06 yTBep>xxaeHuu MNpaBun BegeHnsa eauHon 0a3sbl AaHHbIX NO
OCyLLEeCTBJIEHUIO MEpPONPUATUN, CBA3AHHbIX C obecneyeHneM
0e3onacHOCTM BOHOPCKOW KPOBM M ee KOMMOHEHTOB, pa3BUTUEM,
opraHusauuven M nponaraHaon AOHOPCTBA KPOBU U ee
KOMMNOHEHTOB, NPU3HAHUM YTPATUBLUMM CUJTY NOCTAHOBJIEHUA
MpasutenncTtBa Poccunckon Pepepaumnm ot 5 asrycta 2013 r. Ne
667 N NCKNOYeHUU NyHKTa 84 U3 nepeyHss HOPMATUBHbIX
NpaBOBbIX AaKTOB U FPynn HOPMATUBHbIX NPABOBbIX aKTOB
MpaButennctBa Poccunckon depepaumm, HOPpMaTUBHbLIX
NpaBoOBbIX aKTOB, OTAEJIbHbIX NOJIOXKEHUA HOPMATUBHbIX
NpaBoOBbIX AaKTOB U rPynn HOPMATUBHbIX NPaBOBbIX aKTOB
denepanbHbIX OPraHOB UCMOJIHUTEJNIbHOMU BNACTHU, NPABOBbIX
AKTOB, OTAEJIbHbIX NOJIOXKEHUU NPABOBbIX aKTOB, rpynn
NpPaBOBbIX AaKTOB UCMNOJIHUTEJIbHLIX U PACNOPAAMNTENbHbIX
opraHoB rocypnapcTtBeHHou Bnactu PCOCP u Cotosa CCP,
peweHuu N'ocypapcTBEHHOM KOMUCCUU NO paauovyacToTam,
copepxawux obssarenbHble TpeOOBaHUA, B OTHOLLEHUMU
KOTOPbIX HE MPUMEHSAIOTCA NoJNIoXKeHUA Yyacten 1, 2 u 3 ctaTbu 15
depepanbHOro 3aKoHa "0b6 obasaTenbHbIX TpebOBaHMAX B
Poccuuckoun depepauumn

MocTtaHoBneHue MpasBuTenbcTBa Poccuinckon Gepepauum - Ne 901 - o1 31.05.2023 - MpaBuTenbCTBO Poccuinckom
depepaumnm - flenctByeT 6€3 N3MEHEHWI

NMPABUTENIbCTBO POCCUNCKOW ®ELEPALIAN
MOCTAHOBJIEHME
OT 31 MAS 2023 . Ne 901
MOCKBA

06 yTBepxaeHum MNpasun BegeHns eanmHon 6a3bl AaHHbLIX N0 OCYLLECTBAEHWNIO MEPONPUATUI, CBA3AHHbIX C
obecneyeHnem 6e30NacHOCTY JOHOPCKOM KPOBU 1 €e KOMMOHEHTOB, Pa3BUTUEM, OpraHu3aumnen n
npornaraHAon LOHOPCTBA KPOBMW MU ee KOMMOHEHTOB, NPU3HaHNUN YTPaTUBLLMM CUY MOCTaHOBAEHNS
MpasuTtenbcTBa Poccunckon ®epepaunm ot 5 aBrycta 2013 r. Ne 667 1 UCKAIOYEHUM NYHKTa 84 13 nepeyHs
HOPMaTWMBHbIX NPaBOBbIX aKTOB U rPYMM HOPMATUBHbLIX NPABOBbIX akTOB [paBUTENLCTBa PoCCMICKOW
depepaLunn, HOPMaTUBHBIX NPABOBbLIX aKTOB, OTAEJbHbIX MON0XKEHUA HOPMATUBHbIX MPABOBbLIX aKTOB U
rPynn HOPMaTMBHbLIX NPABOBbLIX aKTOB hefepalibHbIX OPraHoB UCMONHUTENLHOW B1IAaCTU, NPaBOBbLIX aKTOB,
OTAENbHbIX NOJIOXKEHUN NPaBOBbLIX aKTOB, FPYMM NPaBOBbIX aKTOB UCMOJHUTENbHbLIX U PacrnopsaanTesbHbIX
opraHoB rocygapcTteeHHon Bnactu PCOCP n Coto3za CCP, peweHunin FocyaapCTBEHHOW KOMUCCUN MO
paanoyacToTaM, CoaepKalmx obsszaTensHble TPeboBaHNSA, B OTHOLLIEHNN KOTOPbLIX HE MPUMEHSOTCS
nonoxxeHus Yacten 1, 2 n 3 ctatbu 15 GefepanbHoro 3akoHa "06 obsa3aTenbHbIX TpeboBaHUAX B
Poccninckon depepaunn”

B COOTBETCTBMM C HacTbio 2 cTaTbl 21 PefepanbHOro 3akoHa "O OOHOPCTBE KPOBM U €€ KOMMOHEHTOB"
MpaBuTenbCTBO Poccninckon Pegepaumm NOCTaHOBASAET:

1. YTBepanTb Npunaraemslie MpaBunia BegeHns eanmHon 6asbl AaHHbLIX N0 OCYLLECTBAEHNIO MEPONPUATUNA,
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CBSA3aHHbIX C 0becrneyeHnem 6€30NacHOCTIN AOHOPCKON KPOBU 1 €8 KOMMOHEHTOB, Pa3BUTHEM,
opraHusauuen n nponaraHgon JOHOPCTBa KPOBU 11 €e KOMMOHEHTOB.

2. Peannzaumsa noAHOMOYMIA, BbITEKAIOLNX U3 HACTOALLEr0 MOCTAaHOBAEHNS, OCYLLLECTBAAETCS
COOTBETCTBYIOLWUMY hefepasibHbIMU OpraHaMm UCNOSIHATENIbHOW BACTK B Npefenax yCTaHOBIEHHOW
MpaBuTenbcTBOM Poccuinckon depepauun npefesibHON YNCAEHHOCTW PaboOTHUKOB X LLeHTpasibHbIX
annapaToB, a TakXXe BI0)KETHbIX aCCUTHOBaHMIM, NMPeAyCMOTPEHHBIX YKa3aHHbIM delepasibHbiM OpraHam
MCNONHUTENLHOW BNAacTu B hefepanbHOM BofiKeTe Ha PyKOBOACTBO U yrnipaBaeHue B chepe
YCTAHOB/IEHHbIX (YHKLINNA.

3. Mpu3HaTb yTpaTUBLUMM CUIy NOCTaHoBeHMe MpaBnTensCcTBa Poccuinckon ®egepauunm oT 5 aBrycra
2013 r. Ne 667 "O BefeHUM efmHom 6a3bl JaHHbLIX N0 OCYLLECTBJIEHUIO MEPONPUATUI, CBA3AHHbIX C
obecneyeHnem 6e30NacHOCTN JOHOPCKOM KPOBM N €e KOMMOHEHTOB, Pa3BUTUEM, OpraHM3aunen un
nponaraHaon 4OHOPCTBa KPOBMW 1 ee KoMnoHeHToB" (CobpaHue 3akoHogaTeNnbCTBa Poccuiickom
®epnepaumnm, 2013, Ne 32, cT. 4320).

4. TIyHKT 84 nepeyHs HOPMATUBHbIX NPABOBbIX aKTOB U rPYMNn HOPMaTUBHbLIX MNPABOBbIX aKTOB
MpaBuTenbcTBa Poccuinckon depgepaumm, HOPMaTUBHbIX MPaBOBbLIX aKTOB, OTAEJIbHbLIX MON0XKEHWI
HOPMATMBHbIX NPaBOBbIX @aKTOB U rPYMNn HOPMATMUBHbIX MPAaBOBbIX aKTOB (PefepanbHbIX OPraHoB
NCNONHUTENbHOW BNACTUW, MPaBOBbLIX aKTOB, OTAE/bHbIX MO/I0XKEHN NPAaBOBbLIX aKTOB, FPYMNMN NPaBOBbIX
aKTOB MCMOJIHATENbHBIX U PacnopsaanTeNibHbIX OpraHoB rocyaapcTeeHHon Bnactu PCOCP n Coto3a CCP,
pelweHni FocyaapCTBEHHON KOMUCCWM MO pafnovacToTaM, coaepxalnx obssatensHole TpeboBaHUs, B
OTHOLUEHUNN KOTOPbIX HE MPUMEHSAIOTCA NMONOXKEeHU Yacten 1, 2 n 3 ctaTten 15 GepepanbHOro 3akoHa "06
obs3aTenbHbIX TpeboBaHMaX B Poccuinckon ®enepauun”, yTBep>X A€HHOI0 NOCTaHOBIEHNEM
MpasuTtenbcTBa Poccuinckon ®epepaumm ot 31 gekabps 2020 r. Ne 2467 "O6 yTBEPXAEHUM NEPEYHS
HOPMAaTMBHbIX NPaBOBbIX @aKTOB W rPYNN HOPMATMBHLIX MPABOBbIX aKTOB [paBuUTeNbCTBa Poccuinckon
depepaLunn, HOPMaATUBHBIX NMPABOBbLIX aKTOB, OTAEJbHbIX MON0XKEHUA HOPMATUBHbIX MPABOBbLIX aKTOB U
rpynn HOPMaTMBHbIX MPaBOBbIX aKTOB (pefepanbHbIX OPraHOB UCMOJIHUTEIbHON BIACTMW, NPaBOBbLIX aKTOB,
OTAENbHbIX NOJIOXKEHUN NPaBOBbLIX aKTOB, FPYMM NPaBOBbIX aKTOB UCMOJHUTENbHbLIX U PacrnopsaanTesbHbIX
opraHoB rocygapcTteeHHon Bnactu PCOCP n Coto3za CCP, peweHuin FocyaapCTBEHHOW KOMUCCUN MO
paAano4acToTaM, CoaepKalmx obsszaTenbHble TPeboBaHNSA, B OTHOLIEHNN KOTOPbLIX HE MPUMEHSOTCS
nonoXxeHus Yacten 1, 2 n 3 ctatbu 15 GefepanbHoro 3akoHa "06 obsa3aTenbHbIX TpeboBaHUAX B
Poccuinckon ®epepaumn" (CobpaHue 3akoHogaTenbCTBa Poccuinckon ®enepauun, 2021, Ne 2, cT. 471),
NUCKJTIOYUTb.

