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MHHHCTEPCTBO IOCTHLHM POCCHACKOM SEIEPRITNH

3APETMCTPHIPCBAHO
Perncrpaunonnuii o &70O K>
o 29 texedlAzm

MHUHHUCTEPCTBO 3IPABOOXPAHEHUS ’
POCCHYICKO#N ®EJAEPALIUH

(Munsagpas Poccun)

NPHUKAS3
6 Wz/%/ A0 v A19EH

MockBa

06 yTBepxkaennun
TpeGoBaHHii K OPraHH3aLHH CHCTeMbI 0€30MaCHOCTH AeATEJbHOCTH Cy0beKTOB
o0parneHus JOHOPCKO KPOBH H (MJIH) ee KOMIIOHEHTOB NIPH 3ar0TOBKe,
XpaHeHHH, TPAHCTIOPTHPOBKe H KJIHHHYECKOM HCNOJIb30BAHHH JOHOPCKOM
KPOBH H (HJIH) ee KOMIIOHEHTOB

B coorBerctBMM ¢ nmyHkToM 6 IlpaBmi  3aroToBKM, XpaHEHHS,
TPAHCHOPTHPOBKM W  KJIMHHYECKOTO  HCIOJB30BaHMsA  JIOHOPCKOM  KpOBH
U ee KOMIOHEHTOB, yTBepAeHHBIX [loctanosnenueM IlpaBurenscrsa Poccuiickoi
®enepauuu ot 22 umons 2019 r. Ne 797 (Cobpanue 3akoHonaTenbCTBa Poccuiickoit
®enepauun, 2019, Ne 27, c1. 3574), npu K a3 BI B 4 10:

1. VYTBepautp TpeGOBaHMS K OpraHHM3alMMd CHCTeMbl 0€30MacCHOCTH
JEATENIBHOCTH CyOBEKTOB OOpalIeHHs JOHOPCKOH KpOBH U (M) €€ KOMIIOHEHTOB
Np¥ 3aroTOBKE, XpaHEHWH, TPAaHCIOPTHPOBKE M KIMHHYECKOM HCIOJIB30BaHUH
JIOHOPCKO# KpOBHU U (MJIM) €€ KOMIOHEHTOB COTJIACHO MPHIIOXKEHHIO.

2. Hacrosimuii mpukas BcTymaer B cuiy ¢ 1 suBaps 2021 r. u gedcTByer

no 1 suBaps 2027 r.

Bpro Munuctpa U.H. Karpamansin




IIpunoxenne
K IpuKa3sy MuHUcTepCTBa 3paBOOXpaHEHHS

Poccuiickoit ®enepanyu
ot 6 pttieih# 2020 r. No 7744

TpeboBanus
K OPraHu3alii CHCTeMbI 0€30MaCHOCTH AeITe/IbHOCTH Cy0LeKTOB 00paleH st
JAOHOPCKOH KPOBH H (H/1H) ee KOMIIOHEHTOB IIPH 3ar0TOBKE, XPaHEHHH,
TPAHCHOPTHPOBKE H KJIHHHYECKOMY HCNOJIb30BAHHIO JOHOPCKO KPOBH
H (MJIM) ee KOMIIOHEHTOB

I. O6nacTh npuMeHeHHs

1. Hacrosmme TpeGoBaHHS YCTaHABIMBAIOT TPeOOBaHMA K OpraHH3aI[HH
CHCTEMBbI 6€30IacHOCTH JEeATENbBHOCTH CYOBEKTOB OOpallleHHs JOHOPCKOM KpOBU
M (W1M) ee KOMIOHEHTOB TMPH 3arOTOBKE, XpaHEHWH, TPAHCIOPTUPOBKE
U KIMHHYECKOM HCIIOJNB30BAaHUM JOHOPCKOH KpOBH M (WJIH) €€ KOMIIOHEHTOB
(,i[anee COOTBETCTBEHHO — TpeboBaHus, cucTeMa 0e3011aCHOCTH).

2. C nenslo obecrieueHus 6ezomnacHOCTH paboOT MO 3aroTOBKE, XPaHEHHIO,
TPAHCIIOPTHPOBKE M KIMHMUYECKOMY KCIIOIBb30BAaHUIO JJOHOPCKOW KPOBH U (HJIH) ee
KOMITOHEHTOB B CyOBeKTax oOpallleHHs JOHOPCKOH KpOBH M (UIIH) €€ KOMIIOHEHTOB
pa3pabaTeiBaeTCsi, BHEJAPSETCS M HENpPEPBIBHO COBEPILIEHCTBYETCS CHCTEMA
6e30MmacHOCTH, BKIIOYalOLIas obecredyeHne 6e30I1aCHOCTH M KOHTPOJIb 6€300acHOCTH
JIOHOPCKOM KpOBHU U (WJIH) €€ KOMIIOHEHTOB.

3. Obecneyenue 6€30MaCHOCTH JOHOPCKOW KPOBH H (HJIM) €€ KOMIIOHEHTOB
BKJIIOYAeT:

a) yIpaBJieHHE NepCOHAJIOM;

6) BeneHMe MEAMUMHCKON JOKYMEHTALMH, CBS3aHHOH C JOHOPCTBOM KpPOBH
M (WIM) €€ KOMIIOHEHTOB M KIMHMYECKHM HCIONB30BAHHEM HOHOPCKON KpOBH
¥ (M) ee KOMIIOHEHTOB (Jajnee — MeAUUUHCKAs JOKyMEHTALH), CTATHCTHYECKOrO
y4era H OTYETHOCTH I10 3arOTOBKE, XpPaHEHMIO, TPAHCIIOPTUPOBKE M KIMHUYECKOMY
UCIIOJIBb30BaHUIO TOHOPCKOI KPOBH H (UJIU) €€ KOMIIOHEHTOB;

B) pasMelleHHe HMHQOpMalUu B enuHO# 6a3e MAaHHBIX MO OCYILECTBIEHHIO
MEPOIPUATHH, CBA3aHHBIX C oOecrieueHHeM O0€30MacHOCTH AOHOPCKOW KpOBH
€€ KOMIIOHEHTOB, pPa3sBMTHEM, OpraHU3al{eil M IpomaraHjgoi JOHOPCTBa KpPOBH
ee KOMIIOHEHTOB (Jjanee — 6a3a JaHHBIX JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB);
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I) HISHTHOUKALHIO M IIPOCIEXHUBAEMOCTh TaHHEIX,

J) IpOBE/IeHHEe BHYTPEHHMX MPOBEPOK (ayIUTOB) AESTEILHOCTH 10 3aroTOBKE,
XpaHeHHIO, TPAHCIIOPTHPOBKE H KIIMHHIECKOMY MCIIOJBE30BAHUIO JOHOPCKOM KPOBH U
(unK) ee KOMIIOHEHTOB;

e) IPUHSTHE MEP, HANPABICHHBIX Ha MPOMUIAKTHKY HapyIllIeHUH TpeOoBaHMI
0€30IaCHOCTH U yCTpaHeHHe IPHYHH U IIOCJEACTBHUI BhISBICHHbIX HapyILIeHHI;

)K) KOHTPOJIb M MOHHTODHHI YCIOBMH XpaHeHHS | TPaHCIIOPTUPOBKH
JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB!.

