MMPABUTEJILCTBO POCCHUMCKON ®EJEPALIMUA
ITIOCTAHOBIJIEHHUE

ot 31 mas 2023 r. Ne 901

MOCKBA

06 yrBep:xaenun IlpaBui BeieHUs1 e 1MHOI 02361 JAHHBIX 110
OCYHIECTBJICHHIO MePONIPHSITHI, CBA3AHHBIX ¢ o0ecreyeHneM 0e30MacHOCTH
JAOHOPCKOI KPOBU U ee KOMIIOHEHTOB, Pa3BHTHEM, OpraHu3anueii
U MPOMATAHI0M T0HOPCTBA KPOBHU U €€ KOMIIOHEHTOB, MPU3HAHUHI
yTpaTHBIIMM cuity nocraHosJieHus [IpaBurenscra Poccniickoii
®enepanuu ot S aBrycra 2013 r. Ne 667 u uckiarouennn nynkra 84
U3 NepeYyHsi HOPMATHBHBIX NMPABOBBIX AKTOB U I'PYNII HOPMATHBHBIX
npasoBbix akToB [IpaBurenscrBa Poccniickoii @exepamum, HOpMaTHBHBIX
MPaBOBBIX AKTOB, 0TAEJIbHBIX MOJI0KeHHIT HOPMATHBHBIX TPABOBBIX AKTOB
M rPyNIl HOPMATUBHBIX PABOBbIX AKTOB (pe1epaIbHBIX OPraHoOB
HCITOJIHUTEIbHOI BJIACTH, IPABOBBIX AKTOB, 0T/AE/IbHBIX M0JI0KEeHUIT
NPaBOBBIX AKTOB, IPYNI NPABOBbIX AKTOB HCIIOJHUTEIbHBIX U
pacnopsiauTeIbHbIX 0pranoB rocyaapcrserHoii Bjaactu PCOCP u Cor3sa
CCP, pemiennii ['ocygapcTBeHHOH KOMICCHH 10 PAAH0YACTOTAM,
coJiepkalux o0si3aTesibHbIe TPeOOBAHUSI, B OTHOIIEHHH KOTOPBIX He
MPUMEHSIIOTCS M0J102KeHnst yacreii 1, 2 u 3 crarbu 15 ®eaepaabHoro
3akoHa ""O0 obsi3aTesibHBIX TpeboBanusix B Poccuiickoit @enepauun'

B coorBerctBuM ¢ uacTthio 2 crtateu 21 DenepanbHOTO 3aKoHA
"O joHopcTBe KpoBM M ee kommoHeHTOB" IlpaButenbctBo Poccuiickoit
Oenepalmi MOCTAHOBJSAET :

1. YrBepaute npunaraembie [IpaBuna BeaeHus eauHoOM 0asbl JAHHBIX IO
OCYLIECTBJICHUIO MEpPONPHATHIL, CBA3aHHBIX ¢ obOecrnieueHueM O€30MacHOCTH
JIOHOPCKOM KpPOBM M €€ KOMIIOHEHTOB, Pa3BUTUEM, OpraHu3auuei
Y IIPOTNAra”ion JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

2. Peanu3auust OJTHOMOYMH, BBITEKAIOIIMX M3 HACTOSILLETO NMOCTAHOBJICHUS,
OCYILIECTBIISIETCA COOTBETCTBYIONIUMU (henepaabHBIMU opraHamu
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UCHOJIHUTEBHOM BIACTM B Mpeaenax yCTaHOBJeHHOW [lpaButenbcTBOM
Poccuiickoii @enepanyu npeaesibHOW YHCIEHHOCTH Pa0OTHUKOB UX LIEHTPAIbHBIX
anmaparoB, a Takke OFJDKETHBIX ACCUIHOBAaHWM, IpeyCMOTPEHHbIX
yKa3aHHBIM (heIepaIbHBIM OpraHaM HCTOJTHHUTEIBHOM BJIACTH B (heepaibHOM
Oro/17KeTe Ha PYKOBOJICTBO M YIIpaBJieHUE B c(hepe YCTAaHOBICHHBIX (DYHKIIMA.

