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MocTtaHoBneHue MNpaButensctea PP ot 26.01.2010 N 29
(pea. oT 04.09.2012) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 yTBEpXOEHUM TEXHUYECKOTO pernameHTa o Tpebosa... Rara coxpanerus: 13.04.2018

NPABUTENbCTBO POCCUUCKOW ®EOEPALUNU

NMOCTAHOBIIEHUE
oT 26 aHBaps 2010 r. N 29

OB YTBEPXXOEHWU TEXHUYECKOIO PErMAMEHTA
O TPEBOBAHUAX BE3OMNACHOCTU KPOBW, EE NPOAYKTOB,
KPOBE3AMELLAIOWUX PACTBOPOB U TEXHUWYECKUX CPE[ICTB,
NUCNONb3YEMbIX B TPAHC®Y3UOHHO-UHOY3UOHHOW TEPAMNUMN

CnncokK N3MEHSIOLLNX JOKYMEHTOB
(B pen. MoctaHoBneHus MNMpasutensctea P® ot 04.09.2012 N 882,
C n3M., BHeceHHbIMK MNocTaHoBneHnem lMpasutensctea PO
ot 12.10.2010 N 808)

B cootBetcTBMM ¢ PeaepanbHbiM 3akoHOM "O TexHuyeckom perynunpoBaHun” MNMpaButenbcTBo Poccumnckom
denepaLn NOCTAHOBISAET:

1. YTBEpaAuUTb Npunaraembli TEXHUYECKUI pernamMeHT o TpeboBaHmsax 6e30nacHOCTM KPOBM, €€ NPOOYKTOB,
KpoBe3ameLLatoLLMX pacTBOPOB M TEXHUYECKUX CPEACTB, UCMONb3yEMbIX B TPAHCHY3MOHHO-MH(Y3MOHHOM Tepanum
(Oanee - TeXHNYECKNI pernameHT).

TexHnueckuin pernameHT BCTynaeT B CUMY MO UcTeveHnn 6 mecsues co AHA oduumanbHOro onybnmkoBaHns
HacTosiwero lNocTaHoBneHws, 3a nckntveHnem pasgenos 12 - 15 npunoxernns N 1 K TEXHUYECKOMY pernaMeHTy B
YacTu paHee 3aroTOBMEHHbIX KOMMOHEHTOB KPOBM, KOTOpblE BCTynatT B cuny no mcreveHnn 30 mecsaues o oHA
BCTYMMEHNS B CUMY TEXHWYECKOTO pernameHTa.

2. MuHnCTEpCTBY 30paBOOXPaHEHNs 1 coumanbHOro pa3sutusa Poccuiickon degepaumm no CorrnacoBaHuio ¢
3aVHTepecoBaHHbIMU eaepanbHbIMM OpraHaMu UCMONHUTENbHOW BNacTu NpeacTaBuTb B 6-MeCsYHbIA CPOK B
ycTaHoBneHHoM nopsake B lNpasutenscteo Poccuickon ®epgepauny NpoekT nepeyHs HauMoHanbHbIX CTaHa4apToB,
cogepXalwux npasuna M meTodbl UCCNedoBaHWW (MCNbITaHUA) U M3MEpeHun, B TOM 4ucrie npasuna oTtbopa
o6paau,os, HeO6XO,EI,VIMbIX ona npumeHeHna U UCNoJTIHEeHUA TEXHUYEeCKOro pernamMmeHtTa U ocyuleCTBleHUa OLEeHKU
COOTBETCTBUA NpoayKUunn Tpe6OBaHI/I$|M TEeXHNYECKOro pernamMmeHTa.

Mpencenartens MNpaBuTenscTea
Poccuiickon ®eaepaunn
B.MYTWH

YTBepxaeH

lMocTtaHoBneHunem lNMpaButenscrea
Poccuiickon ®eaepauun

oT 26 aHBaps 2010 r. N 29

TEXHUWYECKWUA PEFTNAMEHT
O TPEBOBAHUAX BE3OIMNACHOCTU KPOBW, EE NPOAYKTOB,
KPOBE3AMELLAIOLWNX PACTBOPOB U TEXHUWYECKNX CPEACTB,
NUCNONb3YEMbIX B TPAHC®Y3UOHHO-UHOY3UOHHOW TEPAMNUN

Cnuncok n3MeHsIILWUX AOKYMEHTOB
(B pea. MoctaHoBneHus Mpasutensctea P® ot 04.09.2012 N 882)
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MocTtaHoBneHue MNpaButensctea PP ot 26.01.2010 N 29
(pea. ot 04.09.2012)
"O6 yTBEpXOEHUM TEXHUYECKOTO pernameHTa o Tpebosa...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 13.04.2018

[. OBLWME MONOXXEHNA

1. HacTosawmin TexHM4Yecknin pernameHT ycTtaHaBnMBaeT:
1) TpeboBaHusa 6e3onacHOCTN OOBLEKTOB TEXHUYECKOIO PerynmpoBaHus;
2) npaBuna ngeHTndmrkauum JOHOPCKOM KPOBU U €€ KOMIMOHEHTOB;

3) npaBuna u OpMbl OLEHKM COOTBETCTBUS OOBLEKTOB TEXHUYECKOro perynupoBaHus TpeboBaHuaM
HaCTOSLLEro TEXHUYECKOrO PeErfnamMeHTa;

4) TpeboBaHuMs K yNakoBKe M MapKUPOBKe JOHOPCKOW KPOBU U €€ KOMMOHEHTOB.

2. K obbekrtam TexHM4eckoro perynupoBaHuna, B OTHOWEHUN KOTOPbIX HaCToAWMM TEeXHUYEeCKUM
pernameHToM yCtaHaBJ/IMBaKOTCA TpeGOBaHVIFI 6e30nacHOCTU, OTHOCATCA:

1) BoHOPCKas KPOBb 1 €€ KOMMOHEHT;
2) npenapatbl U3 JOHOPCKOW KPOBU;
3) kpoBe3ameLlatLme pacTBopbl;

4) TexHN4Yeckne cpeacTsa, MCnonb3yemble B TPaHCHY3MOHHO-NMHAY3NOHHOW Tepanun, B YacTHOCTU usgenums
MEeLMLMHCKOrOo HasHa4YeHnsa (KOHTEWHEpPbl NOSIMMEPHbIE, CUCTEMbI, YCTPOMUCTBA M MPUCNOCOONEHNsT OQHOKPATHOro
NPUMEHEHMS, B TOM YUCrie 4N COeAMHEHNS NMONMMMEPHbIX MarucTpanen);

5) npouecchbl 3aroTtoBkM, nNepepaboTKW, XpaHeHWsl, TPaHCMOPTUPOBKW, YTUNM3ALUM, NPUMEHEHUS W
obecneyeHns 6e30NacHOCTM JOHOPCKOW KPOBU N €€ KOMMOHEHTOB.

3. TpebGoBaHWA HACTOALLErO TEXHUYECKOro pernaMeHTa He pacrnpoCTPaHATCA Ha reMonoaTuyeckue
(cTBONOBBLIE) KNETKW, MONYYEeHHble W3 KPOBWM, KOCTHOTO MO3ra M MHbIX TKaHe YenoBeka, a Takke Ha
AnarHocTudeckue npenapaTbl, Nofy4aeMble U3 KPOBU.

4. TMpv BbINOMHEHUN TpeGOBaHWiA, YCTAHOBMEHHbLIX HACTOSILUMM  TEXHWUYECKMM  PErNamMeHTOM,
obecrneynBaeTcs HeEoOXoOMMbIN YpoBEHb GE30MacHOCTU XU3HW W 300POBbS IPaXAaH, a TakkKe OKpyXKatoLiein
cpenbl, UCTOYHUKOM 3apakeHWsi KOTOpbIX MOXET CTaTb [OHOPCKasi KPOBb U €€ KOMMOHEHTbl B Mpouecce Wux
3aroToBkM, nepepaboTkun, XpaHEHUs!, TPAHCMOPTUPOBKM U NMPUMEHEHMSI.

5. Tllpum pas3paboTke  TEXHUYECKMX  CPEACTB, NpeAHasHaYeHHbIX  ANs  MCMOMb30BaHus B
TpaHCY3MOHHO-MHY3NOHHOW Tepanuu, a Takke B Mpoueccax 3aroTOBKW, XpaHEHWsi, TPaHCMOPTUPOBKMU,
yTUnm3aumm, npuMeHeHnss u obecneyeHus ©e3onacHOCTM [AOHOPCKOW KPOBW W €€ KOMMOHEHTOB, [AOIKHA
OCYLLECTBMATLCS OLIEHKA PUCKOB MX BO3OENCTBUSA HA OpraHn3m YerioBeka.

|_|pl/l 9TOM [OOJDKHbl NMPUMEHATLCA TeXHUYEeCKne pellueHus, obecneunBatoLime MNoBbILLIEHNE 3HepreT|/|qu|<0|7|
Sd)(*)eKTI/IBHOCTVI ATUX TEXHNYECKUX CPpencTB.

6. WHgpopmauma O pucke BO3OEWCTBUS TEXHUYECKUX CPEACTB, YKasaHHbIX B MyHKTe 5 HacTosLlero
TEXHUYECKOro perfnaMeHTa, Ha opraHn3M YernoBeka JOSPKHA ObITb JOCTYMHOM AN BCEX rpaxaaH, NoaBepratoLmxcs
MaHUNYMAUUSM MM UHBIM KOHTaKTaM C OB6beKkTaMu TEXHUYECKOro perynmpoBaHMsi HacTOSILLEero TeXHUYeckoro
pernamMeHTa, M MNpefocTaBnATbCS CYyObeKTaMu XO3SWCTBEHHOW OesTernbHoCTU B obsisaTenlbHOM Mopsiake Mo
3anpocam pUONYECKUX U PU3MYECKUX NULL, a TakkKe Npu OLEHKe COOTBETCTBUS.

7. TpeﬁOBaHVIFl HacToduwero TexHU4YecKoro pernamMmeHTta obasatenbHbl AONA  UCMOMHEHUST BCEMMU
ropngnd4ecknmMmmn nmuamun, ocyecTeBnAaAownMMn 3aroToBky, rlepepa60TKy, XpaHeHune, TpaHCNopPTUPOBKY, NpUMeHeHne
LI,OHOpCKOIZ KPOBU N ee KOMIMNOHEHTOB, NpenapaTtoB U KpoBe3aMeLlatolWwmnx pacTtBoOpoOB.

8. MoHaTus, ncnosib3yemMble B HacTtodAweM TEXHUYEeCKOM pernamMmeHTe, o3Ha4aloT criegyrLlee:
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1) "ayTonornyHasi TpaHcysus" - npoueaypa nepenuBaHus KPOBM UMM €€ KOMMOHEHTOB C MCMONb30BaHUEM
npeaBapuUTenbHO NOMy4YeHHOW KPOBU UMK ee KOMMNOHEHTOB, NMPWU KOTOPOW AOHOP U PELUNUEHT OAHO 1 TO Xe NULO;

2) "acpepes3" - uUeneBoe BblAeneHMe Nnasmbl UMM KNEeTOK U3 [OHOPCKOW KPOBM C BO3BpaTOM [OOHOPY
OCTaTOYHbIX KOMMOHEHTOB KPOBY;

3) "brnonornyeckas NOSIHOLLEHHOCTb JAOHOPCKOM KPOBM M €€ KOMMOHEHTOB" - COBOKYMHOCTb BMOnornvyecknx
CBOWNCTB JOHOPCKOW KPOBM M ee KOMMOHEHTOB, obecneumBaroLLmx bronornyeckune pyHKLMM KPOBMU;

4) "reMOTpPaHCMUCCUBHbIE MHDEKUMN" - MHPEKUUN, CBA3AHHbIE C 3apaXKeHNeM Yepes JOHOPCKYI KPOBb U ee
NpoAYKTHI;

5) "roToBasi NpoayKumMs" - JOHOPCKasl KPOBb Y €€ KOMMOHEHTbI, NpoLUeALmne Bce npoueaypbl nepepaboTku v
nccnenoBaHuUin U NpedHasHa4YeHHbIe AN NepenuBaHng peumnnueHTy Unm Apyroro UCnonb3oBaHUa B MeAMLMHCKMX
Lensx;

6) "rpynnbl kpoBn ABO" - anddepeHuMpoBaHuE KpPOBM Ha rpynnbl, OCHOBaHHOe Ha 4 KOMBuHaumsix
3pUTPOLNTAPHBIX aHTUreHoB A 1 B, aHTuTen aHTn-A n aHTu-B B CbiIBOpOTKe KPOBM 4enoBekKa;

7) "oo3a (eavHuua) KpPOBW WM €€ KOMMOHEHTA" - KONMWMYECTBO OOHOPCKOM KPOBWU WMM €€ KOMIMOHEHTa,
cogepxalleecs B O4AHOM KOHTENHEpE;

8) "goHaumsa" - npouecc B3ATUA KPOBM AOHOPA UMM €e KOMMNOHEHTOB, NpeAHasHayYeHHbIX Ans nepenuBaHug
PeunnueHTY Unu Apyroro UCNonb30BaHWs B MEAULMHCKUX LIENsiX;

9) "OoHop" - nuuo, Npouwewee MeauMuuHckoe obcredoBaHue M OOGPOBOSBLHO CAAlOWEE KPOBb WUMU ee
KOMMOHEHTBI;

10) "moHopckas KpoBb" - KPOBb, B3siTas OT JOHOPA M NpedHas3HayYeHHas Ans KNMHMYECKOro UCNONb30BaHMs,
nnbo Ons NPoM3BOACTBA JEKApPCTBEHHbIX CPEACTB, NMOO AN MCNOMb30BaHWA B HAay4YHO-UCCMNELOBATENbCKUX U
obpasoBaTtenbHbIX Lensx;

11) "MoeHTUMMKaALMOHHbBIA HOMEP AOHAUMK" - YHUKaNbHbIA HOMEP, NPUCBAMBAEMbIN MPU KXAOW OOHALUM
ONsi MapKNpPOBKN BCEX KOMMOHEHTOB 1 06pa3LIoB KPOBM, MOMYYEHHbIX B XOA4€E AOHALUWW;

12) "MHaKTMBauWsi NaTOreHHbIX OMOMOrMYeckMx areHToB" - BO3AENCTBME Ha MaToreHHble Guonorvyeckue
areHTbl C LieNblo NpeKkpaLleHns nx penpoayKkLmm;

13) "kapaHTUHU3aLUNs CBEXE3aMOPOXEHHOWN NMNa3Mbl” - XpaHeHNe CBEXEe3aMOPOXEHHOWN Na3Mbl C 3aNpeTom
€e M1CMorb30BaHWsA 40 MOBTOPHOroO UCCrefoBaHUS AOHOPCKOW KPOBU HA reMOTPaHCMUCCUBHbBIE UHADEKLMK;