PesynbraToM peanu3aliM yKasaHHBIX MEPONpPHUATHI SBIseTcs obecreueHue
COOTBETCTBUAA NOHOPCKOH KPOBU M (WJIM) €€ KOMIIOHEHTOB 3HAYeHHSIM IOKa3aTeneit
6e30nacHOCTH JOHOPCKOM KPOBH H €€ KOMIOHEHTORB?.

4. KoHTpone 6e30macHOCTH [OHOPCKOH KPOBH M €€ KOMIIOHEHTOB
OCYIIECTBIIETC B OTHOLICHHH €MHMI] JIOHOPCKOH KPOBH M (UIIH) €e KOMIIOHEHTOB,
NPUTOAHBIX AJIA WCMOJB30BaHUSA, B CPOKH, YCTAHOBIICHHBIE IEPEYHEM 3HAYCHMUIA
nokasarenel  Ge30maCHOCTM  JOHOPCKOM KPOBH M €€ KOMIIOHEHTORZ
M Ha COOTBETCTBHE 3HAYCHUAM IIOKa3aTeled G€30macHOCTH IOHOPCKOM KpPOBH M ee
KOMIIOHEHTOB?.

IL. YnpaBienune nepconasiom

5. PykoBomutens cybbexta OOpamieHHss IOHOPCKOM KpoBH U (WIH) ee
KOMIIOHCHTOB HA3HAYaeT JIMIO, OTBETCTBEHHOE 3a pa3paboTKy, BHEApEHHE U
HENPEPBRIBHOE COBEPLUICHCTBOBAHME CHCTEMBI 06€30MacHOCTH (fiajlee — OTBETCTBEHHOE
JIALIO).

6. CyObexThl oOpallleHHs OOHOPCKOH KpOBH H (MJIM) ee KOMIIOHEHTOB
00ecrneynBalOT HaIMYHMe INEepPCOHANA, UMEIOMIET0 HeoGXOMUMYIo KBaJIH (pUKAIHIO
B COOTBETCTBHM C TpeOOBaHWAMM K OpPraHM3alHUKM JESTEJBHOCTH CYOGBEKTOB
obpallleHHst TOHOPCKO# KPOBH W (WJIM) ee KOMIIOHEHTOB IO 3arOTOBKE, XpaHEeHHIO,
TPaHCIIOPTHPOBKE NTOHOPCKOH KPOBH U (WJIH) €€ KOMIIOHEHTOB H B COOTBETCTBUU C
TIOPAIKOM  OKa3aHHMs MEJMUHHCKOW MOMOIIM 1O HPOGHIIO «TpaHC]y3HONOTHS»,
Al OCYIUECTBICHHS 3arOTOBKHM, XDAaHECHHs, TPAHCIIOPTHPOBKH M KIHHHYECKOTO
HCIIONIb30BaHMA JIOHOPCKOW KPOBM H (HIH) €€ KOMIIOHEHTOB, HCKJIIOYAOLIHe
BOSHUKHOBEHHE PHCKOB [ 0€30MacHOCTH NOHOPCKOH KpoBM W (win) ee
KOMIIOHEHTOB, 3((QeKTHBHOTO (yHKLIMOHUPOBAHMS CHCTEMBI GE30aCHOCTH.

7. CyObekTsl oOpalieHHs HOHOPCKOH KpOBM M (WIH) ee KOMIOHEHTOB
00ecreuynBalOT NpoBeAeHHe OOYYEHHS W MOBBILICHHE KBAIUQUKALKUU I1€PCOHAIIA
B COOTBSTCTBHH C BBINOJHACMBIMH BHIaMH pabOT MO 3aroTOBKE, XpPaHEHHIO,

! TlpaBuna 3arOTOBKH, XpaHEHWS, TPAHCIOPTHPOBKH U IJTHHEUECKOTO HMCIONE30OBAHMS AOHOPCKOH KpPOBM M e€
KOMIIOHEHTOB, yTBepXAeHHbIe [locTaHoBeHuem IpasutennctBa Poccuiickoit ®enepannu ot 22 uona 2019 r. Ne 797
(Cobpanue 3akoHonaresnbcTBa Poccuiickoit ®enepaunu, 2019, Ne 27, cr. 3574) (manee — IlpaBuna).

2 [Tpunoxenue Ne 1 k [pasunam.

3 Iynxrst 6 u 74 TMpasm.
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TPaHCIIOPTUPOBKE U KIMHUYECKOMY MCIIONB30BAaHHIO JOHOPCKOM KPOBHM M (HIM) ee
KOMITOHEHTOB.

8. Tpynosas ¢pyHKuMs paGOTHHKOB CyOBEKTOB OGpallleHHs JOHOPCKOM KPOBH
U (WIH) €€ KOMIIOHEHTOB YCTaHABIMBAIOTCSA B COOTBETCTBHHU C MPO(ECCHOHATBHBIMU
CTaHJIapTaMM, YKa3blBAalOTCS B JODKHOCTHBIX HHCTPYKIHMAX, OMNpeesIAIONIX
0053aHHOCTH KaXx0ro paGoTHHKa cy6beKTa obpallieHHs1 TOHOPCKOI KpOBH M (MIIH) ee
KOMIIOHEHTOB, U YTBEPXIAIOTCS PYKOBOAUTENEM CyObeKTa OOpalleHHs JOHOPCKOM
KpOBH U (UJIH) ee KOMIIOHEHTOB.

