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TpeGoBaHuil K OPraHH3ALHH CHUCTeMbI 6€30NaCHOCTH NPH OCYIECTBICHHH
cy0beKTamMu 00panieHHsi JOHOPCKOH KPOBH H (nyiK) ee KOMIIOHEHTOB
AeSATeJLHOCTH MO0 3aroTOBKe, XpaHEeHHI0, TPAHCIOPTHPOBKE H KJIIMHHYECKOMY
HCIOJIb30BAHHIO AOHOPCKOI KPOBH H (HJ1H) €e KOMIIOHEHTOB

B cooTBeTcTBHM ¢ MyHKToM 12 uacté 2 crtathu 9 ODesepanbHOro 3aKoHa
oT 20 wuronsg 2012 roma Ne 125-®3 «O poHOpCTBE KPOBH M €€ KOMIIOHEHTOB»
u mnyHkroM | Ilonoxenus o MHHHCTEPCTBE 31paBOOXPaHCHUA Poccutickoit
Dejepauiy, YTBEPXKICHHOI'O  [TOCTAHOBICHMEM I[IpaButenbcTBa  POCCHHCKOM
®enepanuu ot 19 urons 2012 1. Ne 608, mp M K a3 bl B a 10

1. VTBepAuTh TPeOOBaHUA K OpraHH3alUH CHCTEMBI 0e30MacHOCTH TPH
OCYyILIECTBIEHHH CyObeKTaMy 00OpalieHHst JOHOPCKOH KPOBHU U (1) ee KOMIIOHEHTOB
JESTENBHOCTH IO 3arOTOBKE, XPAaHEHHIO, TPAaHCMOPTHPOBKE M KIHHMIECKOMY
HCIIOJIG30BAHHUIO JJOHOPCKOW KPOBU U (M) €€ KOMIIOHEHTOB COTTaCHO NMPHJIOKEHUIO
K HACTOSIILIEMY IIPHKa3Yy.

2. Tlpu3HaTe yTpaTHBIIMM CHIly Npuka3 MHHMCTEPCTBA 3APaBOOXPAHEHHS
Poccuiickoii Dexepamum oT 26 okrsops 2020 r. Ne 1148H «O6 yTBEpX/ICHHUU
TpeGOBaHUH K OpraHU3allMi CHCTEMBI 6e30MacHOCTH JEATENbHOCTH CyOBEKTOB
o6palleHus JOHOPCKOH KPOBH U (WJM) ee KOMIIOHEHTOB IIPH 3arOTOBKE, XpaHCHUH,
TPAHCHOPTUPOBKE M KIMHUYECKOM HCIOJIb30BAHUH JIOHOPCKON KpOBH U (MiH) ee
KOMIIOHEHTOB»  (3aperucTpUpoBaH  MHHHCTEPCTBOM  IOCTHIHH Poccuiickoi
®eneparmu 24 Hos6pst 2020 T., peruCTpaLHOHHEIH Ne 61083).

3. HacTosiumii NpUKA3 BCTyHaeT B cuily ¢ 1 siHBaps 2027 r. ¥ IEUCTBYET
no | centsiopst 2032 r.

MunucTp M.A. Mypaiuxko



[Ipunoxenue
K TiprKa3zy MUHUCTEpCTBA 3[paBOOXPaHEHHS
Poccuiickoit @enepanuu

oT «7 Py CEyeiiz2026 1. No_ 737 4/

TpeOoBanus
K OPraHU3alMHA CHCTEMbI Ge30MacCHOCTH NMPH OCYLIECTBICHHH CyObheKTaMu
o0paleHns JOHOPCKOH KPOBH H (HJIM) ¢ KOMIIOHEHTOB /IesiITe/IbHOCTH
110 3ar0TOBKE, XPAHEeHHIO, TPAHCIIOPTHPOBKE H KJIMHHYECKOMY HCNOJIb30BAHHIO
JIOHOPCKOii KPOBH H (HJIH) €€ KOMNIOHEHTOB

1. Hacrosiuuii MOKyMEHT YyCTaHaBIMBaeT TpeOOBaHUA K OpraHu3aluy
CHCTeMBI 0€30MacHOCTH TIPU OCYIIECTBIEHHH CYOBbeKTaMM OOpalleHHs JOHOPCKOH
KpoBM M (WiM) ee KOMIIOHEHTOB [EATEIbHOCTH MO 3aroTOBKE, XPaHEHHUIO,
TPAHCTIOPTHPOBKE M KIMHUYECKOMY HCIONB30BAHMIO NOHOPCKOW KPOBH M (WiH) ee
KOMITOHEHTOB (Jlajlee COOTBETCTBEHHO — TpeGoBaHus, cucTeMa 6e30MacHOCTH).

2. C nenpio obecrieueHds 6e€30MacHOCTA padOT IO 3aroTOBKE, XPaHEHHUIO,
TPaHCIOPTUPOBKE M KIMHUYECKOMY  MCTIONB3OBAaHHWIO  JOHOPCKOH — KPOBH
¥ (WIH) ee KOMIOHEHTOB B CyObekTax oOOpallleHMs JOHOPCKOH —KPOBH
U (WIM) ee KOMIIOHEHTOB pa3pabaThiBAaeTCs, BHEAPACTCA M HEMPEPBIBHO
COBEpIIEHCTBYeTCS ~ CHCTeMa  0e30MacHOCTH,  BKIIOYAOW@s — oOecredeHue
6e30M1aCHOCTH ¥ KOHTPOIb G€30MacHOCTH JOHOPCKOH KPOBH U (WIH) €€ KOMIIOHEHTOB.