14) "knnHMYeckoe Mcnonb3oBaHMe AOHOPCKOM KPOBU U €e KOMNOHEHTOB" - nepenvBaHue OOHOPCKOW KPOBWU
UNN €e KOMMOHEHTOB PELMMNUEHTY B niedebHbIX uensx, B TOM YUCIe CO34aHWe U XpaHeHWe 3anacoB AOHOPCKOM
KPOBU N €€ KOMMOHEHTOB;

15) "KOMMOHEHTbI KpPOBM" - COCTaBNAKLIME KPOBU (3PUTPOUMUTLI, TPOMBOLUTLI, FpaHynouuTbl, nnasma,
KpuonpeumvnuTar), B3siTble OT AOHOpa WM NPUroTOBfIEHHbIE PAa3NUYHBIMM MeTOAaMW W3 KPOBW JOHOpa W
npegHa3HavYeHHble AN KIMHUYECKOro MCNofb30BaHuUs, nMMbo AN NpovM3BOACTBA NEKapCTBEHHbIX cpeacTs, Nubo
ANs UCMNoNb30BaHUSA B Hay4YHO-UCCNeaoBaTeNnbCKMX U 06pasoBaTenbHbIX LEensx;

16) "kpoBesamellaiollmMe pacTBopbl" - BOAHblE PacTBOPbl OpraHUYEecKUX W HeopraHWYeckux BeLLecTB,
BBOAMMbIE B COCYQUCTOE Pycno Ansi Bo3MmelleHust aeduvumTta yHKUUA KPOBU U KOPPEKLUMM MaTONOrMYeckux
COCTOSIHMI OpraHn3Ma 4YeroBeka;

17) "KOHTENHEpP NONMMMEPHBIN" - eMKOCTb OOHOKPATHOrO NMPUMEHEHWS, ucnonb3yemas ans cbopa Kposu u ee
KOMMNOHEHTOB B NpoLecce AoHaUUnM 1 NocneayoLwero XpaHeHus;

18) "obpaseL, AOHOPCKON KPOBU" - YAaCTb KPOBW, B3ATOW Yy AOHOPA M NpegHa3Ha4YeHHOW AN NccrneaoBaHus;
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19) "opraHu3auum [LOHOPCTBA KPOBU U €€ KOMMOHEHTOB" - OpraHu3auum 34paBOOXPaHEHUs, Hayknm W
obpasoBaHus, a Takke UX CTPYKTYpHble noapasaeneHunsi, OCyLLEeCTBsOWne 3aroToBky, nepepaboTky, XpaHeHue,
TPaHCNOPTUPOBKY JOHOPCKOW KPOBU N €€ KOMMNOHEHTOB;

20) "naToreHHble GuonorudeckMe areHTbl" - MUKPOOPraHuM3Mbl, CMOCOOHbIE MpW MONagaHUM B OpraHu3m
YyeroBeka BbI3BaTb MH(PEKLNOHHOE COCTOSIHME;

21) "nnasma" - KOMMOHEHT KPOBW, MPEACTaBMSOWNA CODON XNOKYH 4acTb KPOBM, OCTalOLLYHCS Mnocrne
OTAENEHUS KNETOYHbIX KOMMOHEHTOB;

22) "nocTTpaHCAY3NOHHbIE OCNOXHEHUS" - niobble NOBOYHbIE SBNEHWS, CBSA3aHHbIE C NPUMEHEHWEM
AOHOPCKOW KPOBM WINN €e KOMMOHEHTOB M npenapaToB, KOTOPble MPeACcTaBhsioT Yrpo3y XWM3HW WUnu 340POBbIO
peumnneHTa;

23) "npenapaTbl KpoBM" - rneKapCTBEHHble OpPMblI OenkoB KpoBW, Monydaemble TEXHONOrMYECKMMU
MeTogamu;

24) "npoayKTbl KpOBU" - KOMMOHEHTHI M MpenapaThl KPOBMW, NpeacTaBnsowmne cobon nevyebHble cpeacTsa Ha
OCHOBE KNeTOoK nnv 6enkoB KpoBu, obnagatoLme HanpaBneHHbIMY TepaneBTUYECKUMU CBONCTBAMM;

25) "npocnexvBaeMoCTb OOHOPCKOW KPOBM M €€ KOMMOHEHTOB" - BO3MOXHOCTb YCTAaHOBMNEHWS JIMYHOCTU
OOHOpa, naeHTuduKaLmMm AOHOPCKON KPOBM M ee KOMMOHEHTOB, a Takke pe3ynbTaToB MCCrefoBaHWUi AOHOPCKOM
KPOBM M e€e KOMMOHEHTOB Ha 3Tanax ee 3aroToBKM, nepepaboTku, XpaHeHWsi, TPaHCMOPTUPOBKU, KITMHUYECKOro
NCMNOMb30BaHWA U YTUNM3aLmMmn Npyu NOMOLLM pPerncTpaummn opraHM3aumsiMm JOHOPCTBa KPOBU U €€ KOMMOHEHTOB U
neyebHbIMU y4pexXaeHNsIMN COOTBETCTBYHOLLMX AaHHbIX B YYETHbIX hopMax;

26) "pesyc-npyHagnexHocTb" - anddepeHUnpoBaHme KpoBM NO HanNu4mio B apuTpoumTax aHtureHa Rh (D);

27) "peumnueHT" - u3anyeckoe nuULO, KOTOPOMY MPOBEAEHO nepenvBaHWe OOHOPCKOW KPOBWU WnM ee
KOMMOHEHTOB;

28) "CcpoK XpaHeHWs JOHOPCKOM KPOBU U ee KOMMOHEHTOB" - NMepuog BPEMEHU, B TEYEHME KOTOPOro KPOBb
(KOMMNOHEHTBLI KPOBW) COXpaHsAeT BMONOrMYecKyto MOMHOLEHHOCTb, nedvebHyto apdekTMBHOCTL M nNpurogHa Ans
NCMOMb30BaHWs MO HA3HAYEHUIO;

29) "cTtaTyC KOMMOHEHTa KpOBU" - COCTOSIHME KOMMOHEHTa KPOBM B 3aBUCMMOCTM OT CTaguu K pesynbraTa
nccnegoBaHns obpasua JOHOPCKOW KPOBW, CBSI3AHHONO C COOTBETCTBYIOLLEW AOHAUMEN, Ha reMOTPaHCMUCCUBHbIE
NHeKUnH;

30) "TexHunyeckue cpenctsa, UCNonb3yemble B TpaHCHY3MOHHO-UHMY3MOHHOW Tepanuu" - npegmeTbl
MELMLMHCKOrO HasHa4YeHUsa (KOHTEWHEpPbl NMOSIMMEPHbIE, CUCTEMbI, YCTPOMUCTBA M MPUCNOCOONEHNsT OQHOKPATHOro
NPUMEHEHNs,, B TOM u4ucne Ans COeAMHEHUS! MNOMMMEPHbIX Marucrpanen), Ucnonb3yemble Mpu 3aroToBke,
nepepaboTKe, XpaHEHMWN, TPAHCNOPTUPOBKE, NPUMEHEHNM JOHOPCKOWM KPOBU U €€ KOMMOHEHTOB;

31) "TexHonorndeckas 3arpyska" - Konm4ecTBo nna3mbl, 06beJUHEHHOW B OOHOM EMKOCTU A5is nepepaboTku
C Llenblo NOSy4YeHNs1 KOHKPETHOrO Npenapara KpoBu;

32) "TpaHcdy3mMoHHO-NHAY3NOHHaA Tepanus" - BBeAeHMEe YeroBeKy KpOBW, KOMMOHEHTOB W npenapaTtos
KpOBWU, a Takke KpoBe3aMeLLaLwux pacTBOPOB € ne4ebHOoN Lernblo.

Il. MPABUNA MOEHTUOUKALIM OB BEKTOB
TEXHWYECKOI'O PEIYJIMPOBAHUA

9. VMpeHTndukauma OOHOPCKOM KPOBU U ee KOMMOHEHTOB OCYLLECTBISAETCA Npu MpoBeOeHUN OLEHKU UX
COOTBETCTBMSA TPebOOBaHUAM HaCTOSILLEro perrnameHta v (unu) B criyydasix, korga Heobxogumo NOATBEPXKAEHUE
OOCTOBEPHOCTU MHOPMaUUM O KOHKPETHOM [o03e (eAMHWUUE) KPOBM WKW €e KOMMOHEeHTa Nnbo KOHKPETHOM
obpasLie JOHOPCKOW KPOBK, a Takke neped nx HenocpeaCcTBEHHbIM NMPUMEHEHNEM.
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10. PesynbTathl MaeHTUGMKaLMM MNpenapaToB KPOBM U KpoBe3aMeLlLalolmx pacTBOPOB OOpMIISOTCA B
BUAE 3aKMYeHns.

11. MNpw npoBegeHnn naeHTUPUKaLMM NpenapaToB KPOBU U KpOBE3aMeLLaloLLMX pacTBOPOB NPOBOAST:

1) BM3yanbHbIi OCMOTP 00pa3LoB NpenapaToB KPOBU U KpOBE3aMeLLaLnX pacTBOPOB U X MapKUpPOBKY;
2) aHanus nHgopmauuu, coaepxallencsa B CONpoBoaUTENBHON JOKYMEHTaLMu;

3) ucnbiTaHust 06pasLOB NpenapaToB KPOBM U KpOBE3aMeLLatoLLMX pacTBOPOB (B cryyae HeobxoanmocTw).
12. peHTudurkaums 4OHOPCKON KPOBU N €e KOMNOHEHTOB BKIOYAET:

1) npoBeaeHne Heo6XoaUMBbIX UCMbITAHWIA (B Crnyyae HeobXxoauMocCTK);

2) NpoBEepKy LIeNTOCTHOCTM YNaKOBKM U COOEPKMMOrO Mo pe3ynbTaTtam BU3yasribHOro OCMOTPa;

3) cpaBHeHWe MHpopmMaunn, HaHECEHHON Ha STUKETKY KOHKPETHOW A03bl (€4NHMLbI) KPOBU MITN KOHKPETHOTO
obpa3ua [OOHOPCKOW KPOBU WM €e KOMMOHEHTOB C COOTBETCTBYWOLEW WHdOopmauveihn B COMPOBOAUTENLHON
[OKyMeHTaLuuu;

4) onpepeneHne NpUWHAANEXHOCTU uaeHTUdULMPYyeMoro obbektTa K cdepe HacTOALLEero TEXHUYECKOro
pernameHTa.

13. UpeHTudpmkaumio npenapatoB KpOBU U KpOBe3aMeLLaloLWmnX pacTBOPOB NPOBOAAT YNOMHOMOYEHHbIE Ha
npoBedeHne rocyqapCTBEHHOrO KOHTpomns (Haasopa) dedeparnbHble OpraHbl  UCMOMHUTENbHOW  BMacTw,
ocyliecTersaowmne yHKLUM NO KOHTPOMO U HaA30py B chepe AOHOPCTBA KPOBM M €€ KOMMOHEHTOB, a Takke B
cdepe 30paBoOXpaHeHus.

(B pea. NoctaHoBneHus MNpasuTtensctea P® ot 04.09.2012 N 882)

14. NgeHTudpmkaumm nognexar Bce u3genust MeOULUHCKOrO Ha3HadeHusi OL4HOKPATHOro NpUMEHeHus,
ncnonb3yemble B TpPaHCHY3MOHHO-MHY3MOHHOM Tepanuu, BKIHOYEHHble B MepevYeHb OOBLEKTOB TEXHUYECKOro
pPEerynupoBaHnst HacCTOSILLEr0o TEXHUYECKOro perfnameHTa, KOTopble BCTynaktT B HEMOCPEACTBEHHbLIA KOHTAKT C
Guonormdeckumun cpegamm (KOXHbl€ MOKPOBbI, CIM3NCTbIE, KPOBb M €€ KOMMOHEHTbI) MpU MX UCMOMb30BaHWM MO
Ha3Ha4YeHu!o.

15. VgeHTudurkaumsa ocyllectBnseTca nyteM cpaBHeHUs WHdOpMauun, MNOofyvYeHHOW npwu BU3yaribHOM
OCMOTpE COAEPXUMOro WHAMBMAYANbHOM WX TPYNMNOBOM YMAKOBKWM U3OENMN MELMULMHCKOrO HasHayeHus,
npeaHasHayeHHbIX ANd  UCNONb30BaHWSA B TPaHCKY3MOHHO-UH(Y3MOHHOM Tepanuu, N WX MapKUPOBKKU, C
WHpopMaumel o KOMMJeKTauunm M nopsigke MCMonb3oBaHMS 3TUX W3OENUin, coaepkallencs B npwuraraeMon
COMNpPOBOANTENBHON JOKYMEHTaLNN.

16. Wsgenuns  MeOMUMHCKOrO  Ha3HayeHusi  OJHOKpATHOro  MNPUMEHEHWsl,  UCMonb3yemble B
TpaHCHY3MOHHO-MHY3NOHHOW Tepanun, He 3aperncTpupoBaHHble B YCTAHOBIEHHOM nopsake B Poccuickon
depepaumun, He umeroLMEe COOTBETCTBYIOLLEA MAPKUPOBKU MMM UMEKLLME MPU3HAKM HApYLUEHUS LLeNTOCTHOCTMU
CTEPUNBHOWN YNaKoBKM, K UCNOSIb30BAHWNIO HE JOMYCKaTCS.

17. UpgenTndmkaumsa obpasyoB 4OHOPCKOW KPOBM U €e KOMIMOHEHTOB, Ha KOTOPbIX OTCYTCTBYIOT 3TUKETKN UNN
Ha 3TUKeTKe OTCYTCTBYIOT HeobxoauMble AaHHble, NpegyCMOTPEHHble MYHKTOM 62 HacTosLero TeXHW4ecKoro
perrnameHTa, He NPoBOAMUTCS.

Ill. TPEBOBAHVA K OBbEKTAM TEXHUYECKOIO PEINYJIMPOBAHUA

18. MNpenapaTtbl KPOBU M NpOLECChl UX MOMYyYEHUs1 OOIMKHbI COOTBETCTBOBATb TpeboBaHWaAM Ge3onacHoOCTH,
npefycMOTPEHHbIM 3akoHoAdaTenbCTBOM Poccuiickon denepaummn o NekapCTBEHHbIX cpeacTsax, U TpeboBaHMsaM
6e30MacHOCTM, YCTaHOBMEHHBIM HACTOSILLUM TEXHUYECKUM PErfiamMmeHTOM.

19. KpoBesamellatoline pacTBopbl, UCMOMb3yeMble B TPaHCHY3NOHHO-UH(Y3MOHHON Tepanuu, OOIDKHbI
COOTBETCTBOBaTL TpeboBaHMAM Ge3onacHOCTW, NpefyCMOTPEHHBIM 3akoHoAaTenbcTBoM Poccuickon ®enepauun
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O leKapCTBEHHbIX CpeacTBax.

20. TexHnyeckue cpeacTsa, MWCMOMNb3yeMble B TPaAHCAY3UOHHO-MHAY3MOHHOW  Tepanun, AOMMKHbI
COOTBETCTBOBAaTb TPebOOBaHUSAM, MNPeQyCMOTPEHHbIM TEXHWYECKMM perraMmeHToM o 6es3onacHocTn u3genui
MEeOMLMHCKOrO Ha3HaYeHUs.