9. PykoBonutens cybmekTa obpaleHusi AOHOPCKOH KpoBH M (M) ee
KOMIIOHEHTOB 00s13aH 00€CIIeYHTh:

a) paspaboTKy, BHEJpeHHe M HENpPEPHIBHOE COBEPIICHCTBOBAHHE CHCTEMBI
Ge30MacHOCTH, OXBaTHIBAIONICH BCe BH/BI AEATENBHOCTH MPH BHIIOJIHEHHH paboT 10
3arOTOBKE, XPaHEHHIO, TPAaHCIOPTHPOBKE M KIHHUYECKOMY HCIOIB30BaHHUIO
AOHOPCKOW KpOBM M (MJIM) ee KOMIIOHEHTOB, HamNpaBieHHOH Ha obecleuyeHue
6e30MacHOCTH TNpH  OCYIIECTBIEHHH 3arOTOBKH, XDaHEHHS, TPAHCHOPTHPOBKH M
KIIMHUYECKOTO UCIIONE30BaHHsI JOHOPCKOH KPOBH M (MJIH) €€ KOMIIOHEHTOB,

6) HasHaueHWe IMIA, OTBETCTBEHHOTO 3a pa3paboTKy, BHEApEHHE |
ITOCTOSIHHOE COBEPIIIEHCTBOBAHUE CHCTEMBI 6€30aCHOCTH,

B) HaiMYMe YTBEPXNEHHBIX CTaHJAPTHBIX ONEPALMOHHBIX MPOLEAYD
(natee — COIl) nns Bcex OJTamOB 3arOTOBKH, XPaHEHHs, TPAHCIOPTHPOBKH
H KITMHUYECKOTr'0 UCIIOIB30BaHMs JOHOPCKOM KPOBH U (MIIH) €€ KOMIIOHEHTOB;

I) Hajuuyue PeCypcoB B COOTBETCTBUM C TpeOOBaHMSAMH K OpraHM3alUy
AeATENTLHOCTH Cy6heKTOB obpalieHus: JOHOPCKO# KpOBH H (MJIH) €€ KOMIOHEHTOB I10
3arOTOBKe, XpaHEHWIO, TPAHCIIOPTHPOBKE JOHOPCKOH KpOBH M (MIHM) ee
KOMITIOHEHTOB;

A) CHUCTeMaTHYeCKHil aHalM3 CHUCTEMbl 6E30MACHOCTH Ha COOTBETCTBHE
TpeOoBaHUsM HacToAmuM TpeGoBaHHAM, BBHIOJHEHHE Mep, HANpaBIeHHBIX Ha
NpOQHUIaKTUKY HapymleHuMi TpeGoBaHHH 6Ge30macHOCTH W yCTpaHeHHe HPHYHH H
IIOCJIEICTBUH B Cily4ae BBISBICHUS HapyIEHHUI;

€) pasMellleHHe B YCTaHOBJICHHOM IOpsAKe HMH(opManuu B 6aze AaHHBIX
JIOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

10. B 06513aHHOCTH OTBETCTBEHHOI'O JIMLIA BXOIMUT:

a) obecrneyenre 3(PEKTHBHOrO (GYHKUHOHUPOBAHHS M  HETPEPHIBHOTO
COBEPIICHCTBOBaHHSA CHCTEMBI 6E30IIaCHOCTH

6) opranuzanus paspaborku u BHeapenus COII 1 Bcex 3TAalmoB 3arOTOBKH,
XpaHEeHHUs, TPAHCIIOPTUPOBKH U KITHHUYECKOTO MCIIONb30BaHUS TOHOPCKOM KPOBH M
(unu) ee xommnoHeHToB, a Takke COIl cucTeMbl 6€30MaCHOCTH, BKJIIOYAIOIHE
TpeboBaHus K 06eCIeYeHHI0 i KOHTPOJIIO 6e30IacHOCTH B COOTBETCTBHH C ITyHKTAMH
3 u 4 Hactosmux TpeGoBaHuii.

4 Myukr 6 IMpasun.
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III. Benenue MeIMIMHCKON JOKYMEHTAIMH, CTATHCTHYECKOrO Y4eTa
H OTYETHOCTH M0 3aroTOBKe, XpAHEHHIO, TPAHCIIOPTHPOBKE H KJIHHHYECKOMY
HCI0JIb30BAHHIO JIOHOPCKOi KPOBM H (HJIH) € KOMIIOHEHTOB, Pa3MelleHHe
uHopmaunu B 6a3e JaHHBIX JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB

11. CyObexThl OOpalneHHs HOHOPCKOM KpOBH H (WIH) €€ KOMIIOHEHTOB
paspabateiBaior COII s Bcex 3TamoB 3arOTOBKH, XpaHEHHsl, TPAHCIIOPTHPOBKH H
KJIMHUYECKOIO MCIOJIb30BaHUs JOHOPCKON KPOBH U (HJIM) €€ KOMIIOHEHTOB, a TaKXXe
B3aMMOCBS3aHHBIX C HHMH BHAOB [ESATENBHOCTH, TaKUX KaK: MapKHpPOBKa,
yBEOMJICHHE OpraHu3alldii O BBIIBJICHHH HECOOTBETCTBHM, BIHSMIOIIMX HA
6e30nmacHOCTh JOHOPCKOM KPOBH M €€ KOMIIOHEHTOB, INEpEelaHHbIX UM paHee IJIsd
KJIMHUYECKOrO ¥ MHOTO MCIOJIb30BaHUs, BXOJHON KOHTPOJIb MaTepHaloB, o0paboTka
obopynoBaHus, yOOpKa NOMEIICHHIA U UHEIE.

12. lns  BbIOJNIHEHWUS paboOT ¢ mNpHMEHEHHMEM MEIMIMHCKUX H3IENNi
HCTIONB3YyEeTCs SKCIUTyaTallHOHHAS TOKYMEHTAIHS TPOHU3BOIUTENIA.

13. Cy6bextbl oOpamieHHs] NOHOPCKOHW KpOBH W (WIM) €€ KOMIIOHEHTOB
obecrneynBaroT HaJIMuue COI], perjiaMeHTHPYIOLLETO pa3paboTKy
u yreepxacHue COIl Ha BbMOnHeHHe paboOT MO 3aroTOBKE, XpaHEHHIO,
TPaHCIIOPTHPOBKE M KIMHHYECKOMY HCIIOJIb30BAaHUIO JOHOPCKOW KPOBH H (WIIH) ee
KOMIIOHEHTOB.