3. Ilpusnars  yTpatuBmiuM cwiy mnoctaHosienue [lpaButenncTBa
Poccuiickoii @enepamun ot 5 aBrycra 2013 r. Ne 667 "O Benenuun eauHoi 6a3bl
JAHHBIX MO OCYIIECTBICHHUIO MEPOTPHUATHII, CBA3AHHBIX C O0ecreueHueM
0e30MacHOCTH JIOHOPCKOM KPOBU M €€ KOMIIOHEHTOB, Pa3BUTHEM, OPraHU3alHei
W [pomaraHaon  goHopcTtBa kpoBu U ee  kommnoHeHTOB" (CoOpanue
3akoHoaTesnberBa Poceniickoit ®enepanuu, 2013, No 32, cr. 4320).

4 Ilynxkr 84 mnepeuHs HOPMATUBHBIX TPABOBBIX AaKTOB W TPy
HOPMaTUBHBIX TNpaBoBBIX akToB lIpaBurensctBa Poccuiickoit deaepaumuu,
HOPMATHBHBIX MPABOBBIX AKTOB, OTJCIBHBIX MOJIOKEHUH HOPMATHBHBIX MPABOBBIX
AaKTOB M TIpPyNI HOPMATHBHBIX IPABOBBIX aKTOB (DelepalbHBIX OPraHOB
UCTIOJTHUTEJIBHOM BJIACTH, TPABOBBIX AKTOB, OTJCNIBHBIX IOJIOKEHUH IPABOBBIX
aKTOB, TPYIII MPABOBBIX AKTOB HMCMOJHUTEIIBLHBIX M PACTIOPSIUTEIIbHBIX OPraHOB
rocyaapctBeHHoit Biaactu PCOCP u Coroza CCP, pewennit I'ocynapcTBeHHOM
KOMMCCUM MO PAauMovyacToTaM, CoAepKammx o0s3arenbHble  TpeOOoBaHMS,
B OTHOILLEHWHM KOTOPBIX HE NMPUMEHSIOTCS noJjokeHus yacted 1, 2 u 3 crarbu 15
@enepanibHoro  3akoHa "OO oOs3arenbHbIX  TpeOoBaHusx B Poccuiickoii
Geneparmn’, yTtBepiAeHHOr0 moctaHoBiaeHueMm [lpaButenscTBa Poccuiickoi
@enepaumu ot 31 pexkabps 2020r. Ne 2467 "OO yTBEepKIEHHH NEpEUHS
HOPMATHBHBIX TPABOBBIX AaKTOB M TPYII HOPMATHBHBIX TMPABOBBIX AaKTOB
IIpaBurensctBa Poccuiickoii @enepali, HOPMATUBHBIX IMPABOBBIX AaKTOB,
OTJENTBHBIX TMOJIOKEHUH HOPMATHUBHBIX MPABOBBIX AKTOB W TPYII HOPMATUBHBIX
MPABOBBIX AKTOB (helepallbHBIX OPraHOB HCHOMHUTETBHOM BIIACTH, MPABOBBIX
aKTOB, OT/ICJIbHBIX TIOJIOKEHWI TPABOBBIX AKTOB, TIPYII IPABOBBIX AaKTOB
UCTIOJTHUTENIBHBIX W PACMOPSAMTENIBHBIX OPraHOB TOCYJapPCTBEHHON BJIACTH
PCOCP wu Cowza CCP, pewenuii [ocyrapcTBeHHOW — KOMHCCHH
[0 paauovacToTaMm, COAepKalMx oOA3arenbHble TpPeOOBAaHWA, B OTHOIICHUU
KOTOPBIX HE MPUMEHSIOTCS NoJioxkeHus yactedt 1, 2 u 3 crareu 15 ®enepanbHoro
3akoHa "O0 oOs3arensHbIx TpeboBanusax B Poccmiickoit Menepanmn” (Cobpanne
3akoHoarenbeTBa Poccuiickoit ®eneparm, 2021, No 2, c1. 471), MCKITFOUUTD.

5. Hacrosmee moctaHoBieHHe BCTymaeT B cwiy ¢ | centsbpa 2023 r.
u aeiictByer 1o 1 cenrsadps 2029 r.

AOKYMEHT NOANWCAH
3MEKTPOHHOM! NOANUCHID

Hpeﬂceﬂa’reﬂb HpaBHTEHBCTBa CBE[IEHWA O CEPTUDUKATE 31

Poccuiickoii ®enepamnuu e L ———— M.Muiryctun
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YTBEPXJIEHBI
noctaHoBieHueM lIpaButenscTBa