21. Tlpoueccbl 3aroToBkM, nNepepaboTku, XpaHeHUsl, TPaHCMOPTUPOBKM, YTUIM3auMM W MPUMEHEHUs
NMPOOYKTOB KPOBW [OOMMKHbI WUCKMOYaTb BTOPUYHOE GakTepuarnbHoe 3arpsisHeHUMe [OHOPCKOW KpoBU U ee
KOMMOHEHTOB.

22. D,OHOpCKaH KPOBb N €€ KOMIMOHEHTbI, UCnolb3dyeMble AnA HenocpenCTBEHHOro BBeAEeHUA 4YernoBeKy, a
TaKkkKe Cbipbe O5nA npoun3BoacTBa npenapatoB KpOBU OOJTKHbI ObITb nony4yeHbl TOJIbKO OT AOHOPOB C y4eTOM
pe3ynbTatoB X MeanunHCKoro obcnepoBaHus.

23. Bce meauuunHckne nsgenus, npegHasHavyeHHble AN B3TUS JOHOPCKOWM KPOBU U ee KOMMOHEHTOB, ANs
nepenuBaHnsl KPOBM U ee KOMMOHEHTOB, @ Takke KpoBe3aMeHWUTernem u Apyrux TPaHCHY3MOHHLIX CPea OOSIKHbI
ObITb OIHOPA30BOro NMPUMEHEHUS.

24. Tpn HapyLleHUN FrepMETUHHOCTIN CTEPUITbHON CUCTEMBI, UCMOSb3YEMOW AN 3aroTOBKU JOHOPCKOWN KPOBU
W ee KOMMOHEHTOB, MPegyCMOTPEHHOW TEXHOMOrMenm ux 3aroToBKM, OOIMKHbI OblTb OOecneyvyeHbl YCroBwus,
UCKNIoYaLwme BTOPUYHOE 3arpsi3HEHUE KPOBM UM €€ KOMMOHEHTOB MaTOreHHbIMn GUONMOrmyeckuMm areHTamm.
[Mony4yeHHblE C MOMOLLbIO TaKMX TEXHOSMOTMYECKUX OMepauumn KOMMOHEHTblI KPOBM WCMOMb3YIOTCS B TeyeHune 24
4acos.

25. lNpwn HapyLweHn repMeTUYHOCTM CTEPUIIBHON CUCTEMbI, MCNONBb3YEMON AN1A 3arOTOBKN JOHOPCKOW KPOBM
N ee KOMMOHEHTOB, He NPedyCMOTPEHHON TEXHONOrMew WX 3aroToBKW, MPOLLECC OOSKeH ObiTb OCTaHOBIMEH, a
cucTeMa C coaepXvMMbIM A0SmKHa ObiTb YTUAM3NpoBaHa.

26. O6Gpasubl OOHOPCKOW KPOBM, B3ATble BO BpPEeMS Kaxgow JoHauuum W unaeHTuduuupoBaHHble C
nonyyYyeHHbIMW B pe3yrnbTate AoHaumm pos3amu (eguvHuuamm) KpoBM WMNW €€ KOMMOHEHTOB, AOMKHbl ObiTb
nccnegoBaHbl C  Uenbio  onpedeneHuns rpynnbl kpoBn ABO ©  pe3yc-npuvHaaneXHOCTU W MNOABEPrHyTbI
nabopaTOpHOMY KOHTPOIIO Ha Hannune Bo3byanTenemn reMoTPpaHCMUCCUBHbBIX MHMPEKL A

27. [oHopckas KpOBb W €€ KOMMOHEHTbl [OIKHbl ObiTb ©Guonmornyeckn nOMHOUEHHbI, obnagaTb
YHKUMOHaMNbHOW aKTMBHOCTbIO M nedyebHon addekTnBHOCTLIO. [MokaszaTenn Guonormveckon MOMHOLEHHOCTH,
YHKUMOHaMNbHOW aKkTUBHOCTM M nedebHon ad(PEeKTUBHOCTM [OHOPCKON KPOBM M €€ KOMMOHEHTOB OOJSIKHbI
cooTBeTCTBOBaThL TpebosaHuam cornacHo npunoxeHuto N 1. be3onacHOCTb JOHOPCKOW KPOBWU U €€ KOMMOHEHTOB
NOATBEPKAaeTCHa oTpulaTenbHbIMU pe3yrnbTataMy nabopaTopHOro KOHTPoNsA 06pasuLoB AOHOPCKON KPOBU, B3ATbIX
BO BPEMS KaXKAOW AoHaLuUK, Ha Hanvymne Bo3byanTenen reMoTPaHCMUCCUBHBIX MHADEKLNIA.

28. MNpoueccol, MCNonb3yeMble Ans 3aroTOBKM JOHOPCKOWM KPOBU U ee KOMMOHEHTOB, AOMKHbI o6ecnevnBaTb
npegynpexaeHne MexaHW4YecKoro 3aHoca B HMX MaToOreHHbIX OMOMorMyeckMx areHToB, a TakkKe COXpaHeHune
B1ONOrM4eckon NONMHOLEHHOCTH, OYHKLMOHANbHOW aKTUBHOCTU 1 nedebHon apeKTMBHOCTU JOHOPCKOM KPOBU U
€€ KOMMOHEHTOB.

29. MNpwn 3aroToBKE AOHOPCKOW KPOBM M €e KOMMOHEHTOB AOoMkHa ObiTb paspaboTtaHa n BHegpeHa cuctema
KapaHTMHU3aLUnM CBEXe3aMOpPOXKEHHOM Nna3mbl, obecneunBaroLlas ee 6e30MacHOCTb.

30. KapaHTuMHU3auua ceexe3aMOpPOXEHHOMW Mnnasmbl OCYLIeCTBNAsSeTcs Ha cpok He MeHee 180 cyTok C
MOMEHTa 3aMopaKuBaHus Npu TemnepaType Hmwke MuHyc 25 °C.

31. Tlo wucTteyeHMn cpoka KapaHTUHU3AUUU CBEXE3aMOPOXEHHOW Mna3mMbl NPOBOAMTCA MOBTOPHOE
obcnegoBaHMe COCTOSIHMS 300POBbS AOHOPA M NabopaTopHoe UccreaoBaHUe KpoBU AOHOPA C LEMNbio UCKIHYEHMS
Hanuunsi B Hel Bo3byauTenen reMoTpaHCMUCCUBHBLIX UHADEKLMIA.

32. Mpwu OTCYTCTBUM Y OHOPA NPU3HAKOB reMOTPaHCMUCCUBHBIX UHDEKLMIA B NEPUOL, B TEYEHNE KOTOPOrO
ocyLlecTBNANack kapaHTUHU3aUMsA 3aMOPOXKEHHON Nasmbl, NOSyYeHHON OT 3TOro AOHOPA, U OTCYTCTBUM B KPOBWU
JoHopa MO WUCTeYeHUM  cpoka  KapaHTUHW3AUMM  CBEXe3aMOPOXEHHOW  nnasmbl  Bo3GyauTenen

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 7 ns 24

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/

MocTtaHoBneHue MNpaButensctea PP ot 26.01.2010 N 29
(pea. ot 04.09.2012)
"O6 yTBEpXOEHUM TEXHUYECKOTO pernameHTa o Tpebosa...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 13.04.2018

reMOTPaHCMUCCUBHBIX MHEKUUA CBEXE3aMOPOXeHHas Nnasma Bblgaetcs Ans NevyebHOro npuMeHeHust unu
nony4YeHus NekapcTBEHHbLIX NpenapaToB.

33. MNpu nocTynneHun B OpraHn3aumio JOHOPCTBA KPOBU M €€ KOMMOHEHTOB MHGOPMAaL MK O BbISIBIEHWUMN Y
OOHOpa B Nepvof KapaHTUHM3auWW CBEXEe3aMOPOXEHHOW Mna3mMbl FeMOTPAHCMUCCUBHBIX WHAEKLMIA UNn Mnpu
obHapyXeHun B KpoBM [AOHOpa BO3byguTenerl remMoTPaHCMUCCUMBHBIX WHMEKUUA MO MWCTEYEHUM Cpoka
KapaHTMHU3aLMKN CBEXEe3aMOpOXeHHas nnasma, 3aroToBfeHHas OT 3TOro JOHOpa, U30NUPYeTCs U yTUIM3npyeTcs
¢ 0bsizaTenbHOM pernctpaumnen aTon npoLeaypsbi.

34. B cnyyae HesiBkKM OoHOpa Ans MOBTOPHOro obcnefoBaHMsl MO UCTEYEHUM YCTAHOBMEHHOrO Cpoka
KapaHTMHHOIO XpaHeHMWs1 CBEXEe3aMOPOXXEHHOW MNa3Mbl CBEXE3aMOPOXEHHas nnasma MoxXeT OblTb NCMONb30BaHa
ONsl MPOM3BOACTBA MpenapatoB KPOBM MMM MEPENMBAHUSA PELMNNEHTY MPU YCIOBUMM MHAKTUBALUM NaTOrEHHbIX
G1onorMyecknx areHToB.

35. He cooteetcTBylolMe TpebGoBaHUsIM 6e30MacHOCTM MMM HEeUCNorb3oBaHHblIE OOHOPCKasi KpOBb M ee
KOMMOHEHTbI U30NUPYIOTCS M MOABEpPralTCcs yTUnmMsaumm, Bkrodatolen obessapaxmnsaHme Ae3nHMULMPYOLWUMK
pacTBopaMu Unn NpPUMeEHEHUE PU3NYECKUX METOOOB Ae3VMHMEKLMN C NMOoMOLLbo 06opyOoBaHUsl, paspeLleHHoro
AN 9TUX Lenel B yCTAaHOBNEHHOM MOPSIAKE, a Takke yaaneHne o6pas3oBaBLUMXCS OTXOO0B.

36. Jonyckaetca nepefjaya OOHOPCKOM KPOBM UMM €€ KOMMOHEHTOB, HE COOTBETCTBYIOLLMX TpeboBaHUAM
6e30nacHOCTM WM HEeUCNOoNb30BaHHbIX, paspaboTuMkam  (Hay4YHO-MCCReaoBaTeNbCKUM  OpraHM3auusam
COOTBETCTBYHOLLEro Npodunsl) n (Mnm) NPon3BoAUTENSAM ANArHOCTUYECKMX NpenapaTos.

37. TlpuHATME pelleHnss O TrOAHOCTM [OHOPCKOW KPOBM M €€ KOMMOHEHTOB AN NepenuBaHus
OCYLLECTBNAETCA OTBETCTBEHHbIM JIMLLOM OpraHu3auuyM [OHOPCTBA KPOBW U €€ KOMMOHEHTOB, Ha3HAYeHHbIM B
aAMUHUCTPaTMBHOM MOPSKE.

38. PelueHre o0 rogHoCTV ANs NepenuBaHus Kaxkaon [03bl (eAVHWLbBI) JOHOPCKON KPOBU U €e KOMMOHEHTa
NPUHUMAaETCH TOMbKO MOCne 3aBepLUeHns ee nepepaboTku C y4eTOM Pe3ynbTaToB NabopaTopHOro KOHTPONs.

39. XpaHeHune n TpaHCNOPTUPOBKY LOHOPCKOW KPOBU M €€ KOMMOHEHTOB Heo6XOooMMO OCYLLECTBMATb Npu
YCINOBUSAX KOHTPOMsi TemnepaTypbl BHYTPU 0O0pyaoBaHMS, B KOTOPOM XpaHATCHA (TPaHCMOpTUMPYHOTCH) AOHOPCKas
KPOBb M €€ KOMMOHEHTbI. TeMnepaTtypa XpaHeHUsl LOHOPCKOW KPOBU PerucTpupyeTcst He pexe 2 pa3 B cyTku. Ha
BCEX aTanax XpaHEeHUs MU TPaHCMNOPTMPOBKN OOHOPCKOW KPOBU M €e KOMMOHEHTOB [O0SkHa ObiTb obecneveHa ux
3aliMTa OT MEXaHNYECKOro NMOBPEXAEHUS.

XpaHeHne [OHOPCKOW KpOBM U €€ KOMMOHEHTOB [OMKHO ObiTb pasgenbHbiM B 3aBUCMMOCTM  OT
HaMMEHOBaHWS KOMMOHEHTa KPOBM, a Takke cTaTyca KOMMOHEHTa KpoBM, rpynnbl kpoBu ABO u
pe3yc-npuHaanexHoCcTu.

,D,OHOpCKaFI KPpOBb N €€ KOMMOHEHTbl And ayTonorquoﬁ Tpchcbysvm XpaHATCA OTAESIbHO OT OCTallbHbIX
KOMMNOHEHTOB KPOBMW.

40. MNpwn 3aroToBKEe AOHOPCKOW KPOBU M €e KOMMOHEHTOB 0BecneyvmBaloTcs YCroBUS XpaHeHWUs JOHOPCKOM
KPOBM M €e KOMIMOHEHTOB B COOTBETCTBMU C TPeBoBaHUAMN CornacHo npunoxeHuto N 2.

41. OaHHble 0 OOHOpax KpOBWU M ee KOMMOHEHTOB, NMpoueaypax U ornepauusix, BbINOMHAEMbIX Ha aTanax
3aroToBkMW, NepepaboTku, XpaHeHWs1 JOHOPCKOWM KPOBM U €€ KOMMOHEHTOB, @ Takke O pe3dynbTaTax UCCrnefoBaHus
[OHOPCKOM KPOBM WM €€ KOMMOHEHTOB PErncTpupyroTcsl Ha OyMaXHOM W (MNnn) SNEKTPOHHOM HOCUTENSsX.
PeructpaunoHHble gaHHble XpaHaTcs B TedeHne 30 ner.

42. B uensax obecneyeHnss 6€30MacHOCTU JOHOPCKOM KPOBU N €€ KOMIMOHEHTOB AeATENbHOCTbL OpraHu3aunim
JOHOpPCTBa KPOBM N €e KOMMOHEHTOB MO 3aroToBKe, NepepaboTke, XPaHEHUIO U TPaHCMNOPTUPOBKE AOHOPCKOM
KPOBM M €€ KOMMOHEHTOB JOKHA OCYLLECTBIATLCA B COOTBETCTBMU C MpaBunamm cornacHo npunoxexumio N 3.

43. Mpu nonyyeHun opraHu3aumen [OHOPCTBA KPOBUM U €€ KOMMOHEHTOB WHGOPMauuM O BO3MOXHOM
3apaXeHUn peumnueHTa reMoTPaHCMUCCUBHBIMU UHAEKUMAMN HEODXOAUMO YCTaHOBWUTL AOHOpa (4OHOPOB), OT
KOTOPOro MOFMO NPOU3ONTU 3apaxXeHne, U NPUHATbL Mepbl ANS NPeaoTBpaLLeHUS NCNONb30BaHNSI JOHOPCKOW KPOBWU

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 8 n3 24

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/

MocTtaHoBneHue MNpaButensctea PP ot 26.01.2010 N 29
(pea. ot 04.09.2012)
"O6 yTBEpXOEHUM TEXHUYECKOTO pernameHTa o Tpebosa...