3. OGecnedyeHue 6e30MACHOCTH JOHOPCKON KpOBHU M (HIIH) €€ KOMIIOHEHTOB
BKITFOYAET:

a) yripaBJieHHE IEPCOHATIOM,

0) BeleHHe MEAULMHCKOM JOKyMEHTaluH, CBSI3aHHOHM C JIOHOPCTBOM KPOBH
¥ (WIM) ee KOMIIOHEHTOB M KIMHHYECKHM MHCIIONb30BaHHEM JOHOPCKOH KpPOBH
u (MiIK) ee KOMIIOHEHTOB (Hajiee — MEJMIMHCKAs JJOKYMEHTALHs), CTaTHCTHYECKOTO
y4eTa W OTYETHOCTH IO 3aroTOBKE, XPAaHEHHUIO, TPAHCTIOPTHPOBKE U KITMHUYECKOMY
HCIIOJIb30BaHHIO JOHOPCKOM KPOBHU M (HIIH) €€ KOMIIOHEHTOB;

B) pa3MelleHHe UHGOpMalUM B €IWHON Oase NaHHBIX MO OCYIIECTBJICHHUIO
MEpOTIpUATHH, CBA3aHHBIX ¢ oOecreyeHHeM Oe30MaCHOCTH [OHOPCKOH KpOBHU
ee KOMIIOHEHTOB, Pa3BUTHEM, OpraHW3alyed W MporaraHiod JOHOPCTBAa KPOBH
ee KOMIIOHEHTOB (ajiee — 6a3a JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB);

I) HAEHTHUKALHUIO U IIPOCIEKNBAEMOCTD IaHHBIX;

1) IpOBeJIeHHE BHYTPEHHUX IIPOBEPOK (ayAUTOB) AESTENBHOCTH 10 3arOTOBKE,
XPaHEHHIO, TPAHCTIOPTHPOBKE U KIMHHYECKOMY MCIONB30BAHUIO JOHOPCKOH KpOBHU
¥ (MJT1) ee KOMIIOHEHTOB,

e) MpHHATHE Mep, HANPaBJIEHHBIX Ha NPOGUIAKTUKY HapylIeHUH TpeOoBaHUHA
6e30MacHOCTH U YCTpaHEHHe IIPHYUH U MOCIEACTBUM BBIABIECHHBIX HAPYLICHUH;
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) KOHTPOJb ¥ MOHHMTOPDUHT YCIOBMH XpaHEHHs W TPaHCIOPTHPOBKH
JIOHOPCKO# KPOBH M €€ KOMITOHEHTOB.

4. Pe3ynbTaToM  peanu3aldd  YKa3aHHBIX  MEPONPUATHH  ABJIAETCSA
obecrieyeHrne COOTBETCTBUS JOHOPCKON KPOBH W (WiH) ee KoMIoHeHTOB IIpaBunam
3aroTOBKH, XpaHEHHS, TPAHCTIOPTHPOBKH U KIHHITIECKOI'0 HCIOJIb30BaHHS JOHOPCKOH
KPOBM H ee KOMIIOHEHTOB, YTBEPXKICHHbIM nocTaHoBleHHeM IlpaButeinncTBa
Poccuiickoii ®enepaimu ot 14 mas 2025 1. Ne 641 (nanee — [IpaBuna)'.

5. KonTponb 0e30MacHOCTH [OHOPCKOW KpOBM U €€ KOMIIOHEHTOB
OCYLLIECTBIAETCS B OTHOLICHHMH eIMHHIl JOHOPCKOH KPOBH M (HIIH) €€ KOMIIOHEHTOB,
NPUrOJHBIX JUIA MCTOJNB30BAaHMs, Ha COOTBETCTBME 3HAYCHMAM IOKasaTenel
0e30MacHOCTH JOHOPCKOM KpPOBH M €€ KOMIIOHEHTOB, IIPeyCMOTPEHHBIX
npuioxenueM Ne 2 x IpaBuiam.

6. PyxoBoaurensb cyObekTa obpaleHus JTOHOPCKOH KpPOBHU
W (W) ee KOMIIOHEHTOB HasHauaeT JMLO, OTBETCTBEHHOE 3a pa3paboTKy,
BHCIPEHME H HENpepblBHOE COBEPUICHCTBOBAHME CHUCTEMbl  0€30IacHOCTH
(masnee — OTBETCTBEHHOE JIULIO).

7. CyGbexThl OOpalleHds HOHOPCKOH KpOBM M (Wiv) ee KOMIOHEHTOB
06ecleyrBalOT HAJTHYHE TepCoHANa, HUMEIOLIEro HEeoOXOAMMYI0 KBAIM(HKALMIO
B COOTBETCTBHH C TpPeOOBaHMAMM K OpPraHM3allM JEATENBHOCTH CYyOBbeKToB
obpalleHHsi JOHOPCKOM KPOBH M (MJIM) €€ KOMIIOHEHTOB IO 3arOTOBKE, XPaHEHHIO,
TPaHCHIOPTUPOBKE JOHOPCKOH KPOBH W (W/IH) €¢ KOMIIOHEHTOB H B COOTBETCTBMM
C MOpSJKOM OKA3aHHsl MEIULMHCKOH MOMOIIM MO MPOGUIIO «TpaHCcdy3HOTOTH»?,
JUI OCYLIECTBJIEHHsS 3arOTOBKH, XPaHEHHWs, TPaHCIOPTUPOBKH M KIWHUYECKOrO
HCIIOJIB30BaHUsS JOHOPCKOM KpoBH M (MIM) €€ KOMIIOHEHTOB, HCKIIOHAIOMIEe
BO3HUKHOBEHHE DHCKOB i 6€30MacHOCTH HOHOPCKOM KpoBH M (wim) ee
KOMIIOHEHTOB, dQ(QEKTUBHOTO GYHKLHOHUPOBAHHS CHCTEMbI O€30IaCHOCTH.

8. Cy6bexThl OOpamieHusi IOHOPCKOH KpOoBM M (WiIM) ee KOMIOHEHTOB
obecrieynBaroT ~ o0ydeHMe M [OBBIIEHHE  KBalM(UKAlWW  IlepCcoHana
B COOTBETCTBHM C BBITIONHAEMBIMH BHIaMH pPabOT 1O 3aroTOBKe, XPaHEHMIO,
TPAaHCTOPTHPOBKE M KIMHHYECKOMY  MCIIONB30BAaHUIO ~ JOHOPCKOH  KpOBH
U (MJIM) ee KOMIIOHEHTOB.

