE oT6,4p007,4
PEKOMEHA0BaHHOIO CpoKa XpaHeHus

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

11. TpombBouuTbI, NONyYeHHbIE 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
pPeKOMeHAO0BaHHOro CpoKa XpaHeHUs!

He 6onee 1 x 10(6) B go3e

12. CBexxe3amMopoXeHHasi Nna3ma (nna3ma CBexe3aMOpOXeHHas )

O6bem 3asBneHHbIn 06beM +- 10 npoueHToB 06bema 6e3 aHTuKoarynsaHTa
daktop Vllic He MeHee 70 NpOoLLEeHTOB MCXOAHOMO YPOBHS

OcTaTouHble KNeTkn*(6):

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

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

TpomMGoLUTBI He Bonee 50 x 10(9) B nuTpe

Bmsyaanble N3MEHEeHUA

He AOMKHO ObITb aHOMaNbHOrO LBETa UM BUAUMbIX CryCTKoOB

13. Kpunonpeuunurat

O6bem ot 10 go 20 MuNNUNUTPOB
dakTop Vllic He MeHee 70 MeXayHapoaHbIX e4MHUL, B [03€e
®unbpuHoreH He meHee 140 munnurpammosB B j03e
14. KpnocynepHaTtaHTHas nnasma
O6bem OTKIMOHEHME OT UcxogHoro obbema He 6onee 10 NpoueHToB
15. KprokoHcepBrpoBaHHbIe TpOMBOLMTHI, NONyYeHHbIE MeToAoM adepesa
Ob6bem ot 50 go 200 MMNAUNMTPOB

Konuuyecteo TpombounTos
Konu4yecTtBo nenkoumTos

O6bem

Konunyectso rpaHynounToB

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

16. 'paHynoumnTbl, NONy4eHHble MeToAoM adepesa

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

*(1) DomkHbl COOTBETCTBOBAThL HE MeHee 75 npoueHTam obcnegoBaHHbIX 403.
*(2) KonnyectBo 6enka B KOHEYHOW HAZOCaAOYHOM XMAKOCTU AOMXKHO obecneunTb cogepxaHue IgA

meHee 0,2 munnurpamma B gose.

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

*(4) OkoHYaTenbHbIN B3BELLNBAIOLLNIA pacTBOp.

*(5) NamepeHne pH npegnoyTuTEnbHO NPOBOAMTL B 3aKpbiTOW cucteme BO nsbexaHune Bbixoga CO2.
N3mepeHne wmoxeT ObiTb BbIMOMHEHO Mpu mwboi Temnepatype, W 3HA4YeHUe pacyeTHbIM MeToAoM
KOHBEPTMPOBAHO NpUMeHNUTENbLHO K pH + 22°C.

*(6) KneTkM noacuutbiBalOTCS A0 3aMOpaXkMBaHUS, BO3MOXHO CHMKEHME MOPOroBbIX BEMUYMH MpU
BKITHOYEHMU B MPOTOKON Npoueayp 3NMMUHALUN KNETOK.

MpunoxexHue N 2

K TEXHUYECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,



ee NPoOAYyKTOB, KPOBe3aMeLlaloLMX PAaCTBOPOB U TEXHUUYECKUX CPeACTB,
Mcnonb3yeMbiX B TPaHCHY3MOHHO-MH(Y3UOHHOI Tepanum

YcnoBusi xpaHeHWs1 AOHOPCKON KPOBM U €€ KOMMNOHEHTOB

KomnoHeHT | Tewmnepatypa xpaHenus | MakcumansHoe BpeMs XpaHeHus
OpuTpounTbl 1 LienbHas KpoBb (ecnu oT+2p0+6C B 3aBMCUMOCTU OT UCMOMb3yemMomn
ncnonb3yeTcs AN TpaHcdy3nm Kak CUCTEeMbl aHTUKOArynsiHT -
LenbHas KpoBb) B3BELLMBAIOLLMIN pacTBop
Ceexe3aMopoXxXeHHasn nnasma u Huxe - 25C 36 mecsues
KpuonpeuunuTar
TpombouunTbl oT +20 go + 24C 5 oHewn npu ycrnoBmn HeNpepbIBHOrO

rnomMeLLnBaHus

"paHynounTsl ot + 20 po + 24C 24 yaca

Mpumeyanus: 1. JonyckaeTca YyONMMHEHME BPEMEHW XpaHEHUS] KOMMOHEHTOB KPOBU C MOMOLLbO
3amMopaxuBaHus (KPUOKOHCEPBUPOBAHNE):

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

TPOMOOUUTOB - A0 24 MecsiLiEB B 3aBUCMMOCTM OT NpoLiecca 3aroToBKK, NepepaboTkn U XpaHEHMS.