[okymeHT npegoctasneH KoHcynbTaHTlnoc
[ata coxpaHeHusi: 13.04.2018

UNN ee KOMMOHEHTOB, NOJTYYEHHbIX OT 3TOro AoHOpa (AOHOPOB).

44. B cny4ae, npegyCMOTPEHHOM MYyHKTOM 43 HacCTOSILLEro TEXHUYECKOro pernaMeHTa, NpoBoAUTCS aHanu3
npedbligylwimx cryyvyaeB AoHauui 3a nepuog He MeHee 6 MecsueB, MpealwecTBYOLWMX MNOCMAegHen AoHauuu,
MOBTOPHO aHanu3vMpyeTcs AOKyMeHTauus, a opraHusauus, ocyllecTensiowas nepepaboTky Kposu (nnasmbl),
OLeHMBaeT HeoBXo0AMMOCTb OT3biBa M3rOTOBMEHHbIX NPOAYKTOB KPOBW, NPMHNMAas BO BHUMaHue Bug 3abonesaHus,
WHTepBan BpEMEeHU MexXAay AoOHaLMEN N uccrnegoBaHneM KpoBU U XapakTepucTuKy NpoaykTa.

45. PesynbTaTbl UCCNeaoBaHWA UCXOOHOW KpoBY (MNnasmbl), MpOBeAEeHHbIX OpraHn3aLmen JOHOPCTBa KPoBU
W ee KOMMOHEHTOB, [OOKYMEHTanbHO O(OPMASTCA M B MUCbMEHHOM BMAE MNepefarnTcs opraHmsaumu,
ocyLLecTBRsioWEen nepepaboTKy KpOBU (Niasmbl).

46. OpraHu3aumsa [JOHOPCTBA KPOBM U €€ KOMMOHEHTOB MUCbMEHHO WHMOPMUPYET OpraHu3auuio,
OCYLLECTBNAIOLLY0 NepepaboTKy KpoBU (Nnasmebl), B Criyyasx:

1) BbiABINEHUA Yy JOHOpa reMoTpaHCMUCCUBHbIX I/IHd)GKLI,I/IVI, BbI3BaHHbLIX U3BECTHbIMA HA MOMEHT 3aroToBKU
KpoBu NaTtoreHHbIMun BMONOrMYecKMMn areHTamu;

2) BbISIBNEHUs BO3GYyANTENEN reMOTPaHCMUCCUBHBIX MHAPEKLWIA B JOHOPCKOW KpoBU (Mnasme);

3) BbIBNEHWs  HapyweHun npouedypbl  WUCCregoBaHUs  KPOBWM  Ha  Hamuuve  Bo3bygutenen
reMoTPpaHCMUCCUBHbBIX UH(EKLMIA.

47. TMpn nepepaboTke nNnas3Mbl Ans MOMyYeHUs MNpenapaTtoB KpoBW HeobxoouMo uccredoBaTb nNnasmy,
00bEeAMHEHHYIO B TEXHONOMMYECKYHO 3arpy3ky, Ha Hanuune Bo3dyauTenein reMoTpaHCMUCCUBHBIX MHAPEKLNIA.

48. B cnyyasx BbiBrieHWs B nnasMe, ob6bedVMHEHHOW B TEXHONOTMYECKYI 3arpysky Ans nonyvyeHus
npenapaToB KpoBW, BO3OyanTENen reMOTPaHCMUCCUBHBIX MHAEKUMA Nnasma He MOoXeT ObITb UCnonb3oBaHa Ans
NPUroTOBNEHUS NpenapaToB 1 YyTUIM3NPYeTCs, a MHopMaLnsa O pesynbTaTtax UccrnegoBaHUs nnasMbl MMCbMEHHO
nepegaeTcs B OpraHu3aumio JOHOPCTBA KPOBM U €e KOMMOHEHTOB, B KOTOPOW Oblna oCcyLeCTBeHa 3aroToBKa 3TOM
KpoBu (Nnasmbl).

49. B npouecce nony4yeHUss npenapatoB KPOBM AOSMKHA OblTb NMpeaycMOTpeHa WMHaKTMBaLWUS NaTOreHHbIX
OMOoNOrnyecknx areHToB.

50. KoMnoHeHTbl KpoBW, NOABEPrHyThle 06paboTke NO MHAKTUBaLUM NaTOreHHbIX GMONOrMyecknx areHTos,
Heob6X0AMMO M30MMpoBaTb OT KOMMOHEHTOB KPOBW, HE NOABEPrHYThIX Takon o6paboTke.

51. Obpasubl Kaxxgon 3arpy3kv nnasmbl XpaHATCS Npu TeMmnepartype Huke MuHyc 25 °C He MeHee OfHOro
roga nocrne OKOHYaHMS CpoKa XpaHeHUs MNpPOAYKTa KPOBM, WUMEKLEro Haubornee npOAOIHKUTENbHBIN CPOK
XpaHeHus.

52. KpoBb (nnasma) u npogykThl, obpasyoLlumeca B npolecce nx nepepaboTku, 3arpsi3HEHHbIE NaTOreHHbIMU
Ouonorvdeckummn  areHTamu, NOAnexaT yTunu3aumm u  00s3aTenbHOM perncTpauum  3TOWM  Mpoueaypbl
opraHu3auuen, ocyllecTBnswlwen nepepaboTky KpoBu (nnasmbl), NOCPEACTBOM BHECEHWUS COOTBETCTBYHOLLMX
3anMcen B YYeTHO-PErMcTpauuMoHHY0 AOKYMeHTauuio no ¢opmam, YCTaHOBMeHHbIM dedepanbHbiM OpraHom
MCMOMHUTENbHOW  BRacTW, OCYWECTBASAWMM  QyHKUuMM no  BblpaboTke rocygapCTBEHHON MOMUTUMKA 1
HOpMaTUBHO-NPaBOBOMY PErynMpoBaHuIo B cdhepe 34paBOOXPaHEHUS.

(B pea. NoctaHoBneHus MNpasuTtensctea P® ot 04.09.2012 N 882)

53. 3anpeluaetcss nNpuMMEHeHWe [OHOPCKOM KPOBM U €€ KOMMOHEHTOB, npenapaToB KpPOBM U
KpoBe3aMeLlLaloLLMX PacTBOPOB C UCTEKLLIMM CPOKOM rOHOCTH.

54. TexHudyeckne CpencTBa, WCMNOMb3yemble B TpPaHCAY3MOHHO-MH(Y3MOHHOW Tepanun, OOSKHbl ObiTb
paspeLleHbl K MPUMEHEHMIO B NOPSIAKE, YCTAHOBNEHHOM 3akoHogaTeNnbCTBOM Poccunckon ®enepauun.

55. KoHTeWHepbl nonvMepHble, CUCTEMbI U YCTPOMCTBA [Afs nNepenuBaHWs [OOHOPCKOW KPOBUM U ee
KOMMOHEHTOB AOMKHbl ObITb MApKNPOBaHbI.
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MapkmpoBka MOTPeOUTENbCKOW Tapbl KOHTEWHEPOB MONIMMEPHBLIX, CUCTEM M YCTPOWCTB [AOMMKHa OblTb
ycTOMuYMBa K BO3OENCTBMIO BHELIHWX AKTOpOB B MPOLIECCE CTEpUnU3auuM, XpaHeHusl, peanusauum u
NpUMEHEeHUs.

56. [Ina KoHTakTa C MPOAYKTaMu KPOBWU UCMOMb3YKTCS KOHTEMHEpPbl NOMMMEpPHbIE, a TakkKe CUCTEMbl U
YyCTPOWCTBa AN BBEAEHUS JOHOPCKOM KPOBW, €€ KOMMOHEHTOB, NpenapaTtoB M KpoBe3aMellaloWwmnx pacTBOpOB,
KOTOpble OOIMKHbI OblTb M3roTOBMEHbI M3 MaTepuarnoB, paspeLleHHbIX AfS KOHTakTa C NpoAaykTamu KpoBw
deneparnbHbiM OPraHOM MUCMOMHUTENBHOM BNACTW, OCYLLECTBASOLWUM (PYHKLMM MO KOHTPOMO U HaA30py B cdepe
34paBoOXpaHeHNs B NOPsiAKe, YCTaHOBNEHHOM 3akoHogaTenscTBOM Poccumnckon ®enepauun.

(B pea. NoctaHoBneHus MNpasutensctea P® ot 04.09.2012 N 882)

57. Heobxoanmo obecneyvnTb COXpaHeEHME CTEPUITbHOCTM KOHTENHEPOB NOSNIMMEPHbIX, CUCTEM ANsi BBEAEHUS
KPOBU U €€ KOMMOHEHTOB, MNpernapaTtoB M KpoBe3aMelLalwwmux pacTBOPOB, a Takke [ApyrMx YCTPOWCTB
OOHOKPaTHOrO NPUMEHEHNS B TEYEHUE BCEMO YCTAaHOBIEHHOIO CPOKa XpaHEeHMs.

58. MNpu LEeHTPUDYTMPOBAHNN KOHTENHEPBI MONIMMEPHbIE AOMKHBI 0b6ecneynBaTe BO3MOXHOCTbL paboTel 6e3
HapyLeHns 3aMKHYTOW repMeTuYHOM cucTembl. KOHTEMHepbl NonMMepHblie AOMKHbI NMO3BOMATb MOLACOEAWHSATH
YCTPOWCTBA, rapaHTMpyloLiMe COXpaHEeHWe CTEePUIIbHOCTU KPOBM M €€ KOMMOHEHTOB, a Takke obecneumBatb
YHKUMOHANbHYI0 COBMECTMMOCTb C YCTPOWCTBOM NSl NMepenvBaHusi JOHOPCKOM KPOBW M €€ KOMMOHEHTOB U3
KOHTENHepa.

59. MNpu NpoBeaeHUN YCTaHOBMEHHbIX Mpoueayp nepepaboTKM AOHOPCKOW KPOBM MPOYHOCTb MaTepuanoB
KOHTENHEePOB MONMMMEPHbIX, COEANHUTENbHBIX LUIBOB, MPUMEHAEMbIX 3NIEMEHTOB M Y3MNoB A0MKHa obecnevvBaTth
LIeNOCTHOCTb UX KOHCTPYKLIUK.

60. Kaxxgaa nosa (egmHuua) KpoBU M ee KOMMOHEHTa, NpedHasHayeHHas Ons OThycka M3 opraHusauuu
[IOHOPCTBa KPOBM W €€ KOMMOHEHTOB, [OOMMKHA MMETb MapkuMpoBKy. MapKMpOoBKY [OHOPCKOW KpOBM U ee
KOMMOHEHTOB HEOOXOAMMO OCYLLECTBNSATL C YH4ETOM pe3ynbTaToB labopaToOpHOro KOHTPONS.

61. MapKknpoBKy roToBoi NpoayKLun NPOBOASAT C NMOMOLLH 3TUKETOK. ATUKETKA rOTOBOM NPOAYKLUMW AOIHKHA
MUMETb YeTKME BU3yarbHbIe OTMNYNA OT UHBIX 3TUKETOK, COXPAHSATLCA B TeUYEeHWe BCEro Cpoka rogqHoCTV 1 Npu Beex
pexuMax XpaHeHUs 1 UCMOMb30BaHUA eauHULLI TOTOBOM NMPOAYKLMKM, a MHGOPMaLUs, NpuBedeHHas Ha 3TUKETKE,
[0IKHA OCTaBaTbCs NErko YMTaemMon.

62. HaHeceHHas Ha 93TMKeTKYy WHJOpMauusi O TOTOBOW MPOAYKUMM [OIbKHa codepaTb creaylolune
cBedeHus:

1) HaMmMeHoBaHVe opraHu3aumn JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;

2) naeHTnMKaLNOHHBLIN HOMEP OOHaLUWUW;

3) rpynna kposu ABO 1 pesyc-npuHaanexHocTb;

4) paTta goHauuu;

5) gaTa OKOHYaHWA CPOKa XpPaHEHUS;

6) HaMmeHoBaHWe N 06beM aHTUKoarynsHTa u (Mnun) 4Ob6aBoYHOIro pacTBoOpPa;

7) HaMeHOBaHNE KOMMOHEHTA KPOBY;

8) 06BbeM nnm macca KpoBu Nnbdo KOMMOHEHTA KPOBMY;

9) TemnepaTypHbIE YCIOBUSI XPaHEHUS;

10) ykazaHue Ha JONoNHUTENbHYI 06paboTky (0bnyyeHne, uUNbTpaLmIo, MHaKTUBALIMIO).

63. [loHOpckasi KPOBb M €€ KOMMOHEHTbl AN ayTONIONMYHOW TpaHCy3un AOSMKHbI MMETb MAapKMPOBKY
"TONbKO ANs ayTONOrMYyHON TpaHcdy3mun" ¢ ykasaHnem aMmunmm, UMeHu, oT4eCTBa U AaTbl POXAEHUs nuua, Ans
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KOTOpPOro npeaHa3HavyeHa JOHOPCKadA KPpOBb UMK €€ KOMIMOHEHTDI.

64. Mapk1MpoBKa OOHOPCKOW KPOBW MU €€ KOMMOHEHTOB AOJMKHA COXPaHATLCS B TEYEHME CPOKa MX XpaHEeHUsI
npu Bcex metogax obpaboTKu.

65. HaHeceHne MapKMpOBKM FOTOBOWM NPOOYKLMN OO0 OKOHYaHUSA BCEX CTagui nepepaboTku n uccnegoBaHun
He gonyckaeTcs.

66. Ha mapkupoBke obopyaoBaHusi, B KOTOPOM XpPaHUTCA AOHOPCKasi KPOBb U €e KOMMNOHEHTHI, YKa3blBaeTCs
HauMeHOBaHME KOMMOHEHTA KPOBMW, CTaTyC KOMMOHEHTa KpoBu, rpynna kposu ABO 1 pe3yc-npuHaanexHocTb.

67. Bca HeobxoauMas ansa notpeéutens nHgopmaumsa o IOHOPCKOM KPOBM U ee KOMMOHEHTax AoIkHa ObiTh
npeacTaBrieHa Ha 3TUKETKax KOHTEWHEepOB, CoAep)XalUuX AOHOPCKYD KPOBb WMM €e KOMMOHEHTbl, a Takke B
ConpoBOANTENbHbBIX JOKYMEHTAX.

IV. OLULEHKA COOTBETCTBUA

68. OueHka COOTBETCTBMS MpenapaTtoB KpoBM W KpoBesaMellalolmx pacTBOpoB TpeboBaHMsIM
6e30nNacHOCTUN KPOBM 1 ee KOMIMOHEHTOB OCYLLIECTBNAETCS B (DOPME rocyaapCTBEHHOIO KOHTPONs (Haasopa).