5. HacTosLiee nocTaHoOBNEHUe BCTYNaeT B cuny ¢ 1 ceHTabps 2023 r. u gencteyeT 0o 1 ceHTsbps 2029 r.

Mpencenatens MNpaBuTensCTBa
Poccunckon ®epepaunvt M.MuwycTuH

YTBEPXXIEHbI

noctaHoBneHneM MpaBUTENbLCTBA
Poccuiickon depepauun

oT 31 mas 2023 r. Ne 901

MPABUNA

BeAeHUs eanHon 6a3bl 4aHHbIX MO OCYLLECTBJIEHNIO MEPOMPUATUI, CBA3aHHbLIX C obecneyeHnem
6e30nMacHOCTY NOHOPCKON KPOBYW 1 ee KOMMOHEHTOB, Pa3BUTUEM, OpPraHM3aLuelt 1 nponaraHaon 4OHOPCTBA
KPOBM N €€ KOMIMOHEHTOB

|. ObLime NnonoXeHns

1. HacToswwe MpaBuna yCcTaHaBAUBAIOT NOPALOK BEAEHUS e AMHOI 6a3bl AaHHbIX MO OCYLLECTBIEHUIO
MepOonpusATUIA, CBA3aHHLIX C obecnevyeHnem 6e30MacHOCTY JJOHOPCKON KPOBU 11 €8 KOMMOHEHTOB,
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pa3BMTMEM, OpraHM3aUnen 1 nponaraHAo AJOHOPCTBa KPOBU 1 €e KOMMOHEHTOB (fanee - 6a3a AaHHbIX
[IOHOPCTBA KPOBM 1 €e KOMIMOHEHTOB), B TOM YNC/1e BefleHne dhelepaibHOr0 PerncTpa A0HOPOB, CPOKM 1
hopMy NpencTaBaeHna HGopMaLumn gns pasMelleHns B 6asy AaHHbIX JOHOPCTBa KPOBU 1 ee
KOMMOHEHTOB, @ TakXXe MopsoK AOCTYNa K MHGopMaLuun, cogepxallencs B 6a3e AaHHbIX JOHOPCKOW
KPOBM N ee KOMIMOHEHTOB, N €e UCMOJIb30BaHMA.

2. Co3paHune n BefeHne 6a3bl JaHHbIX 4OHOPCTBA KPOBM M €€ KOMMOHEHTOB OCYLLECTBJIATCA B LieNsX
obecneyeHnss KOHTPONS B chepe obpalleHNs LOHOPCKON KPOBM U (1S1M) ee KOMMOHEHTOB B POCCMINCKON
denepauymn.

3. NHdopmauns, Heobxoammas ons BeaeHus 6asbl JaHHbIX JOHOPCTBA KPOBU 1 €6 KOMMOHEHTOB,
nepepaeTcs AOHOPaMU, peLuunmueHTaMm, 3aKOHHbIMU NPeacTaBUTEeNIMU PELUNUNEHTOB,
cneunann3vpoBaHHbIMU MeAULUHCKMIW OPraHM3aunsamMm, oKasblBalowmMMm MeguLMHCKYIO NOMOLLb
rpakaaHam, CTpaAatloWwmnm coumaabHO 3Ha4YUMbIMK 3a601eBaHNAMN, MPOU3BOAMTENAMU N CyBbeKTamu
obpalleHmns LOHOPCKON KPOBK 1 ee KOMMOHEHTOB PefiepalibHOMY MeLNKO-61M0I0rnYeckoMy areHTCTBY Ha
6e3B03Me34HON OCHOBE.

4. ba3a faHHbIX 4OHOPCTBA KPOBU N ee KOMMNOHEHTOB obecrneynBaeT:

a) BO3MOXXHOCTb YCTaHOBJ/IEHMS INYHOCTU AOHOPA, OCYLLECTBUBLLUEro AOHALIMIO Ha TeppuTopumn Poccrinckon
depnepaumm, N INYHOCTM PELNMNEHTA;

6) noeHTUhMKaLNo 1OHOPCKON KPOBM N €€ KOMMOHEHTOB;

B) yYeT pe3y/ibTaTOB UCCAe0BaHNA JOHOPCKOM KPOBW 1 €e KOMMNOHEHTOB Ha 3Tanax 3aroTOBKW, XPaHEHUS,
TPaHCMOPTUPOBKMW, KIMHUYECKOr0 MCMOJIb30BaHNA, Nepeayn 415 NpoM3BOACTBA NEKAPCTBEHHbIX CPEACTB
n (M) MeANLMHCKNX U3LENNIA, YTUAN3ALNN;

) yqeT pe3ynbTaTOB MCC€A0BaHNSA LOHOPCKON KPOBU U (MIM) ee KOMMNOHEHTOB, NepefaHHbIX 4s
NPOM3BOACTBA SIEKAPCTBEHHbIX CPEACTB U (M) MeAULUHCKUX U3genni, Npon3BoanuTensmu;

A) HabnoageHne 3a NOCNeACTBMAMY AOHALMMW, TPAHCHY3UN [OHOPCKOM KPOBY 1 (M) ee KOMMOHEHTOB
(MoCTTpaHCgyY3NOHHbIE PEaKLIMN U OCIIOXKHEHMS).

5. B uensx peannsaumm noaoXKeHMN, ykasaHHbIX B NyHKTe 2 HacTosAwmx MpaBu, B 6a3e AaHHbIX
LOHOPCTBA KPOBM 1 ee KOMMOHEHTOB obecneynBaeTcs:

a) BelleHne NepCoHNULMPOBAHHOIO y4eTa AOHOPOB, OCYLLECTBMBLUMX [OHALMN Ha TeppUTOpUN
Poccuinckon ®egepaumm, B LiesgX BO3MOXXHOCTW YCTaHOBAEHNS IMYHOCTW LOHOPA, OCYLLECTBMBLUENO
LOHAUNIO;

6) BeieHne NepCoOHNULMPOBAHHOIO y4eTa NHGOPMaLIUN O peakumnsax U 06 0CNOXKHEHUSX, BOSHUKLLNX Y
LOHOPOB B CBA3W C AOHaUMen, B uensax HabawgeHna 3a nocneacTBnaMmM 4OHALNN;

B) BeAEHWe y4eTa pe3yibTaToB UCCNea0BaHNS [OHOPCKOW KPOBU 1 ee KOMMOHEHTOB Ha 3Tanax 3aroToBKW,
XPaHeHUs, TPAaHCNMOPTUPOBKM, KIMHNYECKOr0 UCNOIb30BaHWA, NepeaaYn 4s NnpomM3BoACTBa
JIeKapCTBEHHbIX CPEACTB U (MKn) MEAUUMHCKUX U34enni, yTuansauun;

r) BefeHne nepCoHNULMPOBAHHOIO Y4eTa PELNNNEHTOB 1 CBEAEHNI 0 TPAHCHY3NSX, BbIMOJHEHHbIX
peunnueHTaMm, B Lensx BO3MOXXHOCTY YCTaHOBAEHUA INYHOCTU peunnmneHTa, KOTOpoMy nNpoBoaniach
TpaHCdy31a JOHOPCKON KPOBW U (UAN) ee KOMMOHEHTOB;

4) BeaeHue HabaaeHna 3a NocaeacTBUAMMN TpaHCHY3UM SOHOPCKOM KPOBK U (M) ee KOMMOHEHTOB
(MoCTTpaHCY3MOHHbIE PEaKLIUN N OCNOXXHEHNS);

e) obpaboTKa 1 xpaHeHne MeaNUNHCKON OKYMEeHTaunMn 1 (1an) cBeAeHnin, CBA3aHHbIX C 4OHOPCTBOM
KPOBU 1 (1) ee KOMIMOHEHTOB, NPeACTaB/IEHHbIX C COrnacus AoHopa (ero 3aKOHHOro NpeacTaBuTeNs);
X) bopMuMpoBaHMe CTaTUCTUYECKON OTYETHOCTM Ha OCHOBAHMM CBELEHMIN O 3ar0TOBKE, XpaHEHWMN,
TPaHCMOPTUPOBKE U KJIMHNYECKOM MCMOJb30BaHNN LJOHOPCKON KPOBM M €€ KOMMOHEHTOB;