9. Tpyznosble GyHKIMH PaGOTHUKOB CyOBEKTOB OGPAILEHUS JOHOPCKOH KPOBH
¥ (1K) ee KOMIIOHEHTOB YCTaHABJIMBAIOTCS B COOTBETCTBHH C MPOGECCHOHANBHEIMH
CTaHIApPTaMM, YKa3blBAIOTCA B JODKHOCTHBIX HHCTPYKLMSAX, ONPENENSIOUMX
00A3aHHOCTH KQXIOr0 paboTHIKA cyOBeKTa oOpalleHHs JOHOPCKOH KPOBH H (HIIH) ee
KOMIIOHEHTOB, H yTBEPXKIAIOTCS PyKOBOAHTENIeM CyOBbeKkTa obpalleHus JOHOPCKOH
KPOBH U (WJIH) €€ KOMIIOHEHTOB.

10. PykoBoauTens cyGbekra oOpallleHHs JOHOPCKOH KpOBH H (wm) ee
KOMIIOHEHTOB 00s13aH 00ECIICYHTh:

! feitctayer no0 1 centabps 2031 r.
2 TIynktel 6 1 77 [IpaBun.
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a) pa3paboTKy, BHeApEHHWE W HENpPEPhIBHOE COBEPIIEHCTBOBAHWUE CHCTCMBI
6e30MacHOCTH, OXBATBHIBAIOLIEH Bce BHIbI AEATCIBHOCTU IIPH BBINOJIHEHUN pabot
10 3aroTOBKe, XPaHEHWIO, TPAHCIOPTHPOBKE U KIMHUYECKOMY HCIIOIb30BaHHIO
JOHOPCKOH KpoBM M (WiM) ee KOMIIOHEHTOB, HAalpaBICHHOH Ha obecrieyeHue
GE€30MacHOCTH 1P  OCYIIECTBJIEHMM 3arOTOBKH, XPaHEHMs, TPaHCIOPTHPOBKU
¥ KIMHUYECKOTO MCIOJIB30BAHHUSA JOHOPCKOH KPOBHU U (MIIH) €€ KOMIIOHEHTOB;

6) Ha3HaueHHWe JMIA, OTBETCTBCHHOro 3a pa3paboTKy, BHEIpEHHE
H TIOCTOSIHHOE COBEPLIEHCTBOBaHUE CUCTEMBI O€30ITaCHOCTH;

B) HaiMyMe YTBEPKICHHBIX CTAHIAaPTHBIX ONEPAIMOHHBIX —MPOLEAYP
(nanee — COII) ansg Bcex JTamoB 3arOTOBKM, XpaHEHHd, TPaHCTIOPTHPOBKH
M KIHHAYECKOTO HCIIOJb30BAHMS JOHOPCKOW KPOBH U (MJIH) €€ KOMIIOHEHTOB;

r) HaJid4ue PECYPCOB B COOTBETCTBMM C TpeOOBaHMAMM K OpraHM3alny
NeSATENBHOCTH CyOBEKTOB OOpalleH st JOHOPCKOH KpOBH M (WIH) ee KOMIIOHEHTOB
1o 3arOTOBKE, XpaHeHUIo, TPAHCTIOPTUPOBKE JTOHOPCKOMN KpOBU
1 (K1) ee KOMIIOHEHTOB;

I) CHCTEMATUYECKHil aHaJINW3 CHCTEMbI 0€30MaCHOCTH Ha COOTBETCTBUE
HacToAMM TpeGOBaHHAM, BBHIOJHEHHE Mep, HATPABIEHHBIX Ha NMPO(PUIAKTHKY
HapylIeHMM TpeGoBaHUH O6€30MacHOCTH U YCTPAHEHHE MPUYHH H HOCJIeACTBUH
B Cllyuae BbISBICHHUS HApYIICHHI,

€) yCTpaHeHHe TNpPHYMH M IIOCIHCJCTBHI BBISBIEHHBIX HApyUICHHH CHCTEMBI
0€e30I1aCHOCTH;

X) pasMmemneHue uHbopManMu B 0aze JaHHBIX JIOHOPCTBAa  KpPOBU
¥ €€ KOMIIOHEHTOB.

11. OTBETCTBEHHOE  JIMLIO  JOMKHO  HMETh  BhICIIEe  MEJULMHCKOE
WTH GHONOTMYECKOe 0Opa3oBaHHE M UMETh CTaX He MeHee 2 JIeT BBITIONIHEHHs. paboT
[10 3arOTOBKE, XPAHEHHUIO TPAHCIIOPTHPOBKE U (WJIK) KIHHUYECKOMY HCTIONB30BAHUIO
JOHOPCKO#M KPOBH U KOMIIOHEHTOB KPOBH.

12. B 06543aHHOCTH OTBETCTBEHHOI'O JTHIIA BXOAWT:

a) obecneuenne dGQeKTUBHOrO (GYHKUHOHHPOBaHHS W  HEIPEPBIBHOTO
COBEPILIEHCTBOBAHHUS CUCTEMBI O€30MACHOCTH;

6) opranusanus paspaborku u BHeapeHus COIL 1y BCeX 3TaloB 3aroTOBKH,
XpaHeHHs, TPAHCIIOPTHPOBKH M KIMHMYECKOTO HCTIOJB30BAHMUSA JOHOPCKON KpOBH
u (unm) ee xommoHeHTOB, a Takke COII cucremsl 6€e30I1aCHOCTH, BKJIIOYAIOIINE
TpeGoBanMs K 00eCTIeYeHHIO H KOHTPOIIO 6€30MacHOCTH B COOTBETCTBUM C IyHKTAMH
3 - 5 gacTosmux TpeboBaHuii,

B) OpraHM3alds O3HAKOMJIEHMS paGOTHHKOB, BBINOJIHAIOMIAX paboThl
10 3arOTOBKE, XPAHEHHIO, TPaHCIOPTHPOBKE M KIMHHYECKOMY HCIOJIB30BAHUIO
JIOHOPCKOH KpOBH M (MJIH) €e KOMIIOHEHTOB (fajee — HCMOIHUTENH pa6ot) ¢ COII
10 HauaJia BHIIIOJIHEHUS paboT.

