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NMPABUTENbLCTBO POCCUUCKON ®EOEPALIUN

NOCTAHOBJIEHUE
oT 22 uroHA 2019 r. N 797

Ob YTBEPXAEHUU NMPABWUI
3ArotoBKuU, XPAHEHUA, TPAHCNOPTUPOBKU U KITMHNYECKOIO
NCNONb30BAHUA OOHOPCKOW KPOBU U EE KOMIMOHEHTOB
n O NPUSHAHUN YTPATUBLUUMU CUITY HEKOTOPbIX AKTOB
NMPABUTENbCTBA POCCUACKOWU ®EOQEPALINA

B cootBercTBuN ¢ myHKTOM | wactu 2 crateu 8 @enepanbHoro 3akoHa "O JOHOPCTBE KPOBH U €€
komrnoHeHTOB" [IpaBuTenscTBO Poccuiickoit denepanuu moCTaHOBIISET:

1. YTBepaute npunaraemele [IpaBuia 3aroToBKHM, XpaHEHHUs, TPAHCIOPTUPOBKU U KIMHUYECKOTO
UCIOJIb30BaHUA JOHOPCKON KPOBH U €€ KOMIIOHEHTOB.

2. Ilpu3HaTh yTpaTUBIIMMU CHILY:

noctaHoBienne [IpaBurenscTtBa Poccmiickoit ®enepammu ot 26 sHBaps 2010 r. N 29 "O6
YTBEP)KICHUM TEXHUYECKOTO periaMeHTa o TpeOOBaHUSAX OE30MacHOCTH KpOBH, €€ MPOAYKTOB,
KPOBE3aMEIIAIONINX pacTBOpoB " TEeXHHUYECKHUX CPEnCTB, UCTIONIb3YEMBIX B
TpaHchy3noHHO-UH(Y3noHHOH Tepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit deneparmu, 2010,
N 5, ct. 536);

nocranoBieHue IIpaBurensctBa Poccuiickoit ®enepamuu ot 12 oktsaops 2010 r. N 808 "O
MPUOCTAHOBIICHUH JCUCTBUS TEXHWYECKOTO periaMeHTa O TpeOOBaHUSAX O€30MacHOCTH KpOBH, €€
IPOAYKTOB, KPOBE3aMEIIAIOIINX  PACTBOPOB U  TEXHUYECKUX  CPEIACTB, HUCIOJB3YEMBIX B
Tpanchy3nonHo-uHpy3nonnou tepanuu" (Cobpanue 3akoHomarenscTBa Poccutickoit @enepamuu, 2010,
N 42, ct. 5380);

noctaHoBienne [IpaButenbcTBa Poccmiickoit ®enepanuu ot 31 mekadbps 2010 r. N 1230 "O6
YTBEPXKJACHUHM TIPaBUJI W METOJOB HCCIECIOBAaHUN W MpaBuwi oTOOpa 00pa3ioB JOHOPCKOW KpPOBH,
HEOOXOUMBIX JIJISl IPUMEHEHUS ¥ MCIIOJIHEHHSI TEXHUYECKOTO PeriiaMeHTa 0 TpeOOBaHUAX 0€301acHOCTH
KpOBH, €€ HNPOAYKTOB, KPOBC3aMCHIAIOIIUX PACTBOPOB U TCXHUUYCCKHUX CPCACTB, HCIOJb3YCMLBIX B
Tpanchy3nonHo-uHpy3nonnou tepanun" (Cobpanue 3akoHomarenbcTBa Poccutickoit @enepamuu, 2011,
N 3, ct. 553);

nyHKT 113 u3meHeHwuii, kotopeie BHOCITCA B akThl [IpaBuTenscrBa Poccuiickoit @enepanun 1mo
BOIIPOCAM JeATeNIbHOCTH MuHKcTepeTBa 3apaBooxpaHeHuss Pocculickoi denepanuu, yTBEPKICHHBIX
noctaHoBieHueM [IpaButenscTtBa Poccuiickoit @enepanmu ot 4 centsops 2012 r. N 882 "O BHeceHnun
U3MeHeHul B Hekoropble akThl [IpaBurenscrBa Pocculiickor denepanuu 1o BOIpOCaM ACSATEIbHOCTH
MunucrtepcTBa 3apaBooxpanenusi Poccuiickoit @enepannn” (Codpanue 3akoHomareabcTBa Poccuiickoit
®enepauun, 2012, N 37, ct. 5002).

IIpencenarens [IpaBurenscrBa
Poccuiickoit @enepanuu
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JL.MEJIBE/IEB

Y TBEPKICHBI

nocranoBienueM [IpaButenscTBa
Poccutickoit denepanuu

ot 22 utona 2019 r. N 797

NMPABUIA
3AroTOBKW, XPAHEHUA, TPAHCITOPTUPOBKWU U KITUHUYECKOIO
NCNoJib30OBAHUA NOHOPCKOWU KPOBU U EE KOMIMOHEHTOB

l. O6wme nonoxeHus

1. Hacrosmue IlpaBuia ycTraHaBIMBarOT oOs3aTeNbHBIE TPEOOBAHHUS K 3aroTOBKE, XPaHECHHIO,
TPAHCIIOPTHPOBKE U KIMHUYECKOMY HCIIOJIb30BAHUIO JOHOPCKON KPOBH M €€ KOMIIOHEHTOB, BKIIOYAs
oOs13aTebHBIC TpeOOBaHUSI OE30MACHOCTH JOHOPCKON KPOBU M €€ KOMIIOHEHTOB (Jajiee - TpeOoBaHUS
0€30MaCHOCTH) TIPU MX 3arOTOBKE, XPaHEHUH, TPAHCIIOPTUPOBKE U KIMHUYECKOM HUCIIOJIB30BaHHH.

2. [Tonsitus, ucnosb3dyeMble B HacTosinux [IpaBriiax, 03Ha4aroT Caeayromee:

"aJJIONMMYHHBIE aHTUTENA" - aHTHTENa, KOTOpble (OPMUPYIOTCS B pe3yiabTaTe HECOBMECTUMOM
TpaHc(y3UM, TpaHCIUIAHTALMM AJJIOTEHHOTO KOCTHOTO MO3ra M aUIOT€HHBIX T'€MONOITHYECKUX
CTBOJIOBBIX KJIETOK, OCpEMEHHOCTH WJIM KOHTAKTa C TPYNIIOBBIMU AaHTUT€HAMH SPUTPOLIUTOB;

"ayTosornuHas TpaHcdysus' - mporeaypa TepeuBaHUs KPOBH M (WJIM) €€ KOMIIOHEHTOB, TPH
KOTOPOW JJOHOP M PELIUIUEHT OJJHO U TO K€ JIUIIO;

"OakTepuanabHas KOHTaMHHAIMsA" - TOMajaHue B KOHTEMHEpP C JOHOPCKOM KpPOBBIO M (MJIH) €€
KOMIIOHEHTaMHU TOTEHIMAJIbHO OMACHBIX JUIS 3A0POBbS PELUIHEHTAa OAKTEepHid, KOTOPbIE MOTYT CTaTh
MPUIMHON PEAKIMK WIIA OCJIOKHEHUS B CBSI3U C TpaHCy3UeH;

"O6uonornyeckas mpoba" - mpeaBapuTeNbHas OICHKA COCTOSHUS PEIMIUEHTAa NPU BHYTPUBEHHOM
BBEJICHUH JIOHOPCKOM KPOBH M (MJI) €€ KOMIIOHEHTOB;

"OpakoBKka" - H3MEHEHHE cTaTyca JOHOPCKOW KpOBH M (WJIM) €€ KOMIIOHEHTOB, PacXOJHBIX
MaTepHalioB U PEAreHTOB IIPH BHISIBICHUN HECOOTBETCTBUS X TPEOOBaHUSIM O€30I1aCHOCTH;

"rTeMOTpaHCMUCCUBHBIE MH(pEKIuN" - HH(EKINHU, epeaaoecs B TOM YUCIe Yepe3 JTOHOPCKYIO
KpPOBb U €€ KOMIIOHEHTHI;

"IpaHyJOLUTHBIA KOHLEHTPAT' - JIEMKOLMTHI, B3BELUIECHHBIE B IIJIa3M€, IOJYyYEHHBIE METOAOM
adepesa OT OJHOTO JOHOpPA, B KoimdecTBe He MeHee 10 X 10° B €IMHUIIE KOMIIOHEHTA JOHOPCKOW KPOBH,
MOJIBEPTHYTHIE 00513aTeIbHOMY 00JTyUeHHUIO;
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"rpynnsl KpoBH 1o cucreMe AB0" - aHTUT€HHBIN COCTaB KPOBH, ONPEAEIIAEMBIN 110 HAINYUIO WIN
OTCYTCTBHUIO aHTHUT€HOB A W B Ha spuTponuTax M aHTUTE] aHTU-A U aHTU-B B CBHIBOPOTKE KpOBHU
4eJI0BEKA;

"eMMHUIIA JOHOPCKOM KPOBH" - COIEpIKAIIAsICA B OJTHOM KOHTEUHEPE IOHOPCKAsI KPOBb;

"eAMHMIIA KOMIIOHEHTa JOHOPCKOH KpPOBH'" - COAEp)KALLUICS B OJHOM KOHTEHHEPE KOMIIOHEHT
JIOHOPCKOM KPOBH;

"UIeHTU(PUKAIMOHHBI HOMEp J0HOpa'" - HOMEp, MPUCBAUBAEMBIN JOHOPY CYOBEKTOM OOpaIlieHus
TOHOPCKOM KpoBM U (WIM) €€ KOMIIOHEHTOB, OCYIIECTBISIOIIMM MX 3aroTOBKY, XpaHEHHE,
TPAHCIOPTHPOBKY, NPU MEPBOM JOMYCKE JOHOpA K JOHAIMH, KOTOPBIH COXpaHSETCs HAa MPOTSHKEHHH
BCE UCTOPUU JOHAIINM;

"UACHTU(PUKAIMOHHBI HOMEp JOoHAamuu"' - HOMEp, MPUCBAMBACMBIA JIOHAIMH CYOBEKTOM
oOparieHusi JOHOPCKOM KPOBH U (WJIM) €€ KOMIIOHEHTOB, OCYIIECTBISIONINM HMX 3arOTOBKY, XpaHCHHE,
TPAHCIIOPTHPOBKY, JJI MAPKUPOBKU 3TUM HOMEPOM BCEX KOMIIOHEHTOB JIOHOPCKOHM KPOBH, MOTYUYEHHBIX
Ha BceX dTarax o0pabOTKHM KOMIIOHEHTOB ATOM JOHAIIMU, a TaKKe 00pa3lioB KPOBH COOTBETCTBYIOIIETO
JIOHOPA;

"WHIWBUAYAIBHBIA TMMOJ00P KOMITOHEHTOB JOHOPCKON KpOBHU'" - COBOKYITHOCTH HCCIICIOBAaHHM,
HaHpaB.HeHHBIX Ha BBISIBJICHUC y peHI/IHI/IeHTa AHTUTCJI K aHTUI'€CHaM KOMIIOHCHTOB I[OHOpCKOfI KpOBI/I B
LETISX ONPECIICHHS] COBMECTUMOCTH JIOHOPA U PEITUTTUEHTA;

"KapaHTUHM3aLUs IUIa3Mbl" - XpaHEHME IUIa3Mbl C 3alPETOM €€ HCIIOJIB30BAHMS 10 IIOBTOPHOIO
uccieloBaHus 00pasia KpoBH JJOHOPA Ha TeMOTPaHCMHUCCHBHbBIE HH(EKLINY;

"KOHIIEHTPAT TPOMOOIIUTOB" - KOMIIOHEHT IOHOPCKOM KPOBH, CO/EPKAIIUNA TPOMOOITUTHI B TIJIa3Me
WIM B IUla3Me€ C J00aBOYHBIM pPACTBOPOM, IIOJYYEHHBIH MeTOAOM adepe3a HIM U3 KPOBU
KOHCEPBUPOBAHHOMU;

"KpHOTIperunuTaT" - KOMIOHEHT JOHOPCKOW KPOBH, COIEpPKAITUN KPUOTIOOYITHMHOBYIO (PPaKIHIO
TUTa3MBbI, ITOJTy4aeMblil TOCPEICTBOM MEpepabOTKH IIa3MBbl;

"JIEHKOTPOMOOITMTHBIN CIION" - YacTh €IMHHIIBI KPOBH, COJEpKaIlas KOHIIEHTPAT JICUKOIIMTOB M
TPOMOOIMTOB, MOJIyYeHHAsE METOAOM IIEHTPU(YTHpOBaHUS;

"nelKOpenylIMPOBAHHBI KOMIIOHEHT JOHOPCKOM KpOBH" - KOMIIOHEHT JOHOPCKON KpOBH,
MOJIBEPTHYTHIN JIOMOJHUTEIHHONH 00paboTKe B LENAX CHIKEHHS OCTAaTOYHOTO KOJUYECTBA JICHKOIIMTOB
menee 1 x 10° B €IMHUIIE KPOBHU;

"muodunuzanus 1ia3Mel" - MeTol O0O0pabOTKM TIJIa3Mbl IMOCPEJICTBOM €€ BBICYIIMBAHHUS U3
3aMOPOKEHHOI'O COCTOSIHUS;

"MeTon adepesa" - 3aroToBKa KOMIIOHEHTOB JOHOPCKOM KPOBHU C IEIEBBIM BBIJCICHUEM ILTa3Mbl
WJIM KJIETOK U3 JOHOPCKOH KPOBH M BO3BPATOM JJOHOPY OCTATOYHBIX KOMIIOHEHTOB JIOHOPCKOM KPOBH;

"00y4eHHBIH KOMIIOHEHT JOHOPCKOM KpOBH" - KOMIIOHEHT JOHOPCKOW KpOBH, MOJBEPTHYTHIN
JOTIOJTHUTEIBLHOW 00pabOTKE PEHTI€HOBCKUM OOTYYEeHHEM HIIM TaMMa-o0rydeHueM B fo3e 25 - 50 I'peit,
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HAMpaBJICHHOM Ha WHAKTUBAIMIO JOHOPCKUX JICHKOIIMTOB B IENAX NPOPUIAKTUKKA pPEaKuid u
OCIJIO)KHEHUH B CBSI3U C TpaHC]y3ue;

"oOpaser KpoBU JOHOpaA" - KPOBb, B3ATas y JOHOPA, IpEAHA3HAYCHHAS JJIsl HCCIIEIOBAHUS;
"0Opazer] KpOBU PEIMIHUCHTA" - KPOBB, B3sITas y PEIUITMCHTA, IPeAHA3HAYCHHAS ISl HCCIICIOBAHNS,

"maToreHHble OMOJOTMYECKUE AareHThl" - MHUKPOOPTaHU3MBI, CIIOCOOHbIE NpU MOMAJaHUH B
OpraHu3M 4YeJI0BEKa BbI3BATh MH(EKIIMOHHBIHN MPOLECC;

"maToreHpeyllMpOBaHHbI KOMIIOHEHT JIOHOPCKOM KpOBH'" - KOMIIOHEHT JIOHOPCKOH KpOBH,
MOJIBEPTrHYTBHIA  JIONOJHUTEIbHOM 00pabOTKe, HaNpaBICHHOW Ha IpeKpalleHue pPernpoayKLIUuu
MATOr€HHBIX OMOJIOTHYECKUX areHTOB;

"MPUTOIHBIE SISl UCTIOIB30BAHMS TOHOPCKAs KPOBb U (MJIH) €€ KOMITIOHEHTHI" - TOHOPCKast KPOBb U
(unM) ee KOMIIOHEHTHI, COOTBETCTBYIOIINE TPEOOBAHUAM 0€3011aCHOCTH;

"mynmupoBaHue" - 00beTMHEHUE TIPOYKTOB MHANBUYATbHBIX JTOHAIUH;
"pe3yc-IIpUHAIEKHOCTD" - HAJIMYKE WIM OTCYTCTBUE HAa SPUTPOLMTAX aHTUreHa D;

"CBe)KE3aMOpOKEHHasl TIia3ma" - TUIa3Ma, MOJdydeHHas MeTojoM adepesa, XpaHHUBIIAsCA [0
3aMOpaxxuBaHus npu Temmeparype +2... +6 rpanycoB llenbcust 6 4acoB ¢ MOMEHTa 3arOTOBKH, WU
MOJIy4eHHasi U3 JIOHOPCKOM KPOBM, XpaHUBIICHCS A0 HEHTpUGYTUPOBAaHUS MpU TeMIIepaType He BbIIIE
+10 rpanycos Llenscust He Gosee 24 yacos;

"cucreMa 0€30macHOCTH" - KOMIUIEKC MEPOIPHUATHH, OXBATHIBAIONINN BCE BUIBI ACITEIHPHOCTH TIPH
BBITIOJIHCHU N pa60T MO 3aroToBKC, XpPAaHCHUIO, TPAHCIIOPTUPOBKC W KIIMHUYCCKOMY HCIIOJIb30BAHUIO
JIOHOPCKOW KpOBH W (WJIM) €€ KOMIIOHCHTOB, HAMpAaBIICHHBIH Ha oOecredeHre Oe30MacHOCTH TpH
OCYHICCTBJICHUU 3arOoTOBKH, XpPAaHCHUA, TPAHCHOPTUPOBKU U KIIMHUYCCKOI'O0 HMCIIOJIb30BAHUA I[OHOpCKOﬁ
KpOBH U (WJIM) €€ KOMIIOHCHTOB;