3) OCYLLECTB/IEHNE KOHTPOS IOCTOBEPHOCTU, MOJIHOTHI M aKTyaJlbHOCTU AaHHbIX MEPCOHNMULINPOBAHHOM O
y4yeTa 0 LOHOpaXx W peumnmeHTax, 4OHOPCKOW KPOBU 1 (MK) ee KOMMOHEHTax B Liensax obecnevyeHuns
KOHTpONs B chepe obpalleHns JOHOPCKOM KPOBU U (M) ee KOMMOHEHTOB;

1) DOCTYN K CBeAEHMAM, cofepKalinmcs B 6a3e AaHHbIX JOHOPCTBA KPOBU U ee KOMMOHEHTOB,
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npeacTaBneHne Taknx CBEAEHUIN B 31IEKTPOHHOM BUAE, B TOM YMcCe NoCpeacTBoOM heaepasibHoOM
rocyaapCTBEHHOW MHGOPMALIMOHHON CUCTEMbI "EQNHbBIN NOPTan rocyAapCTBEHHbIX U MyHULMMNANbHbIX
ycnyr (yHKUMIA)", B Lenax npefocTaBieHnsa rpaxkaaHam ycayr n CepBucoB B cpepe 34paBOOXPaHEHNSA B
3/IEKTPOHHON hopMe;

K) MH(OPMaLIMOHHOE B3auMOLENCTBME C €AMHON roCyAapCTBEHHON MH(OPMALMOHHOW CMCTEMON B cdhepe
3[PaBOOXPAHEHNS U C MHbIMW FOCYAAPCTBEHHbIMU MHPOPMALMOHHBIMU CUCTEMAMW, B TOM YUC/e B
COOTBETCTBUM C NPaBUIaMn MHGMOPMALMOHHOMO B3aMMOAENCTBNS, B Lenax obecnevyeHns KOHTpoNs B chepe
obpaleHns JOHOPCKOM KPOBM 1 (MNKN) ee KOMMOHEHTOB;

J1) UCNOJIb30BaHMe Cneunanm3npoBaHHbIM MEANLIMHCKMMMN OPraHn3aLUmnsamMmn, oKasbiBatowmmm
MeLMLMHCKYI0 NOMOLLb Fpa)kAaHaM, CTpadaloLiMM coLMaibHO 3Ha4YMMbIMUK 3aboneBaHnaMY,
Nnpon3BOANTENAMU N CybbekTaMm obpalleHnsa JOHOPCKOM KPOBU 1 (M) ee KOMMOHEHTOB YCUJIEHHOW
KBaJIM(PULMPOBAHHON 3/IEKTPOHHON NOANNCK NPY (POPMUPOBAHUN INEKTPOHHBLIX LOKYMEHTOB, @ TaKXe
YCUEHHON HEKBAaNUMULNPOBAHHON 31EKTPOHHON MOAMMCK (PU3NYECKOr0 ML, CepTURUKAT KYa
NPOBEPKU KOTOPOI CO3MaH 1 NCMOb3yeTCs B UHGPACTPYKTYype, obecneymnsatoLlen MHGMOPMaLNOHHO-
TEXHOJIOrM4ecKoe B3aMMOoAeNncTene NHPOPMaLMOHHbBIX CUCTEM, NCMOJb3YEMbIX A5 NPefoCTaBAeHNS
rOCyLapCTBEHHbIX U MyHULIMMAAbHLIX YCAYT B 3/1IEKTPOHHON hopMe, ¢ cobntoneHnem TpeboBaHuim
depnepanbHOro 3akoHa "06 anekTpoHHON noanucKn" B Lienax obecneyveHns KOHTPONS B chepe obpalleHns
[OHOPCKOW KPOBW 1 (MS1N) €e KOMIMOHEHTOB;

M) obecneyeHne [OCTYNHOCTY faHHbIX A1 N0oNb30BaTeNnen nHdopmMaLmm ¢ y4etom TpeboBaHui
3aKoHonaTenbCcTBa Poccuinickon ®epepaunn B Lensax obecnevyeHns KOHTpoaa B chepe obpalleHus
LOHOPCKOW KPOBW 1 (MNIN) ee KOMMOHEHTOB;

H) obecneyeHne NHGOPMaLMOHHON 6e@30MacHOCTY W 3aLUThl NEPCOHAbHBIX AaHHbIX B COOTBETCTBUN C
TpeboBaHMAMK 3aKOHOAATENLCTBA Poccuinckon ®epepauunm B Lensx obecneyeHns KOHTPONS B chepe
obpalleHmnsa OOHOPCKON KPoBKM W (M) ee KOMMOHEHTOB;

0) y4yeT pe3ynbTaToB NCCAe0BaHMA JOHOPCKOW KPOBM 1 (M1M) ee KOMMOHEHTOB, MepeaHHbIX A4S
Npon3BOACTBA JIEKAPCTBEHHbIX CPEACTB U (M) MEAULNHCKUX U3AeNniA, MPON3BOAUTENSAMMY;

n) opMmnpoBaHMe Ha OCHOBaHMM CBedeHWI hefepanbHOro perncTpa LOHOPOB MMEHHbIX CMIMCKOB LOHOPOB,
NPeaCTaBNSEMbIX K HAarpaXKAeHWI0 HarpyAHbIM 3HakoM "MoYeTHbIR AoHop Poccun”, nocpeactesoM 6asebl
LaHHbIX JOHOPCTBA KPOBM U €€ KOMMOHEHTOB B MUHNCTEPCTBO 34paBooXpaHeHmns Poccuinckon deaepauun.
6. basa faHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB COCTOUT M3 CNefyoWmnx NogcUCTeM:

a) aBTOMaTU3NPOBaHHAsA MHGOPMALIMOHHAs CUCTEMa TpaHcy3nonoruy;

6) thenepasibHbIA PErMCTP OOHOPOB;

B) CUCTEMa 3alUTbl UHGOPMaLuK;

r) MobunbHOE NpuoXeHne, NNYHbIA KabuHeT Ha enepanbHoM nopTane Cnyxbbl KPOBY (40 MOMEHTa
peann3aunm GyHKUMOHaNa B eaepanbHON rocyaapCTBEHHON NMHOPMaALMOHHON cucteMe "EQUHBIA NopTan
roCYyAapCTBEHHbIX Y MyHULUNAAbHbLIX YCAYT (hYyHKLUNA)",

1) dhenepanbHbIi nopTan Cnyx6bbl KPOBU.

7. Pa3melleHmne B 6a3e AaHHbLIX JOHOPCTBA KPOBM U ee KOMMOHEHTOB UHGopMauun, ee 0bpaboTka,
XPaHeHue, NCMosb30BaHMe, a TakXXe JOCTYN K Takon MHopMaLmMmM 1 ee 3alMTa OCyLLeCTBAAITCS
onepaTopoM K cybbekTamu obpalleHns JOHOPCKOW KPOBU 1 (MNN) ee KOMMOHEHTOB C CoboaeHnem
TpebosaHuin ®efepanbHOro 3akoHa "O6 UHGopMaLun, MHHOPMALIMOHHBIX TEXHONOMMAX 1 0 3aluTe
nHgopmaumnmn" n GenepanbHoro 3akoHa "O nepcoHanbHbIX AaHHbIX".

TpeboBaHuMs K MHPPaCTPYKType 6a3bl AaHHbIX LOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB, BK/OYas CpeacTBa
3aLlMUTbl UHGOPMaLUK, YTBEPXKAAOTCA onepaTopoM 6a3bl 4aHHbIX AOHOPCTBA KPOBW U €€ KOMMOHEHTOB.

8. BefieHue perncTpoB, KNacCUKaToOPOB 1 CNPaBOYHMKOB 6a3bl AaHHbLIX JOHOPCTBa KPOBMW U ee
KOMMOHEHTOB ocCyLLecTBAAeTCa nyTeM 06paboTkM UHGOPMaL MM B NoACMCTEME "aBTOMaTMU3UPOBaHHAS
NHOPMaLMOHHas CUCTeMa TpaHCQy3noaornn' Ha OCHoOBe NCNOJb30BaHNA eAnHbIX (DOPMATOB, B TOM YucCie
B OTHOLUEHWW 3NEKTPOHHbIX AJOKYMEHTOB, KOTOpble pa3pabaTbiBalOTCA U YTBEPXKLAOTCSH onepaTopom 6assbl
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LaHHbIX [OHOPCTBA KPOBM 1 €e KOMMOHEHTOB. Ecnn B 6a3y AOHOPCTBa KPOBU 11 €€ KOMMOHEHTOB MpU
B3aMMOLENCTBUN C APYrMMU UHDOPMALMOHHLIMU CUCTEMaMN BHOCATCA UK B HEN (POPMUPYIOTCS
3N1eKTPOHHbIE LOKYMEHTbI, Takne AOKYMEHTbI LO/XKHbl COOTBETCTBOBaTb TpeboBaHNAM 3aKOHOLaTeIbCTBa
Poccuiickon ®egepaumm 06 nHpopmaunm, MHHOPMALMOHHBLIX TEXHOMOMUAX 1 0 3almTe nHgopmauun. Mpn
hOpMUPOBAHNM INEKTPOHHbBIX LOKYMEHTOB B YKa3aHHOW MOACUCTEME UCMOMb3YIOTCA YCUNEHHbIE
KBaJIN(PULIMPOBAHHbIE 3JIEKTPOHHbIE MOAMMUCH.