2. B OTHOLIEHMN KPMOKOHCEPBUMPOBAHHBIX 3PUTPOLIUTOB M TPOMOOUMTOB AOmkHa OblTb onpepeneHa
cpefa, B KOTOPOW KNETKU HaxoOsTcs Mocrie oTTauBaHus. PaspelueHHbI nepuos XpaHeHusi nocrne oTTanBaHus
3aBWCUT OT UCMONb3yeMOro MeToAa.

Mpunoxenne N 3

K TeXHU4YECKOMY perriaMeHTy o TpeboBaHUAX 6e30MacHOCTH KPOBMU,

ee NPoAyKTOB, KpOBe3aMeLlalLMX PacTBOPOB U TEXHUYECKUX CPEeACTB,
Mcnosnb3yeMblX B TPAHC(Y3MOHHO-UH(Y3NOHHOM Tepanuun

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 paboyeM COCTOSIHUM CUCTEMY KadecTBa, OXBaTbIiBAMOLWYK BCE BUAObl OCYLLECTBNSEMOW
OEeATENbHOCTY U HanpaBneHHON Ha obecneyeHne 6€30nacHOCTV JOHOPCKON KPOBU Y €€ KOMMOHEHTOB.

2. B opraHusauumn goHOPCTBa KPOBM U €€ KOMMOHEHTOB Ha3HayaeTCsd COTPYOHWK, OTBETCTBEHHbIN 3a
pa3paboTKy, BHeApeHve n nogaepxaHue B paboyem COCTOSHUM CUCTEMbI KavecTBa.

Il. MepcoHan

3. MepcoHan, 3aHATbIM B Mpoueccax 3aroToBKW, nepepaboTku, XpaHeHWsl, TPaHCMOPTUPOBKM W
NPYMEHEHNs1 JOHOPCKOM KPOBU U €e KOMMOHEHTOB, 00513aH NPUHMMAaTL NPEeAYCMOTPEHHbIE 3aKOHOOATENLCTBOM
Poccunckon ®epepaumm Mepbl B LensX HeQONyLWeHUs MPUYMHEHUS Bpeda XW3HU UNu 300pOBbIO rpaxaaH,
MMyLLEeCTBY (U3MYECKUX WU IOPUANYECKUX UL, FOCYAapCTBEHHOMY WM MYHUUUMNANbHOMY MWMYyLLECTBY,
oKpyxaroLen cpege, XXU3HW U1 300POBbH0 XXUBOTHbBIX U PaCTEHU.

Ill. MomeweHun

4. Insi o6ecneyeHns COXPaHHOCTM 34aHUA U MOMELLEHUI B MpoLLecce UX SKCnnyaTaumm 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 ObITOBblE MOMELLEHUS, Pa3densioTcss MO BMAAM MNPOBOAMMbBIX PaboT W UCMOMb3ylTca B
COOTBETCTBUU C UX HA3HAYEHNEM.

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



nomMeLLeHns (cknagbl) Ans XpaHeHus:

pacxofdHblXx MaTepuanoB (KOHTEMHEPOB MOMMMEPHbLIX NS 3aroTOBKM [OOHOPCKOM KpOBU U ee
KOMMNOHEHTOB, HAOOPOB peareHToB M APYrMX MaTepunanos);

KOMMOHEHTOB  KPOBW, WMEKLWMUX pasHbii  cTatyCc (rogHble, HaxOAsUMEecss Ha KapaHTuHe,
HenccnegoBaHHble Uy 3abpakoBaHHbIE).

Mpn oTCYyTCTBMM TaKMX MNOMELLEHMI HEeobXoaAMMO BbIAENUTL W30NMPOBAHHLIE 30HbLI, CTENMaXU W
XOJTOAUITbHUKM.

7. B opraHu3aumu 4OHOPCTBA KPOBU M €€ KOMMOHEHTOB AOIMKHbI BblTb NPeayCMOTpeHbl rapAepobHble,
KOMHaTbl OTAbIXa, CAaHUTAPHO-ObITOBBIE MOMELLIEHNS U TyarneTbl, PacnonoXeHHbIe BOMM3N, HO U30IMPOBAHHO OT
NPOU3BOACTBEHHbLIX  MOMELLEHWUA, OCHALLUEHHble COOTBETCTBYHOLWMM  0OOpygoBaHMEM, MOKWMMU  ©
AEe3NHMULMPYIOLWUMK cpeacTBaMm U YOOPOYHLIM MHBEHTApPEM.

8. MNMpoussoacTBeHHbIE NOMELLEHNS (30HbI) U MOMeLleHusa (Cknagbl) ANs XpaHeHUs OOMMKHbl UMeTb
YyeTkoe 0603HauYeHne N orpaHNYeHHbIN JOCTyn.