"CPOK TOAHOCTH JTOHOPCKOM KpPOBH M (WJM) €€ KOMIIOHEHTOB" - MEpuoj, B TEUEHHUE KOTOPOTO
JIOHOpPCKasi KpOBb U (MJIM) €€ KOMIIOHEHTHI PUTOHBI JJI UCIOJIb30BaHUS;

"cTaTyCc JOHOPCKOW KpPOBU M (MJIM) €€ KOMIIOHEHTOB" - COCTOSIHHE JOHOPCKOW KpOBU WIH €€
KOMITOHEHTOB, M3MEHSIONIeecs B 3aBUCHUMOCTH OT PE3yJIbTaTOB KOHTPOJS 0Opaslia KpOBH JOHOpa: "Ha
"

kapanTuHe", "HeuccienoBaHHble", '"OpakoBaHHbBIE", "NPUTOAHBIC MJs WCIOIB30BaHUSA" U '"id
ayTOJOTHYHOU TpaHchy3un",;

"TpaHc(y3ua" - COBOKYNHOCTb MEAMUIMHCKUX MAHUMYJSAIHUA MO BBEJCHHUIO B TEPANeBTHMYECKHX
LEJIAX PELUIUEHTY B KPOBEHOCHOE PYCIIO JOHOPCKOM KPOBH U (MJIM) €€ KOMIIOHEHTOB, 3arOTOBJIEHHBIX OT
JIOHOpa WJIM CaMOT'0 pelMIUEHTa (ayTOJIOru4yHas TpaHC(y3us), KPOBH, U3IMBIICHCS B MOJOCTH Tela U B
paHy MpU TpaBME U OTIEPAIHIX, a TAKXKE IPCHAKHONU KpOBH (perH(Y3Hs);

"9KCTpaarraOTUHUHEI aHTU-Al" - ecTeCTBEHHBIC aHTHTENA, ONPEIeIsieMble B TUIa3Me (CBIBOPOTKE)
KpOBH y U1l ¢ Tpynnoil kpou A2 i A2B;

"IpPUTPOLIUTCOAEPIKALUE KOMIIOHEHTBI JOHOPCKOW KpOBH'" - KOMIIOHEHTHI JOHOPCKOM KpOBH,
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COZIep KaIIe IPUTPOLUTHI B IJIa3ME MM BO B3BELIMBAIOIIEM PacTBOpPE, MOJIYUYEHHBIE METOAOM adepesa
WM U3 KPOBU KOHCEPBUPOBAaHHOM.

I1. TpeOoBaHusi 0€30IACHOCTH NPHU 3ar0TOBKE, XPAHEHHH,
TPAHCIOPTHUPOBKE M KIMHNYECKOM HCI0JIb30BAHUM TOHOPCKON KPOBHU
U ee KOMIIOHEHTOB

3. CyOBeKTsl o0OpaleHusi JOHOPCKON KpOBU M (MJIM) €€ KOMIIOHEHTOB 00€CIIeYNBaIOT COOTBETCTBUE
paboT 1Mo 3aroTOBKE, XpaHEHUIO, TPAHCTIOPTUPOBKE U KIMHUYECKOMY UCIOIB30BAHUIO JOHOPCKON KPOBU
1 (W1H) ee KOMITOHEHTOB TpeboBaHMAM HacTosmux [IpaBui.

C »o1olf menpl0 B CcyOBEKTax oOpalleHus JOHOPCKOW KpoBU H (WJIM) €€ KOMIIOHEHTOB
paspabarbIBaeTCsl, BHEIPSIETCS M HEMPEPHIBHO COBEPIICHCTBYETCS CUCTEMa OE€30MaCHOCTH.

4. Cucrema 0e30macHOCTH oOecreynBaeT CTaOUIBLHOCTh MPOLIECCOB IO 3arOTOBKE, XPaHEHHUIO,
TPAHCIIOPTHPOBKE M KIMHUYECKOMY HCIIOJIB30BAHUIO JIOHOPCKOW KpOBH M (MJIM) €€ KOMIIOHEHTOB U
BKJIFOYAET B ce0sl:

a) yIpaBIICHHUE ITEPCOHATIOM;

0) BemeHHWE MEAMIMHCKOW JOKYMEHTAIlUH, CBSI3aHHOW C JIOHOPCTBOM KpOBUM U (WIH) ee
KOMITOHCHTOB W KJIMHUYECKUM HCIIOJIb30BAHMEM JTIOHOPCKOW KpOBHM U (WJIM) €e KOMIIOHEHTOB (lajiee -
MEJIULUHCKAsl JIOKYMEHTallMsl), CTaTUCTUYECKOr0 y4yeTa M OTUETHOCTH [0 3aroTOBKE, XPaHEHUIO,
TPAHCIIOPTHPOBKE W KIMHUYECKOMY HCIOJIb30BAHUIO JIOHOPCKOW KPOBH U (WJIM) €€ KOMITOHEHTOB II0
¢dopmam, yrBep)kaaeMbiM MUHHCTEPCTBOM 3/ipaBooxpaneHus Poccuiickoit dexepannu;

B) pa3MCIICHHE B YCTAaHOBJICHHOM TOpsAlake WHGOpMAlMu B eIWHOW 0a3e JaHHBIX 10
OCYIIIECTBICHUIO MEPOIPHUSITHI, CBSI3aHHBIX C oOecredyeHneM Oe30MacHOCTH JOHOPCKOHW KpPOBH M €e
KOMIIOHEHTOB, Pa3BUTHEM, OPraHU3allMEll U MTponaralioil JOHOPCTBA KPOBU U €€ KOMITOHEHTOB (nayee -
0a3a TaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB);

F) I/IﬂeHTI/I(l)I/IKaHI/II-O " IIPOCIICIKNBACMOCTD NAHHBIX, YKA3dHHBIX B ITYHKTC 17 HaCTOAIINX HpaBI/IH;

) KOHTPOJIb 3HAYCHWI TOKa3aTelell 0e30MmacHOCTH JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB II0
MEPEYHIO COTJIaCHO MpuiioxkeHuto N 1;

€) MpOoBEACHUE BHYTPEHHHUX TMPOBEPOK (AyIUTOB) JEATEIBHOCTH 10 3aroTOBKE, XPaHEHUIO,
TPAHCIIOPTUPOBKE U KJIMHUYECKOMY MCIOJIB30BAHUIO TOHOPCKOM KPOBU U (MJIM) €e KOMIIOHEHTOB (JaJee -
BHYTPEHHUE IIPOBEPKN);

)K) TIPUHATHE MEpP, HANPABJICHHBIX HA NMPO(HIIAKTHKY HapylmIeHWd TpeOOBaHMI OE30MacHOCTH W
YCTPAHEHUE IPUYUH U IIOCIECICTBUN BBIABICHHBIX HAPYLICHUN;

3) OCYIIECTBJIEHUE KOHTPOJISI U MOHUTOPUHIA YCIIOBUN XpaHEHUS U TPaHCHOPTUPOBKH JTOHOPCKOI
KpPOBHU U €€ KOMIIOHEHTOB COTJIaCHO npuioxkenuto N 2.

5. PykoBo/CTBO cyOBeKkTa 0OpalieHus JOHOPCKON KpOBU M (MJIM) €€ KOMIIOHEHTOB 00eCIieuYnBaeT B
npeenax CBOMX MOJHOMOUYMH 3(dexkTrBHOE (HYHKIMOHHMPOBAHHWE CUCTEMbI 0€30MaCHOCTH, BBIICICHUE
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HEOOXOJUMBIX PECYPCOB, OMPEACICHUE JTOKHOCTHBIX OOS3aHHOCTCH W paclpeleiCHUE MOJIHOMOYUN
MepcoHajga B MHEIIX pa3pabOTKH, BHEAPEHHS M HEIPEPHIBHOIO COBEPIICHCTBOBAHHS ~CHCTEMBI
0€30I1aCHOCTH.

6. TpeboBaHus K OpraHU3alUU ACATEIHPHOCTH CyOBEKTOB 0OpaIeHus1 TOHOPCKOW KpOBU | (WIIH) €€
KOMIIOHEHTOB 110 3arOTOBKE, XpPaHEHUIO, TPAHCIOPTUPOBKE JOHOPCKOW KPOBU U (WJINM) €€ KOMIIOHEHTOB,
BKJIIOYasl IITaTHbIE HOPMATHBBI U CTAaHAAPT OCHAILEHUS, a TaKKe TPeOOBaHUSA K OPraHU3alMH CUCTEMBI
0e30macHOCTH yTBEpKIAatoTcss MUHHCTEPCTBOM 31ipaBooxpaneHus Poccuiickoit @enepanuu.

7. O0s13aHHOCTH II€pCOHAIa YCTaHABIUBAIOTCS B 00bEME, MCKIIOYAIOUIEM BO3HUKHOBEHHME PHCKOB
111 6€30MaCHOCTH JJOHOPCKOW KPOBHU U (MJIM) €€ KOMITOHEHTOB.

8. CyObekThl oOpareHus JOHOPCKOW KpOBU U (MJIM) €€ KOMIIOHEHTOB OOECIeYMBalOT OOydYCHHE
nepcoHaia B COOTBETCTBHUMU C  BBIIIOJIHACMBIMHU BHJIaMU pa60T II0 3aroToBKC€, XpPaHCHUILO,
TPAHCIOPTHPOBKE W KIIMHUYECKOMY HCIOJIB30BAHUIO JOHOPCKOW KPOBH W (WJIM) € KOMIIOHEHTOB, H
HaJIM4YKME JOKYMEHTOB, MTOJITBEPKAAIONINX KBATH(UKALINIO IEpCOHAA.

9. CyOBbexThl OOpalieHus: JOHOPCKOW KPOBH | (MJIM) €€ KOMIIOHEHTOB 00€CIIeYnBaIOT COOTBETCTBUE
HCIOJIb3YCMBbIX 3I[aHHﬁ n HOMGH_IGHI/II‘/JI CaHUTAPHO-3MMUACMHUOJIOTHICCKUM Tp€6OBaHI/I}IM, MpEaABABIACMbBIM
K OpTaHU3aIHsIM, OCYIISCTBISIONIMM MEIUIIMHCKYIO IesITeIbHOCTh. [loMenienus, mpeqHasHaueHHbIe s
3aroTOBKH U XpaHEHUs JOHOPCKOM KPOBU U (W) €€ KOMIIOHEHTOB, Pa3eNsIlOTCA 110 BUIaM TPOBOIUMBIX
pa60T, UMCIOT KOHTpOHI/IpyeMBII\/'I AOCTYII, UCITOJIB3YHOTCA B COOTBCTCTBUU C UX HABHAYCHUCM U BKIIIOYAIOT
B ce0st:

a) MOMEIIEeHHUS I TpUeMa U MEIUIIMHCKOTO 00CIeIOBaHUS JOHOPA;

0) moMeIIeHus AJIs1 OCYIIECTBICHUS TOHAINI TOHOPCKOW KPOBU U (MJIH) €€ KOMIIOHEHTOB;
B) MPOM3BOICTBEHHbIE IOMEIICHHUS;

T') 1a0opaTopHbIe TOMEIICHUS;

1) IOMEIIEHUS JIJIs1 XpaHEeHUsI IOHOPCKOM KPOBH U (MJTH) €€ KOMIIOHCHTOB;

€) MOMEIICHHUS JUISI XPAaHEHUSI PACXOIHBIX MaTEpUaIoB (CKIa/bl);

) aIMUHUCTPAaTUBHO-XO035HCTBEHHBIE TOMEILICHUS;

3) CAHHUTAPHO-OBITOBBIC TOMEIICHHS IS TIEPCOHANla, PACIOJOKEHHBIE W30JIMPOBAHHO OT
MIPOM3BOJICTBEHHBIX U JTAOOPATOPHBIX MOMEIIEHUH.

10. MapuipyTu3anusi TOTOKOB JJOHOPOB, TOHOPCKOM KPOBH U (MJIH) €€ KOMIIOHEHTOB, MEIUIIMHCKHIX
U3JIeNH U METUIIMHCKUX OTXOJOB B HCIIOJIb3YEMBIX IMOMEILEHUSX OPraHu3yeTcsl B COOTBETCTBUHU C
MOCIIEI0BATEIHHOCTHIO BBIMIOTHEHHS pa0OT MPHU 3ar0TOBKE JOHOPCKOW KPOBU M (HITH) €€ KOMIIOHEHTOB B
LEJIAX UCKITIOYEHUS TiepecedeHust "TpsA3HbIX" U "IMCThIX" MOTOKOB.

11. CyObektamu oOpalieHus JOHOPCKOW KpOBHM U (WJIM) €€ KOMIIOHEHTOB HCIIOJb3YIOTCS
3apETUCTPUPOBAHHBIC B YCTAHOBJICHHOM IOPSIKE MEAWIUHCKUE W3ACIHs, IpeIHa3HAYCHHBIE s
3aroTOBKH, XpaHEHUS, TPAHCIIOPTUPOBKU U KIMHHUYECKOTO HMCIIOIH30BaHMS JOHOPCKOW KPOBH U (WJIH) €€
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KOMIIOHCHTOB.

12. CyObexThl oOpaleHus: JOHOPCKOM KpPOBH W (MJIM) €€ KOMIIOHEHTOB OOECIEeYMBAIOT BHECCHHE
nH(OpPMAIINH, TO3BOJISIONICH IPOCIEIUTh BCE ATAIbI paboT MO 3aroTOBKE, XPaHEHHIO, TPAHCIIOPTUPOBKE
U KIMHHYECKOMY HCIOJB30BAaHHUIO JTIOHOPCKOH KPOBM W (WMJIM) €€ KOMIIOHEHTOB, B METUIIMHCKYIO
JOKYMEHTAIMI0 ¥ 0a3y JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB. PyKONUCHBIC 3alUCHU JIENar0TCs
YETKO M pa300pPUHBO.

13. Jlns Bcex 3TanoB 3aroTOBKH, XPAaHEHUS, TPAHCIOPTHUPOBKHU U KIMHUYECKOI'O HCIIOJIb30BAHMS
JTOHOPCKOW KpOBM U (WMJIM) €€ KOMIIOHEHTOB pa3padaThIBaIOTCS WHCTPYKIIUHU, OIHCHIBAIOIINE
COOTBETCTBYIOIIME PAa0OTHI U MOCIEIOBATENILHOCTh ACHCTBHIA TIEpCOHANIA 10 WX BBITOJHEHUIO (Janee -
CTaHJapTHBIE OINEPAMOHHBIC MpoueAypbl). CTaHIapTHBIE ONEPalMOHHBIC MPOIEAYPHI, OMHCHIBAIOIINE
paboThl ¢ MPUMEHEHHEM MEIUIMHCKUX W3JeIUN, pa3padaTbIBalOTCS Ha OCHOBE AKCIUTyaTallMOHHOU
JOKYMCHTAIUU MPOU3BOAUTCIISI MCAUTTUHCKOI'O U3J1CIIUS.

14. IIpoBeneHue peryispHbBIX BHYTPEHHUX IMPOBEPOK B LEIAX OLEHKUA 3(PPEKTUBHOCTH CHCTEMBI
0e30macHOCTH B CyOBeKTaxX OOpaimieHusi TOHOPCKOW KPOBH M (MJIM) €€ KOMIIOHEHTOB OCYIIECTBIISCTCS
komuccueit. CoctaB KOMUCCHH M TpadUK MPOBENCHUS BHYTPEHHUX IMPOBEPOK YTBEPKIAIOTCS aKTOM
cyOBeKTa o0OpalieHus JOHOPCKOM KPOBH M (MJIH) €€ KOMITOHEHTOB.

15. [InanupoBaHuE BHYTPEHHUX IPOBEPOK OCYIIECTBISETCS C YYETOM PE3YyJIbTaTOB MPEIbITYLINX
IIPOBEPOK.

16. Pe3ynbTaThl BHYTPEHHUX MPOBEPOK JOKYMEHTHPYIOTCS, @ IO UX MTOTaM NMPUHUMAIOTCS MEpHI,
HalpaBJiCHHbIE HAa YCTPaHEHHE NPUYMH M TOCIEACTBUI BBIIBICHHBIX HApyIICHUH TpeOoBaHUI
0e30macHOCTH W TPOQUIAKTUKY TAaKUX HapylIeHHH. PyKoBOICTBO cyOBekTa oOpalleHHsl JTOHOPCKOMH
KPOBU M (WJIM) €e KOMIIOHEHTOB O0ECHeYnBaeT CBOCBPEMEHHOE YCTPAaHEHHE BBIBICHHBIX HapyIICHUH
TpeGoBaHUi 6€30MaCHOCTH U MPUYUH UX BOSHUKHOBEHHUS.

