O pa3BUTUM KJIETOUYHbIX TeXHOJIOruu B Poccunckon depepauum
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MPUKA3

MuHnCcTepcTBa 34paBooxpaHeHns Poccunckon ®denepaumm

oT 25 uona 2003 r. N 325 O pa3BUTUM KIETOYHbBIX TEXHOOM U

B Poccuinckon ®egepaumm

3aperncTpupoBaHo MUHUCTEPCTBOM tOCTUL MU Poccuinckon depepauium

1 aBrycta 2003 r. PernctpaunoHHbin N 4939

B Lenax pa3BUTUA KNETOYHbIX TEXHONOMMIA B Poccunckon defepaunm npukasbisato:

1. YTBEepauTe:

1.1. IHCTpyKLMIO NO 3aroTOBKE NyMNoOBUHHOW/MAALEHTAPHON KPOBM A1 HAayYHO-UCCneoBaTeNbCkux pabot
(mpunoxeHwne N 1).

1.2. IHCTPpYKUMIO MO BbIAESIEHWNIO U XPAHEHMIO KOHLIEHTpaTa CTBOJIOBLIX KNETOK
NynoBMHHOW/NNALLEHTAaPHON KPOBM YenoBeKka (npunoxexue N 2).

1.3. MonoxeHne o baHke CTBOJIOBBLIX KJETOK MYNOBUHHON/MIALEHTAaPHON KPOBM YefnoBeka (npunoxxeHue N
3).

2. KOHTpOJIb 3@ BbINOJIHEHNEM HaCTOSALLEro NpuKasa BO3JIOXKMWUTb Ha MepBOro 3amectutens MuHucTpa
3[4paBooxpaHeHns Poccunckon ®epepaunn Bankosa AN,

MpunoxeHne N 1

YTBEPXXJEHO

npukasom MuH3gpasa Poccun

oT 25 nona 2003 r.

N 325

WHCTPYKLWNA

Mo 3aroTOBKe MyMNOBWHHOW/MNALLEHTapHON KPOBY A1 HaY4YHO-UCCNef0BaTENbCKUX paboT

1. MynoBunHHas/NNaLeHTapHas KpPoBb 419 HAay4YHO-UCCef0BaTeNIbCKUX paboT 3aroTaBANBaETCs B KJNHMKAX
Hay4HbIX 1 06pa30BaTEbHbIX MEAULIMHCKUX OpraHu3aLMin Ha OCHOBaHUM AOr0BOPa O Hay4YHOM
COTPYAHUYECTBE C IOPUANYECKUM NULOM, B CTPYKTYpPE KOTOPOro HaxoauTCs baHK CTBONOBbLIX KNETOK
NyrnoBMHHOW/NNALLEHTapHOW KPOBU YesI0BeKa.

2. ABCONMIOTHBLIMU NPOTUBOMOKA3aHMAMMN AN 3ar0TOBKMW NMYyNOBUHHON/MNALEHTapHON KPOBU A5 Hay4YHO-
nccnefoBaTeNbCkux paboT aBAATCSA:

- MEPTBOPOXAEHNE NN BHYTpUyTpobHas rubens nnoaa;

- NpeHaTanbHoe obHapyxeHune B KpoBu MaTepu - HBsAg, Anti-HCV, Anti-HIV-1 un -2,

3. MynoBMHHas/NNaueHTapHas KPOBb 3aroTaB/AMBAETCA B CTEPUILHYIO 3aKPbITYI0 LOHOPCKYIO CUCTEMY
(NNaCTUKOBLIA MELLOK), COAEPXKALLY0 U30TOHNYECKUA aHTUKOAryAsHT, ¢ cobnofeHnemM npasua acenTukm u
AHTUCENTUKM, UCKNOYAIOLWNX NHPULMPOBAHNE.

4. MynoBrHHas/NNaLeHTapHas KPoBb 3aroTaBMBAETCA NOCAe PoXXAeHMs pebeHKa 1 nepexaTuns nynoBuHbI
B CTEPW/IbHbIX YCJI0BUAX NMyTEeM BEHEMYHKLMN NYNOBUHbI UII0M 3aKPbITON OHOPCKOW CUCTEMbI MOC/e
TwaTtensHon 06paboTkM MeCTa NyHKLMM pacTBOpaMmM CNUpTa U NoJ0HaTa.