14. Pa3paborka u yrBepxxaenue COII npenycmatpuBaeT odopmiieHHe (TEKCT,
65I0K-CXeMBl, HMHOE), YTBEp)KIECHHE, PETUCTpalMio (IIPUCBOEHHE HOMEpa) H YUeT,
nosenenne COIl  po wucrmonHuTeneir paboT MmO  3aroToBKe, XpaHEHHIO,
TPAHCIIOPTHPOBKE U KIMHUYECKOMY HCIIONB30BAHUIO JOHOPCKOH KpOBH M (HIIH) ee
KOMIIOHEHTOB, BHeceHue u3MeHeHuit B COII, cpok mepecMoTpa M CpoK JeHCTBHUS
COIl, u3psATHE YCTapeBIIUX BEPCHIA, apXHBHPOBaHHE.

15. COIl comepkWT YyKa3aHMS IO BBINIOJHEHHIO pabOT, B TOM YHCIIE
OTHOCUTENBHO IIOCNEAOBaTeIbHOCTH JEHCTBUH TMepcoHaJla Ha BCEX JTamax
BBINOJIHEHHUA paboOT MO 3aroTOBKE, XPaHEHHUIO, TPAHCHOPTUPOBKE M KIIMHHYECKOMY
KCIIOJIb30BaHUIO TOHOPCKOM KPOBH U (MJIM) € KOMIIOHEHTOB C IeJIbI0 o0ecredeHus
COOTBETCTBHS BBINIONHAEMBIX OCHCTBHH 00s3aTenbHBIM TpeGoBaHusM B cdepe
ofpalleHHs JOHOPCKOW KPOBH M (MJIH) €€ KOMIIOHEHTOB.

16. Benenne MeEOULMHCKOW JOKYMEHTAallMd OCYILIECTBISETCS C LEBIO
obecrieueHus] NPOCIEKHUBAEMOCTH JaHHBIX O JOHOpE, JOHAIMAX, 3arOTOBJIEHHBIX
JIOHOPCKOM KpOBM H ee KOMIIOHEHTaX, PacXOOHBIX MaTepuanax (MeTUIHHCKUX
U3JleNusX, JEKapCTBEHHBIX CpeACTBax), oOpasiax KpOBH IOHOpa M pEUHUIHEHTa,
JAHHbBIE O peLUNHeHTe, NPOBEIEHHON TpaHChy3uH, MOCTTPaHCHY3UOHHBIX peaKIUIX
U OCJIOKHEHHSX, Pe)KUMaX XpaHEHHs] U TPaHCIOPTHUPOBKH AOHOPCKON KPOBHU U €€
KOMIIOHEHTOB, UCIIOJHHUTENAX paboT, a TakKe O COOTBETCTBHU MPOBOIUMBIX paboT
TpeOOBaHUSIM CHCTEMBI 6€30MacCHOCTH.

17. JlaHHbIe, HEOOXOMUMBIE IS OOecledYeHHs MPOCIIECKHUBAEMOCTH BHOCSTCS
B MEIOWIHMHCKYI0O JOKYMEHTamui0 W 0a3y JaHHBIX JOHOPCTBA  KPOBH
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M ee KOMIOHEHTOB’. MOPMBI PpETMCTpAalMM JaHHBIX, OOeCHeYHBaIOIIUX
npocnexuBaeMocTb, ycraHanuBatoTcess COIl ¢ ydetoM mpuUMeHsEMBIX CyOBEKTOM
oOpamieHnss JOHOPCKOW KpoBM M (WIM) €€ KOMIIOHEHTOB METOAOB 3aroTOBKH,
XpaHeHHs, TPAHCTIOPTHPOBKM M KIMHUYECKOT'O HCIIONB30BaHUS INOHOPCKOH KPOBH
H (UIH) ee KOMIIOHEHTOB.

18. CyObekTsl OOpalleHdss JOHOPCKOM KpoBM U (WIHM) €€ KOMIIOHEHTOB
obecnevnBaroT:

a) YCJIOBHS XpaHEHHUA MEIUIIMHCKOW JOKYMEHTALMH, UCKIIOYAIOLIIe ee Iopdy
U TIOTEPIO;

0) CaHKILIMOHHPOBAHHBIN JOCTYI K MEAUIUHCKOMN JOKyMEHTALVH;

B) BO3MOYKHOCTBh BOCCTAHOBJICHHS 3aIIUCEH.

19.B MeaMLHMHCKYI0O JOKyYMEHTalul, (OpMBI CTaTHUCTHMYECKOrO Yyd4era
H OTYETHOCTH IOJIJIeXXAT BKIIOYEHHIO TOCTOBEPHEBIE U OOBEKTHUBHEIE TaHHBIE.

20. ®opma BeneHHs 3ammcell o0ecrieyMBaeT HIACHTU(HUKALMIO HCIIONHUTEINS
paboT 110 3aroTOBKE, XpaHEHHIO, TPAHCTIOPTUPOBKE M KIIMHUIECKOMY HCIIOJIb30BaHHIO
IOHOPCKOH KPOBH U (MJTH) €e KOMIIOHEHTOB, AaTy H BpeMs BBINIOJHEHUS paboT.

21. C6op, xpaHeHHe, cucTeMaTH3anus U oO6paboTka AaHHBIX, a Takke OOMeH
JAaHHBIMM B  (opMe DIJIEKTPOHHBIX JOKYMEHTOB MeXAY OpraHHU3alUusMu
3ApPaBOOXpPAHEHHUS, OCYILECTBIISIONINX B3aUMOACHCTBHE B €UHON rOCyAapCTBEHHON
WHGQOPMANMOHHOM cucTreMe B cdepe 3ApaBooXpaHeHHs (B TOM  HHCHE
CIECUHUAIM3UPOBAHHBIMA ~ MEJMLMHCKMMHM  OpraHW3alUsMH,  OKAa3bIBAIOIIMH
MEIWIHUHCKYIO TOMOINb IIPH COLHAJIBPHO 3HAYMMEBIX 3a00/IeBaHHAX) U CyOBEeKTaMH
oOpameHnsi JOHOPCKON KpoBH WU (MIHM) €e KOMIIOHEHTOB, BHINOJHAETCS B paMKax
BeJleHUs 6a3bl JaHHBIX TOHOPCTBAa KPOBU M €€ KOMIIOHEHTOB.