17. B nensix obecrnedueHust 6€30MacCHOCTH KIMHUYECKOTO MCIOJIb30BAHUS IOHOPCKOW KPOBU U (MJIN)
€¢ KOMIIOHEHTOB OCYIIECTBIISIETCS MPOCIS)KUBAEMOCTh JAHHBIX O JOHOpE, JOHAIUAX, 3arOTOBJICHHBIX
JIOHOPCKOW KpOBM W (WJIM) €€ KOMIIOHEHTOB, PAacXOJHBIX MaTepuaiax (KOHTECHHepax, peareHTax,
pacTBopax, JIGKApCTBEHHBIX CpEACTBax), o0Opa3lax KpOBH JIOHOpA, PEKHMax XpaHCHUS U
TPAHCIIOPTHPOBKH JOHOPCKOM KpOBM W (WIM) €€ KOMIIOHCHTOB, O0pa3lax KpOBH PEIUIUEHTA,
UCIIOJTHUTENSAX paboT, a TakKe O COOTBETCTBHHM TPEOOBaHHUSAM O€30MaCHOCTH MPOBOJUMBIX paboT Mo
3aroTOBKE, TPAHCIIOPTHPOBKE, XPAaHCHUIO U KIIMHUYECKOMY HCIIOJIb30BaHUIO JIOHOPCKON KPOBH | (MITH) ee
KOMITOHEHTOB.

18. IlpocnexxuBaeMoCTh MPEeTyCMOTPEHHBIX MyHKTOM 17 HacTosimux [IpaBui gaHHBIX AOCTUTAeTCs
MOCPEJICTBOM HMX HICHTU(UKAIMU Ha BCEX JTamax OT MEIUIMHCKOro O0CieloBaHMS JOHOpa MO0
KOHEYHOT'O HMCMOJIb30BaHUS €ro JOHOPCKOW KPOBU M (MJIM) €€ KOMIIOHEHTOB, BKJIIOYAs YTUIIU3ALUIO, C
MOCJIeIOBATEIbHBIM BHECEHHEM COOTBETCTBYIOIIEH WH(pOpMAlUKd B MEAMLMHCKYIO JOKYMEHTALUIO U
0a3y JaHHBIX TOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

19. CyObekTsl oOpalieHus IJOHOPCKOW KpoBH U (WJIM) €€ KOMIIOHEHTOB OOECTIeUHBAIOT
npencrasieane B DepepaibHOE MEAMKO-OMOIIOTHYECKOE areHTCTBO HH(OPMAIMU O peakiusx U 00
OCTIO)KHEHUSX, BO3ZHUKIIUX Y PEIUINHEHTa B CBSI3M C TpaHCy3uell MTOHOPCKOW KpoBU u (WiH) ee
KOMIIOHEHTOB, B YCTaHOBJICHHOM TIOPSIZIKE.
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lll. O6s3aTenbHbIe TPeOOBaAHUA K 3aroToBKe AOHOPCKOW KPOBM
" (Unn) ee KOMMOHEHTOB

20. TMopsnok TPOXOXKACHUS TOHOPAMHU METUIIMHCKOTO OOCIIeIOBAHMS, MEepPeUYeHb MEIUITMHCKUX
MIPOTHBOMOKA3aHUM (BPEMEHHBIX M TIOCTOSIHHBIX) IS CIauyd KPOBH U (MJIM) €€ KOMIIOHEHTOB M CPOKOB
0TBOJA, KOTOPOMY HOMJICKUT JIMIO IMPU HAJIMUYUHU BPECMCHHLIX MCOAUIMHCKUX HOKaSaHHﬁ, OT JOHOPCTBA
KpOBHU U (WJIM) €e KOMIIOHEHTOB, BKJIIOYas MOPSAIOK HCCIeIOBaHUS 00pa3loB KPOBU JTOHOpA, MOPSAIOK
AOIyCKa JOHOpa K JAOHalmWuvM, B TOM YHCIC IIOCIC MCIAUIHUHCKOrO OTBOA4d, HOPMBI COCTaBa H
OMOXMMHUYECKUX ToKa3aTenel neprudepuyeckoil KpoBH IS AOMycKa JOHOpa K JOHAIMM, TpeOOBaHUS K
OTIpEICTICHUIO BUJA TOHOPCTBA, 00BbEMa B3SATHS JOHOPCKOHW KPOBU U (MIIM) €€ KOMIIOHEHTOB, a TaKXKe
MHTEPBAIbl MEXIY BHAAMHU JTOHOPCTBA YTBEPKIAAOTCI MUHUCTEPCTBOM 3ApaBOOXpaHeHus Poccuiickoi
denepanuu.

21. CyOnexkToM oOpamieHus TOHOPCKOW KpOBH M (WMJIM) €€ KOMIIOHEHTOB, OCYIIECTBIISIFOITUM
3aroTOBKY, XpaHEHHWE W TPAHCIOPTUPOBKY JOHOPCKONH KpoBM W (WiIM) €€ KOMIIOHEHTOB (nanee -
OpraHu3aIsl, OCYIIECTBIISFOIIAs 3aTOTOBKY JOHOPCKOW KPOBH M €€ KOMIIOHEHTOB), TIPY TIEPBOi TOHAIIUU
JOHOPY M JIOHAIlMM TPUCBAMBAIOTCA HUICHTU(UKALMOHHBIE HOMepa. [Ipu mocienyronmx ooOpameHusx
ATOTO JIOHOPA WACHTU(PHUKAIIMOHHBIN HOMEp TPUCBAMBACTCS TOJIBKO JIOHAIINH.

22. B opraHu3zanuu, OCYLIECTBISIOUIEH 3aroTOBKY JIOHOPCKONM KPOBM M €€ KOMIIOHEHTOB, IS
B3SITHUS JOHOPCKOM KPOBH U (WJIN) €€ KOMIIOHEHTOB IPUMEHSIOTCS CTEPUIIbHBIE 3aMKHYThIE T€pMETHUHBIE
KOHTEWHEPbI, KOTOPBIE MPECTABISAIOT COO0H €MKOCTH OJHOKPAaTHOTO MCIOJIb30BaHUS (B COCTaB MOXET
BXOJUTh KOHTEHHEP-CIYTHHUK U1 O0TOOpa 00pa3lloB KPOBU JOHOPOB), NMPUMEHSEMBIE IS 3arOTOBKU
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB, pa3/IelIeHNs JOHOPCKOW KPOBU Ha KOMIIOHEHTHI, a TAKXKE IS
MOCIEAYIOIEr0 XPaHEHUS M KIMHUYECKOTO HCIOJIB30BAHMSA, COOTBETCTBYIOIIME IIOJy4aeMbIM
KOMIIOHEHTaM JOHOPCKOW KPOBHU M MCIIOJIb3YIOIIHUECS B COOTBETCTBUU C MHCTPYKLMEN MO MPUMEHEHUIO
MEIUIIMHCKUX M3CIHUN (Jaee - KOHTEHHEPHI).

23. KoHreliHepbl nepea NPUMEHEHHEM BH3YaJbHO MPOBEPSAIOTCS Ha OTCYTCTBHE J1e(EKTOB
(HapylIeHHe LENOCTHOCTH, NMPOTEKaHHE, U3MEHEHUE L(BeTa M IPO3PAayHOCTU AHTUKOATYJISIHTA) U NPHU
oOHapyKeHHH 1e(eKTOB OpaKyroTCs.

24. Tlpu 3aroToBKe TOHOPCKOW KPOBH OOECIICUMBACTCS ITOCTOSHHOE TEpPEMEIIMBAaHUE KPOBH C
pPacTBOPOM aHTUKOAryJIsiHTa (KOHCEpBaHTa) B TEUEHUE BCEU IOHAIUU.

25. 3aroToBKa JOHOPCKOM KPOBHM U pa3fielieHHE €€ Ha KOMIIOHEHThl B KOHTEWHep He Tpelyer
ACENTUYECKUX YCIOBUN BHEIIHEH CpPEbl.

26. PaboTbl MO 3aroTOBKE JIOHOPCKON KPOBU U (MJIM) €€ KOMIIOHEHTOB, MPU BBIMOJIHEHUN KOTOPBIX
HEOTHEMJIEMOW  YaCTbI0  TEXHOJIOTMM  SIBJIAETCSI ~ HApyUIEHHWE TEePMETUYHOCTH  KOHTEHHEPOB,
OCYILECTBISIIOTCS B MOMELIEHUSX C ACENTHUYECKMMM YCIOBUSIMH JIMOO C TOMOIIbIO MEIUIIMHCKUX
U3JIeJHiA, 00eCTIeYNBAIONINX ACEITHUECKUE YCIOBUS.

27. KoHTeliHEepHl ¢ JOHOPCKON KPOBBIO W (MJIM) €€ KOMIIOHGHTaMH W oOpasibl KPOBHU JIOHODPA,
CBSI3aHHBIE C COOTBETCTBYIOIICH MOHAIMEH, UMEIOT €IUHBIM HICHTU(UKAIMOHHBI HOMEpP NOHAIMH C
JOTIOTHUTEIBHBIM KOJIOM JUTSI KaXKA0T0 KOMIIOHEHTA JIOHOPCKOM KPOBH MJIM 00pa3IoB KPOBH JIOHOPA.
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28. KpoBp M ee KOMIIOHEHTHI il ayTOJOTMYHOW TpaHC(PY3UHM MMEIOT MapKUPOBKY "TOJBKO IS
ayTOJOTUYHOU TpaHChy3un'" ¢ yKazaHueM (pammimu, IMEHHU, OT4eCTBa (MPU HAIMYWHN) U IaThl POXKICHUS
JMIIA, 7151 KOTOPOTO OHM MpeHa3HAYCHBI.

29. [locne noHanuu KOHTEHHEPHI ¢ TOHOPCKOW KPOBBIO M (MJIM) €€ KOMIIOHEHTAMH TIPOBEPSIOTCS Ha
Hann4uue 1eeKToB.

30. B ciydae ucnonb3oBaHMs TEXHOJIOTMM 3arOTOBKHM KOMIIOHEHTOB JOHOPCKON KpPOBH, YacTbIO
KOTOPBIX SBISICTCA HApYILIEHHUE I'€PMETUYHOCTU KOHTEHHEPOB, IOJYYECHHBIE KOMIIOHEHTBHI JIOHOPCKOU
KPOBH HCIIOJIb3YIOTCS HE MO3/AHEE 24 4acoB MOCIIE IPUTOTOBIICHHUS.

IIpu HapylIeHUM TepMEeTHYHOCTH KOHTEiiHepOB, NPUMEHsIEMbIX JI 3arOTOBKHU JOHOPCKOI
KpPOBH M (WIH) ee KOMIIOHEHTOB, He TMPeIyCMOTPEHHON TeXHOJIOTHMel 3aroToBKH, Ipolecc
OCTAHABJIMBAETCS, JOHOPCKAsi KPOBb U (WJIN) €e KOMIIOHEHThI OPAKYyIOTCH.

31. 3aroToBiieHHBIE JOHOpPCKAas KpOBb U (WMJM) €€ KOMIIOHEHTBl XPaHATCA B YCJIOBUSX,
peAyCMOTpeHHBIX npuioxkeHueM N 2 k HacTosiuMm [IpaBunam.

32. B cinydae ecnu 1Mo IpWYMHE, HE 3aBUCAIIEH OT JOHOpa (Opak KOHTEHHEPOB, OCIOKHEHHS
JIOHAIMM), JOHOpCKas KpOBb M (WMJIM) €€ KOMIIOHEHTHl HE 3aroTOBJIEHBI B YCTAHOBJIEHHOM OOBEMeE,
JOHALMSI _VUMTBLIBAETCSl KaK _cocTosiBmasicsi. OCHOBaHHEM JUIsl BO3MOXKHOW OpPaKOBKH JOHOPCKOH
KpPOBHU U (MJIM) € KOMIIOHEHTOB SIBJISIETCSI HECOOTBETCTBUE 3aTOTOBJICHHBIX €AMHUIIBI JOHOPCKOW KPOBU U
€IMHUIIBI KOMIIOHEHTa JOHOPCKOW KpPOBHM 3HAUYEHHUSM IoOKa3aTenel 0e30MacHOCTH JOHOPCKOW KpPOBH U
(M) ee KOMIIOHEHTOB, IPEAYCMOTPEHHBIM npuiiokeHneM N | k HacrosuuMm [IpaBunam.

33. Bo Bpems moHaIMu OCYIIECTBIsAETCS OTOOp 0Opa3lioB KPOBH JOHOPOB IS TOBTOPHOTO
ompenenaeHuss rpymnmn KpoBu 1o cucteme ABO, pesyc-ipuHaIeKHOCTH (OmnpesefieHue caadblX U
YaCTUYHBIX BAapUWaHTOB aHTHreHa D sBusgercs oOs3atenpHbiM), K1 cucremsr Kell (K), anTurenos
sputrpouutoB C, c, E, e nns mpoBefeHus] CKPUHUHTA aJUIOMMMYHHBIX aHTUTEIN, BBISBICHHS MapKepOB
BHpyca umMmmyHoieunuTa yenopeka (BUYU-undexun), remaruros B, C u Bo30yauTens cudumuca.

UccnenoBanue anturenos sputrpountoB C, ¢, E, e, K, a Takxke cinaObIX ¥ YaCTUYHBIX BapUAHTOB
antureHa D B oOpas3lax KpoBH JIOHOpPA MPOBOIAT ABAXKABI OT pa3HbIX goHanuid. [Ipum coBmameHun
pe3yJIbTaTOB aHTUIEHbl JIPUTPOLMUTOB JOHOPA CUMTAKOTCS YCTAHOBJIEHHBIMH M IPU MOCIEAYIOLIUX
JIOHALUSIX HE ONPENIEITAIOTCA.

34. OOpa3ibsl KpoBU JOHOpa OTOMPAIOTCS HEMOCPEICTBEHHO W3 KOHTEHepa 0e3 HapylleHus
[EJIOCTHOCTA TPM TIOMOIIM  ajanTepa Uil BaKyyMHBIX NPOOMPOK WM W3  CHEIHaIbHOTO
KOHTEHepa-CIIyTHUKA JUIsi OTOOpa 00pasloB KPOBH JIOHOpPAa B BAaKyYyMHBIE OJHOPA30BbIE MPOOUPKH,
COOTBETCTBYIOIIME MPUMEHSIEMBIM METOJMKAM HCCIieoBaHui. He momyckaeTcst OTKphITHE MPOOHPOK C
oOpa3iamMu KpoBH JI0 TPOBEICHUS JIA0OPATOPHBIX MCCIEIOBAHUN.

35. Xpanenue o0Opas3loB KPOBH JIOHOpA 1O TPOBEIACHUS JaOOPaTOPHBIX HCCIEIOBAaHUMN
OCYILIECTBIISIETCS B YCIOBMSIX, IPELYCMOTPEHHBIX TpuitoskeHrneM N 2 k HacTodmuM [IpaBunam.

36. BrisgBieHue npu HCCIEeIOBAaHUM B 00paslie KpOBM JOHOpA S3KCTpAarriioTHHUHA aHTu-Al
ABJIIETCS OCHOBAHMEM JUIS 3alpeTa KJIMHUYECKOIO HCIIOJIb30BAHUS KPOBU M (MJIM) €€ KOMIIOHEHTOB, 3a
HCKJIFOYEHUEM SPUTPOLIUTHON B3BECH PA3MOPOKEHHOU, OTMBITON MJIM OTMBITBIX SPUTPOLUTOB.
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37. MonexkyaspHO-OMOIOTHYeCKHe HCCIeIOBaHUs Ha MapKepbl BHPYCOB HMMYHOAE(hUIIUTA
yenoBeka (BUY-uadeknun), renatutoB B 1 C nmpoBoAsSTCS )T BCEX CEPOHETATUBHBIX 00pa3IioB KPOBHU
IOHOPOB. JlomyckaeTcsi OJHOBPEMEHHOe MpPOBeJeHHE  MOJIEKYJIAPHO-OHOJIOTHYECKUX H
HMMYHOJIOTHYECKHUX MCC/IeIOBAHUI 00pa31i0B KPOBH IOHOPOB.

38. B cnywae BbIsABIEHUS HapylIeHMH Mpu OTOOpe 0OOpa3loB KPOBU JOHOPOB, BBITOJHEHHU
UCCIIEIOBaHMM, a TakKe MpPU HapYHICHUH HACHTU(UKALUUA TOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB
an00 00pa3loB KpOBH JOHOPOB BCE EIUHHIBI JOHOPCKOHM KpOBM U (WMJIHM) €€ KOMIIOHEHTOB,
3aroTOBJICHHBIE OT YCTaHOBJIICHHOH JOHAINH, U3BIMAIOTCS U3 00pallieHus, OpaKyloTcs U YTHIU3UPYIOTCS.

39. Opranuzanus, OCYLIECTBIISIONIAsl 3arOTOBKY JOHOPCKOM KpOBM U €€ KOMIIOHEHTOB,
oOecrieunBaeT KOHTPOJIb JOHOPCKOH KpOBH M (MJIM) €e KOMIIOHEHTOB Ha IPEIMET COOTBETCTBUS
3HAYECHHUSIM TOKa3aTesiell 6e301MacHOCTH JOHOPCKOW KPOBU U (MJIM) €€ KOMIIOHEHTOB, MPEAYCMOTPEHHBIM
npusioxkenueM N 1 k Hactosmum [TpaBuiam.