Poccuiickoit @enepauuu
ot 31 maa 2023 r. Ne 901

ITPABUJIA

BeJeHHUs eAHHOH 0a3bl JAHHBIX M0 0CYIIECTBIEHHI)
MepOonpusiTHii, CBI3aHHBIX C 00ecreyeHneM 0€30MacHOCTH
JAOHOPCKOIl KPOBH H ee KOMIIOHEHTOB, Pa3BUTHEM, 0PraHu3anuei
U NPONATAH/I0H JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB

1. OGuue nmonoxeHus

1. Hacrosmue IlpaBuna yctanaBiuBarOT MOPSAIOK BEICHUS €IMHON Oa3bl
JQHHBIX [0 OCYLIECTBJICHUIO MEPOIPHSTHI, CBS3aHHbIX C OOecreyeHuem
0€30MacHOCTH JIOHOPCKOM KPOBU M €€ KOMIIOHEHTOB, Pa3BUTUEM, OPraHU3aLIUei
¥ TpomnaraHjoi JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB (Janee - 0a3a JaHHBIX
JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB), B TOM HYHCJIE BeleHue (erepalibHOro
perucTpa AOHOPOB, Cpoku u (GopMy TMpeacTaBjicHus WHOOPMALUU JUTS
pasMeleHusa B 0a3y JIaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, a TaKkKe
NOpAIOK AO0CTyna K uH(opMmMauuu, conaep:kaiieiica B 06a3e JaHHBIX JOHOPCKOM
KPOBH U €€ KOMIIOHEHTOB, U €€ UCIOJIb30BAHMUS.

2.Co3ganme ®  BemeHme  0a3bpl  JAHHBIX  JOHOPCTBA  KPOBH
U €€ KOMIIOHEHTOB OCYLIECTBIJIAIOTCS B LENAX oOecnedyeHus KOHTposs B cdepe
oOpamieHuss JOHOPCKOW KpOBHM H (MJIHM) €€ KOMIIOHeHTOB B Poccuiickoit
denepauum.

3. Uudopmarnus, neobxoaumasi yisi BeneHUs 0a3bl JAaHHBIX JOHOPCTBA
KPOBU U €€ KOMIIOHEHTOB, IepPe/laeTcsi JOHOPAMH, PEUMITMEHTaAMH, 3aKOHHBIMH
OPEICTAaBUTEIAMU  PELMIMEHTOB, CHELUAIU3UPOBAHHBIMU  MEIULIMHCKUMU
OpraHM3alMsAMM, OKa3bIBAOLUIMMHM  MEIUIMHCKYIO IOMOIIb  TIpaKIaHaM,
CTPANAONIUM COIMAIBHO 3HAUYUMBIMHA 3a00JICBAaHUSIMU, TPOU3BOIUTEIISIMU
M cyObekTamu oOOpalleHusi JOHOPCKOW KpPOBM M €€  KOMIIOHEHTOB
GepepanbHOMY MEAMKO-OMOIOTHYECKOMY AareHTCTBY Ha 0e3BO3MEe3aHOMU
OCHOBE.
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4. baza naHHBIX IOHOPCTBA KPOBU M €€ KOMIIOHEHTOB 00CCIICUNBACT:

a) BO3MOJKHOCTb YCTAHOBJIGHHsI JIMYHOCTU JIOHOPA, OCYLIECTBHBIIErO
noHanuio Ha Tepputopuu Poccuiickoit Menepanuu, u IMYHOCTH PEIMINEHTA;

0) naeHTU(UKALMIO TOHOPCKOH KPOBU U €€ KOMIIOHEHTOB;

B) YUET PE3yJAbTATOB UCCIEAOBAHUS JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB
Ha 3Tanax 3aroTOBKU, XPAaHEHHWS, TPAHCIOPTUPOBKH, KIMHUYECKOTO
UCIOJIb30BAHU, Mepeiayn 1j1s IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (WIJIH)
MEIUIIMHCKUX U3EIUI, YTUIM3aLUUN;

T) y4€T Pe3yJbTaTOB HCCACHOBAHUS JIOHOPCKOW KpPOBU W (WH) ee
KOMITOHEHTOB, MepeJAaHHbIX Ul POU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB U (1IN )
MEIUITUHCKUAX U3IENHi, MPOU3BOIUTEIISIMMU,

1) HaOJmo1eHne 3a MOCJIEACTBUAMU JIOHALINH, TpaHcy3uu
JIOHOPCKOW KPOBU M (MJIM) €€ KOMIIOHEHTOB (TMOCTTPaHC()Y3UOHHBIE PEaKIUH
Y OCJIOKHEHHS ).