IV. KonTposb 6e30nacHOCTH JOHOPCKOH KPOBH U € KOMIIOHEHTOB

22. CyOpexTsl oOpameHuss JOHOPCKOH KpOoBH M (W) €€ KOMIIOHEHTOB,
OCYLIECTBJISIIOIME 3arOTOBKY, XpaHEHHE U TPaHCIOPTHPOBKY JOHOPCKOH KpOBH H
(uTM) ee KOMIIOHEHTOB, NIPOBOAAT KOHTPOJb 0€30MacHOCTU JOHOPCKOM KPOBH U €€
KOMIIOHEHTOB Ha COOTBETCTBHE IOKa3aTeJisiM 0e30MacHOCTH AOHOPCKOM KPOBU U ee
KOMITOHEHTOB.

23. Bce paboTel 1m0 KOHTpPOMIO 0€30IIaCHOCTH HOHOPCKOH KpOBH H €€
KOMIIOHEHTOB OCYILecTBIA0TCS B cooTBeTcTBUM ¢ COIL

24. Pe3ynbTaThl KOHTPOJISE 6€30MacCHOCTH BHOCATCS B 6a3y JaHHBIX JOHOPCTBA
KPOBH U €€ KOMIIOHEHTOB CyOBeKTOM oOpallleHHs AOHOPCKOH KpOBM U (WiM) ee
KOMITOHEHTOB, OCYLIECTBHBIIEM 3aroTOBKy [JOHODCKOM KpOBH H (WiIH) ee
KOMIIOHEHTOB.

3 [Mocranosnenne IIpasutennctsa Poccuiickoit ®epepauuu ot 05.08.2013 Ne 667 «O BeneHuu equHO#M 6a3bl JAHHBIX NO
OCYILECTBJICHHIO MEpOTPUATHH, CBA3aHHBIX ¢ obecreueHHeM 6€30aCHOCTH JOHOPCKOH KPOBM M €€ KOMIIOHEHTOB,
pa3sBUTHEM, OpraHW3auMeif W NpoMaraHIoi AOHOPCTBA KPOBM M €€ KOMMOHEHTOB» (CobpaHMe 3aKOHONATENbCTBA
Poccuiickoii Penepauun, 12.08.2013, Ne 32, c1. 4320)
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25.1lpy HECOOTBETCTBUHU MCCIENOBAaHHBIX €IWHMI] JOHOPCKOW KpOBH
U (UIM) ee KOMIIOHEHTOB YCTaHOBJIEHHBIM 3Ha4Y€HHUAM IOKazaTelleil 6e30macHOCTH
MIPOBOAMTCS aHAIM3 HECOOTBETCTBHIA U YCTpaHEHHE HX MPUYHH.

V. IlpoBeaenne BHyTPEHHHX NPOBEPOK (ayAHTOB) AeATEIbHOCTH
MO 3aroTOBKe, XpPAHEHHIO, TPAHCIIOPTHPOBKE H KJIHMHHYECKOMY
HCNOJIb30BAHHIO JOHOPCKOH KPOBH H (MJIH) ee KOMIIOHEHTOB

26. B memsx oneHku 3QQeKTHBHOCTH CHCTeMBI 0€30IaCHOCTH B CyOBeKTax
oOpalieHuss JOHOPCKOH KpOBH U (WIM) ee KOMIIOHEHTOB IPOBOJSATCS ILUIAHOBBIE
Y BHEIUIAHOBbIE BHYTPEHHUE NMPOBEPKH (ayAUTHI) CBOEH IEATETHFHOCTH MO 3arOTOBKE,
XpaHEHHIO, TPAHCIIOPTUPOBKE U KIMHUYECKOMY HMCIONB30BaHUIO JOHOPCKON KPOBH
U (WIM) ee KOMIIOHEHTOB (Jajiee — BHyTPEHHHE MPOBEPKH).

27. CybpexTsl obpallieHHsI JOHOPCKOW KpPOBH M (WJIM) €€ KOMIIOHEHTOB IS
obecriedeHuss eguHOOOpasusi MNpPOBEJEHHS M CONOCTABUMOCTH  pe3yJIbTaToOB
BHYTpeHHHUX IIpoBepoK paspabareiBafor COII, pernameHTHpyOIIUH MOPSIAOK
MPOBEIEHUA BHYTPEHHUX NMPOBEPOK, (POPMY OTYETA O MPOBEIEHHOM MPOBEPKE.

28. TTopsiok mpoBeIeHHsI BHYTPEHHUX MPOBEPOK BKIIIOYAET:

a) co3aHue KOMHCCHH,

6) IaHHpOBaHUE, NOATOTOBKY M MPOBEJICHUE IIPOBEPKH;

B) COCTaBJICHHE OTYETa O pe3yJibTaTaX BHYTPEHHUX IIPOBEPOK;

I) NpUHATHE MeEp, HAIPaBJIEHHBIX HAa YCTpPaHEHHE NPUYMH U IOCIEACTBHI
BBUABICHHBIX HapylleHHHd TpeOGoBaHMii 0e30macHOCTH M MPOQUIAKTHKY TaKUX
HapyIIEHUI;

1) OTYET O MPUHATUHM Mep, HANpPABICHHBIX HA YCTpPaHEHHE TIPUYHUH U
HOCNIEACTBHI BBISABIIEHHBIX HapylleHUi TpeOoBaHuit 6€30MacHOCTH U NMPOPHIAKTUKY
TaKUX HApPYIICHUIA;

€) KOHTPOJIb 32 UCIIOJIHEHHEM NIPUHATHIX MEP, HAIIPaBJIEHHBIX HA POQUIIAKTUKY
HapylIeHHH TpeOoBaHMii 0e30macHOCTH W YCTpPaHEHHWe IPUYHH M IIOCJIECTBHHA
BBISIBJIEHHBIX HapyLIEHH.

29. CoctaB KOMHCCHMM 4 TIpaguK mNpOBEAECHUS BHYTPEHHUX IIPOBEPOK
YTBEP)KIOAIOTCS MPUKa30M PYKOBOAUTENS CyObekTa oOpallleHusl JOHOPCKONH KpOBH U
(unu) ee KOMIIOHEHTOB.