40. ITo 3aBepuIeHUH MPOLEAYPH NOHALWU HICHTHU()PUKALMOHHBIM HOMEp IOHAIMH CBEPSIETCS C
HOMEPOM Ha KOHTEHHEepax ¢ JIOHOPCKOW KpOBbIO M (WJIHM) €€ KOMIOHEHTaMH, C HOMEpOM Ha 00pasIiiax
KpOBI/I ,Z[OHOpa, a TaKXK€ C JaHHbIMH, BHCCCHHBIMH B MG,Z[I/II_II/IHCKYIO I[OKYMGHTaI_[I/IIO nu 6213y JAHHBIX
JIOHOPCTBA KPOBH W €€ KOMITIOHEHTOB. MIeHTHYHOCTHL MAapPKHPOBKH KOHTeiiHepa ¢ JIOHOPCKOM
KPOBBIO U (WJIN) e¢ KOMIIOHEHTAMHU M 00Pa31[0B KPOBHU JI0HOPA /ISl UCCJIeTOBAHNI MPOBepsieTCs He
orxoasi oT JaoHopa. HeucnoJb30BaHHbIE I3THKETKH ¢ MICHTHOUKAUMOHHBIM _HOMEDPOM _TaKOW
JOHAIIMY YHHYTOKAIOTCH.

41. 3aroTOBJICHHYIO TOHOPCKYIO KPOBb M (WUJIM) €€ KOMIIOHEHTHI 10 OKOHYAHUSI UCCIIEOBAHUS
00pa3loB KPOBU JIOHOpA XPaHAT B YCIOBHSX, NMPEIyCMOTPEHHBIX NpuiokeHneM N 2 K HACTOSIIUM
[IpaBunamM, 0003HAYMB MAapPKHUPOBKOW CTATyC JIOHOPCKOW KpoBH U (WJIM) €€ KOMIIOHEHTOB Kak
"HeuccneqoBaHHbIE".

42. VmmyHM3anusi JOHOPOB JUIsl 3arOTOBKM HMMMYHOCHEIH(PUYECKON TIIa3Mbl B IEJSX
HpOI/IBBOI[CTBa CHG]_II/I(bI/I‘IeCKI/IX I/IMMYHOFJIO6y.]II/IHOB OCYH_IGCTB.H}IGTCH B COOTBCTCTBUU C HOpH,Z[KOM,
yTBepKJ1aeMbIiM MUHHCTEPCTBOM 3/paBooxpanenusi Poccuiickoit denepanmu.

43. B nmemax oOecrneyeHHs cOXpaHEHUs (HDaKTOPOB CBEPTHIBAHHUS TMPOILEAypa 3aMOPaKUBAHHS
IUIa3MBl OCYIIECTBIIAETCS B Te4eHHe He 0osiee 0HOro 4aca 10 MOMEHTA JOCTHKEHHs TeMIepaTyphl
-30 rpaaycoB Lleabcusi BHYyTPpH KOHTeEHHeEpa ¢ IJIa3MOi.

44, Kpuonpeuunurat U JUOGUIN3UPOBAHHYIO IJIa3My TOIY4YalOT W3 KapaHTUHU3UPOBAHHOU
WJIY TIATOT€HPEAYLHIUPOBAHHOM IUIa3MBI.

JInodunmznpoBaHHYIO TJIa3My MOJYYAOT MyTEM BaKyyMHOM CYIIKH IJIa3Mbl B T€UEHHUE JI0 28 4acoB
C IMOCTENEHHBIM H3MEHEHueM Temreparypsl oT -36 no -50 rpagycoB llenbcus u ee mocienyromuMm
noBbilieHreM 10 +40 rpagycos Llenbcus.

45. Tlpu UCHOJB30BAHUU TEXHOJOIMH KpPUOKOHCEPBHUPOBAHUS KOHLEHTPAThl TPOMOOIMTOB
3aMOpPaXMBAIOTCA HE TO3JHEE 4YeM yepe3 24 yaca mociie JTOHAIMHU, SPUTPOIUTHI 3aMOPAKUBAIOTCS He
no3aHee 4yem yepe3 168 yacos nmocie 1oHauum.(7 CyTok)

46. KoMmOHEHTBHI JOHOPCKOW KpPOBH TIPH 3arOTOBKE pPa3MOPAKUBAIOTCA (B ciydae, €CIH 3TO
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MPEAYCMOTPEHO TEXHOJOTUEH TMOJYy4eHUsI KOMIIOHEHTa KpPOBHM) C HCIOJIb30BAHUEM MEIULIMHCKUX
u3JeNnii, oOecrneunBalolnX, KOHTPOJb TEMIIEPAaTypHOTO pEeXHMa, C perucTpanuell MnapaMmeTpoB
TEMIIEPATypPHOrO peXHUMa 110 KaXJO0M €IMHULE KOMIIOHEHTa JOHOPCKOM KpPOBH B MEIULMHCKON
JOKYMEHTAIUU.

I[O U TI0CJIC pasMOpaXrBaHUA KOHTGP'IHGDLI IIPOBEPAOTCA Ha OTCYTCTBUC ,Z[Gd)GKTOB U HApYIICHUC
TCPMCTUYHOCTH.

[Tocne pazmopaxuBaHUsI KOMIIOHEHTHI JJOHOPCKOM KPOBU BHU3YyaJbHO IPOBEPSIOTCA HAa OTCYTCTBUE
ocazika, IPU BBISIBIICHUH 0CaJKa OpaKyloTCs M YTHIU3UPYOTCSL.

47. Ilna3mMa He MOJUIEKHUT IMOBTOPHOMY 3aMOPAKUBAHUIO, 32 MCKIIOYEHHUEM CIIy4aeB, KOTJa
MOBTOPHOE 3aMOPA’KMBAaHUE OCYIIECTBISIETCS TIOCTE 3aBeplieHUsT pPadOT, HEOThEMJIEMON YacTbiO
KOTOPBIX SIBJISIETCS pa3MOpaXKMBaHUE IUIa3Mbl (MATOrEHPEAYKIMs, MOJIyYeHHe Kpuomnperunurara). B
cJyyae IOBTOPHOI0 3aMOPAKMBAHUS _IJIA3Mbl _HAHOCHTCSI _MAPKHPOBKA, TOATBEPKIAIONIAs
NOBTOPHOE 3aMOpPaKMBAHHE.

48. IlmasmMa maTOreHpEIyIMpPOBAaHHAS NPUMEHSAETCA IS KIMHWYECKOTO  HCIIOJIb30BAHUS
HETMOCPEJCTBEHHO MOCJEe MOBTOPHOTO PA3MOPXHUBAHUA (JUIsI COXpaHEHHs JTaOMIBHBIX (PAKTOpOB), 3a
UCKJIIOYEHUEM IUTa3MBl, KOTOpasi MaTOreHPEAYIIMPOBaHa O 3aMOpaKHuBaHus. Jlomyckaercs mpoBeaeHne
NAaTOreHPEIyKIMKA TUIa3Mbl TIepe] €€ 3aMOpPO3KOM C BO3MOMKHOCTBIO BBIAAYM TaKOM IUIa3Mbl ISt
KJIMHUYECKOTO MCIIOIb30BAaHMS 10 OKOHYAHUS CPOKA KapaHTHHA.

49, I[Ol'[yCKaeTCﬂ MpPOBE€ACHUEC MATOTCHPEAYKIIUU B €AUHHUIAX IIJIa3Mbl WJIN B IIyJaXx.

50. JInfg KIMHUYECKOr0 HCHOJIb30BAHUS MOKeT ObITh INepelaHa KapAHTHUHHU3MPOBAHHAA
CBeKe3aMOPOKeHHAsl WJIN NAaTOreHpeAylHMpOBaHHAasl MJ1a3Ma.

51. KapaaTuHuzanus ma3Mbl OCYIIECTBIIICTCS TIPU TeMIeparype Huxe -25 rpaaycoB Llenbcus B
TedeHue He MeHee 120 CyTOK co JHS 3arOTOBKH.

52. Ilpu oTCyTCcTBHMM B 00pa3iie KpOBH JOHOPA MapKEpPOB T€MOTPAHCMUCCHUBHBIX HH(EKIHNHA B
MEPUOJ U IO 3aBEPUICHUU KAPAHTUHU3AIMU CBEXKE3aMOPOKEHHAs! MIa3Ma BBIMYCKAETCsl U3 KapaHTHHA C
YKa3aHUEM Ha 3THUKETKE CPOKa KapaHTUHM3aLMK - 120 CyTOK.

53. B ciyuae BbISBIECHHUSI B 00pa3iie KpOBH JJOHOPAa MapKepOB reMOTPAHCMHUCCUBHBIX MH(EKInH, a
TaKKe MOCTYIUICHHUS B CYOBEKT OOpalieHus JOHOPCKOH KPOBU U (MJIM) €€ KOMIIOHEHTOB MH(OPMAIUHA O
BBISIBIICHUHM y JOHOpAa T'e€MOTPAaHCMHUCCHUBHBIX MH(EKIMI BCE €IUHMIIBI JOHOPCKOW KpPOBH M (WJIH) €e
KOMIIOHEHTOB, 3arOTOBJICHHBIC OT 3TOrO JOHOPA, MACHTH(GHIUPYIOTCS W Te, KOTOPbIE HAXOMATCS Ha
XpaHeHHH B CyOBEKTe oOpalieHHst JOHOPCKOW KpOBH M (WMJIHM) €€ KOMIIOHEHTOB, HE3aMeIJIUTEIbHO
W3BIMAIOTCSL ¥ TIPU3HAIOTCS HETPUTOIHBIMU JUTsI KIIMHHYECKOTO HMCIoyb3oBaHus. [IpoBoauTtcsi anaimns
pPaHee BBIIAHHBIX M MEPEJUTHIX KOMIIOHEHTOB KPOBH, 3ar0TOBJIEHHBIX OT MPeIbIIyIIMX J0OHAMIT
YKa3aHHOTO T0HOPA, U MPUHUMAIOTCS MePbI VISl MPeI0TBPalleHUs] KINHHYECKOr0 HCMO0JIb30BaAHUS
JTOHOPCKOii KPOBM M (WJIN) €€ KOMIIOHEHTOB, MOJY4YeHHBIX OT ITOT0 JIOHOPA.

54. Jlnst mpopHITakKTUKK peaKIuii U OCJIOKHEHHA B CBSI3U C TpaHCPYy3UEH IPUTPOIUTCOACPIKAIITIE
KOMIIOHEHTHI JOHOPCKOW KpOBM JIONyCKaeTcs oO0iay4daTh He Mo3aHee 4yeM uepe3 14 cyTok mocrne
3aroToBKH. KOHIIEHTpaThl TPOMOOITMTOB MOTYT OBITh OOJYYEHBI W HWCIOJIb30BAaHBI B JIO0OE BpeMs B
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TEUEHHUEe BCEro CpoKa XpaHeHMs. [ paHyJOUUTHBIN KOHIIEHTpAT 00JIy4aeTcs Mociie MoydyeHHs OT JIOHOpa
U NIEPEINBACTCS PEUUIINEHTY HE MO3IHEE YeM depe3 24 gyaca OT MOMEHTA 3arOTOBKH.

55. OOiyd4eHHBIE SPUTPOIMTCOACPKANINE KOMIIOHEHTHI JOHOPCKON KpPOBU TEPEIUBAIOTCS HE
MO3/HEE YeM uepe3 28 CyTOK CO JTHS 3arOoTOBKH.

56. Ilpy nprMEHEHWH WHAKTHUBAIMM TATOTEHHBIX OWOJIOTMYECKUX AareHTOB B KOHIIGHTpATax
TPOMOOITUTOB ONpeeiecHIue OaKTEPHATbHOW KOHTAMHHAITUN HE TIPOBOIUTCSI.

57. Pemenus o MNPUTOJHOCTH I KIIMHUYCCKOI'O HCIOJIB30BaAHUSA U 06 HU3MCHCHUHN CTaTyCa
JOHOPCKOW KpOBM U (WJIM) €€ KOMIIOHEHTOB TPUHUMAIOTCS paOOTHUKAMH, YIIOJIHOMOYEHHBIMHU
PYKOBOAMTENIEM OpPraHU3aliu, OCYIIECTBISIONIEN 3arOTOBKY JOHOPCKON KPOBU U €€ KOMIIOHEHTOB, MPHU
COOTBETCTBUM 3arOTOBJICHHBIX €IWHUIbI JOHOPCKON KPOBH U €IUHMIIBI KOMIOHEHTa IOHOPCKOM KPOBU
3HAUEHUSM IMOKa3aTeliell 0€30MacHOCTH TOHOPCKOM KPOBU U (MITH) €€ KOMIIOHEHTOB, TPEyCMOTPEHHBIM
npunioxenueM N 1 k Hactogmmm [IpaBuiiam, 1 Ha OCHOBaHHM:

a) JaHHBIX, BHCCCHHBIX B 6&3}/ AAaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHCHTOB,

0) pe3y/lbTaTOB HCCIICIOBAaHUN KPOBHM JOHOpPAa HAa HAJUYHE MAPKEPOB BUPYCa MMMYHOICHHUITUTA
gyenoBeka (BUY-undekuun), renatutos B, C u Bo3OynuTens cudunuca;

B) pe3yJbTaTOB ONpeesieHns rpynn KpoBu no cucreme ABO, pesyc-npuHaaiexHOCTH, aHTUTEHOB
spurpountoB C, c, E, e, K, npoBeneHns CkpuHUHIa aJllIONMMYHHBIX aHTUTEI;

') OMOXMMHUYECKUX TIOKazareliel mepudepudeckoil KpoBu;

J) pe3yJabTaTOB IPOBEPKU BHEIIHErO BHJIA JOHOPCKOM KpPOBU M (WUJIM) €€ KOMIIOHEHTOB U
OTCYTCTBUSI TIOBPEXKCHUSI KOHTEHHEpa.

58. V3MeHeHue craryca JOHOPCKOH KpPOBHM U (MJIM) €€ KOMIIOHEHTOB OCYIIECTBIISICTCS Ha
OCHOBaHUU CBEJCHUM O pe3ysibTaTax JabopaTOpHbIX HCCIeI0BaHUI 00pa3iia KpOBU JOHOPA, BHECEHHBIX B
0a3y JaHHBIX JTOHOPCKOM KPOBU U €€ KOMIIOHEHTOB U MEIUIIMHCKYIO JOKYMEHTAITHIO.

59. JloHopckas KpoBb W (MJM) €€ KOMIIOHEHThI, B OTHOIICHHUH KOTOPBIX pEIICHUS,
MpeAyCMOTPEHHbIE YHKTOM 57 HacTosimux [IpaBui, HE NPUHATHI, U30JIUPYIOTCS OT MPUTOAHBIX IS
UCIIOJIb30BAaHUs JIOHOPCKOM KpoBH M (WJIM) KOMIOHEHTOB. B 0a3e maHHBIX OHOPCTBa KPOBH M €€
KOMIIOHEHTOB CTaTyC JOHOPCKOM KPOBHM U (WJIM) €€ KOMIIOHEHTOB "HEHCCIlIeJOBaHHbIE" M3MEHSETCS Ha
craTtyc "OpakoBaHHBIC".

60. Ilocne u30iMpoOBaHMS HENPUTOAHBIX MAJIS HCIOJB30BAaHUSA JIOHOPCKOM KpOBH M (WIM) €€
KOMIIOHEHTOB YIIOJTHOMOYEHHbIE PA0OOTHUKH, yKa3aHHbIE B MyHKTe 57 HacToAumumx [IpaBumi, npucrynator
K pa0oTe ¢ MPUTOAHBIMU JUIS UCIOJb30BAHUS JOHOPCKOM KPOBBIO W (MJIM) €€ KOMIIOHEHTaMH, B TOM
qucie:

a) U3MEHSIOT B 0a3e JaHHBIX JIOHOPCTBA KPOBHU M €€ KOMIIOHEHTOB CTaTyC JIOHOPCKOM KPOBU M (MJIN)
€e KOMIIOHEHTOB "HeHuccieaoBaHHbIe" HA cTaTyce ''"mpuroaunie 1Jis HCHoJb30Banus' ;

0) HaHOCAT OTHUKETKY Ha KOHTEHHEp C 3aroTOBIIEHHOW JOHOPCKOM KpOBBbIO U (WIH) ee
KOMITOHEHTaMH, 00ecreunBas J10CTYITHOCTh HH(OpMaIlMU O MPOU3BOAUTENE KOHTEITHEpa, CEPUH U CPOKE
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€ro roHOoCTH, KOTOpad COXpaHACTCA U o0ecreuynBaeT YUTAEMOCTh MAapKHUPOBKHU IMPHU BCCX HOMYCTUMBIX
PEXKUMaxX XpaHCHUA U UCITOJIB30BAHUA B TCUCHUC CPOKA I'OJHOCTHU ,I[OHOpCKOﬁ KpPOBH 1 €€ KOMIIOHCHTOB.

