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06 yTBepkaeHHd
TpeOGOBaHHIi K OPraHH3aUHH CHCTeMbI 5€30NaCHOCTH AeATeNLHOCTH CYyObeKTOB
o0pallieHHs JOHOPCKO# KPOBH H (HJIH) ee KOMIIOHEHTOB NMPH 3aroToBKe,
XPaHeHWH, TPAHCIIOPTHPOBKE H KIHHNYECKOM HCNO/Ib30BAHHH A0HOPCKOH
KPOBH H (i/1H) ee KOMIIOHEHTOB

B cootBerctBuM ¢ myHkroM 6 IlpaBMn  3aroToBKH, XpaHeHus,
TPAHCMOPTHPOBKH M KJIMHHYECKOTO  HCMONB30BaHMA  JIOHOPCKOW  KpOBH
W ee KOMIOHEHTOB, yTBepxaeHHbIX [locraHoBneHueM IlpasuTenscTBa Poccuiickoid
@enepauuu oT 22 HioHsA 2019 r. Ne 797 (Cobpanve 3akoHOAaTeNnbCTBA PoccHiickoii
®enepaumu, 2019, Ne 27, ¢c1. 3574), npHKa3 bl B ato:

1. VYTeepaute TpeGOBaHHA K OpraHH3alMH CUCTEMBl 0e30MacHOCTH
JeATeNbHOCTU Cy6bheKTOB OOpallleHHsl JOHOPCKOH KpOBH M (M) ee KOMIIOHEHTOB
NpY 3aroTOBKE, XPaHEHHH, TPAHCMOPTHPOBKE H KIMHHYECKOM HCIOJb30BAHHK
JAOHOPCKO# KPOBM U (KJIH) €€ KOMIIOHEHTOB COITIACHO MPHIIOXKEHHIO.

2. Hacroswmii npukas ctynaet B cuiy ¢ 1 suBaps 2021 r. W fgeiictsyer
1o 1 suBaps 2027 r.

Bpuo Munuctpa - H.H. Karpamausx



ITpunoxenue
K npukasy MuHucrepcrsa 3ApaBOOXpaHEHHS
Poccuiickoit Denepauyn
OT «E» pt/#EAH# 2020 . Ne ST SR

TpebGoBauus
K OpraHH3allHi CHCTeMbl 6e30NaCHOCTH AeATEILHOCTH CY6LeKTOR obpamenns
MOHOPCKOH KPOBH H (M/IH) ee KOMIIOHEHTOB NIPH 3aroToBKe, XpaHEeHHH,
TPaHCTIOPTHPOBKe H KIIHHHYECKOMY HCHOJIB30BaHHIO AOHOPCKOI KPOBH
H (HJIH) ee KOMNIOHEHTOR

I. O6aacTs npumenenus

1. Hacrosmme tpeGoBanus ycraHaBaupaioT TpeDOBaHHS K OpraHM3alLuH
CHCTEMBI 0€30MacHOCTH [EATENBHOCTH CyOBEKTOB obpawenns AOHOPCKOi KpoBH
M (MIM) €€ KOMMOHEHTOB TNpH 3arOTOBKe, XPaHEHWH, TPAHCIOPTUPOBKE
H KIMHUYECKOM HCNONB30BAHHM HOHOPCKOH KpOBH M (W) €e KOMIIOHEHTOB
(manee cooTBeTcTBeHHO — TpeGoBaHUs, cUcTeMa 6e3onacHocTH).

2. C uenslo obecneueHus Ge3omacHOCTH paboT no 3aroToBke, XpaHeHHIO,
TPAHCIIOPTHPOBKE M KJIMHU4ECKOMY HCIONb30BAHMIO NOHOPCKOH KPOBH W (unu) ee
KOMIIOHEHTOB B CyOheKTax ofpalueHus JOHOPCKOH KPOBH M (MJH) ee KOMIOHEHTOR
paspabareiBaeTcs, BHEApSETCS U HEMPEPBIBHO  COBEPLUEHCTBYETCS CHCTEMA
GezonacnocTH, BKIOYaomas obecneyeHne 6e30macHOCTH 1 KOHTPONb 6€30NacHOCTH
JOHOPCKOH KPOBH H (MJIH) €€ KOMIIOHEHTOB.

3. Obecneuenne Ge3onacHOCTH AOHOPCKOH KpPOBH H (H/IH) €e KOMIOHEHTOB
BKJIIOYAET:

a) ynpaBJIeHHE [IEPCOHANOM;

6) BelleHHE MEIMUMHCKOM NOKYMEHTALMU, CBA3AHHOMN JIOHOPCTBOM KPOBM
M (WIH) €€ KOMIIOHCHTOB M KIMHHYECKHM HCIOJIb30BAHUEM ROHOPCKOH KpoBM
H (MNM) ee KOMIIOHEHTOB (najnee — MEAMLUHCKasA OJOKYMEHTALMs), CTATUCTHYECKOTO
YUETa M OTHETHOCTH NO 3aroTOBKE, XPaHEHHIO, TPAHCIIOPTHPOBKE U KNTHHHYECKOMY
HCTIOIb30BaHHIO JOHOPCKOH KPOBH H (MIJIH) €€ KOMMOHEHTOR,

B) pa3MelleHHe WHQOpMANUM B emMHON 6a3e NAHHBIX MO OCYLUECTBIIEHHIO
MEPONPHATHH, CBA3AHHBIX ¢ o0ecneycHueM 6e30MacHOCTH NOHOPCKOH KpoBHU
©¢ KOMMNOHEHTOB, Da3BUTHEM, OpraHMW3alMed W MNpoIaraHmoi JOHOpPCTBA KpPOBH
€ KOMIIOHEHTOB (aajiee — 6a3a NaHHBIX JOHOPCTBA KPOBH U ee KOMITOHEHTOB);
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I) nIeHTUDUKALMIO U NpOCAEKUBAEMOCTD JaHHBIX;

1) IPOBENEHHe BHYTPEHHHUX NPOBEPOK (ayAUTOB) NEATENBLHOCTH O 3aroToBKe,
XPaHCHHIO, TPAHCTIOPTHPOBKE KJIMHHYECKOMY HCNOJIB30BAHHIO JIOHOPCKO KPOBH H
(nn) ee KOMIIOHEHTOB;

€) IPHHATHE Mep, HANPABNCHHBIX Ha NpOGUNaKTHKY HapyleHuii TpeboBanuii
GesonacHocTH U yeTpanenue NPHYHH K NOCJIEACTBHH BBISBIEHHBIX HapyuieHuii;

X) KOHTPONbL W MOHHTOPDHHI YCIOBUH XpaHeHus u TPaHCIIOPTUPOBKH
AOHOPCKO¥M KPOBH M €€ KOMIIOHEeHTOR' .