30. Insa obecriedeHHs] HE3aBUCUMOCTY BHYTPEHHHMX MPOBEPOK COCTAaB KOMUCCUU
¢dopMupyeTcs U3 YHCiIa NepcoHana cyObekTa oOpalleHus: JOHOPCKON KPOBHU M (WIIH)
ee KOMIIOHEHTOB, He paboTaiolero B MpOBEpSEMOM IMOJpa3fciieHun cybbekTa
obpalieHus JOHOPCKOM KPOBU M (MJIM) €€ KOMIIOHEHTOB, NOIMOJIHUTENBHO B COCTAaB
KOMHUCCHH MO BHYTPEHHHUM IpOBEpPKaM MOXKeT OBITh BKIIOYEH HEMeIULMHCKHUH
MEPCOHAN: HH)KEHEP MO 00CITyXHBaHUIO 000PYAOBaHUIO, CIEITHAIKACT [0 METPOJIOTHH,
UHXKEHEP [0 OXpaHe TPpy/ia, CIELHANUCT IO X035 ICTBEHHOM YaCTH M MHOM II€PCOHAI.

31.'paduk BHYTpPEHHHX NPOBEPOK CHCTEMBI O€30IIaCHOCTH CTPYKTYPHBIX
nojpaszelieHuii cyOpeKkTa oOpalleHus AOHOPCKOH KpOBH U (WIHM) €€ KOMIIOHEHTOB
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YTBEPKAAETCA €XErofHO, C YYETOM pe3ylbTaToB MNpPEIbIAYyIIMX IPOBEPOK M
NpoBe/ieHUs IUIAHOBBIX BHYTPEHHUX MPOBEPOK NOJpa3ieNieHus cybbekTa oOpameHus
JOHOPCKOM KpOBH U (WIK) ee KOMITOHEHTOB HE MEHee OHOIo pasa B ro/l.

32. IlnanupoBaHre  BHYTPEHHHX TMPOBEPOK U HX  IEPHOAUYHOCTH
OCYLIECTBIISIETCS C YUE€TOM pe3yJIbTaTOB IpeAbIIYyIIUX BHYTPEHHUX IPOBEPOK.

33.3a 1Be HeAenu [0 IUIAHOBOM BHYTPEHHEH MNPOBEPKH PYKOBOAMTEIIO
[POBEPSEMOr0 CTPYKTYPHOTO TIOIpa3felieHHs MpEeNOCTaB/IsIeTC] IMHCBMEHHOE
yBEIOMIIEHHE O IUIAaHOBOM BHYTpEHHEH NpoBepKe C yKa3aHHEM [aThl IIPOBEPKH,
COCTaBa KOMHCCHH, IUIaHa BHyTPEeHHEH MPOBEPKH.

34. BHeIuiaHOBEIE BHYTPEHHHE IPOBEPKHU MPOBOJASATCS IO pPEIISHHIO CyOBeKTa
obpalneHus JOHOPCKOM KPOBH U (UJIH) €€ KOMIIOHEHTOB B CllydasX:

a) MOCTYIUIEHH OOpallleH i rpaxiaH, JOpUAUIECKUX JIMI U MHAMBHIY ATBHEIX
npenpuHIMaTeieil ¢ xkano6aMy Ha HapyLIEHHs UX IPaB M 3aKOHHBIX HHTEPECOB;

6) KOHTpOJS HCIOJHEHWs paHee Ha3Ha4YE€HHBIX Mep, HANpaBICHHBIX Ha
npodUIaKTHKY HapylleHuii TpeboBaHui 6€30I1aCHOCTH JOHOPCKOW KPOBH H (MIIH) €€
KOMITOHEHTOB;

B) HEOOXOMUMOCTH NPHHATHA Mep I NpPeJOTBpallleHUs KIMHUYECKOTO
UCIONB30BaHUA JOHOPCKOH KpPOBM M (WIHM) €€ KOMIIOHEHTOB B Cilydae HaJIM4Hs
UH(OpMALi O T'eMOTPAHCMHUCCHBHBIX HH(EKIUH y JOHOpa, OT KOTOpOro ObLIH
3aroTOBJIEHB! JOHOPCKas KPOBb U (UJIM) €€ KOMIIOHEHTHI.

35. lnst  obecrieueHuss 3 PEKTHBHOCTH BHYTPEHHEW IPOBEPKM KOMHCCHEM
pa3pabaTheiBaeTCs IUIaH NPOBEPKH, BKIIOUAIOMMA HAMMEHOBAHUE CTPYKTYPHOTO
nofpasaencHus CyObekTa oOpalleHus JOHOPCKOH KPOBH H (WJIHM) €€ KOMIIOHEHTOB,
leldb IIPOBEPKH, BBIIONHAEMBble pPabOTBI, BNEMEHThl CHUCTEMBI 06€30MMacHOCTH,
TI0/IeXKallie POBEpKe, AaTy, BpeMs H IPOJOIKUTENILHOCTE IIPOBEPKH.

36. B xone BHyTpeHHei IPOBEPKH KOHTPOJIUPYIOT:

a) KBaIM(HKALHUIO, OTBETCTBEHHOCTh, MOJHOMOYHS, KOIMYECTBO IIEPCOHAA,
HeoOXO0AMMOTO J1JIsl BBIMTOJIHEHHA COOTBETCTBYIOIIUX paboT, 06beM 00s3aHHOCTEM;

6) HamMuMe W  TPUMEHEHHWe  JOKYMEHTOB,  HEOOXOAMMBIX  JJs
(GyHKIMOHMPOBaHUA CHCTEMBI 6€30I1aCHOCTH B CTPYKTypHOM noapasienenuu (COIl u
Jpyrue BHYTpPEHHHE HOKyMEHTHI, HOpMaTHBHbIE IIPAaBOBBIE aKThl B Cepe TOHOPCTBA
KPOBH U €€ KOMIIOHEHTOB);

B) COCTOSIHHE 3[IaHUH, [IOMELICHUH U IIPOU3BOJCTBEHHOM CpeIbl;

r) HaJd4y¥e HEeOOXOJUMOro KOJMYeCTBAa MEOMLIMHCKMX H3JeJIMH M HHOIO
006Opy0OBaHMs, €ro TEeXHHYECKOe COCTOSHME, IEPHOJUYHOCTh TEXHHYECKOTO
00CITy)KMBaHUSA U TIOBEPKH;