5. B nensx peanusanum moIOKEHUM, YKAa3aHHBIX B MYHKTE 2 HACTOSIINX
[IpaBun, B 6a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB 00ECeYMBACTCA:

a) BeAeHNEe MNEePCOHU(PULIMPOBAHHOTO YyYeTa JAOHOPOB, OCYIIECTBUBIINX
JloHauuu Ha Ttepputopuu Poccuiickoil @enepauuu, B LEISIX BO3MOXKHOCTH
YCTAHOBJICHUS JIMYHOCTH IOHOPA, OCYIIECTBUBIIETO JOHALUIO,

0) BeneHue NepCcOHU(UIMPOBAHHOTO yueTa HHEGOpPMALMH O peakusIxX
1 00 OCIIO)KHEHUSAX, BO3ZHUKIIMX Yy JOHOPOB B CBSI3U C JOHALMEH, B LEIAX
HAO0JII0ICHUS 32 TOCIEACTBUAMM TOHALNY,

B) BEJCHME Yy4eTa pe3yJbTaTOB MCCJIEIOBAaHUS JOHOPCKOW KpPOBH
M €€ KOMIIOHEHTOB Ha JTamax 3aroTOBKU, XPAHEHWs, TPaHCIOPTHUPOBKH,
KJIMHUYECKOTO MCMOJIB30BAHMS, NEPeaaun 11 MPOM3BOJICTBA JICKAPCTBEHHBIX
CPEACTB U (WJIKM) MEAUIMHCKUX U3IETTUN, yTUIU3alUH,

) BEACHUE NEPCOHM(UUMPOBAHHOTO Y4YeTa PELMIIMEHTOB M CBEJIEHUI
0 TpaHC(y3HSIX, BBIMOJHEHHBIX pPELUUNUEHTaM, B MLEISIX BO3MOMKHOCTH
YCTAHOBJICHHSI JIMYHOCTH PELUITUEHTa, KOTOPOMY MpPOBOAWIACH TpaHCQy3us
JIOHOPCKO# KPOBHU U (WJIM) €€ KOMIIOHEHTOB;

1) BeJleHne HaO/o/IeHuss 3a MOCJEACTBUAMU TpaHC(y3Uu JTOHOPCKOM
KPOBH U (WIK) €€ KOMIIOHEHTOB (MOCTTPAHC(Y3MOHHBIEC PEAKLH U OCJIOKHEHHUA ),

e) oOpaboTka W XpaHEHHE MEJMLIMHCKOW JOKYMEHTaUMu | (1in)
CBEJICHMI, CBA3AHHBIX C JIOHOPCTBOM KpPOBH M (WJIM) €€ KOMIIOHEHTOB,
NPEICTaBIEHHBIX C COTJIacusl JOHOPA (€ro 3aKOHHOTO MPEACTAaBUTEI);

’K) (DOPMUPOBAHME CTATUCTUYECKOW OTYETHOCTH HA OCHOBAHUMU CBEJECHUMN
O 3aroTOBKE, XPaHEHUH, TPAHCIOPTUPOBKE M KIMHMYECKOM HCIIOIb30BAHUU
JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB;
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3) OCYILLECTBIEHUE KOHTPOJIS JAOCTOBEPHOCTH, MOJHOTH M AKTYaIbHOCTH
JAHHBIX NEPCOHU(PUIIMPOBAHHOIO YUeTa O JOHOPAaX U PELMITHEHTaX, JOHOPCKOM
KpOBU M (WUJM) €€ KOMIIOHEHTaX B Ieisx obecrmeueHusi KOHTPoJsi B cdepe
oOpateHus JJOHOPCKOM KPOBU U (MJIM) €€ KOMITIOHEHTOB;

M) AOCTYyN K CBEACHMAM, coAepiKammmcs B 0a3e JaHHBIX JOHOPCTBA
KPOBM M €€ KOMIIOHEHTOB, NpPE/CTABJICHUE TAKUX CBEACHUH B 3JIEKTPOHHOM
BUJE, B TOM UHCIE€ IMOCPEACTBOM  (peAepanbHOl  TrOCYAapCTBEHHON
uH(pOpMAaLMOHHOK CHUCTEMBI "EauHbId nopran rocy/1apCTBEHHBIX
U MyHUIUOAMBHBIX yeayr (DyHKIuii)", B LEAAX MpeaoCTaBJeHUs TpakJaHaMm
YCIIyT ¥ CEPBHUCOB B c()epe 3/[paBOOXPAHEHUS B JIEKTPOHHOH (popMme;