61. He momyckaercsi HAaHeCEHUE ITUKETKH, TIOTBEPKIAIOIICH CTaTyC JOHOPCKOW KpoBH U (WIIH) ee
KOMIIOHEHTOB "TIPUTOJHBIC JJISl UCIOJIB30BaHUS'", JO OKOHYAHMUS BCEX ATAIlOB 3arOTOBKHU U TMOJIYyYECHHS
pE3yNbTaTOB MCCIEAOBaHMUI OOpa3loB KPOBU JOHOPA, NPEIyCMOTPEHHBIX IYHKTOM 57 HACTOSIIHX
[TpaBu.

62. Ilpouenypsl, mpexycMoTpeHHbIe TyHKTamu 57 - 60 Hactosmux IlpaBui, BBITOTHSIOTCS
COBMECTHO HE MEHEE 4YeM JBYMs pabOTHUKaMU OpraHH3alUH, OCYLIECTBIISIONICH 3arOTOBKY JOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB.

63. EI[I/IHI/IHBI I[OHOpCKOﬁ KpOoBHU H CAWHHUIIBI KOMIIOHCHTOB I[OHOpCKOﬁ KpOBH, HE
COOTBCTCTBYIOLIUC TpC6OBaHI/IHM 0€30MMacHOCTH WJIM HE HCIIOJb30BaHHBIE B TEUCHUE CpOKa roaHoCTH,
HU30JUPYHOTCA OT MNPUTOAHBIX [JIsI HCIIOJIB30BAHUS I[OHOpCKOﬁ KpOBHU H (I/IJ'H/I) €€ KOMIIOHCHTOB H
OpaxyroTcsl.

IV. O6sa3aTenbHble TPeOOBaHMNA K XPaHEHUIO U TPAHCNOPTUPOBKE
LOHOPCKON KPOBU U (Unn) ee KOMNOHEHTOB

64. XpaHeHHne U TPAHCIIOPTUPOBKA JOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB OCYIIECTBIISIOTCS B
YCIIOBUSIX, IPEAYCMOTPEHHBIX Npuioxkenuem N 2 k Hactosumm [IpaBunam.

65. B cyObekTax oOpaiieHus TOHOPCKOW KPOBH M (MJIH) €€ KOMIIOHEHTOB 00ECTICUNBACTCS:
a) pa3aeNbHOE XPaHEHHE PA3IMYHBIX M0 CTATyCy TOHOPCKOM KPOBU U (UJTH) €€ KOMIIOHEHTOB;

0) pasmenpbHOE XpaHEHUE TMPUTOMHBIX [IJII KCIOJB30BaHUS JIOHOPCKOW KpoBH W (WJIM) €€
KOMIIOHEHTOB 110 BUJIaM JIOHOPCTBA, rpymiaM kposu ABO u pe3yc-npuHajie;KHOCTH;

B) pa3jeibHas TPaHCHOPTUPOBKA MPUTOAHBIX ISl MCIOJIb30BaHUS JOHOPCKOM KpoBU U (WiIK) ee
KOMITOHEHTOB, TPEOYIOIUX Pa3HOU TeMIlepaTypbl XpaHEHUS.

66. CyObekThl OOpameHus JTOHOPCKOW KpOBH M (MJIM) €€ KOMIIOHEHTOB OOECIeYnBaIOT
YCTaHOBJICHHBIE HACTOAIMMHU [IpaBunamu ycinoBus XpaHEHUs U TPAHCIIOPTUPOBKHU JOHOPCKON KPOBU U
(W) ee KOMIIOHEHTOB, 00Pa3II0B KPOBU JOHOPOB M 0OPA3IOB KPOBU PEIMITHEHTOB, a TAK)KE PEarcHTOB
MOCPENICTBOM:

a) UCIOJIb30BAHUS MEIUIUHCKHUX U3ETINH, 00eCeunBarOIUX YCTAHOBICHHBIE YCIOBHS XPAHEHUS U
TPaHCHOPTHPOBKH;

0) HaM4us CPEACTB U3MEPEHUS TEMIIEPATyphl IIPU XPaHEHUHU U TPaHCIOPTUPOBKe Oosee 30 MUHYT;
B) pErUCTpaly NPOAOKUTENBHOCTH TPAHCIIOPTUPOBKH U3 ITYHKTA BbIJA4YM B IYHKT HA3HAYCHMUS,

I') PErUCTPAllMU KOHTPOJS LEIOCTHOCTU KOHTEWHEepa JOHOPCKOW KPOBU U (WUJIM) €€ KOMIOHEHTOB
MIPU TPAHCTIOPTUPOBKE;

1) pETUCTpallii TEMIIEPATypHOTO peKUMa He peke 2 pa3 B CYTKHU MPU XpaHEHUH JOHOPCKON KpPOBU
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1 (WI1) ee KOMIIOHEHTOB;

€) PEerucTpaIy TEMIIEPAaTYPHOTO peXUMa B Hadasle TPAaHCIIOPTUPOBKHU H 11O MPUOBITHN B KOHCUHBIH
MYHKT TIPU TpaHCIOPTUPOBKE Oosiee 30 MUHYT.

67. Ha MeauIMHCKOM H3JEeNHH, MPEIHA3HAYCHHOM JUIsl XpaHEHUs TOHOPCKOM KPOBH M (WJIH) €€
KOMIIOHEHTOB, YKa3bIBAalOTCAd HAMMEHOBAaHUE JOHOPCKOM KpOBM M (WJIM) €€ KOMIIOHEHTOB, CTaTyC
JIOHOPCKOW KpOBU U (MJIHM) €e KOMIIOHEHTOB, Tpyrnna KpoBu 1o cucreme ABO u pe3yc-TpuHaIeKHOCTb.

68. Jlonmyckaercs pa3MelIeHre TOHOPCKOM KpOBHU U (WJIN) €€ KOMIIOHEHTOB pa3HOM I'PYIIIbI KPOBU U
pe3yc-TIpUHAAIEKHOCTH B OTHOM MEAMLIMHCKOM M3JENINH, NIPEeIHA3HAYCHHOM JUIsl XpaHEHUs JOHOPCKOH
KpPOBH U (MJIM) €€ KOMIIOHEHTOB, Ha Pa3HBIX MOJIKaX, KOTOPbIE COOTBETCTBEHHO MAapKUPYIOTCS.

69. B cyObekTax oOpalieHus JOHOPCKOW KpoBHM W (WMJIM) €€ KOMIIOHCHTOB 00€CIeunBacTCs
PE3epBHBIA MCTOYHHUK DIJICKTPOMHUTAHUSA NIl OecriepeOOWHOr0 MCIOIB30BAaHUS METUIIMHCKUX W3JIENUH,
npeaHa3HAuYeHHBIX I XpaHEeHUs IOHOPCKOH KPOBH H (HJTH) €€ KOMITOHEHTOB.

70. TpancnopTHUpOBKa TOHOPCKON KPOBH U (MJIH) €€ KOMIIOHEHTOB OCYIIECTBIISIETCS PabOTHUKOM,
YIOJITHOMOYCHHBIM PYKOBOAMUTENIEM CYObEKTa OOpaIeHus1 JOHOPCKON KPOBU U (MJI) €€ KOMITIOHEHTOB.

71. Ilepen TpaHCHOPTUPOBKOW JOHOPCKOM KpOBU M (WJIM) €€ KOMIIOHEHTOB YIOJHOMOYEHHBIMHU
pabOTHUKAMU OpraHU3alMM, OCYIIECTBISIONIEH 3aroTOBKY JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB,
MIPOBEPSIETCS:

a) HACHTH(UKAITMOHHBIA HOMED €IMHUIIBI KOMITOHEHTA JOHOPCKON KPOBH;

0) craTyc JTOHOPCKOW KpoBM W (WIM) €€ KOMIIOHEHTOB (HAamW4uMe cTaTyca "TPUTOTHBIA IS
HCIIOJIH30BaHU");

B) BHEIIHUN BUJ TOHOPCKOUW KPOBU M (MJIHM) €€ KOMIIOHEHTOB (OTCYTCTBHE CT'yCTKOB M T'€éMOJIN3a B
SPUTPOILIUTCOACPKAIITMUX KOMIIOHEHTaX JIOHOPCKOW KpoBW, dddekr '"mMerenu" B KOHIEHTpaTax
TPOMOOIIMTOB, a TAK)KE OTCYTCTBHE OCAJIKa B PA3MOPOKEHHOU TIIa3Me);

I') HEJIOCTHOCTh KOHTEHHEpa eUHHIIBI KOMIIOHEHTa JOHOPCKOM KpOBH (OTCYTCTBHE IPOTEKAHUS);
1) YCIIOBUS XpPaHEHUSI.

72. CBeaeHus O pe3yibTarax MHPOBEPKH, MPEAYCMOTPEeHHOM myHkTOM 71 Hactosimmx IlpaBui,
BHOCATCS B 0a3y JaHHBIX JJOHOPCKOM KPOBU U €€ KOMIIOHEHTOB.

73. He pomyckaercst mepefada JOHOPCKOW KpPOBH W (MJIM) €€ KOMITOHEHTOB ISl KJIMHHUYECKOTO
HCIIOJIb30BAHHUA OpraHu3aluviaM, HC MMCIOIIUM JIMIICH3UHU Ha MCAUIUHCKYIO NCATCIIBHOCTL C YKA3aHUCM
TpaHC(y3HOJIOTHH B KAUECTBE COCTABISIONIEH YaCTH JINLIEH3UPYEMOTO BUA JIEATEIbHOCTH.
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V. Ob6s3aTenbHble TPe60BaHUA K KITMHUYE€CKOMY UCMNOJIb30BaHUIO
LOHOPCKON KPOBU U (UNnn) ee KOMNOHEHTOB

74. B cyOwbekTe oOpalieHus AOHOPCKOHW KpPOBH MU (WJIM) €€ KOMIIOHEHTOB, OCYIIECTBIISIONIEM
KIIMHNYCECKOE€ HCIIOJIB30BaHUC I[OHOpCKOI\/'I KpOBH U (I/IJII/I) €€ KOMIIOHCHTOB Ha OCHOBAHUMU JIMLICH3UU Ha
MEAUIMHCKYIO JAESITeNbHOCTh C YKa3aHWeM TpaHCHY3UOJOTUH B KAyeCTBE COCTABISAIONICH 4YacTH
JIMIOCH3UPYCMOr'0o BHUJAA ACATCIBHOCTH KOMIIOHCHTOB (z[aﬂee - OpraHusanusd, OCYIICCTBIIAIOIAA
KJIIMHUYECKOE HCIOJIb30BaHNUE JOHOPCKOW KpPOBHM M €€ KOMIIOHEHTOB), CO3[AIOTCS CTPYKTYpHBIE
noapasaciiCHusA, MACATCIBHOCTH KOTOPBIX OpPraHu3yCcTCsd B COOTBCTCTBHU C TIOPAAKOM OKa3aHUA
MEIUIIMHCKOW moMomn mo mpodwio  "rpaHcdysuonorusa', yTBEpKIaeMbIM MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoin denepanmm.

75. Opranuzanusi, OCYUIECTBISIONIAs KIMHUYECKOE HCIOJIb30BaHUE JIOHOPCKOM KpPOBH U €€
KOMITOHEHTOB, 00s3aHa C(OpPMUPOBATH 3amac JTOHOPCKOW KpOBU M (WMJIM) €e KOMIOHEHTOB. Hopmartus
YKa3aHHOT'O 3amaca, HopsAIoK ero (GopMUPOBAaHUSA M PACXOJOBaHUS YCTaHABIMBAIOTCS MHUHHCTEPCTBOM
3apaBooxpanenus Poccuiickoin denepanmm.

76. Tpancdy3uss Ha3HA4yaeTCsi HA OCHOBAHUM KJIMHHUYECKHX pPeKOMeHIauuil (MpoTOKOJI0B
JedeHnnsi). MennunHCKHe NMOKA3aHUA K TPAHC(PY3HH YKA3BIBAKTCH B MEIMUMHCKON JOKYMEHTAIUN
pelnunueHTa.

77. Opranu3zanus TpaHc(y3un OCYIIECTBISETCS BPauOM-TPaHC(HY3HOIOTOM MIIH JICUAIIUM BpauoM
100 ASKYPHBIM BpayoM, KOTOPBIE MPOILIM OO0yYEHHUE MO BOMpocaM TpaHC()Y3HOJOTUH (J1ajee - Bpad,
MPOBOASIINN TpaHC(DY3HUIO).

78. MenunuHCcKOEe OOCIENOBaHWE PEUUINHEHTa, TMPOBEAECHWE TMpod Ha WHIWBUIYAIBHYIO
COBMECTHMOCTb, BKJIIOYasi OMOJIOTHYECKYIO0 MpoOy, Npu TpaHC(hy3HUH JOHOPCKOW KpPOBH M (WMJIM) ee
KOMIIOHEHTOB ~OCYILLIECTBIIIIOTCS B IOpSAKE, YTBEPKAAEMOM MUHHUCTEPCTBOM 3ApaBOOXPAHEHUs
Poccutickoit denepanuu.

79. Ilpu mocTymIeHHH TaIMeHTa, HY)KIAIOIIEToCs B MPOBEACHUH TPaHC(Y3WH, B OpPraHU3AIMIO,
OCYUIIECTBIISIONIYI0 KJIMHUYECKOE HCIOIb30BaHUE JIOHOPCKOM KPOBHM M €€ KOMIIOHEHTOB, BpPadyOM,
IIPOBOAAIINM TDaHC(bVBI/II-O, OCVYIICCTBJIACTCA NMCPBUYIHOC ONIPCACIICHUEC I'PYIIIBI KPOBHU ITO CUCTEME ABO n
PE3YC-TIPUHAMJIC)KHOCTU C BHCCCHHUECM PE3VIbTATOB OIIPCACICHUA B MCIAMINMHCKYIO JOKYMCHTAIIHUIO

PCLMITMCHTA.

He nomyckaercsi BHeCEHUE B MEIUIIMHCKYIO JOKYMEHTAIMIO PELUNHEHTa Pe3yIbTaTOB YKa3aHHBIX
WCCIEAOBAaHUN Ha OCHOBAaHWM JAHHBIX MEAMIIMHCKONW JOKYMEHTaluH, OQOPMIICHHOW WHBIMH
MEAUIIMHCKUMHU OpraHU3allysMU, B KOTOPHIX PELHUIIMEHTY paHee Oblla oKa3zaHa MEIUIIMHCKAs MOMOIIb
WJTU TIPOBOIUIIOCH METUIIMHCKOE 00CIIEI0BAHNE PEIIUITHCHTA.

80. ITocne mepBUYHOTO OmpeneNeHns IpyIbl KpoBu 1o cucreMe ABO u pe3yc-npHHaIeKHOCTH
oOpasell KpOBU PELUIMEHTa HAIPABISACTCA B KIMHUKO-IUArHOCTUYECKYIO JIAOOPATOPUIO OpraHU3aluH,
OCYILECTBISIONIEN KIMHUYECKOE UCIOJIb30BaHUE JOHOPCKON KPOBU M €€ KOMIIOHEHTOB, Ha CJENYIOLINE
MOJITBEPKIAIOLINE UCCIIETOBAHMSL:

a) orpezesieHre rpymnibl KpoBu 1o cucteme ABO u pe3yc-npruHaiiexHOCTH;
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0) onpenenenue antureHa K;
B) CKPUHHUHT &JUIOMMMYHHBIX QaHTUTEJ C HCIOJIb30BaHUEM HE MEHee 3 00pasiioB TECT-IPUTPOILIUTOB;

r) ompejaeneHue aHTUreHOB 3puTpouutoB C, ¢, E, e s mamueHToB, yKa3aHHBIX B MYHKTE 82
Hactosmux [IpaBui. [Ipu coBnagenun pe3ynbTaToB onpenesieHus aHTureHoB sputpouutos C, ¢, E, e, K,
MPOBEACHHBIX JBAXKIbl B OpraHU3allid, OCYLIECTBISIOMIEH KIMHUYECKOE HCIIOIb30BAHUE JIOHOPCKOU
KpOBU M €€ KOMIIOHEHTOB, aHTureHbl sputrpouutoB C, c, E, e, K penunuenta cuuTaroTcs
YCTaHOBJICHHBIMH U B IaJIbHEUILIEM HE OIPENEIsIOTCS.

81. Pe3ynbTaThl ucciaenoBaHMii, ykazaHHble B mnyHkTe 80 Hacrosmux [IpaBui, BHOcATCS B
MCIUIUHCKYIO JOKYMCHTAIIUIO PCHUITUCHTA.

82. Omnpenenenue aHTUreHoB sputporutoB C, ¢, E, € mpoBoauTCs JHIlaM >KEHCKOrO MoJia B
BO3pacte 10 18 JeT u xKeHIMHaM JEeTOPOJHOTO BO3pacTa, peUIUEHTaM, KOTOPbIM MMOKa3aHbl TOBTOPHBIE
Tpanc(y3uu, pEeHUIUEHTaM, Y KOTOPBIX KOTJa-TH00 BBISBISUINCH AUIOMMMYHHBIC aHTHUTEIA, a TaKKe
peI_II/IHI/IeHTaM, y KOTOpBIX B aHAMHE3€ OTMCUCHBI HCCOBMCCTUMBIC TpaHC(l)ySI/II/I.