1) BBHIMOJNHEHHE O0A3aTeNBHBIX TPeOOBaHUII NPH OCYILECTBICHHH PaboT IO
3arOTOBKE, XPaHEHHIO, TPAHCIIOPTHPOBKE M KIMHHYECKOMY HCIIOJIb30BaHHIO
JOHOPCKOM KpOBH U (MJIM) €€ KOMIIOHEHTOB,

€) BeicHHE MEAMIHHCKON JOKyMEHTaUuu U 6a3bl JaHHBIX JOHOPCTBA KPOBH U
€€ KOMIIOHEHTOB;
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K) UICHTH(QUKALMIO U IPOCIEKUBAEMOCTh HOHOPOB, IOHALMH, PELUITHEHTOB
U CBA3aHHBIX C HUMH JJOHOPCKOM KPOBH U (WJIH) €€ KOMIIOHEHTOB;

3) OpraHU3aLHIO NepeJadd AOHOPCKOM KPOBHM M (MJIM) €€ KOMIIOHEHTOB IJI
KIMHMYECKOro UCIIOIb30BaHUA U HHBIX Lieneii®;

M) MPHUHATHE MeEp, HAlpaBJEHHBIX Ha YCTPaHEHHWE NPHYMH M MOCIIEICTBHIA
BBIABIICHHBIX HApyIIeHWH TpeOOBaHMH 6€30MacHOCTH W TNPOQHIAKTHKY TaKHX
HapyLIEHUH 110 Pe3yIbTaTaM MpeAbIAYIINX BHYTPEHHUX ¥ BHEIIHUX IIPOBEPOK;

K) y4eT ocTTpaHC(y3MOHHBIX PeaKIiii U OCI0XKHEHHIH.

37. Ilo pe3synbraTaM BHyTPEHHUX MPOBEPOK COCTABJIAETCS OTYET, BKITIOYAFOIIHI
CJIe1yIOLIyIO HUH(pOpMaIHIO: nara IIPOBEPKH, COCTaB KOMHCCHH
C yKasaHHEM JOJDKHOCTEH H ¢damuiuii 4IeHOB, HaMMEHOBaHHE HOPMATHUBHBIX
IIPaBOBBIX aKTOB, Ha COOTBETCTBHE KOTOPHIM IIPOBOAMIACKH IIPOBEPKa (KaK BHEIIHHX,
TaK ¥ BHyTPECHHUX), BBISBJICHHbIE HAPYLICHHS.

38. [Ipu BEIABNICHHM HapyLIEHHH B OTYETE YKA3BIBACTCA: BHJ| pabOTEI, DJIEeMEHTBHI
CHCTEMBbI O€30IIaCHOCTH, B KOTOPBIX OBUIM BBISABJICHBI HAPyMIEHHUS, IOJIOKCHHUS
HOpPMaTHUBHBIX [PaBOBBIX aKTOB, COJEpXKAalMX o00s3aTenbHble TpeGOBaHMH,
periaMeHTUpYIOIIHE BLIIIOJHEHHE YKa3aHHOTO BUJia paborT.

39. B oTueT BKIMOYAIOT JaHHBIE, KOTOPhIE MOTYT GbITh IIPOBEPEHEI.

40. Ot4er yTBepXmaeTCs PYKOBORHUTeNeM CyObekTa obpallleHHs TOHOPCKOM
KpPOBHM U (UJIM) €€ KOMIIOHEHTOB.

41. Ilo uToraM BHYTpeHHeH NPOBEPKU NPUHUMAIOTCS MEpHI, HAPaBJIeHHbIE Ha
YCTpaHEHHE TMpPUYHMH M TMOCICACTBHM BBIABICHHBIX HapylleHUd TpeGoBaHuil
0€30MacHOCTH U NPOMUIAKTHKY TaKUX HAPYILEHHH.

42. IlpenyoxeHust O Mepax, HalpaBleHHBIX HAa YCTPaHEHHE MpPHYHH MU
TNIOCJIC/ICTBUI BBIABJICHHBIX HapyllleHHH TpeboBaHUH 6€30MacHOCTH U MPOQHIAKTHKY
TaKUX HapyIleHWH pa3pabaThlBa€T M OCYIIECTBISET IPOBEPSEMOE CTPYKTYpPHOE
nojpasjeneHue cybbexTa o6palleHns JOHOPCKO#M KPOBH U (MJIM) €€ KOMIIOHEHTOB IO
COTJIaCOBAHHUIO C OTBETCTBEHHBIM JIHIIOM.

43.TInan HeOOXOAMMEIX Mep, HAaNpaBleHHBIX HA YCTPaHEHHME TNpPHYHH H
IIOCJICACTBHIi BBISABIEHHBIX HapyIlleHUi TpeboBaHHi 6e30macHOCTH U IPOQUIAKTHKY
TaKUX HapylleHH#H (Jajee — IUIaH) BKIIOYAET: CoOJAepKaHHE IUIaHHPYEMBIX
MEPONPHATHH; NO/DKHOCTH ¥ HaMMIMU UCTIONHUTENEH, CPOK BBHIIIOIHEHMS.

44.1lo pesynbTaTaM BbHINOJHEHMS IIaHA COCTABISETCS OTYET, B KOTOPOM
yKa3pIBaeTCsl HHPOPMaLUs O BHIIIOJHEHHH ILIaHA.

45. OTBETCTBEHHOE JIMLIO KOOPAWHHUPYET H KOHTPOJHUPYET BhINOJHEHHE
NPUHATBIX Mep, HANPaBJIEHHBIX HA YCTPAHCHUE NMPUYUH U IOCIIEACTBHI BhISBIECHHBIX
HapyIeHUH TpeOoBaHHi 6€30MacHOCTH M NPOMMIAKTHKY TaKHX HAPYLICHHUH, a TaKoKe
OLIEHUBAET UX 3 (HEKTUBHOCTD.