Pesynbratom peanusauum YKa3aHHBIX MeponpusTui sBlsercs obecneueHpe
COOTBETCTBUS IOHOPCKOH KPOBH U (W) ee KOMIIOHEHTOR 3HAYEHHAM IOKa3aTefei
besonacHocTu noHOpCKOM KPOBH H €€ KOMIIOHEHTOB?,

4. Koutpons 6e3onachocTy AOHOPCKOM KDOBM M €€ KOMIOHEHTOR
OCYIIECTBAAETCS B OTHOLIEHHH €JUHHI] AOHOPCKOM KPOBH U (MnH) ee KOMITOHEHTOB,
TMIPUTOAHBIX JUIS HCIIONL30BAHUS, B CPOKH, YCTaHOBNEHHbIE NEpPEeYHEM 3IHAYECHUI
Nokasatened  GeszomacHocTH AOHOPCKOH  KPOBH M €e  KOMIMOHEHTOR
Y Ha COOTBETCTBHE 3HAYEHUAM INOKasaTeNell 6e30MacHoCTH ROHOPCKOH KpOBHU M ee
KOMIIOHEHTOB?.

II. Ynpasaenne nepconanom

5. PykoBomutens cyGbekra oOpallleHHst oHOpPCKO# KpOBH H (uUiH) ee
KOMIIOHCHTOB Ha3HAa4YaeT JMUO, OTBETCTREHHOE 3a Pa3paboTKy, BHenpeHHe wu
HETPEPEIBHOE COBEPIUEHCTBOBAHHE CUCTEMBI 6e30maCHOCTH (nanee — oTBeTcTBEHHOE
JIULO).

6. Cybbexth o6paiuenus AOHOPCKOH KDOBM W (MJIM) €€ KOMIIOHEHTOB
o0ecrneYHBalOT Hanu4ume NICpCoHaa, UMEIOLEro HeoOXORUMYIO KBaJIU QpUKALHIO
B COOTBETICTBMM C TpeGOBaHMAMH K OpraHM3alUy A€ATENbHOCTH CyOBLEKTOB
ofpalieHus JOHOpPCKOM KpOBH U (HITH) ee KOMIOHEHTOB 110 3aroTOBKe, XpaHEHHUIo,
TPaHCMOPTHPOBKE JOHOPCKOH KPOBM M (HITH) ee KOMMOHEHTOR H B COOTBETCTBHHU C
TIOPANKOM OKa3aHMS MEAMLIUHCKOH MOMOINM no npogumo «TPaHCOYIUONOTUA»,
ATA OCYIIECTBIEHHS 3arOTOBKH, XpaHEeHHs, TPAHCIIOPTUPOBKH M KIIUHUYECKOTO
HCTIONb30BAHHA AOHOPCKOH KpPOBH H (unmu) ee KOMIIOHEHTOB, HCKIIOYAIONIHe
BOSHHKHOBCHHE DHCKOB Ui 0e30acHOCTH AOHOPCKOH KpoBH W (unH) ee
KOMIIOHEHTOB, 3(QeKTHBHOIO (bYHKLHOHHPOBAHKS cHCTeMB! Oe3onacHocTh.

7. Cy6wekts obpaiuenus AOHOPCKOH KPOBH H (WIH) €e KOMIIOHEHTOR
obecrneynBaoT nporesenue 00y4eHHs M MOBBILIEHHe KBTMHKALUK MepcoHana
B COOTBETCTBMH C BBINMONHAEMBIME BHIAMU pabor no 3aroroske, XpaHEHHIO,

! Mpasuna 3arOTOBKW, XpaHeHWs, TPaHCNOPTHPOBKH W KAWHWYECKOTO KCMOAL3IOBAHHA AOHOPCKOH KpoBH U ee
KOMIMOHEHTOB, yTBep:kAeHHbe [TocTaHoRACHHEM lpasutenscrea Poccuiickoit Denepatmn ot 22 mioun 2019 r. Ne 797
(CoSpanne 3akoHonatensetea Poceniickoii Penepaunn, 2019, Ne 27, cT. 3574) (nanee - Mpasuna).

2 Mpunoxenne Ne 1 k Mpasunaw.

3 Myuktst 6 1 74 TMpasun,
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TPaHCIIOPTHPOBKE H KJIIHHHYECKOMY HMCHOIB30BAHHIO AOHODPCKOW KpOBH H (WJIH) ee
KOMITOHEHTOB.

8. Tpynosas ¢yHkuus paGoTHUKOB CyOBbeKTOB ObpalleHHs JOHOPCKOit KPOBH
H (M) ee KOMIIOHEHTOB YCTaHABIMBAIOTCA B COOTBETCTRUM C MPOpECCHOHATBLHBIMH
CTaHNAapTaMH, yKa3blBAIOTCA B  JOMKHOCTHBIX MHCTPYKLHMSIX, Onpeensommx
00513aHHOCTH K2XKI0TO pabOTHHKA cyObekTa obpaluenus TOHOPCKOH KpOBH U (MAHK) ee
KOMIIOHEHTOB, H yTBEPXHAIOTCA PYKOBOAMTENEM CyOheKTa OBpalieHus JOHOPCKO#H
KPOBHM H (MJIH) ee KOMIIOHEHTOB.