13. CyObekTsl oOpalleHHs JOHOPCKOH KpoBH M (WIH) €¢ KOMIIOHEHTOB
paspabareiBator COII i Bcex ITamoB 3aroTOBKH, XPaHEHHs, TPaHCTIOPTHPOBKH
1 KJIMHAYECKOrO UCTIONB30BaHUs JOHOPCKOM KPOBH U (MNIM) €€ KOMIIOHEHTOB, a TaKKe
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B3aMMOCBSI3aHHBIX C HHMMHM BHJAOB J€ATEIbHOCTH, TaKWX KaK: MAapKHpOBKa,
YBEJOMIIEHHE  OpraHM3aldii O  BBISBIEHMM  HECOOTBETCTBUH,  BIMAIOLIMX
Ha 6e30MacHOCTb JOHOPCKOM KPOBH M €€ KOMIIOHEHTOB, TEepelaHHBIX MM paHee
Ui KJIMHAYECKOTO ¥ MHOTO HCIONB30BAaHMS, BXOJHOM KOHTPOJh MaTepHUalioB,
06paboTka 060pyAOBaHus, yOOpKa HOMEIIEHNH 1 HHBIE, B KOTOPBIX yCTAHABINBAIOTCA
CpOK AeiicTBHA M CPOK IEPECMOTPA.

14. Jlns  BHIMONHEHHS paGoT ¢ NPHUMEHEHHEM MEIMUMHCKUX —H3JIeNuH
HCTIOJB3yEeTCs IKCIUTyaTallMOHHas JOKYMEHTalUsl IPOM3BO/IUTENS.

15. Cy6BbexThl OOpalleHHs] TOHOPCKOM KpoBH M (MIH) €e KOMIIOHEHTOB
obecrne4rBaroOT Hanuyue COIl, perIaMeHTUPYIOLIEr0 pa3paboTKy
u yrteepxaenne COIl Ha BbINONHEHHE pabOT IO 3arOTOBKE, XPaHEHHIO,
TPAaHCMOPTHPOBKE M KIMHMYECKOMY  HCIIOJIB30BAHHIO JOHOPCKOM  KpOBH
¥ (WITH) ee KOMIIOHEHTOB ¥ PETJIAMEHTHPYIOLIEr0 MOPSIOK NPOBEEHHUS BHY TPEHHHX
TIPOBEPOK.

16. COIl yTBepXHaloTcs pyKoBoIWTeNleM CyObhekTa OOpallleHHs JOHOPCKOH
kpoBH ¥ (win) ee komnoHeHToB. COIlam mprcBanBalOTCS HOMEpa. OTBETCTBEHHBIM
muuom COIl pmoBojsiTca OO HCHONHUTeNed paboT IO 3aroToBKe, XPaHEHHIO,
TPAHCTIOPTHPOBKE M KIMHHYECKOMY HCIIONb30BaHUIO JNOHOPCKOH KPOBH H (unu) ee
KOMIIOHEHTOB.

17. COIT pomKeH colepXaTh YKa3aHus 110 BHITIONHEHHIO paboT, B TOM HHCIE
OTHOCHTEIBHO MOCJIEI0BATEIFHOCTH JEHCTBUIT HCTIOMHUTENEH paboT Ha BeeX dTamax
BBINOJIHEHUs paGoT MO 3aroTOBKE, XPAHEHMIO, TPAHCIIOPTHPOBKE M KIHHUIECKOMY
HCTIONB30BAHMIO JOHOPCKO# KPOBH M (MJIM) ee KOMIIOHEHTOB C LIENbI0 00ecTeueHns
COOTBETCTBHUS BBITTOJTHSEMBIX JeiCcTBHM 00s13aTeIbHBIM TpeOOBaHUAM
B cpepe 0BpallleHus JOHOPCKOH KPOBH M (HIIH) e¢ KOMIIOHEHTOB.

18. BemeHne MEOMIMHCKOW JOKYMEHTallM¥M H BHECEHHE [aHHBIX B 0a3y
JHOHOPCTBA KPOBH U €€ KOMIIOHEHTOB OCYILIECTBIAIOTCA C ILEJbIO obecrieueHus
TIPOCIIEXMBAEMOCTH JaHHBIX O JIOHOPE, NOHALUAX, 3arOTOBJIEHHBIX JOHOPCKOW KpOBH
U ee KOMIIOHEHTaX, pAacXOAHBIX Marepuanax (MEAHULIMHCKAX  U3ICIHUAX,
JIeKapCTBEHHBIX CpPeACTBax), 00paslax KpOBH JOHOpa M PELMIHEHTa, AaHHBIC
O pelIHUeHTe, MpPOBEJEHHOM TPaHCQY3HH, MOCTTPAHCRY3HOHHBIX —PEAKLUAX
Y OCJNOXHEHHSX, YCIOBHSX XpaHEeHHs M TPAHCIOPTUPOBKH JOHOPCKOH KPOBH
U ee KOMIIOHEHTOB, HCIIOJNHUTEIAX paboT, a TaKKe O COOTBETCTBUU IPOBOJUMBIX
pabot TpeOGoBaHUAM O€30IIaCHOCTH.

19. Jlannble, HeoOXOOUMBIE AJd OOECIEUeHUs] NPOCIEKHBAEMOCTH, BHOCATCA
B MEIMLHMHCKYIO JOKyMeHTammio M 0a3y JaHHBIX JIOHOPCTBA  KpOBH
M ee KOMIOHEHTOB. (OpPMBI PETMCTpAalM  JaHHBIX, OOeCTIeYHBAIOLINX
TIpOC/IeXUBaeMOoCTh, ycraHaBiaupatotes COIL ¢ ydeToM NIPHUMEHSAEMBIX CyOBEKTOM
obpallleHHss JOHOPCKOW KpOBH H (MJM) ee KOMIIOHEHTOB METOJOB 3aroTOBKH,
XpaHeHHs, TPAHCTOPTHPOBKH M KIHHHYECKOTO HMCIONB30BaHHUS JOHOPCKOH KPOBH
1 (UJIN) ee KOMIIOHEHTOB.