K) UH(OPMAITMOHHOE B3aUMOJIEUCTBUE C €AMHOM TOCYIapCTBEHHOU
uHpOpMaLIMOHHOW cucTteMoid B cdepe 3IpaBOOXpaHEHUSs U C HMHBIMU
rOCyIapCTBEHHBIMA  WH(GOPMAIIMOHHBIMUA ~ CHCTEeMaMH, B TOM  YHCJIE
B COOTBETCTBUU C NpaBHJIaMH MH(POPMALIMOHHOTO B3aMMOICHCTBHS, B LIEJSX
obecrieuenuss KOHTposis B cdepe oOpailieHUss AOHOPCKOW KpPOBH | (WiH) ee
KOMITOHEHTOB;

JI) KCTIOJTb30BAHUE CHECIIMATTN3UPOBAHHBIMHU MEIUIIMHCKUMU OPraHU3allusiAMUA,
OKa3bIBAOIIMMH MEJMIMHCKYIO MOMOIIb I'Pa’kJaHaM, CTPAJAIOLIUM COLIMAIEHO
3HAYUMBIMU 3a00/1€BaHUAMHU, TPOU3BOIUTENSIMU M CyOBeKTamMu oOpaieHus
JIOHOPCKOM KPOBHU U (MJIM) €€ KOMIOHEHTOB YCWJICHHOW KBamM(pUUHUPOBAHHOMN
3JICKTPOHHON moAnucu 1npu  (OPMUPOBAHUMU  3JIEKTPOHHBIX JOKYMEHTOB,
a TaKkKe YCWICHHOW  HEKBATU(PUIIMPOBAHHOW  JJEKTPOHHOW  TOIIHUCH
(du3nyeckoro JMua, ceprudUKaT  KIroYa MPOBEPKM  KOTOPOM  CO3/aH
U UCIONb3yeTcss B HMHEPpACTPyKType, oOecmneunBaromen uH(OPMAIMOHHO-
TEXHOJIOIMYECKOEe B3aMMOJEHCTBHE MH()OPMALMOHHBIX CUCTEM, UCIOJIb3YyEeMbIX
U1 TIPEJOCTABJICHUA  TOCYJAPCTBEHHBIX W MYHULUMOAIBHBIX  YCIYyT
B DJIEKTPOHHO# dopme, ¢ cobmoaeHuem tpeboBaHuit MDejepanbHOr0 3aKoHa
"O0 osnexTpoHHON mnoamucu"' B uemsx obOecrieueHuss KOHTponss B cdepe
oOpalleHus JJOHOPCKOM KPOBHU U (MJIM) €€ KOMIIOHEHTOB;

M) o0OecreyeHue A0CTYIHOCTH JIaHHBIX JUIsl 110Jib30Bare/ieil nHdopmamm
¢ yueroM TpebOoBaHMI 3akoHojatenbcTBa Poccuiickoil Denepauuu B LEAX
obecrieueHusi KOHTPOJIsI B cepe oOpaiieHuss JTOHOPCKON KPOBU U (W) €€
KOMITOHEHTOB;

H) oOecrieueHne  MHAPOPMAIMOHHON  OE30MaCHOCTH M 3AIIUTHI
MEPCOHATBHBIX JAHHBIX B COOTBETCTBUU C TPEeOOBAHUSIMHU 3aKOHOATEIHCTBA
Poccutickoii @enepaimu B uensx obecriedeHuss KOHTPOJsi B cepe oOpaieHus
JIOHOPCKOM KPOBU U (UJIN) €€ KOMIIOHEHTOB;
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0) yU4eT pe3ynbTaTOB MCCACA0OBAHUA JIOHOPCKOW KpPOBW W (WMU) €e
KOMITOHEHTOB, MEPEJAaHHbIX /Ul IPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB U (1IN )
MEIUITUHCKAX U3IEHi, TPONU3BOIUTEISIMMU,

1) popMUpOBaHME HA OCHOBAaHWUM CBEIEHUH (QeJepasbHOIO perucrpa
JIOHOPOB HMMEHHBIX CIHMCKOB JOHOPOB, NPEACTaBIAEMBIX K HarpaKkICHUIO
HarpyaHeiM 3HakoM "llouerHslid moHop Poccuu', mocpencTtBom 06a3bl HaHHBIX
JIOHOPCTBA KPOBM M €€ KOMIIOHEHTOB B MHHHCTEPCTBO 3ApPaBOOXPAHEHUS
Poccuiickoi @enepaunu.