9. PykoBogutens cy6bpekra oOpallleHHA NOHOPCKOH KpoBH H (Mnm) ee
KOMIIOHEHTOB 0043aH 00eCIeYUTE:

a) pa3paboTKy, BHempeHHe W HCNIPEPBIBHOE COBEPLIEHCTBOBAHUE CHCTEMBI
0e30N1aCHOCTH, OXBATHIBAIOLLEH BCE BHIBI HeSTENbHOCTH NpHU BBIIOJHEHUH paGoT o
3arOTOBKE, XPAHEHHIO, TPAHCMOPTHPOBKE K KIIMHHYECKOMY  HCIIOJB30BAHHIO
AOHOPCKOH KPOBH H (MJIH) €e KOMIIOHEHTOB, HalnpaBJieHHON Ha o6ecnedenuye
0e30MacHOCTH NpH OCYLIECTBICHHUH 3aroTOBKM, XpaHEHHs, TPAHCIIOPTUPOBKH W
KIMHHYECKOTO UCTIONE30BAHUA JOHOPCKOI KPOBH U (HIK) ee KOMITOHEHTOB;

0) Ha3zHauenwe nuua, OTBCTCTBCHHOrO 3a pa3paboTKy, BHegpeHWe wu
NOCTOAHHOE COBEPIICHCTBOBAHUE CHCTEMBI H€30MacHOCTH;

B) HalM4YHE YTBEPXIEHHBIX CTaHIAPTHBIX  OMNEPALMOHHBIX MpPOLEAY
(manee — COIl) ans Bcex osranos 3aroTOBKH, XpaHEHHS, TPAHCIIOPTUPOBKH
H KJINHU1ECKOr0o UCTIONIL30BaHUs TOHOPCKON KPOBHU H (Min) ee KOMITOHEHTOB;

) HalHYMe DPEecypcoB B COOTBETCTBHH C TpeGOBaHUAMH K oOpraHM3aLHu
ACATENBHOCTH CyOBeKTOB OBpaIleHHs: IOHOPCKOH KPOBHU 1 (M11M) ee KOMIOHEHTOB 110
34rOTOBKE, XpAaHEHMIO, TPAHCMOPTHPOBKE OOHOPCKOM KPOBH H (dIH) ee
KOMIIOHEHTOB?;

A) CHCTEMATHYECKHil AaHANH3 CHCTEMB] 0e30MaCHOCTH Ha COOTBETCTBHE
TpeGOBaHMAM HAcTOAIMM TpeGOBaHHAM, BbINOMHEHME Mep, HanpaBleHHbIX Ha
NPOGHAAKTUKY HapylleHHH TpeGoBaHME Ge30MacHOCTH U YCTpaHEHHe MNpPHYHUH H
NOCAEACTBUH B CITyYae BBISBIEHHS HAPYLUCHHIA:

€) pasMellleHHe B YCTaHOBJIEHHOM nopsaxe uHbopMauuu B 6Gaze AaHHBIX
JAOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

10. B o6s3anH0CTH OTBETCTBEHHOTO MNHIIA BXOJHUT:

a) obecnedenue 3ddexTHBHOrO GYHKUMOHMPOBaHUS U HeTpepsIBHOIO
COBEPIICHCTBOBAHHA CHCTEMBI 6€30M1aCHOCTH;

6) opranusaums pazpaGoTku u BHenpeHus COIT ana Bcex 3TamoB 3aroToBku,
XPaHEHHUsA, TPAHCIIOPTUPOBKH H KJIIMHHYECKOTO HCIIONb30BAHMS JOHOPCKOH KPOBH H
(M1M) ee KOMIOHEHTOB, a Taioke COII CHCTEMBI 0e€30MacHOCTH, BKIIOYAKOIHE
TpeGoBaHUs K ofeciieYe U0 U KOHTPOJIIO 0€30MacHOCTH B COOTBETCTBHH C TIyHKTaMH
3 1 4 Hactosiumx TpeGosanuii.

* Mywxr 6 Npasun.
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II1. Beaenne MeauunHCKOii ROKYMEHTALHH, CTATHCTHYECKOr0 yyeTa
H OTYETHOCTH NO 3aroToBKe, XPAHEHMIO, TPAHCNIOPTHPOBKE H KITHHHYECKOMY
HCIO/IL30BAHHEO IOHOPCKOH KPOBH M (MJIH) ee KOMIIOHEHTOB, pa3MelieH e
HH}opManuH B 6aze AAHHBIX AOCHOPCTBA KPOBH H €€ KOMIOHEHTOB

11. Cy6bextsl ofpaienns moHOpCKOiA KPOBH U (WJIH) ee KOMIIOHEHTOB
paspabateisaror COIl niist Beex 3TamoB 3aroToBkw, XpaHeHHsl, TPAaHCTIOPTUPOBKH M
KAMHHYECKOro HCNIONB30BAHUA NOHOPCKON KPOBH U (MIIM) ee KOMIIOHEHTOB, a TaKKe
B3AHMOCBA3AHHBEIX C HHUMHM BMIOB [EATENBHOCTH, TAKHUX Kak: MapKUpOBKa,
YBELIOMIICHHE OpraHW3alluéi O BBISBIEHHH HECOOTBETCTBHM, BIHSIOUUX Ha
0€30MacCHOCTh TOHOPCKOW KPOBH M €e KOMIOHEHTOB, NepeNaHHbIX UM paHee s
KIMHHICCKOrO M HHOTO MCTONB30BaHKA, BXOAHOH KOHTPONIb MaTepHaios, oGpaboTka
oGopynoBaHus, yGOpKa IIOMELLEHUH U HHBbIE.

12. lns  BblONHeHMss paGoT ¢  npUMeHeHHeM MEAHULUMHCKUX U3ACIMIA
HCTIOJIBE3YETCS IKCTITyaTallHOHHAA JOKYMEHTALUA NPOU3BOAUTENS.