9. B 6a3e gaHHbIX JOHOPCTBA KPOBM U €e KOMMOHEHTOB UCMO/b3YIOTCA €AUHbIE PEECTPbI, KNacCUUKaTops.l
1 CNPaBOYHUKMK, COAepKaLLmecs B heflepaibHOM peecTpe HOPMaTUBHO-CNPaBOYHON MHGOPMaL MK B cdhepe
3[1paBOOXPaHEHUNs, B TOM Y1Ce B (hefiepalibHOM rocyiapCTBEHHON MHDOPMALMOHHON cucTeme "EguHas
cucTeMa HOpMaTMBHOW CMPaBOYHON MHGOpMaLUn”.

10. XpaHeHune nHdopmaumm B 6ase gaHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB OCYLLECTBASETCS B
TeyeHue 25 N1eT Co AHA ee pa3MeLLeHus.

IIl. Y9acTHMKM 6a3bl 4aHHbIX JOHOPCTBA KPOBU 11 €8 KOMMOHEHTOB

11. YyacTHMKamMm 6a3bl AaHHbIX OHOPCTBA KPOBM U €€ KOMMOHEHTOB SIBNSIOTCSA:

a) onepaTop 6a3bl LaHHbLIX [OHOPCTBA KPOBY U €€ KOMMOHEHTOB;

6) nocTaBwmKN nHopmauum B 6a3y gaHHbIX JOHOPCTBA KPOBU 1 €€ KOMIMOHEHTOB;

B) MO/b30BaTENM MHOPMaLMK, CoaepKaLllencs B 6a3e AaHHbIX JOHOPCTBa KPOBU 11 €6 KOMMOHEHTOB.

12. OnepaTopoM 6a3bl AaHHbLIX JOHOPCTBA KPOBM U ee KOMMOHEHTOB ABNseTca OefepansHoe MeLnKo-
Bronornyeckoe areHTCTBO.

13. OnepaTtop 6a3bl AaHHbIX LOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB OCYLLECTBASET:

a) BefleHune, pa3BuTUe 1 IKCNayaTauunio 6a3bl AaHHbIX JOHOPCTBA KPOBU 1 €e KOMMOHEHTOB, a TakXe
06paboTKy cBefeHui, cogepxalwmxcsa B 6ase faHHbIX JOHOPCTBA KPOBW U €€ KOMMOHEHTOB, B TOM YucCie
NepCoHaNbHbIX OaHHbIX;

6) obecneyeHne becnepebonHOro eXxeLHEBHOMO 1 KPYrIOCYyTOYHOr0 (hYHKLMOHMPOBaHUSA 6a3bl AaHHbIX
LLOHOPCTBA KPOBM 1 €e KOMIMOHEHTOB;

B) 3alUMTY CBELEHUN, COAEPKALLMXCA B Ba3e faHHbLIX JOHOPCTBA KPOBW 1 €€ KOMMOHEHTOB, B COOTBETCTBUU
¢ TpeboBaHMAMM 3aKoHoAaTeNbCTBA Poccuinckon ®epepavmm 06 nHpopmauum, MHHOPMaLMOHHBIX
TEXHOMOMMSAX U 0 3almMTe NHOPMaLUMK, 3aKoHogaTenbcTBa Poccuinckon ®eaepaumm B obnactu
nepcoHasbHbIX AaHHbIX Npu ux obpaboTke B 6a3e faHHbLIX JOHOPCTBA KPOBW U €€ KOMMOHEHTOB;

r) obecrneyeHne MeXxBeOMCTBEHHOr0 MHGOOPMALMOHHOMO B3aMMOAENCTBNA NpK (DOPMUPOBAHUN U BEAEHUN
NepcoHMMULNPOBAHHOIO Y4eTa AOHOPOB, PELUMMEHTOB, MHHOPMaLIMKN O peakLmsax 1 06 0CN0XKHEHNSAX,
CBEeLEHMNIN 0 TPAHCPY3MAX, BEINOJHEHHbIX PELMMNEHTAM, B TOM YMC/ie C UCM0JIb30BaHNEM CUCTEMbI
MeXXBEeAOMCTBEHHOM0 3/1IEKTPOHHOI0 B3aUMOAENCTBMS;

[l) KOHTPOJIb JOCTOBEPHOCTU, NOJIHOTbI M aKTYaslbHOCTU AAaHHbIX MePCOHUMULMPOBAHHOMO y4eTa 0 JOHopaxX
N peunnmeHTax, LOHOPCKON KPOBM U (1S1M) ee KOMMOHEHTaXx C UCM0JIb30BaHMEM BCTPOEHHbIX MEXAHN3MOB
KOHTpONS eanHo 6a3bl AaHHbIX JOHOPCTBA KPOBU 1 €6 KOMMOHEHTOB, BKJOYas €XXeOHEBHbIA MOHUTOPUHI
NOCTYNNEeHNS faHHbIX OT Cy6bekToB 0bpalleHns LOHOPCKON KPOBU 1 ee KOMMOHEHTOB, (popMaTHO-
JIOFMYECKMIA KOHTPOIb U BaIMAALMIO MPU COXPaHEHUN OaHHbIX B €AuHYt0 6a3y OOHOPCTBa KPOBM U ee
KOMMOHEHTOB.

14. CocTaB nHGopmaLun, coaepxallencs B 6a3e AaHHbIX JOHOPCTBA KPOBM U €€ KOMMOHEHTOB, CPOK ee
BHECEHWS N NOCTaBLLMKN Takon UHopMaLUK, a Takxxe CoCTaB MH(opMaLMK, KOTopas BHOCUTCS B
thefepanbHbIA PerncTp LOHOPOB, CPOK €e BHECEHWS 1 NOCTaBLLMKM Takon MH(OopMaL NpuBeLeHb! B
NPUI0KEHUN.

15. BHeceHwue uHgopmauun B 6asy AaHHbIX JOHOPCTBa KPOBU 1 €6 KOMMOHEHTOB OCYLLEeCTBASETCS
NoCcpeaCcTBOM CO3L4aHMA NOCTaBLMKaMK MHPOpMaL MM PErMCTPOBON 3aMNCK 1 aBTOMaTNYECKUM
NPYCBOEHMEM PEerncTpoBON 3anncy YHUKaIbHOrO HOMepa C aBTOMaTUYeCKUM NPOCTaBleHNEM AaThl ee
BHECEHWS B MOMEHT COXPaHeHUs AaHHbIX B 6a3e faHHbIX JOHOPCTBa KPOBU 1 €€ KOMMOHEHTOB B CPOKY,
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NPeayCMOTPEHHbIE MPUIOXKEHNEM K HacToAWMM MpaBunam.

16. BHeceHve usMeHeHuMn B UHGOPMaLUIO, cogepxallytocs B 6aze AaHHbIX LOHOPCTBa KPOBU 1 ee
KOMIMOHEHTOB, OCYLLLECTBASETCA MNOCTaBLMKaMN MH(OPMaLIMM NOCPEeACTBOM peAaKTMPOBaHUS paHee
BHECEHHON MHOPMaL MK, Npu 3ToM obecneynBaeTcs 0Tobpa)keHne NCTOPUN BCEX BBEAEHHLIX NN
N3MEHEHHbIX AaHHbIX C COXPaHEHWEM YHMKaJIbHOro HOMEepa PerncTpoBOM 3anncn, a Takxe
aBTOMATMYECKMM NPOCTaBEHNEM AaTbl BHECEHUS N3MEHEHUNA.

17. NocTaBWwmKamn nHpopmaumm B 6asy AaHHbIX JOHOPCTBA KPOBU U €€ KOMMOHEHTOB SBAAIOTCSA:

a) ®enepanbHoe MeanKo-bMONIOrMYecKkoe areHTCTBO;

6) MMHMCTepCcTBO 34paBooXpaHeHnsa Poccuinckon ®epepaumm;

B) OpraHunsaumm egepanbHbiX OPraHOB UCMOIHUTESIbHON BAACTW, B KOTOPbIX (befepanbHbiM 3aKOHOM
nNpenycMoTPeHa BOEHHas 1 NpPUPaBHEHHas K Hel ciy>kba, B COOTBETCTBMM C MOJHOMOYUSAMNU,
yCTaHOB/IEHHbIMU 3aKOHOLATENbCTBOM Poccminckon depepauun;

r) MeAVUMHCKNE OpraHn3aumm rocy1apCTBEHHON CUCTEMbI 34PaBOOXPaHEHNS, OCYLLECTBASIOWMNE
3aroTOBKY M XpaHEeHMe LOHOPCKOWM KPOBM U (1J11) ee KOMMOHEHTOB;

1) Cneumnanm3npoBaHHble MeNLUMHCKNE OpraHn3aumm (MpoTuBoTybepKyesHble, KOXXHO-
BEHEPOIOrMYecKne, HapKoaornyeckune, NCUXOHEBPOIOrMYeCKUe ANUCNAHCEPDI, LLEHTPbI MO NPOUNaKTUKE U
6opbbe co CMALOOM N MHDEKLMOHHBbIMU 3a601€BaHNAMN, LLEHTPbI FTUFMEHbI U anuaemuonorunn degepanbHon
cny>bbl M0 HaZ30py B Cdhepe 3awuThl NpaB NoTpebuTene n 61aronosyyns YenoBeKa, a TakXe LeHTpbl
rUrneHsl n annaemuonorun ®enepanbHoOro MeanKo-6MoNorM4eckoro areHTCTBea);

€) MedVLUMHCKME OpraHn3aLmm, a Takxke obpa3oBaTesibHble OpraHn3aum, Hay4YHble OpraHm3aumm,
OCYLLECTBALWMNE OKa3aHNe MEANLIMHCKOW MOMOLLN;

)K) OpraHu3auunm, oCyLecTBASIOLNE NPON3BOACTBO NEKAPCTBEHHbIX CPEACTB 1 (Man) MeaULMHCKNX
N30enmMn N3 OHOPCKON KPOBU U (1K) ee KOMMOHEHTOB.