69. locymapcTBeHHbIN KOHTPOMb (Hag3op) 3a cobniogeHnem TpeboBaHUA HACTOALEro TeXHWYEeCKoro
pernamMeHTa OCyLeCcTBnsAeTcs B cooTBeTcTBUM ¢ PefeparnbHbiM 3akoHoM "O 3awmTe npas HpUaNYecknx nuy u
WHAMBMAOYaANbHbIX NpeanpuHMMaTene npuv  OCYLUECTBIEHWM TOCyAdapCTBEHHOrO KOHTponsa (Hagsopa) w
MYHULMMNANbHOIO KOHTpOns" B nopsgke, yCTaHOBMEHHOM beaepanbHbIM OpraHoOM WCMONHUTENbBHON BRacTMy,
OCyLeCTBAAOWMM  (byHKUMM N0 BbIpaboTke roCyaapCTBEHHOW MOMAWTUKA W HOPMaTUBHO-MPaBOBOMY
perynupoBaHuio B cdepe 34paBoOXpaHeHus.

(B pea. NoctaHoBneHus MNpasuTtensctea PP ot 04.09.2012 N 882)

70. TocymapcTBeHHbI KOHTpONb (Hags3op) 3a cobnogeHnem TpeGoBaHWU HACTOSLLEro TEXHWYECKOro
pernaMeHTa ocyLlecTBnseTcs eaepansHbiM OpraHoM UCMOSHUTENBHOWM BNacTu, OCYLLECTBAAWMM PYHKLMK MO
KOHTPOIO U Haa3opy B cchepe AOHOPCTBA KPOBU U €€ KOMMOHEHTOB.

71. Tpwn ocywecTBNEHUN rocyaapCTBEHHOTO KOHTPONS (Haasopa) 3a cobnogeHnem TpeboBaHni HacToALLErO
TEXHMYECKOTO pernameHTa eaeparnbHbli opraH WCMOMHWUTENBHOW BMacTW, OCYLLECTBASIOWMA YHKUUM NO
KOHTPOMNO M Hagsopy B cdpepe AOHOPCTBA KPOBU U €e KOMMOHEHTOB, PErncTpupyeT MOCTTpaHCy3UOHHbIE
OCIOXHEHUS B Mopsiake, YCTaHOBINEHHOM deaepanbHbiM OpraHoOM WCMONMHUTENbBHOW BRacTu, OCYLLECTBASOLIMM
dyHKUMM N0 BblpaboOTKe rOCY4apCTBEHHOW MOMUTUKM UM HOPMAaTUBHO-NMPABOBOMY pErynupoBaHuio B cdepe
30paBOOXpaHeHus.

72. Tpn NpMMeHeHMn OOHOPCKOW KPOBM M €e KOMMOHEHTOB Afs nepenvBaHus peuunueHTam nHdopmaums
060 Bcex cnyyasix pasBUTUS MNOCTTPAHCY3MOHHBIX OCMOXHEHU nepegaeTcd B dedepasnbHbli  opraH
NCMNOSTHUTENBHOW BNacTW, OCYLLECTBNSAOLWNA DYHKUMM NO KOHTPOMO M HaAs3opy B cdepe AOHOPCTBa KPOBU U ee
KOMMOHEHTOB U OpraHn3auuio JOHOPCTBA KPOBU U €€ KOMIMOHEHTOB.

73. B cnyyasix BbiSIBIiEHUs1 Y JOHOPa KPOBM U €€ KOMMOHEHTOB reMOTPaHCMUCCUBHBIX MHEKLIMIA, BbI3BaHHbIX
M3BECTHBIMW HA MOMEHT 3arOTOBKM KPOBW MATOr€HHbIMU GMOMOrMYEeCKUMM areHTamu, BbISIBNIEHUS] B JOHOPCKOM
KPOBM WM KOMMOHEHTaxX KpOBM MaTOreHHbIX Ouorornyeckux areHToB, B TOM 4ucrne Bo3Gygutenen
reMOTPaHCMUCCUBHBIX MH(DEKLMIA, BbISBNEHUS HAapyLLEeHWUiA npoLeaypbl UCCriefoBaHNs KPOBM U e KOMMOHEHTOB Ha
HanuyMe naToreHHbIX BMONOrMYEecKMX areHToB, B TOM 4Yucrie Bo3GyauTenei reMoTpaHCMUCCUBHBIX MHMpeKuui, a
Takke HapyLueHWi npoueaypbl naeHTUdMKauum rpynnbl kposu ABO 1 pesyc-npuHaaneXxHocTM Heo6xoammo:

1) He3amMeannTernbHO NPpUHATbL Mepbl NO U3BATUIO ,D,OHOpCKOI7I KpoBU N ee KOMMOHEeHTOB U3 O6paLIJ,eHVIF| n
OT3bIBY UX U3 OpFaHI/I3aLLVIl7I, npUMeHALWNX JOHOPCKYHO KPOBb 1 €€ KOMMOHEHThI;

2) npouHdopmnpoBaTb dedepanbHble OpraHbl UCMOMHUTENBHOW BRAacTU, YNOMHOMOYEHHbIE OCYLLIECTBNSATh
rocy4apCTBEHHbIN KOHTPOINb (Haa3op) B cpepe JOHOPCTBA KPOBU M €€ KOMIMOHEHTOB.

KOHcyanaHTI'Imoc www.consultant.ru CtpaHuua 11 n3 24

HageXHasa npaBoBas noaaepXxka


http://www.consultant.ru/
http://www.consultant.ru/
consultantplus://offline/ref=E6E856149F573F7900C36613A87B956FD020F7497EE82D573B875FC62C0492140784E1E3D6D0CD63zDq0E
consultantplus://offline/ref=E6E856149F573F7900C36613A87B956FD320F5487FE32D573B875FC62Cz0q4E
consultantplus://offline/ref=E6E856149F573F7900C36613A87B956FD024F04175E22D573B875FC62C0492140784E1E3D6D0CF61zDqBE

MocTtaHoBneHue MNpaButensctea PP ot 26.01.2010 N 29
(pen. oT 04.09.2012) [okymeHT npegoctasneH KoHcynbTaHTlnoc

"O6 yTBEpXOEHUM TEXHUYECKOTO pernameHTa o Tpebosa... Rara coxpanerus: 13.04.2018

Mpunoxexue N 1

K TEXHNYECKOMY pErfiameHTy

0 TpeboBaHusAx 6e30MacHOCTM KPOBMY,

ee NpoayKTOB, KpOBEe3aMeLLatoLLIMX pacTBOPOB
N TEXHUYECKUX CPEACTB, UCTMOMb3yeMbIX

B TpaHCHY3NOHHO-MHPY3NOHHON Tepanumn

NMEPEYEHb
MOKA3ATENEW BMONOMMYECKOW NOIHOLEEHHOCTW, ®YHKLIMOHANBHON
AKTUBHOCTW W NEYEBHOW 3®PEKTUBHOCTW JOHOPCKOMN
KPOBU N EE KOMIMNOHEHTOB

[IpuemiieMsle xXapaKTepPUCTUKN

1. KpoBb KOHCEPBMPOBAHHAaSA
Ob6beM 450 mmnunnuTpoB +/- 10 npoueHTOB obbema 6e3
AHTUKOAT'YJIAHTA (HeC’I‘aH,HapTHaH JOHaum4g
MapKMUPyeTCsa COOTBETCTBYKUMM OOpPa30M)
T'eMoTJI06MH He MeHee 45 TpaMMOB B Ho3e

TemMONIM3 B KOHLEe XPaHEeHUS He Oojiee 0,8 mnpolLeHTa 2PUTPOLUTOB

2. OPUTPOLMUTH (3pUTPOLMTHAsS Macca)

O6BeM 280 +/- 50 MMWILIMIMTPOB

T'eMaTOKPUT or 0,65 mo 0,75

T'eMoTJI06MH He MeHee 45 TpaMMOB B Ho3e
TemMONIM3 B KOHLIe XPaHEHUS He Oojiee 0,8 mnpouLeHTa 2PUTPOLUTOB

3. OpPUTPOLUMUTHE C yHAJIEHHBIM JIEMKOTPOMOOLMTAPHEM CJOEM
(spUTpPOLMTHAS MaccCa C yHaJIeHHBEM JIEMKOTPOMOOLMTAaPHEIM CJIOEM)

OBBeM 250 +/- 50 MWILIMIMTPOB
T'emaTOKpPUT or 0,65 mo 0,75
T'eMOTJIOOMH He MeHee 43 TpaMMOB B HO3€
9
KonmuecTBO JemkouuToB <1> He Bojyee 1,2 x 10 B mose
TemMONIM3 B KOHLE XPAaHEHUSI He Oojee 0,8 mnpoueHTa PPUTPOLUTOB

4. SpUTPOLMUTE B NOOABOYHOM PACTBOPE (JPUTPOLMUTHAS B3BECH)

Ob6weM onpernejidercHd MCHOJ’IBBY@MOVI cucTeMoun
T'eMaTOKPUT or 0,5 mo 0,7
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T'eMOTJIOOUH He MeHee 45 rpaMMOB B [o3e
T'eMONIM3 B KOHLE XpPaHeHUS He ©OoJee 0,8 mpoleHTa 2PUTPOLUUTOB

5. SpurpouuTsl B DoOaBOUHOM PAaCTBOPEe C yIOaJIeHHBEIM JIEMKOTPOMOOLUTAPHEM
cJioeM (DPUTPOLMTHAS B3BECh C YHOAJIEHHBIM JIEMKOTPOMOOLMTAPHEM CJIOEM)

06BeMm onpenesyigseTCcsa MUCIOJIb3yeMOY CHUCTEMOM
T'eMaTOKPUT or 0,5 mo 0,7
T'eMOTJIOOMH He MeHee 43 TpPaMMOB B OO3e
9
KonmmuecTBO JIeMKOLUMUTOB <1> He OoJjee 1,2 x 10 B mose
TeMONIM3 B KOHLE XPaHEHUI He Oojiee 0,8 NpoLEeHTa ZDPUTPOLUTOB

6. OTMEITEIE 2PUTPOLMUTH (2PUTPOLMTE OTMBITHE )

O6bem onpenesyseTcs MCIOJb3YyeMOM CUCTEeMON
T'eMaTOKPUT or 0,65 mo 0,75

T'eMOTJIOOMH He MeHee 40 rpaMMOB B HO3e

TeMONIM3 B KOHLE XPaHEHUI He Oojiee 0,8 NpoLEeHTa 2PPUTPOLUTOB

KommuuecTBO Oejyika B KOHeuHOM He 6osiee 0,5 rpamma B nosze <2>
HaOOCaOoOYHOM XMIKOCTHU

7. OpurpoumnTh, OOeIHEHHBE JIeMKOLMTaMM B HJOOABOUYHOM pacTBOpPE
(spUTPOLMTHAS B3BeChb, OOeIHEeHHAas JIEMKOLMTaMM)

O0b6BeMm onpenesyigseTCcsa MCIOJIb3yeMOM CHUCTEMOM
T'emaTOKpPUT or 0,5 mo 0,7
6
KommuecTBO JIEMKOUMTOB <3> He Oojyiee 1 x 10 B mose
TemoTJ100MH He MeHee 40 rpaMMOB B HO3€
TemMOoNIM3 B KOHLle XPaHEHUSI He Oojiee 0,8 mnpouLeHTa 2PUTPOLUTOB

8. KPMOKOHCEPBMPOBAaHHLE SPUTPOLMTEL
(spUTpPOLMTHAS B3BEeCb, Pa3MOPOXEHHAS M OTMEITAS)

ObbeM He MeHee 185 MUINIMIMTPOB
T'eMaTOKPUT or 0,65 mo 0,75
T'emorJi006MH mMeHee 0,2 rpaMMa B Ioze

(HagmocapmouyHasa XMIOIKOCTB) <4>

T'eMOTJIOOMH He MeHee 36 I'paMMOB B HO3e
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OCMOJIAPHOCTb He MmeHee 340 MMIIMOCMOJIEM Ha JIUTP
9

KonmmuecTBO JIeMKOLUUTOB <1> He bojee 0,1 x 10 B mose

CTepmJIbHOCTH CTEPUJIIBHO

9. SpPUTPOLUMTE, IOJIydyeHHEIE MeTOoIoM abepesa
(PpUTPOLUMTHAA Macca WM DPUTPOLMTHAS B3BECh,
IOJIydeHHEe MeTonoM adepesa)

06BeMm omnpenesyigseTCcsa MCIOJIb3YyeMOM CUCTEMOM
T'eMaTOKPUT or 0,65 mo 0,75
TeMaToKpUT (ecnmu mobaBJeH or 0,5 mo 0,7

B3BeMBaUMY PacTBOP)

T'eMOTJIOOMH He MeHee 40 rpaMMOB B HO3e
6

KonmmuecTtBO JeMkolLUMTOB (ecnu He OBojee 1 x 10 B mose

obemHeH JemMkoLMTaMm) <3>

TemMONIM3 B KOHLle XPaHEeHUS He OoJiee 0,8 mnpolLeHTa 2PUTPOLUTOB

10. TpoMOOLMTEl, BOCCTAHOBJIEHHEIE M3 IO3E KPOBU
(TPOMOOLIMTHEIM KOHLEHTPpAT M3 HOO3H KPOBU)

ObBeM He MeHee 40 MUIIMIUTPOB
9
TpoMBoumuTe <1> He MeHee 60 x 10 (PKBMBAJIEHT OHHOM IO3BL
KPOBM)

KonmnuecTBO JEMKOLUUTOB <1>
(mo ymajeHus JIEMKOLMTOB) :

9
3 oboTrameHHOM He Oojee 0,2 x 10 (PKBMBAJIEHT OOHOM IOS3H
TpoMOOUUTaMM I1J1a3MbL KPOBU)
9
n3 JIEMKOTPOMOOCIIOSA He 6BoJjgee 0,05 x 10 (PKBMBAJIEHT OIHOM HOOS3H
KPOBM)
6
KonmuecTBO JIEeMKOUUTOB <3> He Bojyee 0,2 x 10 (PKBMBAJIEHT OIOHOWM IOS3H
(mocrye ymajieHUS JIEVKOLIMTOB) KPOBM)
5
pH (mpu +22 °C) B KOHLe or 6,4 mo 7,4
PEKOMEHIOBAHHOTO Cpoka
XpaHeHUs

11. TpoMOOUMUTE, [IOJIydeHHEE MeToIoM adepesa
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(TPOMOOUMTHEIM KOHLIEHTPAT, I[IOJIydeHHEM MeTomoM abepesa)

9
O6Bbem He MmeHee 40 MU TPoOB Ha 60 x 10
TPOMOOLIMTOB
9
TpoMBoumTer <3> He MmeHee 200 x 10 B mose
6
KonmmuecTBO JeMKOLUMUTOB <3> He Gojyee 1 x 10 B moze
(mocyie ymajieHUS JIEVKOLIMTOB)
5
PH (mpm +22 °C) B KOHLe or 6,4 mo 7,4
PEKOMEHIOBAHHOTO CpoOkKa
XpaHeHus

Pazpen 12 npuioxeHus N 1 B UacTM paHee BaT'OTOBJIEHHEIX KOMIOHEHTOB KPOBU
BCTYyIIaeT B CUITYy I10 CcreuyeHmm 30 MecCcdleB CcO IOHA BCTYIIJIEHUNA B CUITYy
TexHMUECKOT'O perJlaMeHTa.