5

20. Cy6beKTsl oOpalleHuss JOHOPCKOH KpOBM H (W) ee KOMIIOHEHTOB
obecrednBaroT:

a) yCIIOBHSI XpaHEHHs MEIUIIMHCKON JIOKYMEHTAlNH, UCKIIOHAKOIIME €€ [OpTy
U TOTEPIO;

6) CAaHKLMOHUPOBAHHBIN TOCTYN K MEJMULMHCKOH JOKYMEHTALIUH,

B) BO3MOXHOCTH BOCCTAHOBJICHHS 3auCeH.

21.B MeguMIMHCKYI0 JOKyMEHTalHlo, (QOpPMBbI CTaTHCTHYECKOIo ydera
M OTYETHOCTH, 0a3y HaHHBIX [OHOPCTBA KPOBH M €€ KOMIIOHEHTOB IIOMJIEXAT
BKJTFOUEHHIO JOCTOBEPHBIE i OOBEKTUBHEIE TaHHBIE.

22. ®opMma BefeHHs 3anucell obecrnednBaeT WACHTUGUKALMIO HCTIOTHUTEIS
paboT Mo 3aroTOBKE, XPaHEHHIO, TPAHCTIOPTHPOBKE ¥ KITMHUYECKOMY HCIIONIb30BAHUIO
JIOHOPCKO# KPOBH ¥ (W/I1) ee KOMIIOHEHTOB, GUKCALMIO JaThl U BPEMEHH BBITOTHEHHA
paboT.

23. Cy6BeKThl OOpallieHds IOHOPCKOH KpoBA H (MiM) ee KOMIIOHEHTOB,
OCYIIECTBISIOIINE 3aTOTOBKY, XpaHeHWe W TPaHCIOPTHPOBKY JOHOPCKON KpOBH
u (AH) ee KOMIOHEHTOB, OCYLIECTBIISIOT KOHTPOJIb Ge30NaCHOCTH OHOPCKOH KPOBH
¥ ee KOMIIOHEHTOB, B COOTBETCTBHHM C ITYHKTOM 5 HacTosAIMX TpeGoBaHuii,

24.Bce paboTel 1O KOHTPOMO  O€30MacHOCTH  JOHOPCKOH — KPOBH
¥ ee KOMIIOHEHTOB OCyIIeCTBIsAtoTCs B cooTBeTcTBMM ¢ COIL

25. Pe3ynbTaThl KOHTPOJIS G€30MaCHOCTH BHOCATCS B 0a3y JaHHBIX JOHOPCTBA
KpOBH M €€ KOMIIOHEHTOB CyObekToM —oOpalleHus JIOHOPCKOH — KpOBH
W (WIH) ee KOMIIOHEHTOB, OCYIIECTBHBIIEM 3aroTOBKY JOHOPCKOH KpOBH
¥ (WJTH) €€ KOMIIOHEHTOB.

26.TIpy HECOOTBETCTBHM HCCIENOBAHHBIX ~€JMHHUI[ JIOHOPCKOH KpOBH
¥ (AnH) ee KOMIIOHEHTOB yCTAHOBJIEHHBIM 3Ha9€HHUsM IOKa3aTelel 0€e301MacHOCTH
TIPOBOMTCS aHANN3 HECOOTBETCTBUM U YCTPAHEHHE UX IMPUYHH.

27. B nensx oueHKd >()QEeKTHBHOCTH CHCTEMBI GE30MacHOCTH B CyOBEKTaX
obpallieHHs JOHOPCKOH KPOBH M (MJIM) ee KOMIIOHEHTOB MPOBOASTCS BHYTPCHHHE
poBepKH (ayMTHI) [ESATENBHOCTH MO 3aroToBKE, XPaHEHWIO, TPAHCIOPTHPOBKE
¥ KIMHAYECKOMY HCIIONB30BAHMIO JOHOPCKOH KpOBH M (MIM) € KOMIIOHCHTOB
(nanee — BHyTpEHHHE MIPOBEPKH).

28. Cy6bekTsl oOpaileHHsi MOHOPCKOH KpOBH W (WIH) ee KOMIOHEHTOB
s obecriedeHHs eauHOOOpa3us IPOBENCHHMS M CONOCTABUMOCTH PE3yJIbTATOB
BHYTpeHHHUX mpoBepok paspabateiBaror COII, pEerjiaMeHTHPYIOLIMI  MOPSIOK
IIpOBE/icHNs] BHYTPEHHUX TIPOBEPOK.

29. TTopsaoK MpoBeAeHHs! BHY TPEHHUX NPOBEPOK BKIIOYALT:

a) co3/laHle KOMHCCHUU,

0) rIaHKpOBaHKE, TOAFOTOBKY M NPOBEJIEHHE MPOBEPKH,

B) rpaduK NpoBeeHHs BHyTPEHHUX MPOBEPOK;

r) COCTaBIICHHE OTYETA O Pe3yNbTaTaX BHYTPEHHHX MPOBEPOK (Hanee — OT4eT
0 TIpOBEpKeE);
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1) COCTaBJIEHHUE UIaHa O IPHHATUH MEp, HAIIPaB/IeHHbIX Ha yCTPAHEHUE IPUIHH
M TOCNEACTBMM  BBISBAGHHBIX  HapylleHWH  TpeOoBaHMA  0e30MacHOCTH
1 IpOQUIAKTUKY TaKUX HapyIIEHHH;

€) cocTaBIIeHHE OT4YETa O IPUHATUM MED, HAalpaBIEeHHbIX HA YCTPaHEHHE MPUINH
M TOCHEeACTBHH  BBISBICHHBIX  HapylleHHH  TpeOoBaHmii  0€30macHOCTH
¥ IPO(GMIAKTHKY TAKHX HAPYLIEHHH (Jla/ee — OTIET O NPHUHATHU Mep);

)K) KOHTPOJb 33 HCIOJHEHHEM [PHHATBIX  Mep, HaNpaBleHHBIX
Ha TpOQMIAKTHKY HapyLleHH#d TpeGoBaHMA 0e30MaCHOCTH M yCTPaHEHHE MpHYMH
¥ MOCJIEACTBHUI BEIABICHHBIX HapyILIECHUH,

3) 3aMONHEHKE XKypHAIa PErICTPallMi BHYTPEHHIX MIPOBEPOK.