83. B memsax npoduIaKTUKH PEakIuid W OCIOKHEHHUH B CBSI3M C TpaHCQy3ueH HCIOIB3YIOTCS
SPUTPOLHUTCOACPKAIUC KOMITOHCHTLL ,Z[OHOpCKOﬁ KpOBH, UJACHTUYHBIC WM COBMCCTHUMBIC IO CUCTCMC
ABO, pe3yc-npuHaanexHocty u K.

84. PeuunueHTaM C SKCTPAarrjlOTHHUHAMU aHTH-Al OCYIIECTBISIOT CleAyIolMe TpaHchy3uu
SPUTPOLUTCOAEPKAIIMX KOMIIOHEHTOB JOHOPCKOM KPOBU, HE COJEPKAITUX aHTUTEH Al:

a) PEUMIHUEHTYy C Tpynmod KpoBu A2 - TpaHChY3UH HPUTPOLUTCOIACPKALIMX KOMIIOHEHTOB
JIOHOPCKOM KpoBH Tpymniibl 0;

0) peuunueHty c rpynmnod kpoBu A2B - TpaHC]y3uu 3PpUTPOLUTCOACPKALIMX KOMIIOHEHTOB
JIOHOPCKOM KpoBH Tpymniibl 0 wiu rpynisl B.

85. IlammenraMm, yka3zaHHBIM B MyHKTe 82 HacTosumx [IpaBui, Hpu IJIAHOBBIX TpaHCQY3HIX
SPUTPOLIUTCOAEPIKAMUX KOMIIOHEHTOB JOHOPCKOM KPOBM JONOJIHMTEIBHO YYUTBHIBAIOT COBMECTUMOCTD
JIOHOpPA U PELIUIIMEHTA 110 aHTUreHam 3putpouutos C, ¢, E, e.

86. Ilpu BBISBICHUHM Yy pEUUNUEHTAa aJUIOMMMYHHBIX aHTHTEN OCYILECTBISETCS WHIUBUIYaTbHBIN
0100 IPUTPOLIMTCOIEPKAIUX KOMIOHEHTOB JOHOPCKON KPOBH.

87. Ilpm TpaHcdy3usix HOBOPOKIEHHBIM MNPOBOAMTCS HHANBHAYAJIBHBII  MOa0OOpP
IPUTPOLUTCOAEPKAIIUX KOMIIOHEHTOB JOHOPCKOl KPOBM ¢ TNPHMEHEHHEM HeNpsiMOro
AHTHUIJ100yIMHOBOI0 TeCTa WJIM TeCTa ¢ TAKOH Ke YyBCTBHUTEJbHOCTbIO. AHAIU3 MPOBOIUTCS KaK C
CBIBOPOTKON KpOBU peOEHKa, TaK U C CHIBOPOTKOW KpoBW Marepu. Ecnu y matepu u peOeHKa pa3HbIe
rpynmbl KpoBu 1o cucreMe ABO, To BBIOMpAIOT SPUTPOIUTHI JTOHOPA, COBMECTUMBIE C CBIBOPOTKOM
peOeHKa W C y4yeToM CHeUM(UYHOCTH AJUIOMMYHHBIX aHTHTEJ, BBISBICHHBIX y Marepu. Ilpu
HEBO3MOXKHOCTH B34THs 00pa3LoB KPOBH MaTepH JIOMYyCKaeTcs TpaHC(y3usi HA OCHOBAHUU PE3YJIbTaTOB
HHIUBUAYAJIBbHOT'O Hoz[6opa C UCITOJIb30BAaHUECM CBIBOPOTKHU pe6eHKa.

88. st mpeaynpexacHus peakiuii U OCIIOKHEHUN B CBSI3U C TpaHC(y3Uel B COOTBETCTBHH C
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KIIMHUYECKUMH PEKOMEHJAIUsAMU (MIPOTOKOJIAMHU  JICUCHUS]) PEIHIHEHTaM TMPOBOIAT TpaHCy3uH
JEHKOpPEAYIUPOBAHHBIX KOMIIOHEHTOB JOHOPCKOM KpOBH, IaTOr€HPEAYyLIMPOBAHHBIX KOMIIOHEHTOB
JOHOPCKOW  KPOBH, MHUKPO(DHIBTPOBAHHBIX  KOMIIOHEHTOB JOHOPCKOW  KPOBH, OOJIYYCHHBIX
SPUTPOLIUTCOAEPHKALIUX KOMIIOHEHTOB JOHOPCKOM KPOBH M KOHIIEHTPATOB TPOMOOIUTOB, OTMBITBIX
SPUTPOLMTOB, a TaKXKE OSPUTPOLUTHON B3BECHM M KOHIICHTPATOB TPOMOOIIUTOB, 3arOTOBJICHHBIX C
3aMelIeHUEM I1JIa3Mbl IOHOPA B3BEIIMBAIOIIUMU WM J00ABOUYHBIMH PAaCTBOpPaMH.

89. Opranuszanus, OCYIIECTBISAOLIas KIMHUYECKOE HCIOJIb30BAaHUE JOHOPCKOM KpPOBH M €€
KOMITOHEHTOB, (OpPMHUPYET 3asBKY Ha JOHOPCKYIO KpOBb M (WIM) €€ KOMIIOHEHTHI 1o ¢opme,
yTBepkaaeMod MUHKUCTEPCTBOM 31paBooxpaHeHus Poccuiickont denepanun.

90. Ilpu mosry4eHUH TOHOPCKOW KpOBU M (WJIM) €€ KOMIIOHEHTOB PAaOOTHHUK, YIOJTHOMOYCHHBIN
PYKOBOJUTENIEM OpPTaHW3AIUH, OCYIIECTBISIIONICH KIMHUYECKOE HCIOIh30BAaHUE IOHOPCKOM KPOBH U €€
KOMIIOHEHTOB, TIPOBEPSIET COOTIOICHUE YCIOBUI TPAHCTIOPTUPOBKH, TPETYCMOTPEHHBIX MPHIIOKeHHEM N
2 k HactosumM [IpaBuiam, a Takke XapakTEPUCTUKH BHEIIHErO BHJA JOHOPCKOW KpOBU U (WIH) ee
KOMITIOHCHTOB (HBMCHCHI/I@ BCTA, HAJINYIUC HCPACTBOPHUMBIX OCAIKOB, CFYCTKOB) U BHOCUT CBCIACHHA O
pe3ysbTaTax IMPOBEPKM B MEIULMHCKYK JOKYMEHTAlUI0 W 0a3y JaHHBIX JOHOPCKONM KpPOBH U €€
KOMITOHCHTOB.

91. He momyckaercs KIMHMYECKOE WCIIOIH30BAaHHE MTOHOPCKON KpPOBU U (WJIHM) €€ KOMIIOHEHTOB,
YCIIOBHSI XPaHEHHs] M TPAaHCIOPTHPOBKH KOTOPBIX HE COOTBETCTBYIOT YCIIOBHSIM, MPEIYyCMOTPEHHBIM
npuiokenneM N 2 k HactosiuM [IpaBuiiam, a Takke ¢ HCTEKIIUM CPOKOM TOTHOCTH.

92. buosnormueckas mpo0Oa MPOBOAWUTCS HE3aBUCHMO OT O0beMa W BHIA JIOHOPCTBA, 32
UCKITIOUeHNeM Tpancdy3un kpuonpenunurara. [Ipu HeoOXxoauMocT TpaHC(Hy3Un HECKOIBKUX TUHUIL
KOMIIOHEHTOB JIOHOPCKOW KpOBH OWOJIOTHYECKasi Mpoda BBHIMOIHSACTCS TepeA TpaHCPy3Hend Kakaou
HOBOHM €IMHMIIBI KOMIIOHEHTa JIOHOPCKON KpoBH. bruonmorndeckas mpoOa BBIIOIHIETCS B TOM YHCIE TPU
AKCTPEHHOM TpaHC)Y3HUH.

93. Tpancdy3unm AOHOPCKOH KPOBU, IPUTPOIUTCOACPKAMMX KOMIIOHECHTOB JIOHOPCKOH KpOBH,
IJ1a3Mbl U KpUONPELMIUTATa HAYMHAIOT HEMOCPEICTBEHHO MOCIE MOJOTPEBAHNsI KOHTEHHEpPA HE BBIIIE
37 rpanycoB llenbcusi ¢ WCMONB30BAaHHMEM MEAWIIMHCKUX W3EIHUNA, OOCCIEUUBAIONIUX KOHTPOJb
TEMIIEPATypPHOIO PEXHMMa, U PETUCTpaluell TEMIEPATYPHOrO peXuMa MO KAKION €IMHHULE JOHOPCKOH
KpOBHU U (MJIHM) €€ KOMIIOHEHTOB B MEJIUIIMHCKOM TOKYMEHTALIUH.

94. He nmomyckaercs BBEJCHHE B KOHTEHHEpP C JIOHOPCKOW KpOBBIO M (WJIM) €€ KOMIIOHEHTaMH
KaKuX-T100 JIEKApCTBEHHBIX CPEACTB WM PacTBOPOB, Kpome 0,9-TIpOIEHTHOTO CTEPUILHOTO pacTBopa
XJIOpUJIa HATPUS.

95. Ilpn TpaHcy3uH CBeXKe3aMOPOKEHHOH IJIa3Mbl M KPHONPEHMIIUTATA COBMECTHMOCTH
AOHOPA U B3POCJIOI0 PelUIMeHTAa M0 pe3yc-NPUHAIJIeKHOCTH U aHTUreHaMm putpouutoB C, ¢, E, e,
K He yunTbIBaercs.

96. CoBMeCTHMOCTH [IOHOPA M B3POCJIOI0 pPEUMNUEHTA [0 _Pe3yC-NPUHALIECKHOCTH U
anTuresam >purpouutoB C, ¢, E, e, K He yuuThiBaercsi npu_TpaHcy3uH KOHIEHTPATOB
TPOMOOIMTOB, MOJYYEHHBIX MeTo/0M adepe3a Jud0 ¢ MCNOJIb30BaAaHHMEM J00aBOYHOI0 pacTBOpa
WIN NATOreHPeIyHMPOBAHHOI0 KOHLIEHTPATa TPOMOOLMTOB.
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97. Bpau, mnpoBoAsIMi TpaHCPYy3WIO, OIICHUBACT COCTOSIHHE pEUUIMEHTa [0 Ha4aja
Tpancdys3uu, yepes 1 yac u yepes3 2 yaca nocje TpaHcdy3nm ¢ y4eTOM TaKuX MOKa3aTeaed COCTOAHUS
3A0POBbA pCHUIIMCHTA, KaK TEMIICpATypa TCJa, apTCPpUaJIbHOC JAaBJICHUC, IIYJIBC, INYPC3 U IBET MOYH.

98. Ilpu HEBO3MOXHOCTH OIpENENCHUs] Tpynnbl KpoBU peuunueHra mno cucrteme ABO 1o
KU3HEHHBIM TIOKA3aHUSM JIOIYCTHMA TPaHCQY3HsI SPUTPOLUTCOACPIKAIIMX KOMIIOHEHTOB JOHOPCKOM
KkpoBH (0 TpymIibl, pe3yc-oTpULaTeIbHbIX U K-0TpHUIlaTeNnbHBIX.

Jonyckaercss TpaHcdy3usi HemJAeHTHYHOro mo cucremMe ABQ koHumenTpara TpomMOOUUTOB,
MOJIYYeHHOI0 ¢ HCIOJb30BaHueM 100aBo4HOro pacrsopa. Ilo KHU3HEHHBIM TMOKA3AHUAM
AOMycKaeTcss TPaHC(Py3usi KOHLUEHTPATOB TPOMOOUMTOB W3 eIMHMUbI KpoBu ( rpynnbl WIH
KOHIIEHTPATOB TPOMOOIMTOB, MOJYUYEHHBIX MeT0JI0M adepe3a AB rpynnbl, peliMnueHTy ¢ J00i
IPYNnoi KpoBH.

Homyckaetcst Tpancdy3us mia3mMbl AB rpynmsl perunuenTy ¢ at00# Tpymnnoi KpoBH.
99. B nensx obecrieueHus: 6€30MaCHOCTH 3aIPeLaloTCs TPAHCPY3UU:
a) U3 OJJHOTO KOHTEIHEepa HECKOJIIbKUM PELUITUEHTAM;

0) MOHOpPCKOW KpOBM U (WJM) €€ KOMIIOHCHTOB, HE OOCJIECJOBAaHHBIX HA MapKepbl BHUPYCOB
nMmmyHoaedunura yenopeka (BUY-undexnun), rematutoB B u C, Bo3OyauTens cudunuca, Tpynmy
kpoBH 1o cucteme ABO, pe3yc-nipuHauiexkHOCTh, K 1 aJuIOMMMYHHBIE aHTUTENA;

B) 0€3 poBeICHHS TPOO HA COBMECTUMOCTb.

100. Tlocne oxkoH4aHusi TpaHC(y3UMH KOHTEHHEpP C OCTaBIICHCS OHOPCKOH KpOBBIO U (M) ee
KOMITOHEHTaMH (HEe MEHee 5 MII), a TaKXe MpoOUpKa ¢ 00pa3lioM KPOBU PEIUITUEHTA, UCIIOJIb30BAaHHBIM
IUIE  TPOBENEHHUS] KOHTPOJIBHBIX MCCIENOBaHMI M TpoOd HA MHAMBUAYaIbHYI0 COBMECTHMOCTb,
COXpaHsOTCS B TeueHue 48 4vacoB mnpu Temmeparype +2.. +6 rpamycoB llenbcusi B MEIUIIMHCKOM
U3JICNINY, TTpeTHA3HAYCHHOM JIJIsl XpaHEHHs TOHOPCKOM KPOBH U (UJIH) € KOMIIOHEHTOB.

101. Tlocme Ttpanchy3uu odopmisieTcs NPOTOKod TpaHchy3un 1o Qopme, yTBEp)KIaeMoi
MunucTepcTBOM 37paBooxpaHeHus: Poccuiickoit ®enepanuu, Ha OyMa)kHOM HocuTene wid B (opme
JIEKTPOHHOI'O JOKYMEHTa, IIOANUCAHHOIO C HCIHOJIb30BAHUEM YCHIIEHHOW KBaTU(HUIIMPOBAHHON
AJIEKTPOHHON TOJMMCH METUIMHCKOro pabdoTHHKa. [IpoTokon TpaHchy3uH BHOCHTCS B METUIIMHCKYIO
JOKYMEHTAIUIO PELIUITACHTA.