13. Cybbektsl obpawenus noHopckoit KPOBH W (MJIU) €€ KOMIMOHEHTOB
obecne4ynBaroT Halu4ue COIl, periaMeHTHPYIOILErO paspaboTky
n  yreepxkacnne COIl Ha BblmonHenne paGoT mno 3aroTOBKe, XpaHEeHHIO,
TPaHCIIOPTUPOBKE M KIWHHYIECKOMY HCIONB30BAHMIO AOHOPCKOH KPOBH W (Mnu) ee
KOMITOHEHTOB,

14. Pazpa6otka u yteepacaerne COIT npeaycMaTpuBaeT odopMieHue (TeKer,
OoKk-cxembl, MHOE), yTBepKIeHue, perucTpaluio (MPHCBOEHHE HOMEpAa) M yuer,
nopeneHue COIT  go  ucnonuuTenei paboT 1o  3aroToBke, XpaHeHHl1o,
TPAHCIIOPTHPOBKE 1 KIHMHUYECKOMY HCMOJB30BAHHIO ROHOPCKON KPOBH M (W) ee
KOMIIOHEHTOB, BHeceHHE H3meHeHHit B COIl, cpok mepecmoTpa M cpok gmeitctBus
COII, n3paTHe ycTapesiunx sepcui, apXMBHpPOBaHHE,

15. COIl conepXHT yka3aHHWS MO BBHINOIHEHUIO paboT, B TOM wuucre
OTHOCHTENBLHO  MOCIENOBATeNbHOCTH AEHCTBHI mNepcoHala Ha BceX 3Tanax
BBIMONIHEHUA paboT MO 3aroTOBKE, XpaHEHHIO, TPAHCIIOPTHPOBKE U KIHHHUYECKOMY
HCTIOJIb30BAHHIO NOHOPCKO# KPOBH M (MITH) ee KOMIIOHEHTOB C LIENBbI0 00ecleueHns
COOTBETCTBHA BBILIONHAEMBbIX JACHCTBHI 0OA3aTeNbHBIM TpeGOBaHMAM B chepe
obpalIeHns JOHOPCKOM KPOBH H (MJIH) ee KOMIIOHEHTOB.

16. Benenne Menununuckoii AOKYMEHTAallMH OCYILHECTBISETCS C  LEJbIO
00ecrneyeHusT MPOCNEKUBAEMOCTH NAHHBIX O JAOHOPE, ACHAUUAX, 3arOTOBJICHHLIX
AOHOPCKOH KPOBH M ee KOMMOHEHTAaX, pPacXOgHbIX MaTepuanax (MeaMUMHCKHUX
M3ACTHAX, NEKApCTBEHHBIX CPeACTBax), o6pasuax KPOBH 10HOPa M peLMMUEHTa,
AQHHBIE O PELIMIIUEHTE, IPOBEACHHON TpaHC(Y3UH, NOCTTPaHChy3HOHHBIX peakuusax
M OCHOMHEHHUAX, PEXHMAX XPAaHEHHA H TPaHCMOPTHPOBKH NOHOPCKOH KPOBH M ee
KOMIIOHEHTOB, MCIOJIHHTENIX PaboT, a TaKkKe O COOTBETCTBHH MPOBOIMMBIX pabort
TpebOBaHHAM CHCTEMBI 6€30MaCHOCTH.

17. lanHple, HeobXoaumele Ans obecrieuenus NPOCNICKMUBAEMOCTH BHOCATCA
B MCIMUHMHCKYIO ~ NOKYMEHTauHio M 6a3y JaHHBIX  JOHOpCTBa KPOBU
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H ee KOMMOHEHTOB’. (opMbl pPerucTpalue  JaHHBIX, o6ecnevyuBaroimx
MpOCNeXnBaeMocThb, ycTaHaBnuBaotes COIl ¢ yyetom npumensemsrx CyOBEKTOM
oOpallleHns JNOHOPCKOM KpoBM W (WIH) ee KOMIIOHEHTOR METONOB 3aroTOBKH,
XPaHCHUA, TPAHCHIOPTUPOBKH U KIMHHYECKOTO HCIOJIB30BAHUS AOHOPCKOl KpOBH
U (MIIH) ee KOMIIOHEHTOB.

18. Cy6bexthl obpamenus noHopckoid KpOBH M (MIIH) ee KOMMOHEHTOB
obecneyuBaroT:

a) YCIIOBHS XPaHEHHs MEAULMHCKOH JOKYMEHTALIHMH, HCKIII0YalolLIHe ee opuy
H NOTepIo;

0) CaHKLIHOHUPOBAHHAIH AOCTYI K MEAHLIMHCKOH JOKYMEHTALHK;

B) BO3MOXXHOCTh BOCCTAHOBJICHHS 3aITHCei.

19.B MenHUMHCKYIO HOKYMEHTALMIO, ¢GopMBEl  CTaTHCTHYECKOro  yueTa
¥ OTYETHOCTH MOANEXAT BKIIIOYEHHIO NOCTOBEPHBIE M OObEKTHBHBIE NaHHbIE.

20. ®opma BejeHus 3amuceil obecreymBacT HACHTHQHKAUHUIO HCTIONHUTENS
paboT 1o 3aroToBKe, XpaHEHHUIO, TPaHCNIOPTHPOBKE K KIMHWYECKOMY HCIIONB30BAHHIO
ACHOPCKOH KPOBH H (WJIH) €e KOMIIOHEHTOB, JaTy U BpeMsl BBINOIHEHHs paboT.

21. Cbop, xpaHeHue, cHCTEMATH3ALUS H 00paboTKa JaHHbBIX, a TaKKe OOMeH
AaHHbIMH B (opMe 3NIEKTPOHHBIX  JOKYMEHTOB MEeXAy  oOpraHH3alMAMU
3APABOOXPAHEHUA, OCYIIECTBIAIOUIMX B3aUMOJEHCTBIE B €AHHON roCyIapcTBeHHOM
MHQOPMalUMOHHOH  cHCTeMe B coepe 30paBoOOXpaHeHHs (B TOM  4HCIe
CHCLUMANHIUPOBAHHBIMM  MEIMUMHCKHMH  OPraHH3audsMH,  OKAa3biBAIOLIHMH
MCIHUMHCKYIO TIOMOLUB NPH COLHAILHO 3HAYMMBIX 3a60NeBaHUAX) U cyObeKTaMu
obpalueHus JOHOPCKOM KpoBM W (WiH) ee KOMIIOHEHTOB, BBINOJIHAETCA B paMKax
BEIICHUs 0a3sbl JaHHBIX JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB,