6. baza gaHHBIX JAOHOPCTBA KPOBHM H €€ KOMIIOHEHTOB COCTOMT
U3 CIEAYIOMIUX MOJICUCTEM:

a) aBTOMaTU3UPOBAHHAA HH(OPMAITMOHHAS CUCTeMa TPaHC(Y3HOJIOTHH,

0) benepasibHBIN perucTp A0HOPOB;

B) CHCTEMa 3alIUTH HH(pOopMaLINH;

r) MOOWJIBHOE TIPUJIOJKEHUE, JIMYHBIA KaOWMHET Ha QenepaibHOM mopTasie
CnyxObl kKpoBH (10 MOMEHTa peamm3ainuu (QyHkuroHana B (enepanbHOI
rocy1apCcTBEHHOM MHPOPMALIMOHHO CUCTEME "E auHbIi nopTan
rOCY/IapCTBEHHBIX U MYHUIIMNATBHBIX YCIIyT (DyHKIH)";

1) peaepanbHblii mopran CiyxkObl KPOBH.

7. Pa3amemenne B 0a3e MAHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB
undopmaruu, ee 00paboTka, XpPaHEHHWE, HCIOIL30BAHME, a TAKKE JAOCTYII
K Takoii wumHpoOpMaUMM W €€ 3alMTa OCYILECTBIISIOTCS  ONepaTopoM
u cyObekramu oOpameHuss JTOHOPCKOW KpOBM M (MJIM) €€ KOMIIOHEHTOB
¢ coOmoaennem Tpeboanuit DenepanbHoro 3akoHa "OO0 wuHpOpMaUMH,
UH(GOPMAIMOHHBIX TEXHOIOTUAX U O 3amuTe uHpopmauun” u denepanbHOro
3akoHa "O nepcoHabHBIX JaHHBIX .

TpeboBanuss k wuHPpacTpykType ©0a3bl AaHHBIX JAOHOPCTBA KPOBHU
¥ €€ KOMIIOHEHTOB, BKJIKOHAs CPEACTBA 3allUThl MH(MOPMALIMH, YTBEPIKIATCA
oneparopoM 0a3pl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

8. BeneHue perucTpos, KiacCU(PUKaTOPOB M CIPABOYHMKOB 0a3bl JaHHBIX
JIOHOPCTBA KPOBM M €€ KOMIIOHEHTOB OCYLIECTBJIAETCA IyTeM 00palboTku
uH(pOpMaLMK B MOACHCTEME "aBTOMATU3UPOBaHHAs MH(OPMaLMOHHAs CHCTEMA
TpaHc(ys3monoruu" Ha OCHOBE MCTOJIb30BAHUS €IUHBIX ()OPMATOB, B TOM UHCIIE
B OTHOLICHWHM 3JIEKTPOHHBIX JOKYMEHTOB, KOTOpbIE pa3padaTbIBatOTCS
¥ YTBEPXKAAIOTCS omeparopoM 0a3bl MJaHHBIX JOHOPCTBA KPOBH M €€
KOMNOHEHTOB. Eciu B 0a3y OOHOPCTBA KPOBM M €€ KOMIIOHEHTOB TIpU
B3aUMOJICHCTBUU C JPYIMMH MH(POPMALMOHHBIMU CHUCTEMAaMH BHOCATCS
WU B HEW (DOPMUPYIOTCA HNEKTPOHHBIE JOKYMEHTBI, TAKKE TOKYMEHTBI JOJIKHBI
COOTBETCTBOBATh TpeOOBaHUAM 3akoHoxarenbcTBa Poccuiickoit ®enepauuu
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00 uHpopmanuyu, UHOOPMAIIMOHHBIX TEXHOJIOTUSX W O 3alIMTe WH(POPMAIUH.
[Ipn dopmupoBaHMM 3JEKTPOHHBIX JIOKYMEHTOB B YKA3aHHOH MOJCUCTEME
UCTIOJTBE3YIOTCS YCHUIICHHBIE KBATM(PUIIMPOBAHHBIE 3JIEKTPOHHBIE TTOIITHCH.