102. B nensx HeIOMyLIEHHUsS] HEONPABIAHHON OpaKOBKHU JOHOPCKasi KPOBb U (WJIM) €€ KOMIIOHEHTHI,
MOJIy4YE€HHBIE JJIs KIMHUYECKOTO MCIIOJIb30BaHMs, HO HE HCIOJIb30BaHHBIE, MOTYT ObITh BO3BpAICHBI B
OpPraHM3alMI0, OCYLIECTBIISIONIYI0 3arOTOBKY JTOHOPCKOM KPOBH M €€ KOMIIOHEHTOB, JUUIsl ITOBTOPHOMU
BBIJIaYU TOJILKO B TOM ClIydae, eciii IpoLeaypa Bo3BpaTa oIpeiesieHa J0rOBOPOM MeXAy OpraHu3alueH,
OCYILECTBJISIONIEN 3arOTOBKY JIOHOPCKOW KPOBH M €€ KOMIIOHEHTOB, U OPraHU3ALMEN, OCYIIECTBIISIIOLIEH
KJIIMHUYECKOE MCIIONIb30BaHHE JOHOPCKOM KPOBHM M €€ KOMIIOHEHTOB, M M0 KaKI0W BO3BpAaIllEHHOM
€IMHULIE JTIOHOPCKOM KpOBM M (WJIM) €€ KOMIIOHEHTOB MMEETCS IOKYMEHTaJIbHOE IOATBEPKIACHHE
COOTBETCTBHS YCJIOBHM €€ XpaHEHUs U TPAHCHOPTHUPOBKH YCIOBUSM, MPETyCMOTPEHHBIM MPUIOKEHHEM
N 2 x Hacrosmmm [IpaBunam.
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[Tpunoxenue N 1

K [IpaBuiiam 3aroTOBKH, XpaHEHUS,
TPAHCIOPTUPOBKH U KIMHUYECKOTO
HCIOJIb30BAHUS JOHOPCKOM

KpPOBU U €€ KOMIIOHEHTOB

NEPEYEHDb

3HAYEHUN NOKA3ATENEW BEE30NACHOCTU JOHOPCKON KPOBU
N EE KOMINOHEHTOB

HaumenoBanue 3HaveHue Mmoka3arens YacroTa KOHTPOIA

ImoKa3aTeis

1. KpoBb KOHCEpBHpOBaHHAsA

Obnem 450 * 50 M Ges
AHTUKOAryJsHTa

I'emornobun He MeHee 45 rpaMMOB B
€IMHHLIE

I'emonu3 B KoHIIE menee 0,8 mporeHTa

CpOKa rOAHOCTH SPUTPOLIUTOB

CrepuJIbHOCTD CTEPUIIBHO

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

2. KpoBb KOHCEpBHpPOBaHHAs, JEUKOPETYIIUPOBAHHAS

O6Bem 450 £ 50 mn 6e3 1 IPOIIEHT 3arOTOBIEHHBIX ENHMII, HO
aHTHKOATyJISHTA HE MeHee 4 ¢OUHMIL B MECSI]
I'emorno6oun He MeHee 43 rpaMMoB B | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO
E€IMHHULIE He MeHee 4 eIUHUL] B MECSIL]
OcTtaTtouHoe meree 1 x 10° kaetok B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
coJiepKaHue EIMHHIIE He MeHee 4 eIMHUI] B MECSII
JIEUKOITUTOB

HaJIe)KHAsI MPABOBas MOIEPKKA
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I'emonu3 B KoHIIE menee 0,8 mporeHTa | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

CpOKa rOIHOCTH SPUTPOLIUTOB HEe MeHee 4 eIMHUI] B MECSI]

CTepI/IJ'IbHOCTB CTCPUJIBHO 1 MPOLCHT 3arOTOBJICHHBIX CAWHUI], HO

He MeHee 4 eqUHUI] B MECSILI
3. DpuTponuTHas Macca

O6Bem 280 £ 50 mn | IPOIIEHT 3arOTOBIEHHBIX €MHHUIL

I'emaToxput ot 0,65 o 0,75 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
He MeHee 4 eTUHUI] B MECSII]

I'emorno6oua He MeHee 45 rpaMMoB B | mpoOIEHT 3aroTOBJIEHHBIX €IMHHULL, HO
E€IMHHULIE He MeHee 4 eIUHUL] B MECSI]

I'emonu3 B KoHIIE menee 0,8 mporeHTa | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

CpOKa r'OJAHOCTHU SPUTPOLIUTOB HEe MeHee 4 eIMHUI] B MECSI]

CTepI/I.HBHOCTI: CTepI/IJII:HO 1 HpOI_[eHT 3aroToBJICHHBIX CIUHMUII, HO

He MeHee 4 eqUHUI] B MECHII
4. DpUTPOLIMTHAS Macca C YAAJIICHHBIM JICHKOTPOMOOITUTHBIM CIIOEM

O6Bem 280 £ 50 mn | IPOIIEHT 3arOTOBIEHHBIX €MHHUIL

I'emarokput ot 0,65 mo 0,75 | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
He MeHee 4 eTUHUI] B MECSII]

I'emorno6oua He MeHee 43 I B eJUHUIIE | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
He MeHee 4 eqUHUI] B MECHII

OcTtaTtouHoe Mmenee 1,2 x 10° kneTok B | OpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
COZIEpIKaHUE enuHuIe <1> He MeHee 4 eTUHUI] B MECSII]
JIEUKOITUTOB

I'emonu3 B KoHIIE menee 0,8 mporeHTa | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
CpOKa rOAHOCTH SPUTPOLIUTOB He MeHee 4 eTUHUI] B MECSII]
CrepunbHOCTh CTEPHUJIBHO | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO

He MeHee 4 eqUHUI] B MECHII
5. DpUTpOIMTHAS B3BECH

I'emarokput ot 0,5 1o 0,7 | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
He MeHee 4 eTUHUI] B MECSII]

I'emorimobun He MeHee 45 rpaMMOoB B | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO
eTUHUIIE He MeHee 4 eTMHUI] B MeCSII]
I'emonu3 B KoHIIE menee 0,8 mporeHTa | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
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CpOKa rofHOCTH

CtepuibHOCTD

SPUTPOLIUTOB

CTEpUIIBHO

He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

6. DpUTPOLIUTHAS B3BECH C YIaJICHHBIM JEUKOTPOMOOIIMTHBIM CIIOEM

I'emaTokxpur

I'emorino6oun

OcraTouHoe
coziep)KaHue
JIEHKOLIUTOB

I'emonu3 B KoHIIE
CpOKa rOJTHOCTH

CtepuiibHOCTD

I'emaToxpur

OcTtaTtouHoe
coJiepKaHue
JIEUKOITUTOB

I'emorioboun

I'emonu3 B KoHIIE

ot 0,5 1o 0,7

He MeHee 43 rpaMMOB B

CAUHUIIC

meHee 1,2 x 10° B equnmLe

<1>

Menee 0,8 mporieHTa

SPUTPOLIUTOB

CTEpUIIBHO

1 HpOI_[eHT 3aroToOBJICHHBIX CIUWHMUII, HO
He MeHee 4 eqUHUI] B MECSII

1 mpOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 HpOI_[eHT 3aroToOBJICHHBIX CIUWHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3ar0TOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

7. DpUTPOLMTHAS Macca JIEHKOPELyLIMpOBaHHAs

ot 0,5 1o 0,7

meree 1 x 10° kaetok B

equHuIe <1>

He meHee 40 rpaMMOB B

CAUHUIIC

Menee 0,8 mporieHTa

1 HpOI_[eHT 3aroToBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3ar0TOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

1 MPONLCHT 3arOTOBJICHHBIX CAWHUI], HO

CpOKa TOAHOCTH SPUTPOIIUTOB He MeHee 4 eJUHMIL B MECSI]
CtepunbHOCTh CTEPHIIBHO 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
He MeHee 4 eIMHUI] B MECSII]
8. OTMBITBHIE 3PUTPOLUTHI
I'emarokput ot 0,5 1o 0,75 BCE CMHUIILI
I'emorno6oua He MeHee 40 rpaMMoB B BCE €OUHUIIBI

E€IMHHULIE

I'emonu3 B KoHIIE
CpOKa rOAHOCTH

menee 0,8 mporeHTa

SPUTPOLIUTOB

BCE €IUHULIBI
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KomnnuectBo Oenka
B KOHEYHOU

menee 0,5 rpaMMoB B
enuHuIe <1>

BCE €IUHUILIBI

Hag0CaI0YHOU

JKUIKOCTH

CrepunbHOCTh CTEPHUIIBHO | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
He MeHee 4 eqUHUI] B MECSII

9. DpuTponuTHas B3BECH JIEUKOPEAYLIMPOBaHHAS

I'emarokput ot 0,5 1o 0,7 | OpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
He MeHee 4 eTUHUI] B MECSII]

OcTtaTtouHoe meree 1 x 10° kaeTok B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

COZIEpIKaHUE enuHuIe <1> He MeHee 10 equHUI B MECSII]

JIEUKOITUTOB

I'emorino6oun He meHee 40 rpaMMoOB B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

CAUHUIIC

He MeHee 10 equHuIl B MECHIL

I'emonu3 B KoHIIE

Menee 0,8 mporieHTa

1 MPONLCHT 3arOTOBJICHHBIX CAWHUI], HO

CpOKa rOAHOCTH SPUTPOIIUTOB HE MeHee 4 eJUHMIL B MECSI]
CtepunbHOCTh CTEPHIIBHO 1 mpOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HE MeHee 4 ¢OUHMIL B MECSI]
10. OpurpounTHas B3BECh pa3MOPOKEHHAs!, OTMBITasI
O0beM He MeHee 185 M BCE €IUHUIIBI
I'emarokput ot 0,37 mo 0,7 BCE€ CMHUIILI

I'emornoOun (B

menee 0,2 rpaMMOB B

BCE €IUHULIBI

HaJI0CaI0YHOI equuuIe <3>

KHUJKOCTH)

I'emorioboun He MeHee 36 TpaMMOB B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
EIMHHIIE He MeHee 4 eIMHUI] B MECSILI, €CITH

MeHee, TO KaXKJIbIi oOpaserr

OcMOTIAPHOCTD He Oosee yem Ha 20 MOcM/n1 | 1 TIPOIIEHT 3arOTOBJICHHBIX €UHUIIL, HO
MIPEBBIIIAET OCMOJISIPHOCTD He MeHee 4 ¢IMHUI] B MECSILI, €CITH
HCIIOIB3YEMOTO MeHee, TO KaXKJIbIi oOpaserr
B3BEILMBAIONIETO PaCTBOpA
<3>

OcTtaTtouHoe menee 0,1 x 10° kneTok B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

COZIEpIKaHUE eauHune <1> HE MeHee 4 eIMHUIL] B MECSII, €CIIU

JIEUKOITUTOB MeHee, TO KaXKJIbIi oOpaserr
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CtepunbHOCTh CTEPHIIBHO 1 mpoOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

11. DpuTpounTHas Macca WiIH SPUTPOIIUTHAS B3BECH, ITOJIyUeHHBIE METOJIOM adepesa

I'emarokput ot 0,65 mo 0,75 | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO
He MeHee 4 eqUHUI] B MECHII

I'ematokput (ecmu ot 0,5 1o 0,7 | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

HCIIONb3YETCS He MeHee 4 eTUHUI] B MECSII]

100aBOYHBINA

pacTBop)

I'emorno6oun He MeHee 40 rpaMMoB B | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO
E€IMHHULIE He MeHee 4 eIUHUL] B MECSI]

OcTtaTtouHoe menree 1 x 10° kaetok B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

COZIEpIKaHUE enuHuIe <1> He MeHee 4 eTUHUI] B MECSII]

JIEHKOIIUTOB (B

KOMIIOHEHTE,

00eTHEHHOM

JICUKOITUTAMM )

I'emonu3 B KOHIIE Menee 0,8 mporieHTa | mpoIEHT 3aroTOBJICHHBIX €IUHULL, HO

CpOKa rOAHOCTH SPUTPOIIUTOB He MeHee 4 eIUHUL] B MECSI]

CtepunbHOCTh CTEPHIIBHO 1 mpOIEHT 3ar0TOBJICHHBIX €IMHHUII, HO

HEe MeHee 4 eIUHULL B MECSII]
12. KonneHtpar TpoMOOLIUTOB U3 €AMHHUIIBI KPOBU

O0BeM He MeHee 40 M | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
He MeHee 4 eqUHUI] B MECHII

Conepxanue He menee 60 x 10° <2> | OpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
TpOM6OI_[I/ITOB B HC MCHCC 4 CIANHUIL B MCCAI]
KOHEYHOU €qUHHUIIE

Conepxxanue menee 0,05 x 10° <2> | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
JICMKOITUTOB JI0 (?KBUBAJICHT OJTHOW €IMHMITBI HE MEeHee 4 €IMHUIL B MECSII
JIEHKOPEAYKIIUU B KPOBH)

SJINHUIIC

KOMIIOHEHTA,

MIPUTOTOBJIEHHOTO

u3

JIEUKOTPOMOOIIMTHO

ro CI0s

pH (mpu +22 °C) B Gonee 6,4 <4> 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
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KOHIIE CpOKa
TOJTHOCTH

CrepuJIbHOCTD CTEPUIIBHO

He MeHee 4 eqUHUI] B MECHII

1 HpOI_[eHT 3aroToOBJICHHBIX CIUWHMUII, HO
He MeHee 4 eqUHUI] B MECSILI

13. KoHueHTpaT TpOMOOIMTOB U3 €AMHHITBI KPOBU JICHKOPEAYITUPOBAHHBIHN

O0beMm He menee 40 M

9
Conepxanue He MeHee 60 x 10” B equHuLe
TPOMOOIIMTOB <2>
OcraTouHoe menee 1 x 10° B koneunoii
COZIEpIKaHUE eauHune <1>
JIEUKOIINTOB

pH (npu +22 °C) B
KOHIIE CpOKa

He MeHee 6,4 <4>

1 mpOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHLI

14. KonneHtpar TpoMOOLMTOB U3 €MHULIBI KPOBU MYTMPOBAHHBIN

TOTHOCTH

CtepuiibHOCTD CTEPUIILHO

O0BeMm e menee 40 vt na 60 x 10°
TPOMOOIIMTOB

KonnuectBo He menee 200 x 10° B

TPOMOOIIMTOB B enuuuIEe <2>

KOHEYHOU €qUHHULIE

OcTtaTtouHoe meree 1 x 10° kaeTok B
COZIepIKaHuE KOHEYHOH enuHuie <1>
JIEUKOIIUTOB

pH (mpu +22 °C) B
KOHIIE CpOKa
TOAHOCTH

He MeHee 6,4 <4>

CtepuibHOCTD CTEPUIILHO

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

1 mpoOIEeHT 3ar0TOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI
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15. Konnenrpar TpoMOOLIMTOB U3 €AMHHUIIBI KPOBU MYTMPOBAHHBIN B 100aBOYHOM pPacTBOpE

O0BeM e menee 40 vt na 60 x 10° | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
TPOMOOIIMTOB He MeHee 4 eTMHUI] B MeCSII]

Conepxanue He menee 200 x 10° B | OpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

TPOMOOITUTOB enuHuIe <2> HEe MeHee 4 eIMHULL B MECSII]

OcraTouHoe menee 0,3 x 10° kneTok B | mpoIEeHT 3aroTOBJIEHHBIX €IMHULL, HO

CoZep)KaHue enuHUIE <1> He MeHee 4 eqUHUI] B MECHII

JICUKOIIUTOB

pH (npu +22 °C) B He meHee 6,4 <4> | MpOLIEHT 3arOTOBJIEHHBIX €AUHMIL, HO

KOHIIE CPOKa He MeHee 4 eTMHUI] B MEeCSII]

TOJTHOCTH

CrepunbHOCTh CTEPHUJIBHO | mpoIEHT 3aroTOBJIEHHBIX €IUHULL, HO

He MeHee 4 eqUHUI] B MECHII

16. KoHieHTpaT TpOMOOITMTOB M3 €AUHUIIBI KPOBH ITYJTMPOBAHHBIN JICHKOPETYITUPOBAHHBIN

O0BeM He menee 40 v Ha 60 x 10° | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
TPOMOOIIMTOB He MeHee 4 eTUHUIL B MECSIT

Conepxanue e menee 200 x 10° B | mpoIEHT 3aroTOBJIEHHBIX €IMHHULL, HO

TPOMOOIIMTOB enuHuIE <2> He MeHee 4 eUHUI] B MECSII]

OcTtaTtouHoe meree 1 x 10° B koHeuHOI | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

COZIEpIKaHUE enuHuIe <1> He MeHee 4 eTUHUI] B MECSII]

JIEUKOIIUTOB

pH (npu +22 °C) B He MeHee 6,4 <4> 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO

KOHIIE CPOKa HE MeHee 4 eMHULL B MECSII]

TOIHOCTH

CtepunbHOCTh CTEPHIIBHO 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO

HEe MeHee 4 e TUHUL] B MECHILL

17. KonneHTpar TpoMOOIIMTOB U3 €MHUIIBI KPOBU MYTMPOBAHHBIN
NaTOTreHPEyIIUPOBAHHBIN

O0BeM He menee 40 v Ha 60 x 10° | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
TPOMOOIIMTOB He MeHee 4 eTUHUI] B MeCSII]
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Conepxxanue
TPOMOOIIMTOB B
KOHEYHOU €IUHUIIE

OcTtaTtouHoe
coJiepKaHue
JIEUKOIIUTOB

pH (mpu +22 °C) B
KOHIIE CpOKa
TOAHOCTH

He menee 200 x 10° B
enuuuIEe <2>

menee 1 x 10° B enuHAIE <1>

He MeHee 6,4 <4>

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

1 mpOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL

18. KoHnieHTpaT TpOMOOIMTOB, MOTYYEHHBIN METOIOM adepes3a

O0BeM

Conepxanue
TPOMOOIIMTOB

OcTtaTtouHoe
coJiepKaHue
JIEUKOITUTOB

pH (npu +22°C) B
KOHIIE CpOKa
TOAHOCTH

CtepuiibHOCTD

He menee 40 v Ha 60 x 10°
TPOMOOIIMTOB

e menee 200 x 10 B
enuHuLE <2>

menee 0,3 x 10° 8 €IUHULIE

<1>

He MeHee 6,4 <4>

CTEpUIIBLHO

1 mpoOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECSII

1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

1 mpOIEeHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILI

19. Konnenrpar TpoMOOIMTOB, OTYyYSHHBIH METOZIOM adepesa, JeHKopeylupOBaHHbIN

O0BeMm e menee 40 vt na 60 x 10° | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO

TPOMOOIIMTOB He MeHee 4 eTMHUI] B MeCSII]
Conepxxanue He menee 200 x 10° B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
TPOMOOITUTOB enuHuIe <2> HEe MeHee 4 eIUHULL B MECSII]
OcraTouHoe meree 1 x 10° kreTok B | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
CoZep)KaHue enuHUIE <1> He MeHee 4 eqUHUI] B MECHII
JICUKOIIUTOB

pH (mpu +22 °C) B
KOHIIE CPOKa
TOAHOCTH

HE MeHee 6,4 <4>

1 HpOI_[eHT 3aroToOBJICHHBIX CIUHMUII, HO
He MeHee 4 eqUHUI] B MECHII

CtepuibHOCTD

CTEpUIIBHO

1 mpOIEHT 3arOTOBJICHHBIX €IMHHUII, HO
HEe MeHee 4 e TUHUL] B MECHILL
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20. KoHmeHTpat TpOMOOITUTOB, MMOJTyUYE€HHBINH METOI0M adepesa, MaToreHpeIyIIuPOBaHHBINA
O0BeM He menee 40 v Ha 60 x 10° | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
TPOMOOIIMTOB He MeHee 4 ¢IMHUI] B MECSII]