12. CepexesaMOpOXeHHad ja3Ma (Ijla3Ma CBeXe3aMOPOXeHHasd)

ObbeM 3agBJIeHHE oBbeM +/- 10 mpoueHTOB obbeMa
6e3 aHTHUKOATYJISHTAa

daxkTop VIIIC He MeHee 70 MNPOLEHTOB MCXOIHOTO YPOBHS

OcTaTouHEe KJIETKU <6>:

9
SPUTPOLUTEL He Oojyee 6 x 10 B nuTpe
9
JIEMKOLMTEL He Bojyee 0,1 x 10 B JuTpe
9
TPOMOOLMTEL He Oojyiee 50 x 10 B JmTpe
BusyasibHEIE M3MEHEHUS He OOJDKHO OBEITH aHOMAJIbHOTO LBeTa MK

BMIOVMMEIX CI'YyCTKOB

Pasmen 13 npuioxeHmsa N 1 B dYacTu paHee BaTOTOBJIEHHBIX KOMIIOHEHTOB
KpOBM BCTyllaeT B Cujly no mcredeHun 30 MecsaueB CcO OHA BCTYIJIEHMA B CUIIY
TeXHUUECKOT'O perJlaMeHTa.

13. Kpmonpeumnmurar

ObBeM or 10 mo 20 MMIIMIMTPOB
daxkTop VIIIC He MeHee 70 MeXIOYyHAPOIHBIX €IMHMI B IO3e
dubprHOTeH He MeHee 140 MMIIIMTPaMMOB B HO3e

Paspmen 14 npuyoxeHusa N 1 B dYacTu paHee BaTOTOBJIEHHBIX KOMIIOHEHTOB
KpOBM BCTyllaeT B Cujly no mcredeHum 30 MecsaueB CO IOHA BCTYIJIEHMA B CUIIY
TexHMUEeCKOTO perJlaMeHTa.

14. KpmocynepHaTaHTHasa jas3Ma

ObBeM OTKJIOHEHME OT MCXOIOHOT'O obbeMa He Oojee 10
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IIPOLIEHTOB

Pasmen 15 npmyoxeHma N 1 B dYacTu paHee BaTOTOBJIEHHBIX KOMIIOHEHTOB
KpPOBM BCTyllaeT B Cujly no mcredeHum 30 mMecsaueB CO OHA BCTYIJIEHMA B CUIY
TexXHMUEeCKOI'O peIrJjlaMeHTa.

15. KpMOKOHCEpPBMPOBaHHEE TPOMOOLIMUTEL, I[IOJIyYeHHEE MeTOoIOoM adepesa

06BeMm or 50 mo 200 MMIIUIMTPOB
KonmnuecTBO TPOMOOLIMTOR He MeHee 40 MNPOLEHTOB COIEPXaHMUS IO
3aMoOpaxXUBaHUS
6
KonmmuecTBO JIEMKOLIMTOB He bojee 0,2 x 10 Ha 3KBUBAJIEHT OIOHOMW IO3H
TPOMOOLUTOBR

16. T'paHyJIOUMUTH, IOJIyYeHHEE MeToIoM adepesa
ObbeM He Oojee 500 MMIIMIMTPOB

9
KonmyuecTBO I'PaHyJIOLUTOB Bosee 10 x 10 B mose

<1> [lomXHbl COOTBETCTBOBaTb HE MeHee 75 npoueHTam obcnegoBaHHbIX 403.

<2> KonunyecTtBo Gernka B KOHEYHOW HagoCaA0uHOW XUAKOCTM OOMMKHO obecneunTb cogepxaHune IgA meHee
0,2 munnurpamma B gose.

<3> [lomkHbl cooTBETCTBOBaTbL HE MeHee 90 npoueHTam obcnegoBaHHbIX 003.

<4> OKOH4YaTenNbHbIV B3BELUMBAIOLLNA pacTBOp.
<5> UlV=3mMepeHue pH NOPeOnIOUTUTENSIBHO [IPOBOIUTL B  3BaKPHTOM CHUCTEeMe BO
n3bexaHue Beixoma CO . lV3MepeHMe MOXeT OBITH BHIIOJIHEHO NIPM JIOOOM TeMIlepaType,
2
U 3HAUEeHMEe PaCUeTHHM METOIOM KOHBEPTUPOBAHO MNPUMEHMTEeJIbHO k pH +22 °C.
<6> KneTtku noacHUTbIBaAKOTCA A0 3aMopaXmBaHUdA, BO3MOXHO CHMXEHUE noporoBbiX BeJIMYUH TMpU
BKIMKOYEHMN B NPOTOKOJT npoueayp annmMmnHaumn KneTok.

Mpunoxexune N 2

K TEXHNYECKOMY perfameHTy

0 TpeboBaHusAx 6e30MacHOCTM KPOBMY,

ee NpoayKTOB, KpOBE3aMeLLatoLLMX pacTBOPOB
N TEXHUYECKUX CPEACTB, UCTONb3YyEMbIX

B TpaHCY3MOHHO-MHAY3MOHHOW Tepanuu

YCNOBUA
XPAHEHMA OOHOPCKOW KPOBW N EE KOMIMNOHEHTOB

KomMrioHeHT TeMnepaTypa MaxkcuMasibHOE BpeMA
XpaHeHMsa XPaHeHUd
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SPUTPOLMUTH M LeJbHad KpOBb OT +2 mo +6 °C B BaBUCUMOCTHU OT
(ecnu mcrnonb3yeTcs IJig MCIIOJIb3YyEeMOM CUCTEMEL
TpaHCQy3UM kKakK LejbHas QHTUKOATYJISHT -
KPOBb) B3BEUMBAKINMY PaCTBOP
CBexesaMOpOXeHHad mJjasMa M Huxe —-25 °C 36 mMmecsauesn
KPMONIPEUUINTAT

TpoMOOLMUTEL or +20 mo +24 °C 5 OHel npu yCJOBUHU

HEeIlIPEPEIBHOT'O IIOMElMBaAHMA

T'PaHyJIOUMTH or +20 mo +24 °C 24 uaca

I'Ipmmeanvm: 1. ﬂOI’IyCKaeTCH yonnHeHne BpeMeHUn XpaHeHUA KOMMOHEeHTOB KpOoBWM C MOMOLbHO
3aMopaxXunBaHuaA (KpVIOKOHCGpBI/IpOBaHI/Ie)I apuTpounToB - OO0 10 net B 3aBUCMMOCTU OT npouecca 3aroToBKM,
rlepepa60TKV| N XpaHeHuA, TpOM6OLI,I/ITOB - 00 24 mecsueB B 3aBUCUMOCTU OT npouecca 3arotoBku, nepepa60TKM n
XpaHeHuA.

2. B oTHOWweEHUN KPMOKOHCEpPBMPOBAHHbIX 3PpUTPOLUUNTOB U Tp0M60LI,VITOB OOJPKHA ObITb onpegeneHa cpeaa, B
KOTOpOI;I KNeTKn HaxoaAaTCcA nocrie oTranBaHuA. Pa3pe|.ueHHbu7| nepuon XpaHeHua nocne oTramBaHnA 3aBUCUT OT
ncnonb3dyemMmoro metoaa.

MpunoxexHne N 3

K TEXHNYECKOMY pernameHTy

0 TpeboBaHusAx 6e30nacHOCTM KPOBMY,

€e NpoayKToB, KpOBE3aMeLLatoLLMX pacTBOPOB
N TEXHUYECKUX CPeaCTB, MCNOMb3yeMbIX

B TPaHCMY3MOHHO-MHAY3MOHHOW Tepanuu

MPABUIIA
3ArOTOBKW, MEPEPABOTKU, XPAHEHWA N TPAHCTTOPTUPOBKW
JOHOPCKOWM KPOBU N EE KOMMNOHEHTOB

I. CUCTEMA KAYECTBA

1. TMpu 3aroToBke [OOHOPCKOM KPOBM W ee KOMMOHEHTOB HeoGxoaumo paspaboTaTb, BHeApPUTb W
nogdepxuBatb B paboyYeM COCTOSIHUM CUCTEMY KadecTBa, OXBaTbiBalOLlyld BCe BWAbl OCYLLIECTBNSEMON
AeATeNbHOCTU U HanpaBneHHoW Ha obecnevyeHne 6e30nacHOCTU OHOPCKON KPOBU U €€ KOMMOHEHTOB.

2. B OopraHusaunn OOoHOpCTBa KpoBM M €€ KOMMOHEHTOB Ha3Ha4dYaeTCA COTPYAHUK, OTBETCTBEHHbLIN 3a
pa3pa60TKy, BHeapeHune n nogaepxaHme B pa6oqu COCTOAHUN CUCTEMDbI Ka4ecTBa.

[l. MTEPCOHAN

3. lNepcoHan, 3aHATBIA B NpoLeccax 3aroToBKW, NepepaboTku, XpaHeHUs, TPaHCMOPTUPOBKN N MPUMEHEHUS
OOHOPCKOW KPOBU U €e KOMMOHEHTOB, 0653aH MpuMHMMaTb NpefyCMOTPEeHHble 3akoHO4aTenbCTBOM Poccuinckon
degepaumn Mepbl B LUENsX HeOoMyLWeHWUs MpPUYMHEHVS Bpeda XWU3HW WM 300pOBbI0 rpaxgaH, UMYLLECTBY
PU3NYECKMX UMK IOPUANYECKNX NUL, FTOCYAapPCTBEHHOMY UMMM MyHULMNAaNbHOMY UMYLLECTBY, OKpYXatoLlen cpeae,
XXU3HW MK 300POBbIO0 XKUBOTHBIX M PACTEHUNA.

. NTOMELLEHNA
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4. Ina obGecnevyeHus COXPaHHOCTU 34aHUA W MOMELLEHWA B MpoLEecCe WX IKCnnyaTauuu opraHusaumsi
OOHOPCTBaA KPOBU U €€ KOMMOHEHTOB AOMKHA NPOBOAUTb TEXHWYECKME OCMOTPbI, TeKyliMe W KanuTanbHble
PEMOHTLI.

5. MomellieHnsa, B TOM YMcCne NPOV3BOACTBEHHbIE NMOMELLEHUS (30HbI), MOMELLEHUs AN XpaHeHus (cknaabl)
N OblTOBble MOMELLEHNs, pasgensTca No BuMaaM NpoBOAWMBLIX PabBoT U UCMONb3YHTCA B COOTBETCTBUU C UX
HasHa4YeHueM.

6. B opraHusaumm JoHOPCTBA KPOBU U €€ KOMMOHEHTOB AOSKHbI ObiTb BblAENEHbl OTAENbHbIE NOMELLEHNS
(cknagpl) oNst XxpaHeHus:

pacxofHblX MaTepuanoB (KOHTEMHEPOB MOMUMEPHbIX Ars 3aroTOBKM JOHOPCKOW KPOBWU M €€ KOMMOHEHTOB,
HabopoB peareHToB 1 ApYrnx MaTepuanos);

KOMMOHEHTOB KPOBW, MMEILUNX PasHblii CTaTyc (FOA4Hble, HAXOAsWMecs: Ha KapaHTuHe, HeuccreaoBaHHble
nnn 3abpakoBaHHkIE).

I'IpM OTCYTCTBUMN  TaKnUX NMomeLleHnn HeobXoaMMO BblOENUTb M30JINPOBaAHHbIE 30HbI, CTeNaxn wu
XonoannbHUKNA.

7. B opraHusauum OOHOPCTBA KPOBM U €€ KOMMOHEHTOB AOSKHbl ObiTb MpeaycMOTpeHbl rapaepobHbie,
KOMHaTbl OTAblXa, CaHUTAPHO-ObITOBLIE MOMELLEHNUA W TyaneTbl, pacrnofioKeHHble BOM3N, HO U30NMPOBaHHO OT
MPOM3BOACTBEHHbLIX  MOMELLEHWI,  OCHAlLEHHble  COOTBETCTBYWOLWMUM  0OOpydOBaHWEM,  MOWLWMUMU U
Ae3VHOUUMPYIOLWUMY cpeacTBaMmn U YOOpOYHbIM MHBEHTapEM.

8. MNpou3BoaCcTBEHHbIE NOMELLEHUS (30HbI) U MOMELLEeHMs (CKnaabl) AN XpaHeHUs JOIMKHbI UMETb YeTKoe
0603Ha4YeHne 1 orpaHUYeHHbIN JOCTYn.

V. MPON3BOACTBEHHAA CPEOA

9. anI 3aroToBke ﬂ,OHOpCKOVI KpOoBU N €€ KOMIMNOHEHTOB AO0JIKHa ObITb co3gaHa npon3BoacTBeHHaA cpena,
Heobxogumas pnOns obecrnedyeHns COOTBETCTBMS ﬂ,OHOpCKOVI KpoBn N €€ KOMMOHEHTOB YCTaHOBJIEHHbIM
Tpe6OBaHMF|M B npouecce nx 3arotoBKH, nepepa60TK|/|, obcnepoBaHus, XpaHeHnda 1 TPaHCMOPTUPOBKKU, a TaKXe
Mepbl, UCKNoYakLwne 6aKTepmaanoe 3arpAa3HeHue ,El,OHOpCKOVI KpoBW/ N €€ KOMIMOHEHTOB.

10. C uenblo npegoTBpaleHna 3arpAa3HeHnA ,Cl,OHOpCKOVI KpoBM N ee KOMMNOHEHTOB HalnpaBJieHe NOoTOKOB
mMaTtepuanos u niogen B NOMELLUEHUAX OOMKHO ObiTb OpraHM3oBaHO B COOTBETCTBMW C nocrnenoBaTesibHOCTbIO
BbIMNOJTHEHUA NPOU3BOACTBEHHbIX onepaumﬁ.

11. Pabotbl, ansd KOTOpPbIX Tpe6y+0Tcs:| acenTtn4yeckme Yycrnosud, OOJDKHbl OCYLWECTBNATbCA B YUCTbIX
noMeLweHnax unm nomMewleHnax, 060py,D,OBaHHbIX NaMVUHapPHbIMMN  YCTAaHOBKaMU. Knacc 4ucTtoTbl nomeLleHust
onpepenaeTca BUMOomM npoBoanNMbIX pa60T.

12. B3aroToBka ¥ nepepaboTka AOHOPCKOM KPOBU Ha KOMMOHEHTbl B 3aMKHYTOM CUCTEME KOHTENHEepOoB
NNacTUKoBbIX He TpebyeT acenTUYecKMxX YCNoBWW BHELIHeNW cpedbl. Takve paboTbl MOXHO MPOBOAUTL MpwU
cobnogeHnn obLwmx NpaBun CaHUTapHO-3NNAEMMUONOrMYECKOTO pexmma.