IV. NMpousBoacTBeHHasa cpena

9. MNpwn 3aroToBKe OOHOPCKOW KPOBU M €€ KOMMOHEHTOB [AOMKHa ObiTb CO34aHa Mpov3BOACTBEHHAs
cpena, Heobxogumas ons obecnedeHnss COOTBETCTBUSA AOHOPCKOW KPOBU M €€ KOMMOHEHTOB YCTAHOBIEHHbIM
TpeboBaHNsAM B NpoLecce X 3aroToBkM, nepepaboTku, obcneaoBaHns, XxpaHeHUs 1 TPaHCMOPTUPOBKK, a Takxke
Mepbl, UCKNtoYatoLme bakTepunanbHoe 3arpsi3HeHne JOHOPCKOW KPOBU U ee KOMMOHEHTOB.

10. C uenbio npegoTBpalleHus 3arpa3HeHus OOHOPCKOW KPOBM W ee KOMMOHEHTOB HanpasreHve
NMOTOKOB MaTepuanoB W nogen B MNOMELEHUAX [OMKHO OblTb OpraHn3oBaHO B COOTBETCTBUMM C
nocnefoBaTenbHOCTbIO BbINOMHEHWS NPOM3BOACTBEHHbIX Onepaumin.

11. PaboTbl, ona KOTopbIX TpebyloTcs acenTuyeckMe YCroBWS, AOSMKHbI OCYLLECTBRATLCA B YMCTbIX
NOMELLEHNAX UM NOMELLEHMAX, 0O0opyaoBaHHbIX NaMUHapHbIMKW yCTaHoBKaMu. Knacc 4ucToTbl nomeLleHus
onpegensieTcst BUAOM MpoBOAUMbIX paboT.

12. 3aroToBka u nepepaboTka A4OHOPCKON KPOBWM Ha KOMMOHEHTbI B 3aMKHYTOW CUCTEME KOHTENHepoB
NNacTUKOBbLIX He TpebyeT acenTUYecKux YCrOoBWUI BHeLLHeWn cpedbl. Takne paboTbl MOXHO NPOBOAMTL Npwu
cobniogeHnn obLmMX NpaBu CaHUTapPHO-3NMAEMNOIONMYECKOrO PEXNMA.

13. na npegoTBpalleHnss KOHTAKTHOro MHMULMPOBAHMSA KPOBU NPW ee 3aroTOBKE MepcoHan LOSbKeH
cobniogatb TpeboBaHMA acenTuku U aHTUcenTukn. NcTouHnkamMm nHULUMpoBaHUS MoryT 6biTb MUKpodiopa
BO34yXa, PyKM MeOMLIMHCKOrO fepcoHana, Koxa IoKTeBoro crmba [oHopa, HapylleHne repMeTUYHOCTU
KOHTENHEePOB ANS 3aroTOBKN KPOBU U APYTUe NCTOYHUKN.

V. OokymeHTaums

14. C uenbto obecneveHns 6e3onacHOCTN N KayecTBa AOHOPCKOW KPOBU U €e KOMMOHEHTOB Ha BCEeX
3Tanax Mx 3aroToBKW, nepepaboTku, TPAHCMOPTUPOBKU U XPaHEHUSI B OpraHu3aumu LOHOPCTBA KPOBM U ee
KOMMOHEHTOB [AOMKHbI ObiTb pa3paboTaHbl paboune WHCTPYKLUMKM YCTaHOBMEHHOro obpasua Ha BbIMONIHEHUE
paboT, HEMOCPEACTBEHHO BMMSAIOLLMX HA KAYECTBO 1 6E€30MacHOCTb BbIMyCKaeMow NPOAYKLUNM.

15. B opraHnsaumun JOHOPCTBA KPOBU N €€ KOMMOHEHTOB HEOOX0AMMO OCYLLECTBNSATE BeAeHNe Y4eTHO-
pPEerncTpaLmMoHHOW AOKYMeHTauun (KypHanos, GnaHkoB, BeJOMOCTENW W kapToyek) Mo dopmam, KoTopble
ycTaHoBIeHbl defepanbHbIM OpraHoM MCMOMHUTENBHON BNAacTW, OCYLLECTBASIOWMM YHKUMKU MO BbipaboTke
rocy4apCTBEHHONW MONUTUKM U HOPMAaTMBHO-MPABOBOMY perynvMpoBaHuio B cdpepe 34paBOOXpaHeHusl, B
KOTOpble BHOCUTCA COOTBETCTBYHOLLAA 3anuCb C LENbl NPOCMEXMBAEMOCTU €AMHWL, KPOBW, [OOHOPOB,
pacxofHbIX MaTepuanos, 060pyaoBaHNs 1 UCMoNHUTENen pabor.