18. MNocTaBLWNKK MHDOopMaLmm B 6a3y AaHHbIX JOHOPCTBA KPOBU 1 €e KOMNOHEHTOB obecneymBaloT:

a) NnpeacTaBseHne cBeAeHMn B 6a3y AaHHbIX JOHOPCTBa KPOBW U €€ KOMMOHEHTOB, B TOM YKC/ie
MOJIyYEHHbIX OT OHOPOB, PELMMMEHTOB 1 3aKOHHLIX MPeACcTaBUTENEN PELIMNNEHTOB, B MOPAAKE N CPOKM,
YCTaHOBJIEHHblE HacToALWMMM MpaBunamu;

6) aKTyanbHOCTb 1 IOCTOBEPHOCTb CBEAEHWI, NMPeAcTaBnsemMbix B 6a3y AaHHbIX LOHOPCTBa KPOBU 1 ee
KOMMOHEHTOB;

B) paboTocnocobHOCTb COBCTBEHHBIX MPOrpPaMMHO-annapaTHbIX CPeACTB, UCMOJIb3yeMbIX NMpu paboTe C
6a301 faHHbIX 4OHOPCTBA KPOBU U €€ KOMMOHEHTOB;

I') BbIMNOJIHEHME YCTAHOBJIEHHbIX HOPMATVBHBLIMK NPaBOBbLIMU akTaMu Poccuinckon ®egepauumn TpeboBaHMM
K 3aWwmTe nHpopMaLunm B MHPOPMALMOHHBLIX CUCTEMAX.

19. Monb3oBaTensMun nHgopMaLmm, cogepxalenca B 6ase faHHbIX JOHOPCTBA KPOBW U €€ KOMMOHEHTOB,
ABNAOTCS:

a) PepepanbHoe MeanKo-b1oNOrnyeckoe areHTCTBO;

6) MMHUCTepCTBO 3apaBooXpaHeHnsa Poccuinckon denepaumnu;

B) OpraHmM3aLumnm, ocyLLeCcTBAALWMNE AeATeNbHOCTL B chepe obpalleHns SOHOPCKON KpoBu v (unun) ee
KOMMOHEHTOB.

20. Nonb3oBaTeNn UHGOPMaLUN, coaepKaLLencs B 6ase faHHbIX LOHOPCTBA KPOBU 1 €8 KOMMOHEHTOB,
0643aHbl BbINOAHATL TpeboBaHUA K 3aMTe MHOOPMALUN 1 3aLLUTE NePCOHANbHbIX AaHHbIX,
copepxalwmxcs B 6ase gaHHbIX JOHOPCTBA KPOBM U €€ KOMMOHEHTOB, YCTAHOBJIEHHbIE HOPMATUBHbLIMY
npaBoOBLIMU akTaMu Poccuickon ®epepaumm.

21. Y4acTHMKK 6a3bl JaHHbIX JOHOPCTBA KPOBU 1 €e KOMMOHEHTOB 06ecneynBatoT UCNONHEHNE TpeboBaHNI
K MH(pacTpykType 6a3bl faHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB, BKJIlOYas CPeACTBa 3aLUUThI
NHOpMaLUK, yTBEP)KAEHHbIX onepaTopoM H6a3sbl AaHHbIX 4OHOPCTBA KPOBM U €€ KOMMOHEHTOB.

22. NpepncTaBneHne B 6a3y AaHHbIX 4OHOPCTBA KPOBM U €€ KOMMOHEHTOB CBEAEHNI, COLEPXKALLNX
MHOPMaLNIO, OTHOCALLYIOCA NMPSMO UM KOCBEHHO K OMpeaesieHHOMY M onpeaensiemoMy usnyeckomy
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nngy, ocywecTBndeTCca ¢ corjiacmna Takoro anmda Ha 06p660TKy NepCoHaJIbHbIX AaHHbIX WX NPU Haan4nmn
WNHbIX OCHOBAHWI AN O6pa6OTKI/1 YKa3aHHbIX OaHHbIX.

1. MopsaZoK AOCTyNa K MH(opMaLmm, cofepxalleincs B 6a3e faHHbIX LOHOPCTBA KPOBM 11 €€ KOMMOHEHTOB

23. B uensx opraHm3aumn paboTbl ¢ 6@30M gaHHbLIX JOHOPCTBA KPOBM 1 €6 KOMIMOHEHTOB onepaTop 6as3bl
OaHHbIX JOHOPCTBa KPOBU N €€ KOMIMOHEHTOB NMPUHUMaET OpPraHn3alMOHHO-pacnopaanTesibHbIE MEpPHI,
npegycMaTpuBaloLme onpeaeneHne ynoaHOMOYEHHOro Anua onepaTtopa 6a3bl AaHHbIX LOHOPCTBA KPOBU U
€e KOMMOHEHTOB.

24, Perncrpaums nocTaBLINKOB M NoSb30BaTeNen MHGopMaLnn, cogepxxallencsa B 6ase gaHHbIX JOHOPCTBA
KPOBW 1 €e KOMMOHEHTOB, N UX AOCTYN K 6a3e AaHHbIX LOHOPCTBA KPOBU 1 €6 KOMMOHEHTOB
OCYLLECTBAAOTCSA B COOTBETCTBMM C TPeOOBaHMAMMN, YCTAHOBAEHHbLIMI ONepaTopoM 6a3bl AaHHbIX
JIOHOPCTBA KPOBW 1 €€ KOMMOHEHTOB.

25. YNnonHOMOYeHHOEe N1L0 onepaTopa, NOCTaBLMKN MHGopMauun B 6a3y AaHHbIX JOHOPCTBA KPOBM U ee
KOMMOHEHTOB 1 MOJb30BaTeNN NHGOPMaLMK, coaepxallencs B 6a3e gaHHbIX 4LOHOPCTBA KPOBM 1 ee
KOMMOHEHTOB, 3apPErncTpUpoBaHHbie B 6aze AaHHbIX LOHOPCTBA KPOBU 1 €6 KOMMOHEHTOB, MOJyYatoT
CaHKLIMOHMPOBaHHbIA AOCTYN Ha OCHOBE posieBoN Mmoaenun Kk 6a3e AaHHbIX JOHOPCTBA KPOBM U ee
KOMMOHEHTOB AJ11 OCYLLECTBAEHNS OyHKLMIA ornepaTopa 6a3bl AaHHbIX LOHOPCTBa KPOBU 1 € KOMMOHEHTOB
NN y4acTHUKa 6a3bl AaHHbIX OHOPCTBA KPOBYM 1 ee KOMMOHeHTOB. OnepaTop 6a3bl AaHHbIX 4OHOPCTBA
KPOBM N ee KOMMOHEHTOB oNpeaenseT poan y4aCTHMKOB C y4eTOM NpaB U1 Lenen 4octyna K nHgopmauunm,
copepxalenca B 6a3e fJaHHbIX [OHOPCTBA KPOBU W €€ KOMMOHEHTOB.

26. Y4aCTHMKM 6a3bl AaHHbIX 4OHOPCTBA KPOBU N ee KOMMOHEHTOB 0653aHbl He MPOM3BOANTL AENCTBNS,
HarnpaBJIEHHbIE Ha HapyLLeHMe Npouecca yHKLMOHMPOBaHMA 6a3bl JaHHbLIX JOHOPCTBa KPOBU 1 ee
KOMMOHEHTOB.