¢ TlocranoBnenue Ilpasutensctsa Poccuiickoii ®@enepamiu ot 12.04.2013 Ne 331 «06 yTBepkaennu Ilpasun
o0ecrieyeHHs MENWLMHCKHX, 006pa3oBaTe/IbHBIX, HAyYHBIX M HHbIX OpraHM3aLMii JOHOPCKOH KPOBBIO M (HAH) ee
KOMITOHEHTaMH B MHBIX LENAX, KPOME KIIMHMYECKOT0 Henoib3oBaHus» (Cobpanue 3akoHoaaTenscTBa Poccuiickoii Pene,
2013, Ne 16, ct. 1960, 2016, Ne 51, ct. 7396)
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46. PyxoBoauTens cyObekTa oOpalneHdss NOHOPCKOW KpoBU M (UiH) ee
KOMITOHEHTOB 00ecIieYdBaeT YCIOBHS JUIS CBOEBPEMEHHOIO YCTPAHEHHS BBISIBIEHHBIX
HECOOTBETCTBUI 00s3aTeNbHbIM TpeOOBaHUAM )7} NPUYKH
HUX BO3HUKHOBEHHS.

47. IlpoBepka BBINOJHEHUS IIPHHATHIX MEp, HalpaBJIEHHbIX Ha YCTpPaHEHHUE
IPUYHH M TOCJHEACTBU BBIABJICHHBIX HapyumleHHH TpeOoBaHHH 0€30MacHOCTH U
NMpoUIaKTHKY TaKUX HapylIeHHil OCYIIECTBIAETCS IPH OYEPENHON IUIAaHOBOM MIIU
BHEIUIAaHOBO# BHYTpeHHel poBepKe.

48. BHyTpeHHAS TpOBEpKa CYMTAETCSd 3aBEPIICHHOM, €CIM KOMHCCHS
JOKYMEHTJIbHO TOATBEpAMIA (B OTYeTe) BHINOJIHEHHE MeEp, HAIpaBICHHBIX Ha
yCTpaHeHHe TPUYMH U TOCJEACTBUN BBIABIEHHBIX HapylleHHH TpeOGoBaHUit
0e30MmacHOCTH U IMPOPHIAKTHKY TAKHX HApYILICHHIA.

49. OtyeTl O BHYTPEHHHX IIpOBEpKaX XpaHATCA y OTBETCTBEHHOIO IIMIA
B TedyeHHe mnepuopaa, ycraHoBieHHoro COII, periaMeHTHPYIOIMM TMOPSAIOK
IPOBeJIEHNS BHYTPEHHUX MPOBEPOK, 8 KOMUY - B COOTBETCTBYIOIIMX MOAPa3IEICHHIX.

50. OTyeTsl O BHYTPEHHMX MNpPOBEPKaX pETHCTPUPYIOTCS B JKypHale
PETHCTpPallMH TNPOBEACHHBIX BHYTPEHHMX IIpOBEpOK (ayJWTOB) JAEATEIbHOCTH
[0 3aroTOBKE, XpaHEHWIO, TPAHCIOPTHPOBKE H KIMHHUYECKOMY HCIIOJIB30BaHHIO
JOHOPCKO! KpOBHU M (WMJIM) €€ KOMIIOHEHTOB, COJEpXalleM: HOMEp OT4Y€eTa, CPOK
MIPOBEACHHUS MPOBEPKH, ATy COCTaBIEHHS OT4Y€Ta, HAaUMEHOBAaHUE CTPYKTYPHOIO
nojpasziefieHus cyobekTa oOpalieHus: JOHOPCKOH KPOBH U (MJIM) €€ KOMIIOHEHTOB,
COCTaB KOMHCCHH, BbISIBJIEHHBIE HApyIIEHUs, NaTy U OTMETKYy O MOJIYy4YEeHHH KOMHH
OTYeTa MPOBEPKU IPOBEpPSAEMBIM NOApA3ACICHUEM, ATy U OTYET O IIPHHATHH MED,
HallpaBjieHHBIX Ha yCTpaHeHHWe MPUYMH M TMOCIEACTBHI BBIABIECHHBIX HapylICHUH
TpeOoBaHMiT 0e30MacHOCTH M NPOPUIAKTHKY TaKUX HapylIeHUH, C IOANHMCHIO
OTBETCTBEHHOTO JIMIIA.

V1. KOHTpo/Ib H MOHHTOPHHT YCJIOBHIH XpaHEeHHS H TPAHCIIOPTHPOBKH
JAOHOPCKOI KPOBH H €€ KOMIIOHEHTOB

51. CyObexthl oOpalieHHss [JOHOPCKOW KpOBH H (MiHM) €€ KOMIIOHEHTOB
OCYLIECTBJIAIOT KOHTPOJb M MOHHUTOPHHI YCJIOBHUI XpaHEHHS M TPaHCIIOPTHPOBKH
JOHOPCKOM KpOBH M €€ KOMIIOHEHTOB B COOTBETCTBHU C YCJIOBHSMH XpaHEHH:
Y TPAHCIIOPTUPOBKH JOHOPCKOH KPOBH U €€ KOMIIOHEHTOB.

52. OTBETCTBEHHOE JIMIO OpraHHU3yeT IIPOBENEHHE KOHTPOJS YCJIOBHIA
XpaHeHHUs U TPAHCIIOPTUPOBKU JOHOPCKOM KPOBH U €€ KOMIIOHEHTOB B COOTBETCTBHH
C IJIAHOM TIPOBEIEHUs BHYTPEHHHX IIPOBEPOK.

53. MOHHUTOPHHT YCIOBHIA XpaHEHHUs M TPAHCIIOPTHPOBKH JOHOPCKOHM KPOBH U
€€ KOMIIOHEHTOB OCYIL[ECTBIISETCS IEPCOHAIOM Mopa3fieeHui cyopekTa obpalleHus
JIOHOPCKOM KpOBH U (UJIK) €€ KOMIIOHEHTOB.
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54. Pe3ynbTathl MOHMTOPHHIA YCIOBHH XpaHeHWs M TPaHCIIOPTHPOBKH
ROHOPCKOH KPOBH M €€ KOMIOHEHTOB PpETHCTPUPYIOTCS B MEIHLHHCKOM
JAOKYMEHTaIMK U 6a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

55.1lpu BBISBNEHMM HapyIIEHHH YCIOBUN XpaHEHWS M TPAHCIIOPTHPOBKH
JOHOPCKOH KPOBHU U €€ KOMIIOHEHTOB NPOBOIMTCS AHAIM3 M YCTPaHEHHE MPHYHH
HapyIIeHU#, JOHOPCKast KPOBb M €€ KOMIIOHEHTHI Y THJIM3HPYIOTCS.