5. Ha 3akpbiTON OHOPCKOM cucTeMe (NNacTUKOBOM MeLLKe) C 3ar0TOBAEHHOW MYyNOBUHHOW/NNALEeHTapHOW
KPOBbIO YKa3bIBaeTCH:

- LUTPUX-KOA;

- MAEHTUDUKALMOHHBIA HOMED;

- laTa 1 BpeMs POLOB;

- rpynna Kposu no cucteme ABO 1 pesyc-hakTop HOBOPOXAEHHOr 0.

K obpa3Ly 3aroToBAEHHOW MYMOBMHHON/NAALEHTAPHOW KPOBM NOL TEM Xe NAEHTUDNKALNOHHBEIM HOMEPOM
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npuiaraeTcs ConpoBoANTENIbHAaA aHOHUMHAs 3aNnCb CEMENHOM0 U NePCOHaNIbHOMO aHaMHe3a MaTepu U
0TLa HOBOPOXXAEHHOI0, aKyLUEPCKOro, FTMHEKOIOrMYEeCKOro aHaMmHe3a 1 0CobeHHOCTeNn Te4eHns poaos, a
TaKxe pe3ysibTaTbl aHaM30B KPoBK MaTepn Ha HBsAg, Anti-HCV, Anti-HIV-1 n -2, RW, Anti-CMV, Anti-HSV-I
n -1, aHTnuTena K Toxoplasma gondii.

6. 3aroToBNEHHAs KPOBb XPaHUTCA 1 TPAHCNOPTUPYeTCs B baHK CTBOMOBbIX KNETOK
NynoBMHHOWM/NNaLLEHTapHOW KPOBK YenoBeka Npu TemnepaTtype +15 - +30°C B TeyeHne He bonee 24 vacos.

MpunoxxeHne N 2

YTBEPXIEHO

npvkasom MuH3gpasa Poccun

oT 25 mionga 2003 r.

N 325

MHCTPYKUWNA

Mo BblAENEHNIO N XPAHEHWIO KOHLIEHTPATa CTBOJIOBbIX KJIETOK

NynoBMHHOW/NAALLEHTapHOW KPOBU YeI0BEKa

BbioeneHne n xpaHeHne KOHLEHTPaTa CTBOJIOBbIX KJIETOK MYMNOBUHHOW/MIALEHTapHON KPOBK YeNI0BEKA
obecneymBaeT baHK CTBO/IOBLIX KAETOK MyMOBMHHON/NIALEHTapHON KPOBU YenoBeka (fanee - baHk CK).
1. NMpu noctynneHun B baHk CK obpa3ua NynoBUHHOW/NNALEHTAPHOW KPOBY NPOBOAATCS:

1.1. OnpegeneHune konnyectsa CD34+ kneTok

1.2. OnpepeneHne KOINYeCTBa SOPOCOLAEPKALLMX KNETOK

1.3. TunnpoBaHue No aHTUreHam rMcTOCOBMeCTUMOCTH 1 1 2 Knacca:

HLA-A, B n DR

1.4. OnpegeneHne rpynnsl Kposu no cucteme ABO 1 pesyc-hakTopa

1.5. TecTnpoBaHmne Ha NHMEKLIMOHHbIE areHThl:

- Anti-HIV-1 1 -2, HIV1-Ag

- Anti-HTLV-l u -lI

- Anti-HBcor-Ag, HBs-Ag

- Anti-HCV

- Anti-CMV

- Anti-Toxoplasma gondii

-RW

- Staphilococci

- Streptococci

- Enterococci

- Neisseria gonorrheae

- Candida species

- Aspergillus species

- Esherihia coli.

2. BbioeneHune KoHLEeHTpaTa CTBOJIOBbIX KJIETOK MYyMOBUHHOW/MIALEHTapHON KPOBW YeI0BEKA B BUAE
tpakumm, oboralleHHON MOHOHYKeapami, MPOBOANTCS B CTEPUIIbHON 3aKPbITON CUCTEME ONS
nepepaboTKn 1 XpaHEeHUs NaaLeHTapHON/MYNOBUHHON KPOBW, KOTOPas acenNTUYECKN COEQUHAETCS C
3aKPbITON JOHOPCKOW CUCTEMON (MNACTUKOBBLIM MeLLKOM) C 0bpa3LioM NynoBUHHOR/NNALLEHTAPHON KPOBMK.
3. KOHUEHTpaT CTBOJIOBbIX KJIETOK MYMOBUHHON/MIALEHTapHON KPOBUW YeSIOBEKA OLLEHMBAETCS MO
KOMNYeCTBY A4POCOAEPKALLMX KNETOK.