IV. Konrpoas 6e3onacHocTn AOHOPCKOH KPOBH H €€ KOMIOHEeHTOB

22. Cy6vexTnl 06palieHHs AOHOPCKOi KPOBH W (WMJIM) €e KOMITOHEHTOB,
OCYLUECTBIAIOLIME 3arOTOBKY, XpaHeHHe W TPaHCIOPTHPOBKY AOHOPCKOE KPOBH H
(MnH) ee KOMIMOHEHTOB, IIPOBOISAT KOHTPOINb Ge30MacHOCTH IOHOPCKOH KPOBH H ee
KOMIIOHEHTOB Ha COOTBETCTBHE I0Ka3aTeNsM Ge30MacHOCTH JOHOPCKOIA KPOBH H ee
KOMIIOHEHTOB,

23. Bce pa6oThl M0 KOHTPOMO 6e30MACHOCTH JIOHOPCKOH KpOBU U ee
KOMIOHEHTOB OCYUIECTBIAIOTCA B cooTBeTcTBHH ¢ COIN.

24. PesynpTaThl KOHTPONS 6€30MACHOCTH BHOCSTCS B 6asy NaHHBIX HOHOpCTBa
KPOBM H €€ KOMIIOHEHTOB CyOBEKTOM OOpAlIeHHs LOHOPCKOH KPOBH U (unu) ee
KOMIIOHEHTOB, ~OCYILECTBHBLIEM 3arOTOBKY JOHOPCKOH KpOBH W  (unu) ee
KOMITOHEHTOB.

* Mocranosnenne [Tpasutensctea Poccuiickoil Menepaumn ot 05.08.2013 Ne 667 «O BENEHHW eAHHO Ba3bl NAHHLIX MO
OCYWECTEBNEHUIO MEPONDUATHIE, CBA3AHHBIX ¢ obecnevenueM Ge3CNacHOCTH JOHOPCKON KPOBH M €8 KOMIOHEHTOR,
Pa3BHTHEM, Oprahu3auuedl H nponaraHfoil MOHOPCTBA KPOBH H e KOMIOHEHTOB» (Cobpanue 3akoHomaTenscTea
Poccuiickoii Peaepaunn, 12.08.2013, Ne 32, c. 4320)
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25.1lpy  HECOOTBETCTBUM MCCIENOBAHHbIX CIMHUL JOHOPCKO# KpoBH
U (WIH) €€ KOMIIOHEHTOB YCTAaHOBJICHHBIM 3HAYEHHSAM [10Ka3aTemeil 0e30nacHoCTH
TIPOBOAMTCS AHANTM3 HECOOTBETCTBUH M YCTPaHEHHE UX MPUYHH.

V. Ilposeaenne BHyTpeHHUX NPOBEPOK (ayanToB) nesgrenbHocTH
110 3aroTOBKe, XPAaHEHHI0, TPAHCIIOPTHPORKE H KITHHHYECKOMY
HCIIONBE30BAHHIO ROHOPCKOH KPOBH H (HJIH) ee KOMIIOHEHTOB

26. B uensax oueHku 3G ¢eKTHBHOCTH CHCTEMBI Ge30MacHOCTH B cyObekTax
oOpalueHus NOHOPCKOW KpOBH M (HIIH) ee KOMIIOHEHTOB NpPOBOAATCS TUIAHOBBIE
H BHCILIAHOBbIC BHYTPCHHHUE NPOBEPKH (ayAMThl) CBOEH NEATENLHOCTH MO 3arOTOBKE,
XPaHEHHIO, TPaHCIIOPTHPOBKE H KIIHHUYECKOMY MCIIONB3OBAHHIO JOHOPCKOH KpOBH
U (WJIH) ee KOMIOHEHTOB (fanee — BHYTPEHHHE MPOBEPKH).

27. CybObexTsl 0bpalleHns IOHOPCKOl KPOBH M (MNH) €€ KOMIIOHEHTOB J,if
obecrieueHus eaMHOOOpasHs MpPOBEJEHHS ¥  CONOCTABUMOCTH Pe3yNbTaTOB
BHYTPEHHHX npoBepok paspabatsiBaior COIl, pernamentupyrommit NOpsAIoK
TMPOBE/ICHUs BHYTPEHHHX NIPOBEPOK, (POPMy OTHETa O NPOBeAEHHOM MPOBEpKe.

28. [lopsnok npoBefieHust BHYTPEHHHX [POBEPOK BKIIOYAET:

a) co3aHHe KOMHCCHH,

0) niIaHMpOBaHHKE, TOATOTOBKY H TIPOBENCHHUE NPOBEPKH;

B) COCTaBJIEHHE OTHETA O Pe3y/BTAaTaX BHYTPEHHMX NPOBEPOK;

) NPUHATHE MEp, HalnpaBieHHbIX Ha YCTPaHEHHE MpPHYMH W MOCIEACTBHIl
BBIABIIEHHBIX HapylleHHH TpeGoBaHMM 6e30MacHOCTH U NPOPUIAKTHKY TaKHUX
HapyUIeHUi;

J) OTYET O MNpPHHATHM Mep, HANpaBiEHHBIX Ha YCTpPaHeHHe TMpHYHH HU
MOCNENCTBUH BBUIBINCHHBIX HapylueHui TpeGoBaHui 6e30MacHOCTH U HPOQHIAKTUKY
TaKHMX HapylUeHHH,

€) KOHTPOJIb 32 HCTIONHEHHEM NPUHATHIX Mep, HalpaBNeHHBIX Ha MPO(HIAKTHKY
HapylleHHH TpeboBaHMi 6e30MacHOCTH M YCTpaHEHHE MpPHYUH KU MNOCHEACTBHIA
BbISIBICHHBIX HapYUIEHHA,

29. Coctae  KOMMCCHM M rpadmk NPOBEACHUS] BHYTPEHHHMX IPOBEPOK
YTBEPKAAIOTCA NPUKA30M PYKOBOAUTENS CyObekTa obpallenus LOHOPCKOit KPOBH U
(M1M) ee KOMITOHEHTOB.