13. Ona npedoTBpalLeHMsi KOHTaKTHOro MHMUUMPOBAHUA KPOBM MpPU €e 3aroTOBKE MepCoHan [OSHKeH
cobnogate TpeboBaHMSA acenTukM M aHTMcenTuku. WVCcTouHMKamu MHUUMpOBaHMS MOryT ObiTb MUKpodriopa
BO3AyXa, PYKM MEOMLMHCKOrO MepcoHarna, Koxa IIOKTeBOro cruba [OoHOpa, HapylleHne repMeTUYHOCTU
KOHTEMHEPOB NS 3aroTOBKW KPOBU U APYrMe UCTOYHUKM.

V. HOKYMEHTALMA
14. C uenbio obecneyeHnss 6e3o0nacHOCTU 1 KavecTBa JOHOPCKON KPOBU N ee KOMMOHEHTOB Ha BCeX aTanax

MX 3aroToBKMU, nepepa60TK|/|, TPAHCNOPTUPOBKN N XpaHEeHUA B OopraHn3aunm OOHOPCTBA KPOBUM N €€ KOMIMOHEeHTOB
OOIMKHbI  ObITb paspa60TaHbl pa6oq|/|e MHCTPYKUMN  YCTaHOBJ1€HHOIO o6pa3u,a Ha BbIMNOJIHEHNE pa60T,
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HenocpeaCcTBEeHHO BITINAOLWNX Ha Ka4eCTBO U ©e30nacHoOCTb BbII'IyCKaeMOIZ npoaykuunn.

15. B opraHusauum [JoOHOPCTBA KPOBM U €€ KOMMOHEHTOB HeobXoauMO OCyLLecTBNATb BeAeHue
YY4ETHO-PErMCTPaLMOHHON OOKYMeHTauun (KypHarnoB, GnaHKoB, BEJOMOCTEN U KapToyek) no copmam, KoTopble
yCTaHoOBMeHbl hegepanbHbIM OPraHOM MWCMOSHWUTENBHOW BMNAacTW, OCYLLECTBASIOWMM (YHKUMM MO BbipaboTke
rocy4apCTBEHHOW MOJIMTUMKN U HOPMAaTMBHO-NPaBOBOMY PerynMpoBaHuio B cdepe 34paBOOXpaHEHMUsl, B KOTOpbIe
BHOCUTCHA COOTBETCTBYIOLLAA 3anuMCb C LEMb0 MNPOCMEXMBAEMOCTM €AMHUL, KPOBM, [OOHOPOB, PaCXOAHbIX
MaTepuanos, 060pyaoBaHUSA 1 NCNonHUTeNen pador.

V1. MPOCNEXVBAEMOCTb

16. lMpu 3aroToBKE OOHOPCKOM KPOBM U €€ KOMMOHEHTOB Heobxoaumo obecneyntb, 4TOOblI KPOBb, €€
KOMMOHEHTbI, pacxofHble maTepuansl (KOHTEMHepbl ANns cbopa KpoBU, peareHTbl U Ae3nHduLnpylowmne cpeacTtsa),
nabopaTtopHble 06pasLibl, permcTpauMoHHbIe AaHHbIE (3anMCK) U NCMONHUTENW paboT ObINn AEHTUMULMPOBAHbI 1
NPOCNEXNBanmChb.

17. Kaxxgomy goHOpY NpycBamnBaeTcsl MOEHTUMMKALNOHHbBIM HOMEpP AoHopa (Kog, AoHOpa).
18. Kaxxgow goHaumm npycsanBaeTcs MOeHTUMUKALMOHHbBIM HOMEP AOHALUNN.

19. PeweHune o gonycke AoHOpPa K AOHALUMMW MPUHMMAETCS C y4eToM:

1) pe3ynbTaToB MeAMUMHCKOro obcrnegoBaHus 4OHOPA;

2) MeAMLMHCKMX NPOTMBOMOKa3aHWi K AOHOPCTBY KPOBU N €€ KOMMOHEHTOB;

3) vHopmMauum, Nony4YeHHoOW OT AOHOPa B MMCbMEHHON bopme, BKIOYaoLWen CBeAEeHNsI O NMePEHECEHHbIX
NMHMEKUMOHHBLIX 3aboneBaHusX, KOHTaKTax C WHMEKUMOHHbIMU 60MbHbIMKM, 06 ynoTpebneHnn HapKoTUYEeCKUX
cpeacTs, O BaKuMHaUWMW, XUPYPIUYECKUX WM WMHCTPYMEHTarbHbIX BMellaTenbcTBax W npebbiBaHuM Ha
TeppuTopusix, HebnaronosnyyHbIX MO MHAPEKLMOHHBIM 3aboneBaHumaM.

20. lMpocnexunBaeMoCcTb [OOHOPCKOW KPOBU M €€ KOMMOHEHTOB [OMKHa obecrneunBaTbCA MapKUPOBKON
o0beKkTa maeHTMdUKauMmM c rnocrnenoBaTeslbHON perncrpaumeit HeobXoaAMMbIX OaHHbIX O AOHOpax, AOHaUUSIX,
pacxofHbIX Matepuarnax, BbiMonHeHUn paboTt n 06 ncnonHuTenax pabor.

21. B npouecce 3aroTtoBkM U nepepaboTkn Kaxabld OTAENbHbIN KOHTEWHep C AOHOPCKOW KPOBbIO U ee
KOMMOHeHTaMu, Kaxabln obpasel, JOHOPCKOW KPOBW, CBA3AHHbBIN C COOTBETCTBYIOLLEN AOHAUMEN, OOIMKHbI UMeTb
OOWH U TOT e HoMep.

22. KOMNOHEHTbI KPOBW, MWMEILWME pasHblil CcTaTyc (fOAHble, HaxoOsLIMECs Ha KapaHTuHe,
HeuccrneaoBaHHblE UK 3abpakoBaHHbIE), AOMKHbI XPAaHUTLCS pasferbHo.

23. Ha Bcex atanax OT 3aroToBKM [0 WMCMOMb30BaHMSI OOHOPCKOM KPOBU U €e KOMMOHEHTOB Heobxoanmo
06ecneynTb BO3MOXHOCTb YCTAHOBEHMS NIMYHOCTU JOHOPA.

24. MMopsadoK yCTaHOBIEHNUS NIMYHOCTM [OHOpPa, NepedYeHb MeAULMHCKUX NPOTUBOMOKa3aHUM K JOHOPCTBY
KPOBM M €€ KOMMOHEHTOB, NMOPSOOK MOCTOSIHHOrO WNW BPEMEHHOro OTCTpPaHeHMs AoHOpa OT AOHOPCTBA KPOBM,
MeToAbl, NOpPsSA0K U o6bem obcrnegoBaHUs OHOPOB, KpUTepun 1 TpebosaHns K 0TOOPY OOHOPOB, a Takke NopsaoK
OEeVCTBUM opraHM3aumMm OOHOPCTBA KPOBM M €e KOMMOHEHTOB NPV BbISBIEHUU Yy AOHOpPA reMOTPaHCMUCCUBHbBIX
NMHMEKUMIN unn obHapyXeHWM B KpOBM AOHOpa BO30yaMTeNnewm reMOTPaHCMUCCUBHBLIX MHMEKUMI YTBEPKAAOTCH
deneparnbHbIM OpPraHoM UCMOMHUTENBHOW BRacTu, OCYLLECTBASIOWNM (PYHKUMM NO BbipaboOTKe rocyaapCTBEHHOW
NOMUTUKN U HOPMAaTUBHO-NPAaBOBOMY PEryNMpPOBaHUIO B cdhepe 34paBOOXPAHEHUS.

25. lMpu 3arotoBKe AOHOPCKOM KPOBM M €e KOMMOHEHTOB HeoOGXoAMMO MNpocnexuBaTb MPOXOoXAeHWe
OOHOPCKOW KPOBM M €€ KOMMOHEHTOB OT AOHOpa A0 peumnueHTa. Popmbl permcTpaumoHHbIX [OKYMEHTOB M
MOPSIAOK perncTpaumm AaHHbIX, HeobXxoauMblX Ans obecneyeHust NpPoCNeXxmMBaemMoCTU JOHOPCKOM KPOBU U ee
KOMMOHEHTOB, pa3pabaTtbiBaloTCA W yTBepXaalwTcs denepanbHblM  OPraHOM  UCTOMHUTENbHOW  BRacTw,
OCYLLECTBMAOWNM  (PYHKUMM MO  BblpaboTKe rocygapCTBEHHOW MOMUTMKA M HOPMAaTMBHO-MPaABOBOMY
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perynMpoBaHuto B cpepe 3apaBooxpaHeHusi. Bce permctpaunoHHble faHHble OOMKHbI YOOCTOBEPSITLCS NOANUCHI0
NCNONHUTENS.

26. Ha aTukeTke Kaxagow A03bl (eAWHMLbI) KPOBU WM €e KOMMOHeHTa u obpasue OOHOPCKOM KpOoBU
yKa3blBaeTCA NOEHTUMUKALMOHHBIA HOMep AoHauun. M aeHTuuKaLmMoHHbIN HoMep A03bl (eQUHWLbI) KPOBU UNn ee
KOMMOHEHTa nepenpoBepseTcs (CrnmMyaeTcsl) OTBETCTBEHHbIMU fMLUaMX OpraHusauuin OOHOPCTBA KPOBUM U ee
KOMMOHEHTOB MNpW 3aroToBKe, nepepaboTke, XpaHeHWW, TPaHCMOPTMPOBKE, Bblgaye roTOBOW MpoOOyKUMM U ee
NPUMEHEHNMN.

VII. BAFOTOBKA JOHOPCKOW KPOBW 1 EE KOMMOHEHTOB
MaTepuansl, NpMMeHsieMble NPy 3aroToBke U nepepaboTke KpoBum

27. rlpI/IMeHFIeMbIe maTtepuanbl “ O60pyLI,OBaHVIe OOJDKHbI  ObITb pa3pelweHbl K WUCnoJib3oBaHUO Ha
TepputTopun Poccuickon <Dep,epau,vu/| B YCTaHOBJIEHHOM NopdaKke U COOTBETCTBOBATb CBOEMY Ha3HaA4€HUIO.

28. Tvn cnctembl KOHTENHEPOB He06Xx0AMMO BbIGUpPaTh B COOTBETCTBMU C BUAOM AOHALNM.
B3siTue JOHOPCKOMN KPOBY M €€ KOMMOHEHTOB

29. [insa caaum kpoBKW JOHOP pacnonaraeTcs B PYHKUMOHANLHOM Kpecne.

30. KpoBb y goHopa 3abupaeTcs U3 LeHTpanbHON Uiv Apyror ManonogBwKHOW BeHbl B 06nacTu IOKTEBOro
crnba.

BbibpaHHoe mecTo (nokTeBow crmb goHopa) A0 BeHenyHkumMu obpabaTbiBaeTcss pacTBOPOM aHTUCEnTuka 2
pasa c uHTepsanom B 1 MUHyTY.

B cnyvae HeyaayHom 1-11 NOMbITKM BEHEMNYHKUMMW C corfnacusa oHopa Heobxoammo BbibpaTb ApYron y4acTok
noktesoro crnba, obpabotaTb ero pacTBOPOM aHTUCeNTMKa 2 pasa C MHTepBasioM B 1 MUHYTY M MCMNOnb3oBaTb
HOBbIV KOHTEWHEP N CUCTEMY ANS B3ATUS KPOBW.

31. lNpu B3aTMM KPOBM Y AOHOPa HeObX0aMMO obecneynTsb:
1) HenpepbIBHOCTb KPOBOTOKA;

2) NOCTOSIHHOE MepeMelLMBaHNE KPOBWM C PacTBOPOM aHTUKoarynsiHTa (KOHCEpBaHTa) B TeYeHue BCeW
JOoHaLUuK;

3) yCTaHOBMNEHHYIO MPOACIKUTENBHOCTb AOHALMY;

4) nponopuuMoHanbHOE COOTHOLUEHWE B3ATOM KPOBM K KOMMYECTBY pacTBopa aHTukoarynsHra c
KOHCEPBAaHTOM B KOHTEWHEPE;

5) 06beM KPOBW, COOTBETCTBYHIOLLMIA TUMY UCMNOMb3YEMOro KOHTENHEPA.

32. Ona nonyyeHus TPoMOOUMWTOB, CBEXe3aMOPOXEHHOW MnasMbl M KpuonpeuunuTata KpoBb Yy AOHOpa
AOrMmkHa BbITb B3ATa Npy OQHOKPATHOW BEHeNyHKUMW, obecneynBatoLen ToK KpoBM B TedeHne He 6onee 12 MUHyT.

O6pasubl 4na nabopaTopHbIX NCCNeaoBaHNM

33. O6pasubl [OOHOPCKOW KPOBM, MNpedHasHayeHHble AN WUCCnedoBaHWsA, AOIMKHbI OTGUpaTbCA MNpu
cobntoeHnn yCroBuit acenTuKU HernocpedCTBEHHO W3 MarucTpanu unu creumanbHoro KoHTelHepa ans npob,
BXO[SALLEro B COCTaB CUCTEMbI.

CermeHTbl 00Llen [OHOPCKOM Maructpanu [OSKHbl OTAenATbCs OT KOHTeWiHepa 6e3 HapylieHus
CTEPUITbHOCTUN KOHTENHepa.
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34. Tun 1 06bem o6pasLia KpoBY AOIMKEH COOTBETCTBOBATL BUAY o6cneaoBaHus.

35. YcnoBusa xpaHeHusi 0bpasLoB [OHOPCKOW KPOBM [0 MNpoBeAeHMs nabopaTopHbIX TECTOB [OMXKHbI
oTBeYaTb TPeOOBaHNAM, YCTAHOBMEHHLIM B NMUCbMEHHbLIX UHCTPYKUUSIX MO 3KcryaTaumum (MpuMeHeHu0) Habopos
peareHToB.

HononHuTtenbHble TpeboBaHNs K 3aroToBKe Nnasmbl
MeToaom adepesa

36. lNMpwn B3AaTUN OOHOPCKOM KPOBM MeTOAOM adhepesa OOMMKHbI ObiTb 06ecneveHbl YCNnoBus, UCKIoYatoLLme
BO34YLLUHYO 3MBOMnMI0, a Takke COOTBETCTBME O6LLEero Konuyectsa KpOBW, 3arOTOBMNEHHOW OT AoHopa 3a 1 pas
(nckntovasn aHTUKOArynsiHT), yCTaHOBIEHHOMY KpUTEPUIO.