27. OocTyn K nHdopMaunm, cogepxatlencs B 6ase gaHHbIX JOHOPCTBA KPOBM 1 €€ KOMMOHEHTOB,
ocyLwlecTBadeTCca C npuMmeHeHneM nporpaMMHoO-TeXHNYECKNX CPencTs, MO3BONAOLLNX:

a) NAeHTUMUNPOBATbL NNLLO, OCYLLECTBASALWEe OOCTYN K MHpOPMaLnK;

6) obecneymBaTh pa3mMelleHne NHGOPMALIUK Ha roCyapCTBEHHOM si3blke Poccuinckon ®enepauuu;

B) obecneynBaTb aBTOMaTMN3MPOBaHHOE BEAEHNE 3JIEKTPOHHbIX XYPHA0B y4YeTa onepaumn,
OCyLLecTB/IAeMbIX B 6a3e AaHHbIX OHOPCTBa KPOBU 1 €€ KOMMOHEHTOB, C (PUKCALNEN pa3MeLLeHNS,
N3MEeHeHUs 1 yaaneHnsa nHpopMaLnm, TOYHOro BpeMEHM COBEpLUEHNS TaknX ornepaunin, cogepXxaHus
N3MEHEHUN N nHGopMaLnn 06 y4aCTHNKAX, OCYLLECTBMBLUMX TaKue OenCTBuUS;

r) obecneymBaTb LOCTYN Nosib3oBaTeNen kK 6a3e faHHbIX [OHOPCTBA KPOBM N €€ KOMMOHEHTOB, @ TakXe
6ecnepebonHyio akcnyaTauuio 6asbl JaHHbLIX JOHOPCTBA KPOBY U €€ KOMMOHEHTOB 1 3aLUNTY
copepxalenca B 6a3e faHHbIX 4OHOPCTBA KPOBM U €€ KOMMOHEHTOB MH(OPMaLmn oT
HeCaHKLMWOHNPOBAHHOIO A0CTYNa;

4) obecneymBaTb BO3MOXHOCTb MH(OPMALIMOHHOIO B3auMoaencTena 6asbl AaHHbIX 4OHOPCTBA KPOBU U ee
KOMIOHEHTOB C I/IHCbOpMaLI,VIOHHbIMI/I cncremaMiu, B TOM Hucse nocpeacTtBoM UCMOJIb30BaHNA 371EMEHTOB
NHPaCTPYKTYpbl, obecneymnsatowen MHHOPMaLMOHHO-TEXHOJIOMNYECKOE B3aMOAENCTBIE
NH(OPMALIMOHHbBIX CUCTEM, NCMOJIb3YEMbIX 411 MPeLOCTaBAEHNS FOCY 4apCTBEHHbIX Y MYHULMNAJbHbIX
yCAyr B 3/IEKTPOHHON (hopMe;

e) obecneymBaTb XpaHeHME MEQULNHCKON OOKYMEHTALNUN B hOPME 3/IEKTPOHHBIX JOKYMEHTOB,
npefycMaTpuBas pesepBHoe KONMMpoBaHWe MeANLUHCKON OKYMEHTaLUUn B (hopMe 31eKTPOHHbIX
LOKYMEHTOB U MeTaZaHHbIX, BOCCTAaHOB/IEHNE MEAULMHCKON OKYMEHTaLUN B (DOPME 3/1eKTPOHHbIX
LOKYMEHTOB 1 MeTaaHHbIX U3 Pe3epBHbIX KOMWIA;

) obecneymBaTb BO3MOXXHOCTb PaboTbl C 3NEKTPOHHLIMK NOANUCAMU, B TOM YUC/e Nnosib3oBaTenen 6asbl
JaHHbIX JOHOPCTBA KPOBM M €€ KOMMOHEHTOB 1 NpeACcTaBMTeNen onepaTopa 6a3bl AaHHbIX LOHOPCTBA
KPOBM N €€ KOMIMOHEHTOB, Y4aCTBYOLIUX B MH(OPMALIMOHHOM B3aMOAENCTBUN;

3) obecneynBaTb BO3MOXXHOCTb MOJy4eHNs nHGopMauny 13 6asbl AaHHbIX LOHOPCTBA KPOBU 1 ee
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KOMMOHEHTOB B BME (DaSIOB N 3NEKTPOHHbBIX COOBLLEHWA.

IV. NH(opMaunoHHOe B3anMoaencTemne 6asbl AaHHbIX OHOPCTBA KPOBM U €€ KOMMOHEHTOB C UHLIMU
NHpOPMaLNOHHLIMY CUCTEMAMMU

28. Mpw a3kcnayaTauumn 6a3bl 4aHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB OCYLLEeCTBAAETCS
NH(OPMaLNOHHOE B3aMOLENCTBUE (NOCTYNIeHNe 1 npeacTas/ieHne nHpopMaLuny B aBTOMaTU3NPOBAaHHOM
pexume) co cnefyowmnMm MHHOPMaLMOHHLIMK CUCTEMAMU:

a) eAnHas rocyfapcTeeHHas MHPOPMaLMOHHAs cucTeMa B chepe 34paBOOXPaHEHNS;

6) rocynapcTBeHHasa nHGOPMaLMOHHas cmcTeMa "EguHas LeHTpaan3oBaHHas ungposas niatdopma B
coumanbHom cdhepe";

B) (hefilepasibHas rocyfapCcTBeHHas MHPOopMaLMOHHaa cuctema "EQUHbBIN NnopTan rocyapCTBEHHbIX U
MyHMLMMOANbHbIX YCAYr (DyHKUMURA)";

r) eanMHas cMcTeMa MeXXBeOMCTBEHHOM0 3/1IEKTPOHHOI0 B3aMOLENCTBUS;

L) hepepasnbHas rocyfapCcTBeHHas MHGOPMaLMOHHas cucteMa "EgnHas nHopmaLmoHHas nnatgopma
HaLMOHaNbHOW CUCTEMbI YyNpaBAeHNs faHHbIMK';

e) ®efepanbHbIN PErucTp LOHOPOB KOCTHOMO MO3ra Y FreMONO3TUYECKUX CTBOSIOBbLIX KNETOK, LOHOPCKOro
KOCTHOIO MO3ra 1 remMorno3TU4YeCKnUX CTBOJIOBbLIX KJIETOK, PELUNMEHTOB KOCTHOMO MO3ra U reMono3Tuyeckmx
CTBOJIOBbIX KJ1IETOK;

) MH(POPMALIMOHHbBIE CUCTEMBI, BXOASALLME B MH(PACTPYKTYPY, obecneyvmnsatoLlyo NH(HOpMaLMOHHO-
TeXHOJIOrn4yeckoe B3aMMoaencTeme NHPOPMaLMOHHbBIX CUCTEM, UCMOJb3YEMbIX AN NPefoCcTaBAeHNs
rOCYAapCTBEHHbIX Y MyHULMUNAAbHbIX YCAYT U UCMOMHEHUSA FOCY AAPCTBEHHbLIX U MYHULMNAbHbLIX (DYHKLMA
B 3/IEKTPOHHOM hopMe ¢ cobnoaeHmnem TpeboBaHui, ycTaHOBAEHHbIX ®efepanbHbiM 3aKoHOM "0
nepcoHasbHbIX AaHHbIX";

3) NHble MH(POPMALMOHHbIE CUCTEMbI, PErUCTPbI, peecTpbl A1a obecnevyeHms yHKLNOHMPOBAHNS
(hefepanbHOro perncTpa LOHOPOB NOCPEeACTBOM €AMHON CUCTEMbl MEXBELOMCTBEHHOIO 3/IEKTPOHHOI O
B3aMMOENCTBNA B COOTBETCTBUM C TpeboBaHMAMM NOCTaHOBAEeHUS paBuTenscTBa Poccninckon
depepaumm ot 8 ceHTH6ps 2010 . Ne 697 "O eANHON CUCTEME MEXKBELOMCTBEHHOIO /IEKTPOHHOI0
B3aumomencTama".

29. MNpaBwnia MHPOPMaLMOHHOIO B3aUMOAENCTBMA U COCTaB NepefaBaeMbiX CBEAEHUI NPy 3KCIyaTaunm
6a3bl AaHHbIX OHOPCTBA KPOBMW N €€ KOMMOHEHTOB C UHBIMU NHHOPMAaLIMOHHBIMI CUCTEMaMM
YyCTaHaBANBAOTCSA COBMECTHLIMY HOPMATMBHbLIMMW NMPABOBbLIMW aKTaMUn U (MSIM) COrnalleHNIMN MEXAY
ornepaTopoM K 3aKasyukamu (onepatopamMu) MHHOPMALMOHHBLIX CUCTEM, B TOM YKCS1e NOCPeACTBOM eAUHON
CUCTEMbI MEXXBELOMCTBEHHOI0 3JIEKTPOHHOI O B3aMMOAENCTBNS B COOTBETCTBUN C TpeboBaHNAMY
nocTtaHoBseHus MNpaBuTenscTBa Poccninckon Pepepaumm ot 8 ceHTabps 2010 r. Ne 697 "O egnHom cncteme
Me)XBeOMCTBEHHOI0 3/IeKTPOHHOr0 B3aUMOLeNCTBMA", eC/in MHOe He YCTaHOBJIeHO NnpasmaamMu
(PYHKLMOHNPOBAHUSA YKa3aHHbIX MH(OPMaLMOHHBIX CUCTEM, YTBEPXXAEHHBIMU B YCTaHOBJIEHHOM MOpsaAKe.

V. 3awuTa nHpopmauun, cogepxatlencsa B 6ase gaHHbIX JOHOPCTBA KPOBW U €e KOMMOHEHTOB

30. NHthopmaums, copepxalwancs B 6a3e AaHHbIX JOHOPCTBa KPOBU 1 €6 KOMMOHEHTOB, MOANEXNT 3almTe
B COOTBETCTBUY C NoJIoXKeHnAMN PefiepanbHOro 3akoHa "06 nHpopmauum, MHHOPMaLMOHHBIX TEXHONOMUSAX
N 0 3aWunTe nHgopmauumn" n denepanbHoro 3akoHa "O nepcoHabHbIX AaHHbIX".