4. CMelurBaHMe KOHLEHTpaTa CTBOJIOBbIX KNETOK NMyMOBUHHON/MNaLEHTAaPHON KPOBMW YeoBeKa C
KPMOMPOTEKTOPOM: NMPUMEHAETCS BbICOKOOUULLIEHHbIM AnMeTnacynsdokcng (AMCO), B TOM Yncne B
KOMBMHaLMM C IEKCTPaHOM.

5. KpmomeLloK ¢ KOHLEHTPATOM CTBOJIOBLIX KJI€TOK MyMOBMHHOW/MALEHTAapPHOM KPOBW Ye10BEKa,
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npefHa3Ha4YeHHbIN 419 KpUo3aMopaXKMBaH1sa 1 KpUOXPaHEHUS, MapKMUPYETCA UAEHTUPUKALNOHHbBIM
HOMEpPOM C YKa3aHMEM KOHLUEHTpaLMn 1 COCTaBa KPMOMNPOTEKTOpPA, AaThl KpMo3aMopaKMBaHWs, Ha3BaHUS
baHka CK.

6. KproMeLoK C KOHLEHTPaTOM CTBOJIOBbLIX KJIETOK NMYNOBUHHOW/MIALEHTapPHOM KPOBM YesloBeKa
repMeTUYyHO 3aneyvyaTbiBAaeTCs B KPUONPOTEKTUBHbIA TEe(IOHOBLIN NAACTUK.

7. KpnosamopaxmBaHme KOHLEHTpaTa CTBOJIOBbIX KNETOK NyrNnOBMHHON/NNALEHTapHON KPOBM YenoBeKa
OCYLLECTBIAETCA B COOTBETCTBMU C poTokonoMm baHka CK, cornacoBaHHbIM ¢ MuH3apaBoM Poccuu.

8. KOHUEeHTpaT CTBOJIOBbIX KJIETOK NMYMNOBUHHOW/MAALEHTaPHON KPOBM YenoBeKa nocse
Kpro3aMopa)KMBaHMs NOMELLLAaeTCsA Ha BPEMEHHOE ([0 6 MecsLEeB) KpMOXPaHEHME NMpu TeMMNepaType, He
npessbiwatowen -150°C, B KapaHTUHHBIN Aloap B XUAKYto a3y a3oTa.

9. Pe3ynbTaThl BCEX NCCNEAOBAHUNA, XapakTepumaytowme obpaseL, 3aroTOBJEHHON
NynoBMHHOWM/NNALLEHTAPHON KPOBU N MOJTYHEHHbIN KOHLLEHTPAT CTBOJIOBbLIX KJIETOK
NynoBMHHOM/NNALLEHTAapHON KPOBM YenoBeKa, BHOCATCA B 6a3y AaHHbIX baHka CK noa eanHbIM
NAEHTNPUKALMOHHBIM HOMepOM obpa3Lia.

OTaenbHO, A5 BO3MOXXHbIX AOMOJAHUTENbHbIX NCCIeA0BaHMI, XpPaHUTCA obpasel, BblAeeHHbIX KNIETOK, Tak
Ha3blBaeMbIN "CMYTHUK", N0 TEM Xe NAEHTUPUKALNOHHLIM HOMEPOM.

10. Mo ncTeveHnn KapaHTUHHOIO CPOKa XpaHeHUA (6 MecsLleB) KOHLIEHTPAT CTBOJIOBbIX K/1ETOK
NynoBMHHOW/NNALLEHTapHON KPOBU Ye/10BEKa MEPEHOCUTCS Ha ANTEIbHOe XpaHeHne npu TemnepaType, He
npessbiwatowien - 150°C, B gtoap € XMOKMM a30TOM NpU YyCIOBMM OTPULATENbHLIX PE3Y/IbTaToB
TectmpoBaHusa (AHTU-HIV-1 n -2, HIV-1Ag, AHTU-HTLV-1 u -ll, AHTu-HbcorAg, HBs-Ag, AHTU-HCV).

MpunoxeHue N 3

YTBEPXIEHO

npvkasom MuH3gpasa Poccun

oT 25 miona 2003 r.

N 325

MONOXEHMWE

0 baHKe CTBOJIOBLIX KNETOK

NynoBMHHOWN/NNALLEHTapHOW KPOBU Yel0BEKa

1. O6wme nonoxeHns

1.1. BaHK CTBOJIOBbIX KJIETOK NYMNOBUHHOM/MaLEHTapHOM KPOBM YenoBeka (fanee - bank CK) co3paetcsa no
cornacoBaHuto ¢ MuH3apasoM Poccun Ha 6a3e Hay4YHoW nan obpa3oBaTesIbHON MeQULIMHCKON OpraHn3auum
N ABNAETCA ee CTPYKTYPHLIM NoapasaesieHneM.