30. CocTaB KOMHCCMM H Tpaduk MpoBeAeHHs BHYTPEHHHX [POBEPOK
YTBEPXKAAKOTCS TPUKA30M PYKOBOIMTENS CyOBeKTa OOpaiieHus JOHOPCKON KpPOBH
1 (WIH) ee KOMIIOHEHTOB.

31. Jlns obecneyenns He3aBUCHMOCTH BHY TPEHHHUX IPOBEPOK COCTAB KOMUCCHH
dopMupyeTcs M3 dMClIa [epcoHana CyObekTa OOpalleHus NOHOPCKOH KpOBH
1 (W) ee KOMIIOHEHTOB, He paGOTAIOLIEro B IPOBEPSIEMOM MOZPa3/eNIeHHH CyOBeKTa
obpallieHHsi JOHOPCKOW KPOBH U (MIIH) €€ KOMIIOHEHTOB, JNOIONHUTENLHO B COCTaB
KOMHCCHHM 10 BHYTPEHHHM IIPOBEPKaM MOXeT OBITh BKIIOYEH HEMEIHLMHCKUH
TIEpCOHA: MEKEHEP 110 00CITy)KUBaHHIO 000PYJOBaHHUIO, CIIEIMAIHCT 10 METPOJIOTHH,
WHXeHep TI0 OXpaHe TPYJa, CIELHAHCT [0 X03AHCTBEHHOH YaCTH i MHOH IEPCOHAIL.

32.[paduk npoBefeHHs BHYTPEHHHX IPOBEPOK CHCTEMbI 0e30MacHOCTH
CTPYKTYPHBIX MOZApasfeneHuii cyobeKTa obpalieHus JOHOPCKOH KPOBH M (nnu) ee
KOMIIOHEHTOB YTBEP)KIAeTCS €XEerofiHo, C Yy4YEeTOM pe3yJbTaToB MNpPEeABIAYIINX
TIPOBEPOK ¥ MPOBEIECHHUS IIAHOBBIX BHYTPEHHUX MPOBEPOK NONPA3ENCHAS cyObekTa
obpallenrs TOHOPCKOi KPOBH H (WJIM) €€ KOMIIOHEHTOB HE MEHEE OJIHOTO pasa B rof.

33. [InaHupoBaHWe  BHYTPEHHHMX MPOBEPOK M HUX  MEPUOAUYHOCTH
OCYILIECTBISETCS C YIETOM Pe3yIbTaTOB MPEABIAYIIHUX BHYTPEHHUX IPOBEPOK.

34.3a faBe HemenyM 1O IIJIAHOBOH BHYTpPEHHEH IPOBEPKH PYKOBOAUTEIIIO
pOBEPSEMOr0  CTPYKTYPHOTO  IOApasjiefieHus.  NPEACTaBIAETCS — [MHCbMEHHOEe
yBeIOMIIEHHE O TUIAHOBOM BHYTpEeHHEW NpPOBEpKE C YKa3aHMEM Jarbl NPOBEPKY,
COCTaBa KOMHUCCHH, IJIaHAa BHYTPEHHEH MPOBEPKH.

35. BHeIIaHOBbIe BHYTPEHHHE TPOBEPKH MPOBOIATCS 110 PEIIEHUIO CYyOBekTa
oGpalleHust JOHOPCKOH KPOBH H (MJIN) €e KOMIIOHEHTOB B CITy4asiX:

a) MOCTYIUIEHUs OOpaIlleHHil TpaX/JaH, IOPUANYCCKHUX UL H HHANBATYaJIbHbBIX
TIpeNpUHUMATENeH ¢ kanobaMy Ha HapyIIeHNs UX NPaB H 3aKOHHBIX MHTEPECOB;

6) KOHTPOIs WCIIONHEHHs paHee HA3HAYCHHBIX MEp, HalpaBieHHbIX
Ha MpPOQUIAKTHKY HapywleHWil TpeGoBaHuMH 6e30macHOCTH JOHOPCKOH KpOBH
1 (MJT1) ee KOMIIOHEHTOB,

B) HEOOXOAMMOCTH TIPUHATHS MeEp Ul TMpPEeNOTBPAILCHHS KIMHHYECKOTO
HCIIONB30BaHMs JOHOPCKOHW KPOBH K (MJIM) €€ KOMIIOHCHTOB B CIy4ac HalH4us
HHGOPMALMA O [eMOTPAHCMHCCHUBHBIX HHQEKUHMH y HOHOpa, OT KOTOPOTO ObLIH
3aroTOBJIEHB! JOHOPCKast KPOBb U (MJIH) €€ KOMIIOHEHTHI.
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36. Jlns obecredenuss 3PHEKTHBHOCTH BHYTPEHHEH NPOBEPKH KOMHCCHEN
paspabaTblBaeTCsi IUIaH IIPOBEPKH, BKIIOYAIOLIMH HAaMMEHOBaHUE CTPYKTYPHOIO
nozpasfieienusi cyObekTa obpalleHus JOHOPCKOH KPOBH H (uh) ee KOMIIOHEHTOB,
Ledb TPOBEPKH, BBHIMONHAEMbIE pPabOTh, INMEMEHTBl CHCTEMBI 0e30MacHOCTH,
O UIeXKAIINE NPOBEPKe, aTy, BpEMs U IPOAODKUTEBHOCTD IIPOBEPKH.