VI. NpocnexnsaeMocTb

16. MNpu 3aroToBKe OOHOPCKOW KPOBU U €e KOMIMOHEHTOB Heobxoammo obecneynTb, YToObl KpOBb, €€
KOMMOHEHTLI, pacxodHble maTtepuanbl (KOHTenHepbl Ans cbopa KpoBW, peareHTbl U Ae3nHduumpylowme
cpenctea), nabopatopHble 06pasubl, pPEerMcTpauuoHHble OaHHble (3anucu) U MCnonHWTEenu paboT Obinn
naeHTMULMPOBaHbI 1 NPOCHEXNBANMUCh.

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

18. Kaxxgon goHauuu npucsamBaeTcs MAEHTUMUKALNOHHBIN HOMEP LOoHAUMUN.

19. PeweHne o gonycke goHopa K JOHAUMW NPUHUMAETCH C y4eTOM:

1) pesynbTatoB MeanLMHCKOro obcneaoBaHnst 4OHOPA;



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

3) uHdopMauumM, nofnyyvyeHHOW OT [OHOpa B MNUCbMEHHOW dhopme, BKMOYaKLWeEn cBegeHus o
nepeHeceHHbIX MHMEKLMOHHbIX 3aboneBaHusaX, KOHTakTax ¢ MHMEKUMOHHbIMK 6onbHbIMK, 06 ynoTpebneHun
HapKOTUYECKMX CPEeAcTB, O BaKUMHAUWW, XUPYPrMYECKMX WU  WMHCTPYMEHTaNbHbIX BMelUaTenbCTBax W
npebbiBaHUM Ha TeppPUTOPUSIX, HeBraronony4HbIX N0 NHMEKLMOHHBLIM 3ab60NeBaHNSM.

20. MNpocnexnBaeMocTb OHOPCKOM KPOBU N ee KOMMOHEHTOB AoMmkHa obecneynBaTbCa MapKMpOBKOWM
obbekTa uageHTMdUKaumMmM ¢ nocneaoBaTenbHON perncTpaumet HeobXoaMMbIX AaHHbIX O AOHOpPaXx, AOHAUMAX,
pacxofHbIX MaTepuanax, BbiMONIHEHNM paboT 1 06 ncnonHuTensax pabor.

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

22. KOMNOHEHTbI  KpOBM, WMelolmMe pasHbld  cTaTyc (rogHble, HaxogslwuMecs Ha KapaHTuHe,
HenccnegoBaHHble Unu 3abpakoBaHHbIE), AOMMKHbI XPaHUTLCA pasfenbHo.

23. Ha Bcex aTtanax OT 3aroToBK/ 40 MCMOMb30BaHUSA AOHOPCKON KPOBU N €e KOMMOHEHTOB Heobxoammo
o6ecnevnTb BO3MOXHOCTb YCTaHOBIIEHUS FIMYHOCTW JOHOPA.

24.MopsAdoK  YCTaHOBIIEHUS JIMYHOCTM [[OHOpa, MepeyvYeHb MeAVLMHCKUX MPOTMBOMOKa3aHUn K
OOHOPCTBY KPOBW W €€ KOMMOHEHTOB, MOPSAOK MOCTOSAHHOrO WM BPEMEHHOro OTCTPaHeHUs [oHopa OT
OOHOPCTBa KPOBW, MeToAbl, MOpsaok M obbem obcrnegoBaHuMs OOHOPOB, KpUTepun u TpeboBaHusA k oTbopy
AOHOPOB, a Takke NOpsAoK AENCTBUMA OpraHu3auMm OOHOPCTBA KPOBU U €€ KOMMOHEHTOB MpU BbISBNEHUU Y
OOHOpa reMOTPaHCMWUCCUMBHBIX  MHAEKUMA  unyv  obHapyXeHun B  KPOBWM  [OHOpa Bo3byauTenen
reMOTPaHCMUCCUBHBIX ~ MHAeKUun  yTBepxaawTcsa dedepanbHblM — OpraHoOM — UCMOMHUTENBHOW  BriacTw,
OCYLLECTBASIOWMM  YHKUMM N0  BblpaboTke rocyAapCTBEHHOW MONUTMKA M HOPMaTUBHO-NPaBOBOMY
perynupoBaHuio B cpepe 34paBoOXpaHeHus.

25. [pn 3aroToBKe OOHOPCKOW KPOBW W €e KOMMOHEHTOB HeobXoAMMO MNpOChexXmBaTb MPOXOXAEHWE
OOHOPCKOM KPOBM M €e KOMMOHEHTOB OT AoHopa Ao peuunueHTa. PopMbl permcTpaumoHHbIX AOKYMEHTOB U
NnopsiAoK perncTpaumm AaHHbIX, HeobxoaMMbIX Ana obecrneyeHns NPOoCnexmnsaeMocT JOHOPCKOW KPOBU U ee
KOMMNOHEHTOB, paspabaTbiBaloTcad M YyTBepxaawTcsa denepanbHbiM  OpraHoM WCMONHWUTENbHON BRAacTw,
OCYLLECTBMSAOWMM  (YHKUMM MO BblpaboTke rocyAapCTBEHHOW MONMUTUMKA U HOPMAaTMBHO-NPaBOBOMY
perynupoBaHuio B cdepe 34paBooxpaHeHus. Bce perucTpaumoHHble AaHHble [OMKHbI YAOCTOBEpPSATbCHA
NOANUCHI0 UCNOMHUTENS.