1.2. baHk CK B cBoein feATeNbHOCTU PyKOBOACTBYETCSA YCTaBOM Hay4yHOW nnn obpa3oBaTenbHOM
MeONLNHCKON OpraHn3aumy 1 HacToawmm MNonoxeHnemM.

1.3. PykoBoguTens baHka CK Ha3HavYaeTCcs Ha LO/MKHOCTb 1 0CBOBOXAAETCA OT LO/IKHOCTY
PYKOBOAUTENEM HAay4YHON U 0bpa3oBaTENbHON MeANLIMHCKON OpraHn3aLmm.

2. 3apaym baHka CK

2.1. OpraHu3aumns 3aroToBKN U TPAHCMOPTMUPOBKM MYNOBUHHOW/MAALEHTApPHOM KPOBW A5 HaYy4HbIX
nccnenoBaHum;

2.2. TeCTMpoBaHMe N TUMMPOBaHME 3aroTOBAEHHOW MyNOBUHHOW/NNALLEHTapHOW KPOBY;

2.3. BblgeneHune KoHLEeHTPaTa CTBOJIOBbIX KJIETOK MYMOBMHHON/MNaLEHTapPHOW KPOBW YE/10BEKS;

2.4. KpnoreHHoe xpaHeHne 0bpa3L0B CTBOJIOBbIX KJIETOK MYMOBUHHON/MIALEHTapPHON KPOBM YesI0BEKA B
XXNOKOM a30Te;

2.5. MpepocTaBneHne 06pa3LoB CTBOJIOBbLIX KIETOK MYyNOBUHHOW/MNALLEHTApPHON KPOBW YEN0BEKA HayYHbIM
1 obpazoBaTeNbHbIM MEANLIMHCKUM OpraHn3aumam gas BbiNOJHEHNSA HaYYHbIX NCCeL0BaHNM,

2.6. MpepocTaBneHne obpasua CTBONOBLIX KNETOK NMYMNOBUHHON/MNALEHTAPHON KPOBM YeN0BEKaA
bU3nYeckomy mLy B COOTBETCTBUN C YCI0BUSMIY LOroBOpa, 3aK/NH0YEHHOro C HAM;
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2.7. Pa3paboTKa cuCTeMbl KOHTPOJIS Ka4eCTBa CTBOJIOBLIX KNETOK NMYMNOBUHHON/NNALEHTAPHON KPOBM
YyenoBeKa, BKJIOYAlOLLLEN MOKa3aTeNN XN3HECNOCOOHOCTN KNETOK, KOJIMYECTBA SAPOCOAEPKALLMX KNETOK,
KPVOBbIKMBAEMOCTM KETOK.

3. lOpuanyeckoe nnLo, B CTPYKTYpe KOTOporo HaxoauTtcsa baHk CK, MOXXeT 3ak/o4aTb 4OF0BOpPhI C
bU3NYEeCKMMM NMLAMN ONS 3ar0TOBKMW NYMOBUHHON/NAALEHTAPHON KPOBMU U AINTENBHOINO KPUOXPaHEHNS
KOHLeHTpaTa CTBOMOBbLIX KNETOK NMyMOBMHHOW/NNALLEHTapHON KPOBMN YenoBeKa.

4. baHk CK exerofHo K 15 gHBaps rofa, clefyloLlero 3a oT4eTHbIM, NpeAcTasnseT B MuHsgpas Poccun
OTYET 0 3aroToBJIEHHbIX 06pa3uax CTBOMOBbLIX KNETOK MYNOBUHHOW/MNALEHTApPHON KPOBK YeNl0BEKa M O
nepepayve obpasLoB Hay4yHbIM 1 06pa30BaTENIbHBIM MEAULUHCKAM OPraHn3auunsaM 415 BbiMOJHEHNS
Hay4HbIX UCCcnenoBaHun.

5. Peopranusaums n nukengauns baHka CK ocyLLeCcTBAAOTCS Hay4YHON unm obpa3oBaTeNbHON
MeONLUHCKON OpraHu3aLmen no cornacoBaHmtio ¢ MMH3gpasoM Poccun B yCTaHOBJIEHHOM MOpPsAKe.
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