37. BosBpaT [OHOPY KMETOYHbIX KOMMOHEHTOB (Mpu npoBeAeHWM NpepbIBUCTOrO acdhepesa) [OImKeH
OCYLLECTBMATLCSA 0 B3ATUA 2-1 eQnHULbI KpoBK. epe BO3BpaTOM AOHOPY KNETOYHbIX KOMMNOHEHTOB HEOHX0OUMO
NpoOBEPUTb MapKUPOBKY KOHTeWHepa, CBEpUTb C [AaHHbIMW [OOHOPCKOM KapTOYKM UM MOMYyYUTb YCTHOE
noaTBepPXXAeHME OT JOHOpa ero hamunmm, UMeHKn, oT4ecTBa, rpynmnbl Kposu ABO 1 pesyc-npuHaanexxHocTu.

HabntogeHve 3a goHopom

38. [loHOp AomkeH HaxoauTbCs NoA HabnaeHneM MeguUMHCKOrO nepcoHana Ha Bcex aTanax npebbiBaHus
B OpraHu3aumm JOHOPCTBA KPOBU 1 €€ KOMMNOHEHTOB.

VIIl. NTEPEPABOTKA JOHOPCKOW KPOBMW U MOJTYYEHUE
KOMIMNOHEHTOB KPOBW

O6Lme nonoxeHus

39. KoMnoHeHTbl KpOBW nony4awT nyteM nepepaboTky 3aroTOBMEHHOW KOHCEPBMPOBAHHOW LIENbHOM
AOHOPCKOW KpOBW UM MeToAoM adepesa.

40. TexHonorum, ncnonb3yemble Mpu 3aroToBke, nepepaboTke, XpaHEeHUM U TPaHCMOPTUPOBKE AOHOPCKOW
KPOBU U ee KOMMOHEHTOB, [AOIKHbI obecneyvBaTb npegynpexaeHne ux 3arpssHeHWs naToreHHbIMU
BGUoNornyecknMn areHTaMm 1 coxpaHeHme BMONOrMYecKMX CBONCTB.

41. [aHHble MOHWTOPWMHra NpoueccoB nepepaboTKM LOHOPCKOM KPOBM W MOMYYEHUSI €€ KOMIMOHEHTOB
HeobXx0AMMO pPerncTpupoBaThb.

42. MeTonabl, ncnonb3dyemble B Npon3BoaACcTBE KOMMNOHEHTOB KPOBU, OOJTDKHbI obecneunBaTtb repMmeTn4yHoOCTb
CUCTEMBbI NOJIMMEPHbIX KOHTeVIHepOB M He OoNnyCKaTb HapyweHna UermoCTHOCTU.

LleHTpudbyruposaHue

43. CocTaB BbIENSIEMOrO KOMMOHEHTa PErynupyloT BbIOOPOM pexuma LeHTPUdYrMpoBaHus, KOTOpPbIA
BKIOYAET TemnepaTypy, BPEMS 1 CKOPOCTb LLEHTPUYrupoBaHums.

Ons kaxgon ueHTpudyrm 4OmkHbl BbITb onpedeneHsbl CBOU PEXUMbI.
MeToabl NonyYeHNs KOHEYHbIX NMPOAYKTOB NpeACTaBNsanT COO0V B3aNMOCBA3aHHYI0 CUCTEMY.

[na pasgenennss nnasmbl 1 KNETOK MOTYT UCMONb30BaThCS APYrne MEeToAbl OCaXAEHMWS KITETOK, B YACTHOCTU
LeHTpUdyrmpoBaHne ABWXKYLLENCA KPOBK, NPOTOYHOE (NnaBatoLLee) LeHTpudyrupoBaHme B rpagneHTe NioTHOCTH,
NPOTMBOTOYHOE LeHTpuUdyrupoBaHmne (NpombiBaHue) u unbTpaums.

3aM0pa)KMBaH ne nnasmbl

44. Tlpouecc 3amopaxuBaHMs MNa3Mbl HEMOCPEOCTBEHHO BNUSIET Ha COXpaHeHne 6enkoB mnnasmbl U
(hbakToOpOB CBEPTHLIBAHUS.
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[na makcumanbHOro coxpaHeHusi codepaHus (hakTopoB CBepTbiBaHMA obLlee Bpems 3aMOpaXuBaHus
nnasmbl 4o -30 °C He 4omkHO npesbiwaTs 40 MUHYT.

3amopaxunBaHune (KpUOKOHCEPBUPOBAHME) KIETOYHBLIX KOMMOHEHTOB
45. MoAroToBKy KNETOYHbIX KOMMOHEHTOB K 3aMOPaXXMBaHMWIO NPOV3BOASAT B aCENTUYECKUX YCIIOBUSAX.

46. Kpl/lOKOHCGpBVIpOBaHVIe AOJDKHO OCYLUEeCTBNATbCA C UCMNOJSib3OBaHMEM crneunaribHO npegHa3Ha4yeHHOoro
OGOpy,EI,OBaHI/Iﬂ MEeTOO0M, pa3pelleHHbIM K NPUMEeHEeHUI0 B YCTaAaHOBITEHHOM NnopAakKe.

47. OonycTumoe Bpemsi XpaHeHWUs 3pUTPOLMTOB OT MOMEHTa MOMy4YeHUs A0 3aMOPaXMBAHUA He AOSHKHO
npeBbIWaTh 5 CYTOK.

48. TpomboLMTLI, NOMy4YeHHbIE MOOLIM METOAOM, AOSKHBI ObiTb 3aMOPOXEHBLI HE NO34Hee 24 YacoB nocrne
3aroToBKW KPOBU OT AOHOpa unu TpomboumTadepesa.

PasmopaxwuBaHue (oTTanBaHvne) n nogorpes

49. KoOMMNOHEHTbl [OHOPCKOW KPOBM [AOSMKHbI pa3MopaxmBaTbCA W MNOAOrpeBaTbCs A0 Heobxoaumown
TemnepaTypbl C UCMOSIb30BaHNEM CneumanbHO npegHasHayeHHoro o6opyaoBaHus.

MHakTnBauus

50. B uensix obecneyeHuss 6e30MacHOCTM KOMMOHEHTOB ﬂ,OHOpCKOI?I KpoBKM p[onyckaeTca npuMeHeHune
METOA0B MHAKTMBALMN NATOreHHbIX BMOMOrM4YeCcKNX areHToB.

51. MeToapl, NpUMeHsieMble NPU UHAKTMBALMM NaTOreHHbIX BMONOrMYecKUX areHToB, A0MKHbI obecneymnsarb
COXpaHeHWe YpPOBHsI nokasaTternein GMonornyeckoin MOSHOLEHHOCTU, (DYHKLMOHANBHON aKTMBHOCTU U ne4veBHoM
3 HEKTUBHOCTIN KOMMOHEHTOB KPOBMU.

PeHTreHoBCKOE o6nyquV|e mnn ramma—oGnyqume

52. MeTtoa obny4deHust gomkeH obecneuntb go3y ot 25 go 50 Mpei.

53. Bpems aKcnosuuun, yCTAHOBIMEHHOE ONS KaXJOoro fydeBOro UCTOYHMKA, AOIMKHO KOHTPONMPOBATHLCS
Yepes UHTepBarbl, yCTaHOBMEHHbIE B MHCTPYKLUM NO SKCNyaTaumumn (MPUMEHEHWIO).

54. SpuTpountcoaepxallime KOMMOHEHTbI KPOBU MOryT MoABepraTbcs obnyvyeHuo He nosgHee 14 gHewn c
MOMEHTa NOMNy4YeHUst U XpPaHUTLCH B TeveHue 28 aHen.

XpaHeHue JOHOPCKOW KPOBU U €€ KOMIMOHEHTOB

55. Ha Bcex atanax nepepaboTku, XpaHEHUS U TPAHCMOPTMPOBKU AOHOPCKOW KPOBU U €€ KOMMOHEHTOB
Heobxoammo obecneynTb:

1) ngeHTnmumkauunio NpoayKToB;
2) yCTaHOBMEHHbIE YCMOBUSI XpPaHEHUS;

3) pasgenbHoe XxpaHeHWe KOMMOHEHTOB KPOBW MO CTaTycy, BUAAM KOMMNOHEHTOB KpoBW, rpynnam kposu ABO
1 pe3yc-NpUHaaNexHoOCTH;

4) 3alWmTy OT NOBpEXOEHUS;
5) nomelwmBaHne TpoMOOLINTOB;

6) KOHTPOIb YCNOBUI BHELUHEW cpebl;
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7) peructpaumio gaHHbIX HabnogeHus.
TpaHcnopTNpoBKa AOHOPCKOW KPOBU N €€ KOMMNOHEHTOB

56. TpaHCNoOpTUPOBKa [OOHOPCKOW KPOBM M €€ KOMMOHEHTOB [OSKHa OCYLUEeCTBNSTbCH B CheuuanbHbIX
TPaHCMOPTHBLIX TEPMOU3ONALMOHHBIX KOHTeMHepax unu pedpwkepatopax C COGMIOAEHUMEM CaHWUTapHO-
TMrMeHnYecknx TpeboBaHui Npy yCrnoBmum obecneyeHnst CoXpaHHOCTU NpoayKTa Npu TpaHCMopTUPOBKeE.

57. KpoBb 1 apuTpoumTcogepXaline KOMNOHEHTbI KpOBU BO M3bexaHue remonvaa npu TpaHCnopTUPOBKE He
OOMMKHBbI  MOABEpratbCs  MNEePeoXNaXOaeHUo unu neperpeBaHuio.  TpaHCNopTMPOBKA [AOHOPCKOM KPOBU U
3PUTPOLIUTCOAEPKALLMX KOMMOHEHTOB KPOBM, OcCyllecTBnsieMass B TeyeHue MeHee 30 MUHYT, MOXeT
npovM3BOOUTECH C  MCMOMb30BaHMEM  TPaHCMOPTHbIX  KOHTEWHepoB, obecneuynBaromMx  OOCTATOYHYHO
M30TEPMUYHOCTL U wm3ongaumo. [lpu OGonee ANUTENbHOM  TPAHCMOPTMPOBKE  AOHOPCKOM  KPOBU U
apuUTpOLIMTCOAEPXKALLUX KOMIMOHEHTOB KPOBU C LIEMNbio 0becrnevyeHnss n3soTEPMMYECKOr0 pexuma B TPaHCMNOPTHOM
KOHTeliHepe HeobXxoOAMMO MCMONb30BaTb aKKyMyNATOPbl XOMo4a. YCNOBUSA  TPaAHCMOPTUPOBKU  OOJIKHbI
rapaHTMpoBaThb, YTO B KOHLE MakCMMarbHOrO nepuoga TPaHCMOPTUPOBKM 3pUTpouMTCoaepXKalnux KOMMNOHEHTOB
KpOBMW, paBHOro 24 yacam, TeMnepartypa BHYTPU TPaHCMNOPTHOrO KOHTENHEpA He JormkHa npeBbiwaTh +10 °C.

58. Mpu TpaHcnopTMpoBKe TPOMBOUUTCOAEpKaLMX KOMMOHEHTOB [JOHOPCKOM KpOBM TemnepaTtypa AoJhKHa
noaaepXmBaTbca GNM3KO K PEKOMEHOOBAHHOW TemnepaType XpaHeHWsl, U Mpu MOMyYeHUn Takue KOMMOHEHTHI,
€CNn OHW He npedHasHadyeHbl AN HEeMeAneHHOro nevyeGHOro MpUMeHeHusl, OOMKHbl BbiTb MepeHeceHbl Ans
XpaHeHUs Npu PeKOMeHA0BaHHbIX YCMOBUSAX.

59. KOMMOHeHTbl [OHOPCKOM KPOBM MpW TPaHCMOPTUPOBKE HeoGxoauMmo obeperaTb OT BCTPSIXMBaHMS,
yOapoB U NepeBepTbiBaHus.

60. Mpwu TpaHcnopTMpoBKe nra3mbl AOMKHA NOAAEPXKMBATLCA TemnepaTypa xpaHeHus. B TeuyeHue Bcero
BPEMEHN TPaHCMOPTMPOBKM TemnepaTtypa BHYTPWM TPaHCMNOPTHOrO KOHTEeMHepa (pedpuxepartopa) He OOIMKHA

nogHuMaTbcs Bbie -18 °C. Ecnu npoaykT He 6GydeT MCNonb3oBaH HeMedrneHHo, HeoGXxoauMo cpasy xe
NOMECTUTbL KOHTEMHEPb! Ha XpaHeHne B YCIOBUSX pekoMeHayeMol TeMnepaTypbl.

Bbinyck rotoBou npoaykuum
61. PelweHne 0 roqHOCTU KaXXaow eAnH1Lbl NPOAYKLUN NPUHUMAETCS TONbKO NOCne NPOBEPKU:
1) ngeHTndmkauumn NpoayKTa;
2) pe3ynbTaToB UccrnegoBaHusa o6pasLoB AJOHOPCKOW KPOBY;
3) BHELLUHEro BMAa U LLeNOCTHOCTH YNaKOBKY;
4) perncTpaumoHHbIX aHHbIX 00 YCNOBMAX XpaHEHUS MPOAYKLUNN.
Peanusauuns rotoBor npogyKuuu

62. [JoHOpckasi KpOBb WU €€ KOMMOHEHTbl AN KIMMHUYECKOro WCMONb30BaHUSA Bbl4AOTCH OpraHv3aumsm
(yypexgeHusam), wnMelWwumM nUUEH3NI0 Ha OCyLeCTBMeHne MeguUMHCKON AeATenbHOCTM, CBA3aHHOW C
BbINOMHeHneM paboT (ycnyr) no TpaHcdysunonornm. KoMnoHeHTbl JOHOPCKOW KPOBW AN TpaHcdy3ni BbialoTcs
nvuy, ynosiHOMOYEHHOMY fneyebHbIM ydYpexXgeHneMm.

63. 3aka3 Ha Bblaayy AOHOPCKOM KPOBU U €e KOMMOHEHTOB MOAMUCLIBAETCS NULIOM, OTBETCTBEHHbIM 3a
npoBeAeHne nepennBaHns KPoOBM U ee KOMMOHEHTOB B NeYebHOM yupexaeHun, HasHauyeHHbIM B YCTaHOBNEHHOM
NopsiaKe.

64. KoMnoOHeHTbl [JOHOPCKOWM KpOBWM [ANs  MPOM3BOACTBA NEKapCTBEHHbIX CPEeACTB MepefarnTcs
opraHusaumsiM, MMeoLUM JMLEH3UI0 Ha OCYLLECTBIeHNe [LOeATEeNnbHOCTM MO NPOW3BOACTBY FeKapCTBEHHbIX
cpeacTs, NO AOroBOpY.
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65. CcTeMa JoCTaBKM JOHOPCKOMN KPOBU 1 €e KOMMOHEHTOB AOMKkHa obecneyrBaTb COXPaHHOCTb NpoaykTa
npu TPaHCMNOPTUPOBKE.

66. 3anpeluaeTcsa peanu3auns AOHOPCKON KPOBM U €€ KOMMOHEHTOB C LeNbi KIMHUYECKOrO NPUMEHEHUS 1
NpOn3BOACTBA NEKAPCTBEHHbIX CPEACTB OpraHn3aUunsimM, He UMELLUM COOTBETCTBYHIOLLEN NULEH3NN.
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