31. 3awuTa nHopMaLmm, cofepxaliencsa B 6ase faHHbIX JOHOPCTBA KPOBM U €€ KOMMOHEHTOB,
obecneynBaeTCs onepaTopoM 6a3bl AaHHbIX LOHOPCTBa KPOBU 1 €€ KOMMOHEHTOB MOCPELCTBOM
NPYMEHEHUs OPraHM3aLNOHHBIX U TEXHUYECKUX Mep 3allUnTbl MHOpMaLLMKM, a TakXKe OCyLLeCTBAeHNS
KOHTPO1S 3a 3KCnayaTaumen 6a3bl faHHbIX JOHOPCTBA KPOBU 1 €€ KOMMOHEHTOB.

32. B uensx 3awuTbl MHGOPMaL MK, coaeprkallencs B 6aze AaHHbIX JOHOPCTBa KPOBU 1 €6 KOMMOHEHTOB,
onepaTop 6a3bl LaHHbIX JOHOPCTBA KPOBY 1 €e KOMMNOHEHTOB obecneynBaeT:

a) hopMmpoBaHme TpeboBaHW K 3aLLMTe UHGOPMauun, coaep Kallencs B 6a3e OaHHbIX LOHOPCTBA KPOBU 1
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ee KOMMOHEHTOB;

6) npenoTBpaLLeHNe HECAHKLMOHMPOBAHHOIO AOCTYNa K MHDOpMaLmm, cogepxxallencs B 6ase aaHHbIX
LLOHOPCTBA KPOBW M ee KOMMOHEHTOB, U (MNK) Nepefaye Takon NHQopMaLMM NnLaM, He UMeIOLLMM NpaBsa
LOCTYyNa K 3TON NHopMaLLnu;

B) He3aMeanTenbHoe obHapy>xeHne PakToB HECAHKLMOHMPOBAHHOMO AOCTYNa K MHopMaLmm,
cofepxalencs B 6a3e faHHbIX [OHOPCTBA KPOBU 11 €e KOMMOHEHTOB;

) HefonyLleHne HeCaHKLMOHUPOBAHHOIO BO3AENCTBUS, HapyLlalowero yHKLMOHMPOBaHWE BXOAALWLNX B
cocTaB 6a3bl JaHHbIX JOHOPCTBA KPOBY U €€ KOMMOHEHTOB TEXHUYECKMX W NPOrpaMMHbIX CPeACTB
06paboTku nHhopmauuw;

[1) BO3MOXXHOCTb HE3aMeAIUTENbHOr0 BbiBNIEHUS (DakTOB MOAUMDMNKALIAW, YHUHTOXEHNS UK
610knpoBaHUs nHMopMauun, cogepxallencs B 6a3e aHHbIX 4OHOPCTBa KPOBU 1 €e KOMMOHEHTOB,
BCNeACTBME HECAHKLIMOHUPOBAHHOIO AOCTYMNa K HEN U BOCCTaHOBIEHUS TakoW MHopMaLmy;

e) obecneyeHne oCyLLECTBIEHNS HEMPEPLIBHOIO KOHTPOJIA 3@ YPOBHEM 3aLUMULEHHOCTM nH(OopMauuy,
copepxalenca B 6a3e fJaHHbLIX JOHOPCTBA KPOBU U €€ KOMMOHEHTOB;

XK) peann3aumnio MHbIX Mep 3alnTbl MH(OPMaLIK B COOTBETCTBUN C 3aKOHOAATEIbCTBOM Poccuinckom
depepauymn.

MPUNOXXEHWE

K MpaBunam BefeHNs egnHon 6a3bl 4aHHbIX MO OCYLLECTBAEHNIO MEPONPUATUN, CBA3aHHbIX C
obecneyeHnem 6e30NacHOCTYN JOHOPCKON KPOBY 1 €e KOMMOHEHTOB, Pa3BUTUEM, OpraHn3aumnen n
nponaraHioi NOHOPCTBA KPOBY M ee KOMMOHEHTOB

COCTAB

MHhopMaLuKn, cofep kalleincs B efnHon 6ase AaHHbIX MO OCYLLECTBAEHNIO MEPOMNPUSATUIA, CBA3AHHbIX C
obecneyeHnem 6e30MacHOCTU JOHOPCKON KPOBY 1 €8 KOMMOHEHTOB, Pa3BUTWEM, OpraHu3aLMen u
nponaraHaoin JOHOPCTBa KPOBU N ee KOMMOHEHTOB, CPOK €e BHECEHWS U NOCTABLUMKM Takoi UHGopMaLmu,
a TaKXXe COCTaB MH(OPMaLIMK, KOTopas BHOCUTCS B (helepasibHblil PErncTp JOHOPOB, CPOK €€ BHECEHNS 1
MOCTABLLMKI TaKOW UHGOPMALLMN

VHopmaLns
MocTaBLWMK nHDopMaLnn
Cpok npencTaBfeHnsa nHopmauum

I. UHpopmaLums, cofepxallasncs B eamHon 6a3e faHHbIX N0 OCYLLECTBAEHUIO
MeponpuATKIA, CBA3aHHbIX C obecneyeHnem 6e30MacHOCTY JOHOPCKOWN KPOBU 1 €€ KOMIMOHEHTOB,
pa3BMTMEM, OpraHM3aLmen 1 nponaraH4on JOHOPCTBA KPOBMU 1 €e KOMMOHEHTOB

1. HdopmMauus 06 ob6beme 3aroTOBIEHHON KPOBU

1 ee KOMMNOHEHTOBOPraHM3aLum rocy4apCcTBEHHON CUCTEMbI 34 PaBOOXPaHEHNS, OCYLLEeCTBASIOWMe
3aroTOBKY M XpaHEHMe AOHOPCKOW KPOBMW U (MNK) ee KOMMOHEHTOBMHMOPMaLMA NpeacTaBAseTCs
eXe[lHeBHO, B Te4yeHne ogHoro paboyero gHs

CO OHSA MONyYeHUs akTyasIM3MpPoBaHHbIX faHHbIX

2. Hdhopmaums o 3anace SOHOPCKON KPOBM M ee KOMMOHEHTOB C YKa3aHWeM Fpynnbl KPOBKM, pe3yc-
NpYHaLNeXHOCTU 1 peHoTHNaopraHn3aLnm rocyapCTBEHHON CUCTEMbI 3paBOOXPaHEHMS,
OCYLLEeCTBASALWME 3ar0TOBKY U XpaHeHe OHOPCKOM KPOBU U (M) ee KOMMOHEHTOB; MeULIMHCKNE
opraHu3auuu,

a Takxxe obpazoBaTesibHbIE OpraHu3aLm, HayyYHble opraHn3aLnn, OCyLLEeCTBAALINE OKa3aHue
MeLMLMHCKON NoMOoLWnnH(opMaLna NpeacTaBnaeTcs exenHeBHO, B TedeHme ogHoro paboyero gHs
CO OHSA NONYYEeHNS aKTyaJIM3MPOBAHHbLIX AaHHbIX
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3. NHdopmauwms 06 3Tanax obpalleHns JOHOPCKOM KPoBY 1 (Uan) ee KOMMOHEHTOBOPraHU3aLum
roCyaapCTBEHHOW CUCTEMbI 34PaBOOXPAHEHNS, OCYLLIECTBASIOLLNE 3ar0TOBKY U XPaHEHNE LOHOPCKON KPOBM
N (M1n) ee KOMMNOHEHTOB; MEAUNLIMHCKIME OpraHn3aLmm,

a TakKXxXe o6pa3OBaTeanb|e opraHn3sauynn, Hay4Hble opraHh3alnn, oCyecTBidloWL e OKa3aHne
MeONLUHCKON NOMOLLUNHGOPMaLNS NpeacTaBAsaeTCs exxeqHeBHO, B TeyeHme oaHoro paboyero gHs

CO OHSA NONYyYeHN aKTyasIM3MpPoBaHHbIX

JAaHHbIX

4. NHbopMaums o nnuax

(C YKa3aHNeEM nepcoHallbHbIX ,EI,aHHbIX), Y KOTOPbIX BbiAABJ1IEHBbI MEOANLIMHCKNE NMPOTNBOMNOKa3aHUA
(BpeMeHHble nan NOCTOAHHbIE) A4 CAAYN KPOBM U (M11) ee KOMMOHEHTOBCMNELNaM3NPOBaHHbIe
MeLMLMHCKME OpraHu3aumm (MpoTneBoTybepKyesHble, KOXKHO-BEHEPOIOrMYECKNE, HAPKOMOrN4ecKme,
NMCUXOHEBPOJIOrNYECKME ANCMAHCEpPbI, LLEeHTPbI

no npodunakTuke n bopsbe

co CNLOom n nHEKUNOHHbIMK 3aboneBaHNAMN, LEHTPbLI TUIMEHbI U annaemmonorun PocnotpebHag3opa,
a TaKXXe LEeHTpbl rurneHsl n anngeMmonorum ®MBA Poccun)mHpopMauma NnpeLCcTaBAsEeTCa eXXeAHEBHO, B
TeyeHune ofHoro paboyero gHs