37. B xo/ie BHyTpeHHEHN IPOBEPKH KOHTPOJIUPYIOT:

a) KBaTH(UKAIMIO, TOJHOMOYHS, KOJMYECTBO HCIIONHUTENEH pabor,
HeoOXOIMMOrO sl BHIIONHEHUS COOTBETCTBYIOLIMX paboT, 00beM 00A3aHHOCTEH;

0) HaJIn4ue %} npUMEHEHHE JOKYMEHTOB, HE0OXOIUMBIX
i (GYHKIMOHMPOBAHUS CHCTEMBI 0€30MACHOCTH B CTPYKTYPHOM MOJpa3JeNeHUH
(COIl u ppyrre BHYTPEHHHE NOKYMEHTbHI, HODMAaTUBHEIE NMPABOBBIC AKTBI B chepe
JIOHOPCTBA KPOBH ¥ €€ KOMIIOHEHTOB);

B) COCTOSIHHE 3/JaH¥, [IOMEIIeHH ¥ NPOU3BOACTBEHHOHN CPeIbl;

r) Hajidyhe HEOOXOOUMOTO KONMYECTBA MEJMUIMHCKMX H3JeNUd M HHOIO
060py[OBaHMs, €ro TEXHHYECKOe COCTOSHHE, MEPUOAUYHOCTh TEXHHYECKOro
00CTy)KUBaHUs U ITOBEPKU;

1) BBIIOJHEHHE O0s3aTeNbHBIX TPEOOBaHUM IPU OCYINECTBICHHH pabot
10 3aroTOBKE, XPAHEHHIO, TPAaHCIOPTHPOBKE M KIMHHYECKOMY HCIONL30BAHHUIO
JIOHOPCKOM KPOBH ¥ (WJIK) €€ KOMIIOHEHTOB;

e) BeJeHHE MEIULMHCKON NOKYMEHTaluu U 0a3bl JaHHBIX TOHOPCTBA KPOBU
U €€ KOMIIOHEHTOB;

’K) MIEHTU(HKALKIO ¥ TIPOCIEXHMBAEMOCTh JOHOPOB, NOHAIMH, PELHNHUEHTOB
1 CBSA3QHHBIX C HUMH JJOHOPCKOM KPOBH ¥ (MJIH) €€ KOMIIOHEHTOB;

3) OpraHM3allUIO Tlepefavyd TOHOPCKOH KpoBH W (WiIHM) €e KOMIOHEHTOB
JUIS  KIMHUYECKOTO HCTIONB30BAHUS B HAy4yHBIX M 00pa3soBaTelbHBIX IeleH,
JUTA IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB H (HJIM) MEAULIMHCKHIX H3JICIHH;

M) NpHHATHAE Mep, HANpaBIEHHBIX Ha yCTPaHEHHWE MPHYHH H HOCTIeICTBUM
BBISBJIEHHBIX HapyIIeHWH TpeGOBaHWH Ge30MacHOCTH W MPOQUIAKTHKY TaKuX
HapyILIEHUH 10 pe3yIbTaTaM NPeABIIYIHX BHYTPEHHUX U BHEINIHHUX NPOBEPOK; |

K) y4eT MOCTTpaHCchy3UOHHBIX PEaKLMH 1 OCIOKHEHNH.

38. O pesynbrarax BHyTpeHHEH NMPOBEPKH COCTABIAETCA OTYET O MPOBEpPKE,
BKJIIOYAIOLIMHA Ccledylollylo HHQOpMalHio: JaTa MPOBEpPKH, COCTaB KOMHCCHH
C yKa3aHMeM JOJDKHOCTeH H (aMuiMi WICHOB, HaUMEHOBaHME HOPMAaTHBHBIX
TIPaBOBBIX AKTOB, JIOKANBHBIX HOPMATHBHBIX aKTOB, Ha COOTBETCTBHE KOTOPBIM
IIPOBOJMIACE TPOBEPKA, BBISBICHHBIC HApYIIEHHUs, HHQOpMALMs 06 ycTpaHEeHUH
BBISIBJIEHHBIX HapyLLICHU.

39. Ilpu BbISBIEHWH HapylIeHWH B OTYeTe O MPOBEPKE YyKa3bIBAIOTCA:
BH paGoOThl, 3JIE€MEHThl CHCTEMBI O€30MaCHOCTH, B KOTOPBIX OBUTH BBISBICHBL
HapyLIEHUs, [I0JI0KEHH HOPMATUBHBIX IIPABOBBIX aKTOB, COAEPKAIIHUX o0s3aTenbHbIC
TpeGOoBaHUs, periIaMEeHTHPYIOLIME BBIMONIHEHHUE YKa3aHHOTO BA/A paboT.

40. B 0T4eT 0 MPOBEPKE BKIIIOYAIOT JAHHbIE, KOTOPBIE MOTYT OBITH IIPOBEPEHBL.
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41. OTueT 0 NpoBepKe yTBEPXKAAETCA pyKoBomuTeneM cyGbexra oOpalleHus
JOHOPCKOM KPOBH H (MJIN) €€ KOMIIOHEHTOB.

42.Tlo wroraM BHYTPEHHEH NPOBEPKH NMPHUHHUMAIOTCS MEPHI, HaNpaBJICHHbIC
Ha yCTpaHEHHe TNpPUYMH M NOCIEACTBUA BBIABICHHBIX HapylleHnid TpeOOBaHHM
6e30MacHOCTH ¥ IPOPUIAKTUKY TAKUX HapyLIEHHH.

43.TIpeanoxeHuss O Mepax, HaMpaBleHHBIX Ha yCTpaHeHWe [PUYNH
M TOCNEJCTBMN  BBISBIGHHBIX  HApyIIeHHWH  TpeOoBaHHMH  0e30MacHOCTH
¥ OpOGUIAKTHKY TaKMX HapyIeHWH, pa3pabaThiBaeT U OCYIIECTBIIAET MPOBEPIEMOC
CIPYKTypHOEe  TOApasjeneHHe cybbekta  oOpalieHus JOHOPCKOM  KPOBH
¥ (M) ee KOMIIOHEHTOB TI0 COIJIACOBAHHIO C OTBETCTBEHHBIM JIULIOM.

44.TInad O TMPHHATAM Mep, HANpaBIEHHBIX Ha YCTPaHEHHE TMPUINH
M TOCNEACTBHN  BBISBIGHHBIX  HapylleHuWid  TpeOoBaHMH  0Ge30MacHOCTH
¥ NpoQMIAaKTHKYy TakkxX HapylleHuH (manee — IUIaH), BKIFOYAET: COIEpKAHHE
[UTQHAPYEMBIX MEPOTIPHSTHI; JODKHOCTH W (GaMHuIuK HCIONHHUTENeH paboT, cpok
BBITIOJTHEHUS.