9. B 0a3e gaHHBIX JOHOPCTBA KPOBM M €€ KOMIIOHEHTOB MCIIOJIb3YKOTCS
EOWHBIE PEeecTpPhl, KiIaccu(puKatopbl ©  CIOPABOYHHUKH, COAEPIKAIUECS
B (enepaspHOM peecTpe HOPMATHUBHO-CNpPaBOYHOM wuHpOpMammu B cdepe
30paBOOXPaHEHHMs, B TOM uucie B QenepaabHOil  ToCyIapCTBEHHOM
uHpopmaonHoi cucreMe "EauHas cucreMa HOPMATUBHOM CHpaBOYHOM
uHdopmarmn”.

10. Xpanenne wuHbpopManuu B 0a3e JaHHBIX JIOHOPCTBA KPOBH
U €€ KOMIIOHEHTOB OCYHIECTBIISIETCS B TEUECHHE 25 JIeT CO JHA €€ Pa3MENICHUA.

II. Yuactauku 0a3sl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB

11. YuactHukamu 6a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB
SIBJISTFOTCSL:

a) onepaTop 0a3bl JAHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

0) nocraBumky uHGopMaumu B 0a3y JaHHBIX JIOHOPCTBA KpPOBH
U €€ KOMIIOHEHTOB,

B) noJsib3oBatesi  uMHOpMALMK, conepikamieiics B 0ase  JMaHHBIX
JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB.

12. Oneparopom 0a3bl JAHHBIX JTOHOPCTBA KPOBU M €€ KOMIIOHEHTOB
apnsercs OenepaibHOE MEIUKO-0MOIOTMYECKOE areHTCTBO.

13. Onepatop 0a3sl JaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB
OCYLIECTBJISET:

a) BeICHHE, Pa3BUTHUE W JIKCIUTyaTaluio 0a3bl JAHHBIX TOHOPCTBA KPOBU
U ee KOMIIOHEHTOB, a Takke o0paboTKy CcBeleHMH, cojepxkaiguxcs B 0ase
JIAHHBIX JOHOPCTBA KPOBM M €€ KOMIIOHEHTOB, B TOM YHCJIE€ MEPCOHAIBHBIX
JTAHHBIX

0) obecrieuenne OecriepeOORHOTO  €KETHEBHOTO M KPYTJIOCYTOYHOTO
(P)YHKLIMOHMPOBAaHMA 0a3bl JIAHHBIX JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

B) 3AILUTY CBEACHUIM, COJAEpKaluXCcs B 0a3e AAHHBIX JAOHOPCTBA KPOBU
M €€ KOMIIOHEHTOB, B COOTBETCTBUM C TpeOOBaHUAMU 3aKOHOAATENIbCTBA
Poccuiickoit ®enepauun 00 unHpopmanuu, WHPOPMALMOHHBIX TEXHOJIOTHIX
M o 3amure wuHbopMmammu, 3akoHomatenbcTBa Poccmiickoin ®Denepanun
B 00J1aCTH NMEPCOHANBHBIX JAHHBIX MPH UX 00paboTke B 6a3e JaHHBIX JOHOPCTBA
KPOBHU U €€ KOMIIOHEHTOB;

r) obecrieyeHrue MeKBEIOMCTBEHHOI0 MH(POPMAIIMOHHOTO B3aUMOIACHCTBUS
npu (HOPMHUPOBAHMM W BEJCHUW TMEPCOHU(HUIIMPOBAHHOTO YYeTa JIOHOPOB,
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PELUINUEHTOB, HMHQOpPMAMK O peakuusXx U 00 OCIOKHEHHUSX, CBEICHUN
0 TpaHC(]y3usX, BHIITIOJHEHHBIX PELUITUEHTAM, B TOM YHUCJI€ C UCIIOJIb30BAaHUEM
CHCTEMBI MEKBEIOMCTBEHHOTO JIEKTPOHHOTO B3aUMOAECHCTBUA;

1) KOHTPOJIb JIOCTOBEPHOCTH, TMOJIHOTBI M aKTyaJlbHOCTHM JaHHBIX
NEPCOHU(PUIMPOBAHHOIO YUYETa O JOHOPAX U PELMIUEHTAaX, JOHOPCKOH KPOBH
M (MM) €ee KOMIIOHEHTaX C MCIOJb30BAHUEM BCTPOEHHBIX MEXaHU3MOB
KOHTPOJIA eIuHON 0a3bl JAHHBIX TOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, BKITIOUAs
€KEJIHEBHbIII MOHUTOPUHI TOCTYIUIEHMs JI@HHBIX OT CYyOBEKTOB OOpanieHHs
IOHOPCKOH KPOBM M €€ KOMIIOHEHTOB, (POpMATHO-TOTHYECKHA KOHTPOJIb
¥ BaJMJALUIO TPH COXPAHEHMM JAHHBIX B €IUHYI0 0a3y JOHOPCTBA KPOBM
U €¢ KOMIIOHCHTOB.