30. /inst obecrnieveHus He3aBUCMMOCTH BHYTPEHHUX NPOBEPOK COCTaB KOMHCCHH
(opMupyeTcs U3 yMcna nepcoHaia cybbekTa obpallieHts JOHOPCKO KpOBH H (UNH)
€€ KOMIIOHEHTOB, He paboTalollero B IPOBEpAEMOM noApasieneHun cyonbexTa
00pallieHHs JOHOPCKOH KpOBH H (MNM) ee KOMIIOHEHTOB, NONONHHUTENLHO B COCTAR
KOMHCCHH 10 BHYTPEHHMM MNPOBEPKaM MOMKET OBIThH BKIIOYEH HeMeAMIMHCKH
NEPCOHAI: MHXKEHEP N0 00CTy)KHBaHHIO 060PYH0BAKHIO, CIELHATHCT MO METPOJIOrHH,
MIDKEHED 10 OXpaHe TPpy/a, CICLHANHCT 10 XO3THCTBEHHOM YacTH U HHOM MepcoHalt.

31. I'padvk BHYTPeHHUX MPOBEPOK CHCTEMBI 6e30MACHOCTH CTPYKTYPHBIX
nojipasieneHui Cy6bekTa 00palleHHs JOHOPCKOH KpOBH U (M) ee KOMIOHEHTOB
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YTBEPKAAETCA ©KErOAHO, C YYETOM pe3yNbTaTOB MpelblAyLiHX NPOBEPOK U
NPOBENCHHA MIAHOBBIX BHYTPEHHHX NPOBEPOK MOApPas/ieieHHs cyObheKTa obpareHus
AOHOPCKOH KPOBH M (MJTH) ee KOMNOHEHTOB HE MEHEE OHOTO pasza B roj.

32. [InanvpoBaHHe  BHYTpeHHHX NPOBEPOK ¥ WX  NEPHONUYHOCTH
OCYWECTBAAETCS € y4ETOM PE3YJIbTATOB MPEABIAYIIMX BHYTPEHHUX [IPOBEPOK.

33.3a nBe Hemenu 10 mUIAHOBOI BHYTPEHHEH MNPOBEPKH PYKOBOIUTENIO
MPOBEPAEMOTO  CTPYKTYPHOrO moOJpa3ieNeHus NpeldoCTABNSeTCS IMUCHMEHHOEe
YBEAIOMJIEHHE O IUIaHOBOH BHYTDEHHEH NpOBEpKE C YKA3aHHEM [ATb NpPOBEpKH,
COCTaBa KOMHCCHH, IJ1aHa BHYTPEHHEN MPOBEPKH.

34. BHerutaHOBbIE BHYTPEHHHE MPOBEPKH NPOBOAATCA M0 pelleHHI0 CyObekTa
obpalieHns JOHOPCKOM KPOBH M (HITH) ee KOMIIOHEHTOR B ClIyyasx:

a) MOCTYIUIEHNs obpalieH il rpaxaan, FOPHAHYECKUX JIML U HHIUBHAYAIBLHBIX
MpeANpUHAMATENEH C )anobaMH Ha HApYIUEHUS HX MPaB U 3aKOHHBIX HHTEPECOB;

6) KOHTpOJNSA HCIONHEHHMs paHee Ha3HAYeHHBIX Mep, HanpaBl€HHBIX Ha
NPOQUNAKTHKY HapyLIeHH TpeGoBaHuUil 6€30IaCHOCTH AOHOPCKOH KpOBH U (HUiIH) ee
KOMITOHEHTOB;

B) HEOOGXOAUMOCTH INPUHATHS Mep s NPeIOTBPALEHU KIHHUYECKOTO
HCIONL30BAHUA NOHOPCKOH KPOBM M (WJIM) ee KOMIIOHEHTOB B ClIy4ae HaIMuHs
MHOGOPMALUMH O FeMOTPaHCMUCCHBHBIX MHQeKLUMH y JOHOpa, OT KOTOPOro GhuH
3aroTOBJICHBI JOHOPCKAsA KPOBb H (HJIM) €€ KOMMOHEHTEI.

35. lna obecnevends 3(pheKTHBHOCTH BHYTPEHHEH NpPOBEepPKH KOMHCCHell
paspabaThlBaeTcs IUIAH MPOBEPKH, BKIIOYAIOIIHH HAMMEHOBAHHE CTPYKTYpPHOIO
NoApasfenenus CyobekTa obpalieHus NOHOPCKOH KpoBM M (Anu) ee KOMITOHEHTOB,
UCML  TIPOBCPKH,  BBINONHAEMBbIC PAGOTHL, ONEMEHTH CHCTEMBI 6e30MacHOCTH,
NoLNIEXKaUe TPOBEPKE, NaTy, BPeMsl U NPOLOMKUTENBHOCT NPOBEPKH.

36. B xozme BHyTpeHHel NpoBepku KOHTPOJIMPYIOT:

a) KBalMOHUKALHIO, OTBETCTBEHHOCTh, [OJHOMOYHMS, KOIHYECTBO nepcoHana,
HEOOXOAUMOTO ISl BBITOJIHEHHUA COOTBETCTBYIOLUMX PaboT, 00beM 0Os3aHHOCTEIH;

0) HamMuue u NPUMEHEHHE  AOKYMEHTOB, HeOOXONMMBIX Ui
(yHKLHMOHHPOBaHHS CHCTEMBI GE30MaCHOCTH B CTPYKTYpHOM noapasaenenuy (COIlT u
Apyrue BHyTpeHHHE NOKYMEHTEI, HOpPMaTHBHBIE MPABOBbIE aKThi B chepe JIOHOpCTBA
KPOBH H €€ KOMNIOHEHTOR);

B) COCTOSTHHE 30aHMi, MOMeIleHHii 1 MIPOU3BOJICTBEHHOH Cpefpl,

I) Hanuyue HeoOXOAUMOro KOJIMHECTBA MeIMIIMHCKHX U3IENHH B HHOIO
000pYZIOBaHMSA, €ro TEeXHHYECKOE COCTOSHME, NEPHOAHYHOCTD TEXHHYECKOTO
00CIyXHMBaHUA U MOBEPKH;