45. OTBETCTBEHHOE JIMIO KOOPAUHUPYET M KOHTPOJHUPYET BBINIOJHCHHE
NPUHSATHIX Mep, HAallpaBIEHHBIX HA yCTpPaHeHHE NIPUIHH U MOCIIEJCTBUN BBISBJICHHBIX
HapylleHui TpeGoBaHui 6e30TIaCHOCTH U MPOGUIIAKTHKY TaKHX HapyLeHUH, a TaKXKe
oLeHuBaeT ux 3pPeKTUBHOCTE.

46. PyxoBoauTeib cyOBexTa oOpanieHus JIOHOPCKOI1 KpOBH
# (M) ee KOMIOHEHTOB 00ECreurBaET YCIOBUs ANl CBOEBPEMEHHOTO yCTpPaHCeHHMA
BBISBJICHHBIX  HECOOTBETCTBUN  TpeOOBaHMsAM  O€30IIaCHOCTM U TIPHYHUH
UX BO3HUKHOBEHHSI.

47. Tlo pesynbTaraM BBIIOJHEHHS IUIaHa TPOBEPAEMBIM CTPYKTYPHBIM
Tof[pa3ieNeHrneM CyObekTa oOpallleHrs JOHOPCKOH KpPOBU H (uH) ee KOMITOHEHTOB
COCTaBNAETC OTYET O MPHHATHH Mep, B KOTOPOM YyKa3bIBaeTCs HH(OpMarus
O BBIMTOJIHEHUH IJIaHa.

48. BHyTpeHHsi NpOBepka CUMTAeTCs 3aBEPLICHHOH, €CIM  KOMHCCHUS
MOATBEpAMIA B OTYeTe O IIpOBEpKe BBIMOJIHEHHE MEp, HaNpaBjIeHHBIX
Ha yCTpaHeHHe INPHYHH M TOCJIENCTBUH BBISBICHHBIX HapyllieHuid TpeOoBaHMMH
6e30MacHOCTH ¥ NPOGHUIAKTHKY TAKUX HapyLIEHHUM.

49. OtueTsl 0 NpoBepKax, a TAKXKe MaTephaibl O MPOBEPKE, BKIIOYas I1aH
M OTYET O NPUHATHUH Mep, XPaHATCA y OTBETCTBEHHOIO JMlia B TE€UeHHE ICPHOAa,
yctanosienHoro COII, pernameHTHpYHOLIEro MOPAAOK TNPOBEACHUS BHYTPCHHHX
MpOBEPOK, a KONMM - B COOTBETCTBYIOIIHX IIPOBEPSEMBIX  CTPYKTYPHBIX
rofipa3ieieHusIX CyObekTa oOpalleHks JOHOPCKOH KPOBH U (1M) ee KOMIIOHEHTOB.

50.B KypHale perucTpaluM MPOBEJEHHBIX BHYTPEHHUX  MPOBEPOK
JeATeIBHOCTH 110 3aroTOBKe, XPAaHEHMIO, TPaHCMOPTHPOBKE M KIMHHYECKOMY
HCIIOJIb30BAHHIO JOHOPCKOH KPOBH U (WJIN) €€ KOMIIOHEHTOB, OTBETCTBEHHBIM JIULIOM
YKa3pIBAIOTCA: HOMEp OT4eTa O MPOBEPKe, CPOK IPOBENEHMs INPOBEpKH, JaTa
COCTaBJICHUS] OTYeTa O MNPOBEpKE, HAaUMEHOBAHHUE CTPYKTYPHOIO IIOApa3JeNICHHs
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cy6bekTa O6palleHHs JOHOPCKOH KpoBM M (WiIHM) €e KOMIOHEHTOB, JaTa OT4era
O TIPUHATHH Mep C MOJNKCHIO OTBETCTBEHHOI'O JIMIIA.

51. CyO6BeKTsl OGpallleHds JAOHOPCKOH KpoBH H (WIM) ¢ KOMIOHEHTOB
OCYLIECTBIISIIOT KOHTPOJIb ¥ MOHHTODHMHT YCJIOBHH XPaHEHHS ¥ TPaHCMOPTUPOBKH
JOHOPCKOH KpOBM U €€ KOMIIOHEHTOB B COOTBETCTBUM C YCJIOBHSMH XPaHCHHA
¥ TPAHCIIOPTUPOBKHU JJIOHOPCKOW KPOBH M €€ KOMITIOHEHTOB.

52. OTBETCTBEHHOE JIMIO OpPTaHM3yeT IMPOBEJEHHE KOHTPOJA YCIOBHH
XpaHEHHs U TPAHCIIOPTHPOBKU JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB B COOTBETCTBHH
C IJIAHOM IIPOBEACHNUS BHYTPEHHHUX IPOBEPOK.

53. MOHUTOPHHT yCIOBHM XpaHeHUs W TPaHCIOPTHPOBKH JOHOPCKOH KPOBH
M ee KOMIOHEHTOB ocymecTeisiercs B coorBercTBud ¢ COIl mepcoHanoM
CTPYKTYPHBIX MOZpasieleHui cyobekTa obpalleHns AOHOPCKOH KPOBH 1 (unn) ee
KOMIIOHEHTOB.

54, Pe3ynbTaThl MOHUTOpDHMHIA YCIIOBMH XpaHeHMs W TPaHCIOPTUPOBKH
JIOHOPCKOW KpPOBH W €¢ KOMIIOHEHTOB BHOCATCS B MEJMIHMHCKYIO JOKYMEHTAIHIO
1 06a3y JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

55.1lpy BbISBICHUM HApyMICHUH YCIOBHH XpaHCHHS M TPAHCIOPTHUPOBKH
JIOHOPCKOM KPOBHM M €€ KOMIIOHEHTOB IPOBOJMTCS aHAJIM3 M YCTpaHEHHE NPUIUH
HapyLICHUM.