Conepxanue e menee 200 x 10° B | mpoIEHT 3aroTOBJICHHBIX €IUHULL, HO
TPOMOOIIMTOB enuHuLE <2> He MeHee 4 eUHUI] B MECSII]
OcTtaTtouHoe meree 1 x 10° kaetok B | OpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO
COZIepIKaHuE enuHuIe <1> He MeHee 4 eTUHUI] B MECSII]
JIEUKOITUTOB

pH (npu +22 °C) B |He meHee 6,4 <4> | MpOLIEHT 3arOTOBJIEHHBIX €AUHMIL, HO
KOHIIE CPOKa He MeHee 4 eIUHUL] B MECSI]

T'OJTHOCTH

21. KoHneHTpaT TpOMOOIMTOB, MOTYYCHHBIH METOI0M adepesa, B 100aBOYHOM PacTBOPE

O0BeM e menee 40 vt ua 60 x 10° | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO
TPOMOOIIMTOB He MeHee 4 eIUHUL] B MECSL]

Conepxxanue He menee 200 x 10° B | mpoLeHT 3aroTOBJIEHHBIX €AUHUIL, HO

TPOMOOITUTOB enuHuIe <2> HE MeHee 4 eMHULL B MECSII]

OcraTouHoe menee 0,3 x 10° kneTok B | mpoIEHT 3aroTOBJIEHHBIX €IMHULL, HO

coziep)KaHue equHuIe MeHee 1 x 10° He MeHee 4 eqUHUI] B MECHII

JIEUKOIUTOB (TOCIe  KJIETOK B enuHuIle <1>

JIEUKOPEAYKIIUU

WJIN WHAKTUBAINU

MATOr€HHBIX

OHOJIOTHYECKUX

areHTOB)

pH (npu +22 °C) B He MeHee 6,4 <4> 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO

KOHIIE CPOKa HEe MeHee 4 eIMHULL B MECSII]

TOIHOCTH

CtepunbHOCTh CTEPHIIBHO 1 mpOIEHT 3arOTOBJICHHBIX €IUHHUII, HO

HEe MeHee 4 e TUHUL] B MECHILL

22. KoHueHTpat TpoMOOIIMTOB KPUOKOHCEPBUPOBAHHBIN, pa3MOPOKEHHBIH

O0Bem ot 50 1o 200 mu BCE €IMHULIBI
Copepxanue He MeHee 40 MpoLEeHTOB BCE €JUHULIBI
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TPOMOOIIMTOB coJiepKaHusl TPOMOOITUTOB 10

3aMOpaXUuBaHUuA
CTepI/I.HBHOCTI: CTCPUJIBHO 1 MPOLCHT 3aroTOBJICHHBIX CAWHUI], HO

He MeHee 4 enuHuI B Mecs1 <5>

23. CBexxe3aMOpOoKEeHHas T1a3ma

®aktop VIII He meHee 70 ME/100 mn 1 pa3 B 3 mecsia, S enMHUIL
OcraTouHoe
coJiepKaHue
KJIETOK:
SPUTPOIUTHI Menee 6 x 10%/1 B €IUHULIE | mpoleHT Bcex 3arOTOBJICHHBIX
JIEHKOLIMTEI menee 0,1 x 10°%/1 B equnnue CIMHULI, HO HE MCHee 4 ¢IMHUIL B
TPOMOOILIUTHI menee 50 x 101 B exuanne | Mecs <5>
Ocraro4Hoe menee 1 x 10° k1eTox B | mpoLEHT BceX 3aroTOBIECHHBIX
conepkanue (mocye | eTuHUIE €IMHUII, HO He MeHee 4 eTMHUIL B
JNEUKOPEAYKIINH) Mecs <b>
BuszyanbHbie HE TOJDKHO OBITH BCE €IMHHIIBI
A3MEHEHUS aHOMAJILHOTO I[BETA UJIU
BUJIUMBIX CTYCTKOB
CrepunbHOCTh CTEPHUJIBHO | mpOUEHT OT 3arOTOBICHHBIX €AUHUII,
HO He MeHee 4 eIUHUIL B MECSI]
24. IInazma naToreHpeaylrupoBaHHAs
®akTop VIII He meHee 50 ME/100 mn 1 pa3 B 3 mecsia, S enuHUIL
dubpuHOTCH He MeHee 60 MPOLeHTOB 1 pa3 B 3 mecsia, S enuHUIL
3HA4YEHMS B IUIa3MeE 10
MaTOTeHPETYKITUN
OcraTouHoe
coJiepKaHue
KJIETOK:
SPUTPOLIUTHI menee 6 x 10%/11 B eunnme | MpOLIEHT 3arOTOBJIEHHBIX €AUHMIL, HO
JIEUKOIUTEI menee 0,1 x 10%n B eIMHHIIC |HE MeHee 4 SIUHUI] B MeCHI] , 10
TPOMOOIIUTHI menee 50 x 10%1 B eANHUIE |3aMOPAKUBAHUA<OH>
OcTatoyHoe menee 1 x 10° knerox B 1 mpoueHT Bcex 3aroTOBIEHHBIX
coJiepKaHue E€IMHHULIE €IMHUII, HO He MeHee 4 eTMHUIL B
JeHKOUUTOB (TIociie Mmecsi <5>
JIEHKOPEAYKITHH )
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BuszyanbHabie HE JOIKHO OBIThH BCE €IUHUILIBI
U3MEHEHUS AHOMAJILHOTO I{BETA WU

BHJIUMBIX CTYCTKOB

25. IInazma nynvpoBaHHasi MATOT€HUHAKTUBUPOBAHHAS

®akTop VIII He meree 50 ME\N100 v KaXaple 3 Mecsla 5 eTUHAILL
dubpuHOTCH He MeHee 60 MPOLEeHTOB KaXaple 3 Mecsla 5 eTUHAILL

3HAUEHUSA B IIJIa3Me 10

MaTOTCHPETYKITUN
OcraTouHoe
coJiepKaHue
KJIETOK:
SPUTPOIUTHI Menee 6 x 10%/1 B €IUHULIE | OpoLeHT OT 3arOTOBJIEHHBIX €ANHUIIL,
JICUKOIIUTHI menee 0,1 x 10%n B eQUHUIIE HO He MeHee 4 equHUI] B MecAr] <5>
TPOMOOIIUTHI Menee 50 x 10%1 B €IUHULIE
OcraTouHoe menee 1 x 10° kretox B | mpoleHT Bcex 3arOTOBJICHHBIX
coJiepKaHue €IUHULIE €IMHMIL, HO HE MeHee 4 eUHUIL B
JIEHKOUUTOB (TI0CIIe mecsr <5>
JNEUKOPEAYKIINH)
Buszyanbhbie HE JOJDKHO OBITH BCE €IUHUIILI
A3MEHEHUS aHOMAJILHOTO I[BETA UJIU

BUJIUMBIX CTYCTKOB

26. KpuocynepnaranTtHas mia3zma

Ob6wvem MeHee Ha 10 mpolueHToB BCE €JUHULIBI

HUCXOIHOT0 00BEMA IUIa3MBbI
CtepunbHOCTh CTEPHIIBHO 1 mpOIEHT 3arOTOBJICHHBIX €IMHHUII, HO

He MeHee 4 eTUHUI] B MECSII]
27. JIuodunusupoBaHHas Tia3mMa

O0beM 50; 150; 200; 250 M

OO0wumii 6es10K

®axrop VIII

He menee 50 r/n

He Menee 0,5 ME/mn

2 eIMHUIIBI TPUTOHOTO JIJIst
KJIMHUYECKOTO MCITOIb30BaHUs
KOMIIOHEHTa JOHOPCKOW KPOBH OT
OJIHOYM TIapTuu <6>

2 eTUHUIIBI TPUTOTHOTO JIJIS
KJIMHUYECKOTO HCIIOIb30BaHuUs
KOMITOHEHTA JJOHOPCKOW KPOBH OT
OJIHOM mapTuu <6>
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BnaxHocts MEHee 2 MPOLIEHTOB 2 €IUHUIBI OT KOMIIOHEHTOB
JIOHOPCKOW KPOBH, Pa3MEIIEHHBIX HA
OJHOM TMOJIKE CYIIMJIBHON KaMephbl

CtepuiibHOCTh CTEPUIILHO 3 eIMHUIBI HA ATaIle PO3JIMBa
(cepenuHa, HauaI0, KOHEI IMpoIiecca),
10 enuHUI TPUTOAHOTO AJISI
KJIIMHUYECKOT'0 UCTOIb30BAHUS
KOMIIOHEHTa JOHOPCKON KPOBH OT
OJIHOM mapTuu <6>

28. Kpuonpenunurar

O0BeMm ot 30 no 40 mi BCE CIUHULIBLI

@axrop VIII He meHee 70 ME B enuHune | kaxaple 3 mMecsna: myi U3 6 eauHHUIL
JIOHOPCKOM KpPOBH CMEILIaHHBIX I'PYIIIT
B T€UEHUE |-To Mecsa XpaHeHUs]; Iyl
13 6 eIMHUI JOHOPCKOH KPOBH
CMEIIAHHBIX I'PYII B TEYEHUE
HOCJIETHETO MeCsIa XpaHEHMsI

dubpuHOTCH He MeHee 140 MT B equHUIIE | mpoLeHT BceX €MHMUII, HO HE MEHEE
4 eUHUALL B MECHI]

CrepuJIbHOCTD CTEpUWILHO | MpOLIEHT 3arOTOBJIEHHBIX €AUHMIL, HO
He MeHee 4 eqUHUI] B MECSII

29. I'paHyIOIMTHBINA KOHIIEHTPAT, TIOJIYIeHHBI MEeTO0M adepesa

O0BeM menee 500 mi BCE €IUHUIIEI

KonnuectBo He menee 10 x 10° B €OUHUIIE BCE COUHUIIEI

rpaHyJIOLUTOB

CrepuJIbHOCTD CTEpUILHO | MpOLIEHT 3arOTOBJIEHHBIX €AUHMIL, HO

He MeHee 4 eqUHUI] B MECHII

<1> 3HaueHHI0 TOKa3aTessl JOJDKHBI COOTBETCTBOBATh He MeHee 90 MpoIreHTOB 00Cie0BaHHBIX
CAUHUAII.

<2> 3HauyeHHUI0 TOKa3aTessl JOJDKHBI COOTBETCTBOBATH HE MeEHEe 75 MPOIEHTOB 00CIeIOBaHHBIX
CAUHUAII.

<3> HccnenyroT nocie KOHEYHOTO PeCyCneHANPOBaHUS SPUTPOLIUTOB.

<4> Usmepenue pH NpeanodTuTen-HO NPOBOAUTE B 3aKPHITOM KOHTeHHepe Bo u3bexanue Bhixona CO,. M3smepenue
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MOXET OBITH BBIITOJIHEHO TIPH JIIO0OH TeMIiepaType, W 3HAUYCHHE MEePECUUTaHO MPUMEHUTENbHO K pH mpu Temmepatype +22
rpaaycoB Llenbcus.

<5> KoHTpOoab OCYIIECTBISETCS A0 3aMOPAKUBAHMUS.

<6> KonnyecTBO KOMIOHEHTOB, MOJIBEPTaBIINXCS JTHO(UILHOMY BBICYIIUBAHUIO TPU OJMHAKOBBIX
YCIOBHSIX (B OJIHOM 3arpy3Ke B CYIIMIbHYIO KaMepy).

[Ipumeuanue: Ilpu HecooTBETCTBUU 00CJIENOBAHHBIX €IUHUILI YCTaHOBJICHHBIM HACTOSIIUM
MPUJIOKEHUEM 3HAYECHUSIM IMOKa3zaTesell MPOBOAUTCA AHAIM3 WU YCTPAHEHUE IPUYUH BBISIBJICHHBIX
HECOOTBETCTBUM.
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[Mpunoxenne Ne 2

k [T or 22.06.2019 r. Ne797 IIpaBunam 3aroTOBKH, XpaHEHUH,

TPAHCTIOPTUPOBKHU U KIIMHUYECKOT'O

HCIIO0Ib30BAHMS JOHOPCKOM
KpPOBH H €€ KOMIIOHEHTOB

ycnoBus
XPAHEHUA U TPAHCIMOPTUPOBKM NOHOPCKOW KPOBWU U EE KOMINMOHEHTOB
HaumenoBanue Temneparypa Temneparypa CpoK rogHOCTH
XpaHEeHUSA TPAHCHOPTHPOBKH
JloHOpCKas KpOBb U +2°C..+6°C He Bble +10 °C Ha OIIpEeNeNAeTCs] UCIOIb3yEMbIM
SPUTPOLUTCOACPIKALIIE NPOTSHKEHUN AHTHKOAryJITHTOM,
KOMITOHEHTHI JJOHOPCKOH MaKCHMaJILHOTO IIepHoja J00aBOYHBIM PaCTBOPOM
KpOBH TPaHCIIOPTHPOBKH, PABHOTO
24 yacam
Konmentpar +20°C...+24°C HEOOXOIUMO MOICPKUBATh | 5 AHEH MPH yCIOBHU
TpOMOOLITOB TEMIIEpaTypy Ha YpOBHE, HETPEPHIBHOTO MOMCIITUBAHHUS
MPUOJIMIKEHHOM K (Ipu TpaHCHIOPTUPOBKE
TeMIepaType XpaHeHUs JIOIyCKaeTcsl XxpaHeHue 0e3
MMOMeEIIUBaHus J10 24 4acoB).
Cpok XpaHEeHHUS] MOKHO
HPOJUIUTH 10 7 CYTOK NP
YCIIOBHH UCTIOJIb30BAaHUS
METOJIOB MHAKTHBALINU
MATOTEHHBIX OMOIOTHIECKUX
areHTOB U HCITOJIb30BAHMUS
J00aBOYHBIX PACTBOPOB LIS
XpaHEeHHUsT TPOMOOIIUTOB
[Tnazma He BhIe -25 °C HE00XOIMMO MOJICPKUBATh | 36 MecsIeB
TeMIepaTypy Ha ypoOBHE,
MIPUOIMKEHHOM K
TeMIepaType XpaHeHus,
HO He Bbile -18 °C
JInodunmuznpoBanHas +5°C...+20°C HEOOX0ANMO TIOIEPIKUBATE | 5 JIeT
ia3ma TEMIIEpaTypy Ha ypOBHeE,
MIPUOTMKEHHOM K
TeMIepaType XpaHeHUs
Kpuonpeuunurar He BhIe -25 °C HE00XOIMMO TOJICPKUBATh | 36 MecsIeB (BKIIOYAs CPOK
TEMIIEpaTypy Ha YpOBHeE, TOZHOCTH
MPUOJIMIKEHHOM K KapaHTUHU3UPOBAHHOM
TeMIepaType XpaHeHus, TUIa3MBl, U3 KOTOPOH
HoO He BbIwIe -18 °C 3aroTOBJICH KPUOIIPELUITUTAT)
I'paHyIOIMTHBIN T+20°C...+24°C |+20°C...+24°C 24 gaca
KOHLICHTpPAT 0e3 BCTPSIXUBAHHS

HaJIe)KHAsI MPABOBas MOIEPKKA

www.consultant.ru

Crpanura 33 u3 34



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

[Mocranosnenue [paputenscrtsa PO or 22.06.2019 N 797 Hoxyment npenoctasner Koncynsrantllntoc
"O6 yrBepxaeHuu [IpaBuit 3aroTOBKH, XpaHEHHs1, TPAHCIIOPTHPOBKHU U KIIUHHUYE. .. Jlara coxpanenus: 11.07.2019

IIpumedanus: 1. Bpems XpaHeHUsT 3aMOPOKEHHBIX (KPHOKOHCEPBHPOBAHHBIX) ITOHOPCKOW KpoBW U (WiIH) €€
KOMITOHEHTOB OTPE/IEIISIeTCS] TEXHUYECKOH JOKYMEHTAIMEH MPOU3BOANTENSI 000PY/IOBAHUS U PACXOAHBIX MAaTEPUAIIOB.

2. JloHOpcKasi KpOBb M (MJIM) €€ KOMIIOHEHTBI HMPUTOJHBI ISl UCIIONb30BaHHS B MpE/eNiaX YCTaHOBJICHHBIX Ui HUX
CPOKOB T'OJIHOCTH HE3aBHCHUMO OT CPOKa TOJHOCTH KOHTEHHEPOB, B KOTOPHIE OHH 3arOTOBJICHBI, NPH YCJIOBUH, YTO HA ATy
3aroTOBKH JJOHOPCKO# KPOBH U (UITH) €€ KOMIIOHEHTOB CPOK FOJIHOCTH KOHTEHHEepa HaXOJHIICS B YCTAHOBJICHHBIX Tpe/esiax.
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