26. Ha aTukeTKke Kaxgow A03bl (€QWHMLbBI) KPOBU UMM €€ KOMMOHEHTa M obpasue OOHOPCKOW KPOoBU
yKasblBaeTCst MOAEHTUUKALMOHHBIN HOMEP AoHauun. iaeHTUMKaUMOHHBIN HoOMep A03bl (€ANHULbI) KPOBU UMK
€e KOMMOHEHTa nepenpoBepsieTcs (CnnMyaeTcs) OTBETCTBEHHBLIMW NULAMKU OpraHM3aunii JOHOPCTBA KPOBU U ee
KOMMOHEHTOB MpU 3aroToBKe, nepepaboTke, XpaHEHUN, TPaHCMOPTMPOBKE, Bbidade rOTOBOW NpOOyKUMU U ee
NPUMEHEHNN.

VII. 3aroToBKa 4OHOPCKON KPOBU M €€ KOMMOHEHTOB

MaTepuansbl, NpUMeHsieMble NPU 3aroToBKe U NepepaboTke KPOBU

27. MNprMeHsiemble mMaTepuansl U obopyaoBaHME AOMKHbI ObiTb paspelleHbl K UCMOMb30BaHUI0 Ha
TeppuTopun Poccuiickon Pefepaumm B yCTaHOBIIEHHOM MOPSIAKE M COOTBETCTBOBATL CBOEMY Ha3HaYeHWH0.
28. Tun cuctemMbl KOHTENHEPOB HEOOXOAMMO BbIOMpaThL B COOTBETCTBMM C BUAOM JOHALMUN.

B3saTue AOHOpCKOﬁ KpoBu U ee KOMNOHEHTOB

29. [ina coayumn KpoBm AOHOpP pacnonaraeTcs B yHKUMOHANbHOM Kpecre.

30. KpoBb y goHopa 3abuvpaeTcsd W3 LEeHTpanbHOM MIn OpYron ManonoABWXKHOM BeHbl B obnactum
nokresoro crnba.

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

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

31. MNpwu B3ATUM KPOBYM Y AOHOPa HEOOX0AUMO obecneunTb:

1) HENPepLIBHOCTb KPOBOTOKA;

2) NOCTOSIHHOE MepPeMELLMBaAHME KPOBU C pacTBOPOM aHTUKOarynsiHTa (KOHcepBaHTa) B TeYEHWe BCeN



AoHaumu;

3) yCcTaHOBMNEHHYO NPOAOMKMUTENBHOCTb AOHALMN;

4) nponopuMoHanbHOe COOTHOLLEHME B3ATOM KPOBM K KOMWYECTBY pacTBOpa aHTUKoarynsiHta c
KOHCEPBAHTOM B KOHTENHEPE;

5) 06beM KpOBK, COOTBETCTBYIOLLMIA TUMY UCMONb3YEMOro KOHTenHepa.

32. [ina nonyyYeHns TPOMOBOLIMTOB, CBEXE3aMOPOXEHHOW NMna3mbl 1 KpuonpeuuniTata 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 WUCCrefoBaHWus, OOMKHbI OTOMpaTbca npu
cobnoaeHnn ycroBuin acenTrKn HEMOCPEACTBEHHO M3 MarucTpanu unm cneumnanbHoro KOHTeENHepa Ans npoob,
BXOASILLErO B COCTaB CUCTEMbI.

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

34. Tun n o6bem obpasua KPOBW AOIMKEH COOTBETCTBOBATL BMAY 06CnefoBaHus.

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

[JononHutenbHbIE TpeﬁOBaHMH K 3arotToBke nna3mbl MeTo4OM aq)epesa

36. Mpn B3ATMM [OHOPCKOM KpOBM MeTodoM adpepesa [OoSkHbl ObiTb 0BecneveHbl ycrnoBus,
UCKMYalLWmue BO3OYLIHYI0 3MOONMIO, a Takke COOTBETCTBME OOLLEro KOnmyecTBa KPOBMW, 3arOTOBIIEHHOW OT
AoHopa 3a 1 pa3 (UcKnoYas aHTMKOarynsHT), yCTaHOBNEHHOMY KPUTEPUIO.