1) BBIMOJIHEHME OGSA3aTe/NbHBIX TpeGOBaHMii mpu OCYLUECTBJIIEHHH paboT Mo
3arOTOBKE, XpaHEHWIO, TPAHCMOPTHPOBKE M  KIMHMUYECKOMY HCIOJB30BAHHIO
JAOHOPCKOM KPOBH H (MJIH) €€ KOMIOHEHTOB;

e) BelleHHe MEeTHULHMHCKON NOKYMEHTALMH U 6a3bl JaHHBIX JIOHOPCTBA KPOBH U
€€ KOMIIOHEHTOB;
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K) MOEHTH(DHKALMIO M MPOCIEKHBAEMOCTS ZIOHOPOB, ANOHALHH, PEUHITHEHTOR
H CBA3AHHBIX C HUMM IOHOPCKOH KPOBH H (VM) €€ KOMITOHEHTOB;

3) OpraHu3alMIoO Nepegayu AOHOPCKOM KPOBH U (WJIM) ee KOMIIOHEHTOB T
KIMHHY€CKOro HCTIONB30BAHMA U MHBIX Hemeii®:

M) [PUHATHE Mep, HANpaBlIeHHBIX Ha YCTpaHE€HHE NPHYWH M NOCHeACTBUl
BRISBICHHBIX HapywmleHuH TpeGoBaHMH 6e30MacHOCTH M NpOGHIAKTHKY TaKHUX
HapyLIeHUH N0 pe3ynbTaTaM NpeablIyLuX BHYTPEHHHX M BHEWIHUX IPOBEPOK;

K} YYET OCTTPaHChY3HOHHBIX PeaKkLMH K OCIIOKHEHHIH.

37. Ilo pe3ynpraraM BHyTpeHHUX TIPOBEPOK COCTABJISAETCA OTYET, BKIIOYAIO LI
CIEAYIOLTYIO HHdopMaLHIO: Jata NPOBEPKH, COCTaB KOMHUCCHU
C YKa3aHHEM JNO/KHOCTeH M aMHIHIT YNEHOB, HaUMEeHOBaHHe HOPMAaTHUBHBIX
MPaBOBbIX aKTOB, HA COOTBETCTBHE KOTOPHIM IIPOBORMIACE NpoBepKa (Kak BHELIHHX,
TaK ¥ BHYTPEHHHX), BbISBIIEHHLIE HAPYILECHHS.

38. Ipu BBISABNIEHHUY HAPYIUEHHI B OTYeTe YKa3plBaeTCs: BUA pabOThl, 371EMEHThI
CUCTEMBI O€30MACHOCTH, B KOTOPBIX OBITH BEISABJICHEI HapyLIEeHHs, NOJIOKEHHS
HOPMAaTHBHBIX ~ NPABOBBIX  aKTOB, COAEPXKALIMX  O0A3aTENbHbIE TpeboBanus,
PEITaMEHTHPYIOLIHE BBINOHEHHE YKa3aHHOIO BUAA paGor.

39. B oT4er BKIIOYAIOT AaHHbIE, KOTOPBIE MOTYT OBITh NpOBEpEHbI.

40. Oruer yTBepKAaeTcs pyKOBOMMTENEM cyObekta obpaiieHus JNOHOPCKO#
KPOBH U (MJIM) €€ KOMIIOHEHTOB.

41. o uroram BHYTpeHHel TNIPOBEPKH NPUHKUMAIOTCS Mepbl, HANPABNEHHEIE HA
YCTpaHeHHWE€ TpHYUH ¥ NOCHEACTBUH BBIABICHHLIX HapylueHud TtpeGoBaHuii
6e30macHOCTH U NPOPUIAKTHKY TaKUX HapylLIeHHH.

42. Tlpennoxenus o Mepax, HAIPABJICHHBIX Ha YCTPaHEHUE MPHYHH M
TMOCNEACTBUH BbISBICHHBIX HAPYLUEHHH TPeGoBaHMH Ge30NacHOCTH H [podpHUIaKTHKY
TaKMX HapylleHWH pa3pabaThlBaeT M OCYILECTBISET NIpoBEPsEMOE CTPYKTYpHOE
MoApasAenente Cyobekra obpallleHHs NOHOPCKoi KPOBH H (HUJIH) ee KOMIIOHEHTOB 110
COracoOBaHHIO C OTBETCTBEHHBIM JIHIIOM.

43.IInaH HeoGXOOUMEIX Mep, HAaNpaBIeHHBIX HA YCTPaHEHHWE MNPUYUH U
MOCNEACTBUH BbISBNEHHBIX HAPYLIEHHH TPeGOBaHUH Ge30NacHoCTH H NpohHIaKTHKY
TaKMX HapylleHHH (Jajlee — 1IaH) BK/IIOYaeT: COACpXaHHE MNAaHHUPYEMBIX
MEPOTNIPUATHH; AOJKHOCTH U GAMUIIHH UCTIONHUTENE;], CPOK BBINOJIHEHHA.

44.Tlo pesynbraTaM BHINONHEHMS TNAHA COCTABISETCS OTYET, B KOTOPOM
YKa3bIBaeTCs HH(QOPMALIKs O BHITONHEHHH NIaHA.

45. OrBeTcTBEHHOE MHLIO KOODAMHHPYET M KOHTPOMHMPYET BBHINOJHEHUE
NPUHATBIX Mep, HANpPABNEHHBIX HA YCTPAHEHHUE NPHYHH U NOCIEICTBHN BbISIBNICHHBIX
HapynieHu# TpeboBaHuil 6€30NacHOCTH U MPOQHUIIAKTHKY TAKMX HAPYLIEHMUH, a TakxKe
OLICHUBAET HX 3PPEKTHBHOCTD.