CO OHA NONYyYeHNA aKTyasIM3MPOBaHHbIX AaHHbIX

5. NHopmauums

06 0CNOXXHEHUAX Y LOHOPOB

B CBS3M C AOHALMENOpraHM3aLmnm rocyaapCTBEHHON CUCTEMbI 34PaBOOXPAHEHMS, OCYLLECTBASAIOWMNE
3ar0TOBKY M XpaHeHve LOHOPCKON KPOBU U (KMJ1M) ee KOMNOHEHTOBUH(OPMaLINA NpeacTaBaseTcs
€XXeJHEeBHO, B TeYeHNe

5 pabouunx oHen

CO OHSA MONYyYeHN aKTyasIM3MPOBaHHbIX AaHHbIX

6. Hpopmauns

0 MOCTTPAHCHY3NOHHBIX PeakUnax 1 06 0CNOXKHEHNAX

Y peumnmMeHToOBMeaNLMHCKNE OpraHm3aumuu,

a TakKXe o6pa3OBaTeanb|e opraHn3sauynn, Hay4Hble opraHn3alnn, oCyecTBidloWL e OKa3saHne
MeONLUHCKON NOMOLLN; OpraHn3aLmm rocy4apCTBEHHON CUCTEMbI3APAaBOOXPaHEHUS, OCYLLECTBAAIOLWME
3aroTOBKY M XpaHeHne OOHOPCKON KPOBU U (1) ee KOMMOHEHTOB

NHOopMaLUs NpeacTaBAaeTCs eXXeqHEBHO, B TeYeHme

5 pabounx gHen

CO AHA nonyvYeHnsa akKTyasIM3npPOoBaHHbIX AaHHbIX

7. NHdopmauma 06 obbemMe [OHOPCKOW KPOBU 1 €€ KOMMOHEHTOB, MOArOTOBEHHLIX 415 Nepefaymn 1
nepefaHHblX 4158 NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB U (Man) MeQULMHCKUX U3AENNIA, C yKa3aHneM
noJiydaTesieiopraHm3aunm rocyaapCTBEHHON CUCTEMbI 34PaBOOXPAHEHNS, OCYLLECTBASAIOLWNE 3ar0TOBKY U
XpaHeHne OOHOPCKON KPOBM 1 (11n) ee KOMMOHEHTOBUH(OPMaLUS NpeacTaBnaeTcs exxeaHeBHO, B
TeyeHune ofHoro paboyero gHs

CO OHA NONYYeHNA aKTyasM3MPOBaHHbIX AaHHbIX

8. NH(opmauwms

0 oesTenbHocTn CybbekToB obpalleHns [OHOPCKOWM KPOBU 1 (MK) ee KOMMOHEHTOBOPraHmM3auum
roCy[apCTBEHHOW CUCTEMbI 34PaBOOXPAHEHNS, OCYLLECTBASAOLWME 3ar0TOBKY U XpaHEeHNe LOHOPCKON KPOBM
N (M1n) ee KOMMNOHEHTOB; MeANLIMHCKIME OpraHn3aLumm,

a Takxe obpasoBaTesibHble OpraHM3aunn,

Hay4Hble opraHmn3aunin, ocyllecTBidoLe OKadaHNe Me)J,VILI,VIHCKOIZ I'IOMOLLI,VII/IH(*)OpMaLI,VIFI npencTaBidaeTcAd
eXXeJHEeBHO, B Te4eHne ogHoro paboyero oHA

CO OHA NONYYEHNA aKTyasIM3MPOBAHHbLIX AaHHbIX

9. NHdopmauuns
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0 KOJIMYeCcTBe CJly4aeB BbIBO3a B OpraHu3aLmm, Haxoaawmecs 3a npeaenamm Tepputopun Poccminckon
®epnepalimm, LOHOPCKON KPOBU U (K1)

€e KOMMOHEHTOB 1 06 ux obbemeopraHm3aunm rocygapCTBEHHON CUCTEMbI 34PaBOOXPaHEHNS,
OCYLLeCTBAAOLLME 3ar0TOBKY 1 XpaHeHWe OHOPCKON KPOBY U (Un) ee KOMMOHEHTOBUHOPMaL s
npeacTaBnseTcs

B TeyeHune 3 pabounx gHen

CO OHA NONYYEHUS aKTYann3npPOBaHHbIX AaHHbIX

Il. NHhopMaums, KoTopas BHOCUTCS B hefiepaibHbIl pErMCTP AOHOPOB

1. IHdopmMaLuumsa o foHope, OCYLEeCTBMBLLEM AOHALMIO

Ha TeppuTopun

Poccninckon ®depgepaunmn:a) hamununs, UM 1 0THECTBO (MpW HaAMYKMK), a B Cllyvae

NX N3MEHEHMSA - UHblE (haMUINS, UMSA 1 OTHYECTBO

(Mpn Hann4un);

6) nata poxxaeHus;

B) noJ;

) MHopMauma o perncTpaunm

Mo MecTy XXUTeNbCTBa

nnun npebbiBaHNS;

[l) peKBM3NTbI NacnopTa

WAN NHOTO OOKYMEHTa, YAOCTOBEPSAOLErO NYHOCTD;

€) CTPaxoBO HOMEP UHAUBUAYANLHOIO JIMLEBOrO CHETa rPpaXKAaHWHa B cucTeMe 0653aTeslbHOro
NMEHCMOHHOM0 CTPaxoBaHUA (NP HaaM4nK);

)X) OaTa BK/OYEHUS B (hefiepasibHbl PErncTp 4OHOPOB;

3) rpynna Kposu,

pe3yc-npuHaaneXHoCTb, MHGopMaLusa 06 nccnenoBaHHbIX aHTUFEHAX U O HANYMM UMMYHHbIX @HTUTEN, U
Apyrue pe3ynbTaTbl NPOBEAEHHbBIX UCC/IEI0BAHNIA KPOBU;

1) 06 0CNOXXHEHNAX Y [OHOPOB B CBA3M C LOHALMEN;

K) nHgopmaums

0 NpeablayLmnx ooHaumax

OopraHu3auny rocyaapCTBEHHON CMCTEMbI 34PaBOOXPaHEHMNA, OCYLLECTBASIOLWNE 3ar0TOBKY U XpaHeHue
JLOHOPCKOW KPOBU U (MS11) ee KOMMNOHEHTOBNH(OPMaLINS NPeaoCTaBASETCA eXXeJHEBHO, B TEYEHNE 04HOI0
paboyero gHs

CO OHA NONYYEHNA aKTyasIM3MPOBAHHbLIX AaHHbIX

2. NHdopmauns

0 MepeHeCEHHbIX MHEKLIMOHHBIX 3a601eBaHNAX, HAXOXKAEHNMN B KOHTAKTE C MH(PEKLNOHHBIMU BObHLIMY,
npebbiBaHWM Ha TEPPUTOPUSX, HAa KOTOPbIX CYLLECTBYET Yyrpo3a BOSHUKHOBEHUS 1 (MAK) pacnpoCTpaHEHNS
MaCCOBbIX MH(EKLIMOHHbIX 3aboieBaHUN nn annLeMuni,

06 ynotpebaeHnn HapKOTMYECKUX CPEeACTB, MCUXOTPOMHLIX BELLECTB,

a TakXXe 0 BaKLUMHaumnax

N XMPYPru4yeckmnx BMelaTenbCTBax, BbIMOJHEHHbIX B Te4eHNe 0AHOM0 roga A0 AHSA CAadv KpoBU 1 (naun) ee
KOMMOHEHTOBMEANLIMHCKME OpraHn3aLmm,

a Takxe obpasoBaTesibHble OpraHM3aunn, Hay4Hble OpraHmnsaunm, oCyLecTBASIOWME OKa3aHue
MeONLUHCKON NMOMOLLN;CNeLnann3npoBaHHble

MeaNUNHCKNE

opraHusauun

(mpoTmBOTYbBEpPKYNE3HbIE,

KOXXHO-BEHEPOJIOrMYeCcKme, HapKoornieckme, NCUXoHEBPOIOrnyeckme gucnaHcepbl, LEHTPbI

no npodunnakTukKe
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1 6opbbe co CMNOom

N NHMEKLMNOHHBIMY 3ab01eBaHUAMY, LLEHTPLI FTUFMeHbI 1 anuaeMunonorum PocnotpebHaasopa,

a TaKXKe LeHTpbl rMrueHsbl

n anngemnonorun ®MBA Poccun)

MH(OPMaLNS NPeACTaBASETCA eXeHEBHO, B TedeHne o4Horo paboyero gHs

CO OH#A MONYYEHMA aKTyasIM3MPOBaHHbIX AaHHbIX

3. NHbopMaLmsa 0 Harpa>kAeHUn HarpyaHelM 3HakoM "MoYeTHbIR AoHop Poccun” v "MoYeTHbIN AOHOP
CCCP"MunH3apaB PoccunmnHgpopmauma npenoctaBiseTcs

B TeyeHne 3 paboymnx gHewn CO OHS NOSyYEHMS aKTyaM3NPOBAHHbIX AaHHbIX
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