37. Bo3BpaT OOHOPY KIMETOYHbIX KOMMOHEHTOB (Npwv MpoBedeHun npepbiBUCTOro adepesa) AOormKeH
OCYLLEeCTBNATLCA [0 B3ATUA 2- eguHuUubl KpoBw. [lepeg BO3BpaTOM AOHOPY KIETOYHbIX KOMMOHEHTOB
HeobxoOMMO MPOBEPUTH MAapPKMPOBKY KOHTEWHepa, CBEepUTb C OaHHbIMW AOHOPCKOM KapTOYKM U NOMy4uTb
YyCTHOE MOATBEPXKOAEHME OT [AOHOpa ero damunun, UMeHW, oT4yecTBa, rpynnbl kpoBu ABO un pesyc-
NPVHAOIEXHOCTMW.

Ha6niogeHue 3a goHOpoOM

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

VIII. NMepepaboTka AOHOPCKOW KPOBU U NOJTyYeHUE KOMNOHEHTOB KPOBU

OO6LMe nonoxeHus

39. KomMnoHeHTbl KpoBM MonyyaloT nyTem nepepaboTkuM 3aroTOBIEHHON KOHCEPBMPOBAHHOW LIeNbHOWM
AOHOPCKOM KpoBM unv Metogom adepesa.

40. TexHonorun, wucnonb3yemble MpyW 3arotoBke, nepepaboTke, XpaHEeHUW W TPaHCMOPTUPOBKE
OOHOPCKOM KPOBU U €e KOMMNOHEHTOB, AOMKHbI 06ecneumBaTb NpeaynpexaeHne ux 3arpsi3HeHns NaToreHHbIMU
BuonornyeckMmMun areHTamm u coxpaHeHme 6MoNorM4ecKkmx CBOMNCTB.

41. laHHble MOHWTOPMWHIra MpoLeccoB nepepaboTkM AOHOPCKOW KPOBU M MOMNyYEHUS] ee KOMMOHEHTOB
HeobXoaMMOo perncTpmMpoBaThb.

42. MeToabl, wucnonb3yemble B MNPOM3BOACTBE KOMMOHEHTOB KPOBW, [OMKHbl o0becneumBaTb
repMeTUYHOCTb CUCTEMbI NMOMNMMEPHbBIX KOHTEMHEPOB U He AOMNyCcKaTb HapyLleHWs LernoCTHOCTH.

LleHTpudyrnposaHue

43. CocTaB BbiAeNsAeMoro KOMMOHEHTa PeryrnvpytoT BbIGOPOM pexuma LeHTpUdyrmpoBaHusi, KOTopblii
BKITIOYaET TemMnepaTypy, BPEMS U CKOPOCTb LEEHTPUYTMPOBaHUS.



Ons Kaxgol LeHTpUdyrv AoMmkHbI ObiTe OnpeaeneHbl CBOM PEXUMbI.

MeTopabl NonyyYeHns KOHEYHbIX NPOAYKTOB NPeACTaBnsiioT CO60N B3aUMOCBA3aHHYH CUCTEMY.

Ons pasgeneHust nnasmbl U KNETOK MOTYT MCMONb30BaTbCs APYrne MEeTOAbl OCAKAEHUSI KIeTOK, B
YaCTHOCTM LIeHTPUAYrMpoBaHue [BWXYLLENCS KPOBM, NpPOTOYHOe (MnaBawllee) LeHTpudyruposaHue B
rpagueHTe NNoTHOCTM, MPOTUBOTOYHOE LEHTPUGYrMpoBaHue (MPOMbIBaHUE) U (OUNbTPALUS.

3amopaxuBaHue nnasmbl

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

Ons  MakcMmanbHOro COXpaHeHust cogepxaHus  (pakTopoB  cBepTbiBaHMA  obOliee  Bpewms
3amopaxuBaHust nnasmel 4o - 30C He JormkHO npeBbiwaTh 40 MUHYT.

3amopaxunBaHue (KPMOKOHCEPBUPOBaHUE) KNETOYHbIX KOMMOHEHTOB

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

46. KpnokoHcepBupoBaHme OOJIDKHO OCYLLEeCTBNATLCA c NCnorib30BaHMEM cneumanbHo
npeaHa3HayeHHoro 0bopyaoBaHMS METOAOM, pa3peLlEHHbIM K MPUMEHEHWIO B YCTAHOBNEHHOM NOpPsiAKe.

47. JonyCTUMOE BpeEMS XPaHEHWs 3PUTPOLMTOB OT MOMEHTA MOMyYeHUss OO 3aMOpPaXMBaHWSA He
OOMMKHO NpeBbIaTh 5 CyTOK.

48. TpoMOOUUTLI, NOMyYeHHble NMOOLIM METOAOM, AOMKHbI OblTb 3aMOPOXEHbI He no3gHee 24 yacos
nocre 3aroToBKM KPOBW OT AOHOpa unu TpomboumnTadepesa.