¢ Tocranosnenue [lMpasutensctea Poceniickoii Denepaunu ot 12.04.2013 Ne 331 «O6 ytBepxaennn ITpasun
00eCTIEUEHUS MERULIMHCKUX, 06pa3oBaTeNbHBIX, HAYMHBIX W MHBIX OpraHH3auMi NOHOPCKOH KPOBBIO M (Mnu) ee

KOMIOHEHTaMH B HHBIX LENAX, KPOME KTMHHYECKOrO HCMOMb30BAHMS» (Cobpanue sakononatensctpa Poccuiickoit Dene,
2013, Ne 16, cT. 1960, 2016, Ne 51, cT. 7396)
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46. Pykosoautens cybbexta obpamenus JIOHOPCKOM KpOBH M (MNH) ee
KOMIIOHEHTOB 0DECIIEYUBACT YCIOBHS JUIS CBOEBPEMEHHOTO YCTPaHEHUs BBISIBJIEHHBIX
HECOOTBETCTBHUH o0s3arensHBIM TpeboBaHHAM u PUYHH
HX BO3HHKHOBEHHS.

47. IlpoBepka BBINOJIHEHUS NPHHATHIX MEp, HaNpaBiieHHBIX Ha YCTpaHEeHHe
NpUMMH W NOCNEACTBHH BBIABNEHHBIX HapylueHHil TpeGOBaHMiT 6e30MacHOCTH K
NPOUNAKTHKY TAKMX HApYLIEHMI{ OCYILECTRIsETCS NPH Oo4YepeHON MIaHOBOH WUNH
BHENJIAaHOBOW BHYTPEHHeH MpoBepKe.

48. BHyTpeHHss npoBepka cuMTaeTcs 3aBCPUICHHOM, €ClH  KOMHCCHS
AIOKYMEHTAIbHO TIOATBEPAMIA (B OTYETE) BHIIONHEHHE Mep, HamnpaBieHHBIX Ha
YCTPAaHCHUE [NPUYMH M MOCIEACTBUA  BBIABNECHHBIX HAPYLICHMI TpeOOBaHHIA
6e30nacHOCTH ¥ NPOGHNAKTHKY TaKUX HapyLIeHHH,

49. Or4eTl 0 BHYTPECHHHX NPOBEPKAX XpaHATCA y OTBETCTBEHHOrQ JIMLA
B Tedenue mnepuopa, ycraHoBneHHoro COII, pernameHTHpyOLIMM MopAa0K
MPOBEACHUA BHYTPEHHHX IIPOBEPOK, & KOTIUM - B COOTBETCTBYIOLIHMX I10Pa3AEIeHHSIX.

50. OT4eThl O BHYTpEHHHX mNpoBepKax PETHCTPHPYIOTCST B KypHase
PErMCTPallHM  MPOBEACHHBIX BHYTPEHHMX TPOBEPOK (AYHHTOB) JESTENBHOCTH
f10  3aroTOBKE, XpaHEHHIO, TPAHCMNOPTHPOBKE M KIMHUYECKOMY MCHONB30BAHMUIO
JIOHOPCKON KPOBH U (WJIM) ee KOMITIOHEHTOB, CoAepXKalleM: HOMEp OT4eTa, CPOK
[IPOBENACHHS TIPOBEPKH, HATYy COCTABJIEHHS OTHETa, HaUMEHOBAHME CTPYKTYPHOIO
nonpaszneneHus cyobekta obpalleHns NOHOPCKOH KPOBH (MH) ee KOMIOHEHTOB,
COCTaB KOMHCCHM, BBISABIEHHBIE HADYIUCHHS, 1aTy H OTMETKY O MOJYYEeHHH KOIHH
OTHETA NPOBEPKH MPOBEPAEMBIM [OApa3eNeHHeM, JaTy U OTHYET O NPUHATHU Mep,
HalIpaBJIeHHBIX Ha yCTpaHeHWE INPUYMH H MOCAEACTBHIl BbISBICHHLIX HapyLIeHHH
TpeboBaHui 6Ge3omacHocTH H MPOGUNAKTHKY TAKHX HAPYLIEHHH, C TONMHCHIO
OTBETCTBEHHOIO JIHIA.

VL. KoHTpoab u MOHMTOPHHT YCAOBHIH XpaHEHHS H TPAHCIOPTHPOBKH
AOHOPCKOH KPOBH H €€ KOMIOHEHTOB

51. CyObekTsl oGpalueHns AOHOPCKOH KPOBU H (MJIH)}) ee KOMIOHEHTOB
OCYLISCTBASIOT KOHTPOJb M MOHMTOPHMHI YCIOBWH XpaHeHMs U TPaHCIIOPTHPOBKH
AOHOPCKOH KPOBH M €€ KOMIIOHEHTOB B COOTBETCTBHH © YCIIOBHAMH XpaHeHHUs
H TPAHCNOPTHPOBKH AOHOPCKOH KPOBU U €€ KOMIIOHEHTOB.

52. OTBeTcTBEHHOE JIMLIO OpraHHM3yeT TMNpOBEAEHHE KOHTPONS yCNOBHi
XPaHEHHMA M TPaHCTIOPTHPOBKH AOHOPCKOHM KPOBH M €€ KOMIIOHEHTOB B COOTBETCTBHM
C IJIAHOM NPOBEJICHUs BHYTPEHHUX IIPOBEPOK.

53. MOHHUTOPHHT YCIIOBHH XpaHEeHHs U TPaHCTIOPTUPOBKH JIOHOPCKOH KPOBU U
©¢ KOMIIOHEHTOB OCYLUCCTB/AECTCA NEPCOHATOM NOAPa3AeNneH i cyGbekTa obpauieHus
JAOHOPCKOM KPOBH M (UJIH) €€ KOMIIOHEHTOB.
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54. PesynbTathl MOHHTOPHHIA YCNOBHiIf XpaHeHHs u TPaHCMOPTUPOBKU
AOHODCKOH KPOBH M €€ KOMMOHEeHTOR PETHCTPUDYIOTCS B MEeOMLIMHCKOL
AOKYMEHTAaUMH U Gase JaHHbIX ZOHOPCTBA KpPOBH U €€ KOMIIOHEHTOB.,

55.Tlpu BHisBREHUH HapylIEHHH yCNOBUIl XpaHeHHs u TPaHCIIOPTUPOBKH
ZIOHOPCKOW KPOBH U ee KOMIMOHEHTOB MPOBOAUTCA aHANHU3 M yCTPaHEHHE NPHYUH
HApYWEHUH, JOHOPCKast KPOBh H €€ KOMIIOHEHTh] YTHUIH3HPYIOTCS.