PasmopaxuBaHue (oTTamBaHue) n nogorpes

49. KOMNOHEHTLI JOHOPCKOW KPOBU OOJKHbI pa3MopaXkmBaTbCsl U NOAOrpeBaTbCcs 40 Heobxogumon
TemnepaTypbl C UCMOMb30BaHWEM crelmarnbHO NpegHasHayeHHoro 06opyaoBaHUS.

NHakTnBauus

50. B uensx obecneveHns 6e30MacHOCTU KOMMOHEHTOB LOHOPCKOW KPOBW AOMYCKAETCS MPUMEHEHue
METO/I0B MHaKTMBaLMM NaToreHHbIX OMOMOrMYecknx areHToB.

51. MeToabl, NPUMEHSIEMblE MPU WHAKTUBALMM NaTOrEHHbIX OUMOMOMMYECcKUX areHToB, [OOJKHbI
obecneunBaTb COXpaHeHME YPOBHS MoKasaTenen 6Guonormyeckon MNOMAHOLEHHOCTH, (OYHKLMOHANbHON
aKTMBHOCTM U 1nie4ebHol 3hHEKTUBHOCTN KOMMOHEHTOB KPOBW.

PeHTreHoBCKOe oﬁnyquMe unum ramma-oﬁnyqel-me

52. MeTog obnyyeHuns gomkeH obecneunTsb o3y ot 25 go 50 Mpen.

53. Bpems 3KCno3vuum, YCTaHOBMNEHHOE A5 K&KA0ro Ny4eBOro UCTOYHMKA, AOJIKHO KOHTPONMPOBaTLCS
Yyepes MHTepBasibl, yCTAHOBMEHHbIE B MHCTPYKLMM MO 3KCnyaTaummn (MpUMEHEHNIO).

54. QputpounTcoaepKaLime KOMMNOHEHTbI KpOBW MOTYT noaBepraTbcst 06nyYeHuto He nosgHee 14 aHen
C MOMEHTA MONYyYEHUS N XPaHUTbCS B TedeHne 28 gHeN.

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

55. Ha Bcex aTtanax nepepaboTku, XpaHEHNs1 U TPAHCMOPTUPOBKN JOHOPCKOWM KPOBM U €€ KOMMOHEHTOB
Heobxoanmo obecneunTb:

1) ngeHTndnumMKaLmio NPOAYKTOB;

2) ycTaHOBIEHHbIE YCNOBUS XPaHEHWS;

3) pasgenbHoe xpaHeHne KOMMOHEHTOB KPOBMW MO CTaTycy, Bu4am KOMMOHEHTOB KPOBW, Fpynnam KpoBu
ABO 1 pe3yc-npuHaanexHocTy;

4) 3aLWmMTy OT NOBPEXOEHUS;

5) nomelumBaHme TpoMOOLMTOB;

6) KOHTPOrb YCINOBUIA BHELLHEN CPeabl;



7) perucTpaumio AaHHbIX HabnoaeHus.
TpaHcnopTUpoBKa AOHOPCKOWN KPOBU U €€ KOMMNOHEHTOB

56. TpaHcnopTMpoOBKa JOHOPCKOW KPOBM U €€ KOMMOHEHTOB AOSMKHa OCYLLECTBASATLCS B CrieumanbHbIX
TPaAHCMNOPTHbLIX TEPMOM3OSSLMOHHbLIX KOHTENHepax wunu pedpukepaTtopax C COOGMOAEHMEM CaHUTAPHO-
rmrmeHndecknx TpebosaHmn nNpu ycnosum obecnevyeHns CoOXpaHHOCTM NpPodyKTa npy TPaHCMOPTUPOBKE.

57.KpoBb 1 3spuTpouMTCOAEepXKaliMe KOMMOHEHTbl KpOBM BO u3bexaHwe remonu3a npu
TPaAHCMOPTUPOBKE HEe [JOSKHbI MOABEPraTbCsl MNEPEOXNaAXKOEHUIO WNU  neperpesaHuio.  TpaHCNopTUPOBKa
OOHOPCKOM KPOBU W 3puTpoLMTCOAEpXKalnuX KOMMOHEHTOB KPOBMW, OCYLLECTBMsieMas B TeYeHUe MeHee
30 MUHYT, MOXET NPOM3BOAUTLCA C WCMONb30BaHMEM TPAHCMOPTHbLIX KOHTEMHepoB, obecneunBaroLLmX
OOCTaToOYHY M30TEPMUYHOCTL U m3onauuto. MNpy Gonee ANUTENbHOM TPaHCMOPTUMPOBKE AOHOPCKOM KPOBU M
SPUTPOLNTCOAEPXKALLUMX KOMMOHEHTOB KPOBM C Lenblo obecrneyeHusi M30TEPMMYECKOTO pexuma B
TPaAHCMOPTHOM KOHTENHepe HeOOGXO4MMO WCMONb30BaTh aKKyMymnaTopbl Xorioda. YCnoBusi TPaHCMOPTUPOBKM
OOMMKHbI rapaHTUpOBaTb, YTO B KOHLE MaKCMMaribHOro nepuvoza TPaHCMOPTMPOBKU 3pUTpOLMTCOOEpKaLLmnX
KOMMOHEHTOB KPOBW, paBHOro 24 4vacam, TemnepaTtypa BHYTPM TPaHCMOPTHOIO KOHTEWHepa He [OrKHa
npesbiwatb + 10°C.

58. Mpu TpaHcnopTMpoBKE TPOMOOLMTCOAEPKALLUMX KOMMOHEHTOB [OOHOPCKOW KPOBM TemnepaTypa
OOMKHa nopaepxuBaTbCs OGNM3Ko K pekoMeHOOBaHHOW TemrepaType XpaHeHwWs, W Mpu MonydeHUun Takue
KOMMOHEHTbI, €CNlM OHWM He npeAHasHayYeHbl AN HEMEAJIEHHOro ne4yebHOro NpPUMEHEHWs, AOMMKHbI ObiTb
nepeHeceHbl 4515 XpaHEHUS NPU PeKOMEHAOBaHHbIX YCIOBUSIX.

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

60. Mpu TpaHCcmopTUPOBKE NNasmbl AOMMKHA noagepXmBaTbCa TemnepaTypa XpaHeHus. B TeyeHue
BCEr0 BPEMEHM TPAHCMOPTUPOBKM TemrepaTypa BHYTPW TPaHCMOPTHOrO KOHTeMHepa (pedpwkepaTopa) He
OOMMKHa nogHMmatbes Boiwe - 18°C. Ecnv npogyKT He ByaeT ucnonb3oBaH HEMeANEHHO, HeobXxoaAMMo cpasy
)Ke NOMEeCTUTb KOHTEMHEPbI Ha XPaHEHWUE B YCIOBUSIX PEKOMEHAYEMON TemMMepaTypbl.

Bbinyck rotoBoi npoAaykuum

61. PelueHne o0 rogHOCTM Kaxaon eavHULLbI NPOAYKLMW NMPUHUMAETCS! TOMbKO NOCrne NpoBepKu:
1) ngeHTudmKaum NpoaykTa;

2) pe3ynbTaToB NccneaoBaHnst 0bpasuLoB JOHOPCKOW KPOBMU;

3) BHeLLHero BMaa 1 LLeNoCTHOCTY YNaKoBKY;

4) perncTpaumoHHbIX AaHHbIX 00 YCNOBUAX XpaHEHUS NPOAYKLUMM.

Peanusauus rotoBoi npoaykuumu

62. [loHopcKas KpoBb M €e KOMMOHEHTbI Afs KMMHUYECKOro UCMONb30BaHWSA BbiAATCA OpraHu3aumam
(yypexaeHuam), MMeWwuUM FMUMUEH3NI0 Ha OCyLecTBNneHne MeOMUMHCKON [eATenbHOCTM, CBSA3aHHOW C
BbIMONHeHneM paboT (ycnyr) no TpaHcdyanonornm. KoMMnoHeHTbl AOHOPCKOW KpoBW Ans  TpaHcdysui
Bbl4ATCA N1LY, YNOTHOMOYEHHOMY fevebHbIM yupexaeHem.

63. 3aka3 Ha BblJa4yy LOHOPCKON KPOBW U €€ KOMMNOHEHTOB MoAMMCLIBAETCS NULLOM, OTBETCTBEHHbIM 3a
npoBefeHe MepenvBaHNs KPOBM U €€ KOMMOHEHTOB B fe4ebHOM  yypexaeHuu, HasHavyeHHbIM B
YyCTaHOBMEHHOM MopsiaKe.

64. KOMNOHeHTbl OOHOPCKOM KpOBWM ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB nepegatrTcs
OopraHv3aumsaM, UMEKLMM JIMUEH3NI0 Ha OCYLLEeCTBREHUe AeATeNnbHOCTM MO NPOW3BOACTBY J€KapCTBEHHbIX
cpencTs, Mo AOroBopy.

65. Cuctema OocTaBKM AOHOPCKOM KPOBM M ee KOMMOHEHTOB AofmkHa obecneyvBaTb COXPaHHOCTb
npoaykTa npu TpaHCNOPTUPOBKE.

66. 3anpellaeTca peanu3aums LOHOPCKOW KPOBM U €€ KOMMOHEHTOB C LEeNbl  KIMHWYECKOro
NPUMEHEHNs N NPOM3BOACTBA NEKApCTBEHHbIX CPEACTB OpraHu3auusM, He MMelLWwuM COOTBEeTCTBYOLLEW
NNLEH3NN.