14. Cocrap undopmanmu, cojaepkaimeicss B 0a3e JaHHBIX JOHOPCTBA
KPOBU M €€ KOMIIOHEHTOB, CPOK €€ BHECEHHS U TNOCTABIIMKUA TaKOH
uHdopMaIMK, a TaKKe cocTaB MH(OpPMALIMK, KOTOpasi BHOCUTCS B (peiepasibHblii
PETHUCTP JOHOPOB, CPOK €€ BHECCHHWS M TOCTABIIMKU Takoi uH(OpMaIuu
NPUBE/ICHBI B PUJIOKEHUH.

15. Buecenne undopmanmu B 0a3y HAHHBIX JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB ~ OCYILECTBIISIETCSI  MOCPEJACTBOM  CO3/JaHUs  I[OCTaBILMKAMH
uHpOpMAIMK  PETHCTPOBOM  3aMMCH W ABTOMATHYECCKHUM  TPUCBOCHHUEM
PETUCTPOBOIi 3aMICH YHUKAIBHOTO HOMEPA ¢ aBTOMATUYECKUM MPOCTABICHHUEM
JlaThl €6 BHECEHHWs B MOMEHT COXPAHEHHs JaHHBIX B 0a3e JaHHBIX JOHOPCTBA
KPOBH M €€ KOMIOHEHTOB B CpPOKH, NPEIyCMOTPEHHBIE TPUIOKECHHUEM
K HacrosimM [Ipasuiam.

16. Buecenne wusmenenuii B wuH(pOpPMAIMIO, coAepKaiiyiocs B 0Oase
JAHHBIX JIOHOPCTBA KPOBU M €€ KOMITOHEHTOB, OCYLIECTBIIAETCS MMOCTaBIIMKAMH
uHdopMaIuu NOCPEACTBOM PEAAKTHPOBAHUS PaHEE BHECEHHOW WH(pOpPMAIUH,
npu 3TtoM oOecneuMBaercs OTOOpPaKEHHE MCTOPUM BCEX BBEJIEHHBIX WIM
W3MCHEHHBIX JAHHBIX C COXPAHEHWEM YHHUKAJIBHOTO HOMEpPAa PEruCcCTPOBOM
3aMMCH, a TAKKE aBTOMAaTHYECKUM IIPOCTABJIEHUEM JAaThl BHECECHUSI MU3MEHEHMHIA.

17. lMocraBuiukamu uHdopmaimu B 0a3zy J@HHbIX JIOHOPCTBA KPOBH
1 €€ KOMIIOHEHTOB SIBJISIFOTCSI:

a) OeneparbHOE MEIUKO-OMOTIOTHUECKOE areHTCTBO,

6) MunucrepcTBo 3apaBooxpanenus Poccuiickoi ®@enepaumu;

B) opranu3auuu  (peaepaJbHbIX OPraHOB MCIHOJIHUTEIBHON  BJIACTH,
B KOTOPHIX (hefepasbHBIM 3aKOHOM TPEAyCMOTpPEeHa BOSHHAs W MPUpPaBHEHHAS
K Hei ciyx0a, B COOTBETCTBMM C T[OJIHOMOYMSIMH, YCTaHOBJIEHHBIMU
3akoHOoJaTenbcTBoM Poccuiickoit deneparmn,
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') METUIIMHCKUE OpraHu3aIuu rOCy/1apCTBEHHOU CHCTEMEI
3JpaBOOXPAHEHMS, OCYLIECTBIISAIOIIME 3ar0TOBKY M XPaHEHUE JOHOPCKOM KpPOBU
U (UJ11) €€ KOMIIOHEHTOB;

1) CrelUaIu3uPOBAHHbIE MEJIMLIMHCKHE OpraHu3anuu
(mpoTUBOTYOEPKYyNE3HbIE,  KOKHO-BEHEPOJIOTMUECKHE,  HAPKOJOTHYECKHE,
IICUXOHEBPOJIOTMYECKHUE IHMCIIAHCEPhl, LEHTPhl no mnpoduiaktuke U Oopbbe
co CIIMJlom wu wuHpEKIMOHHBIMEA 3a00JICBAHUSAMM, LIEHTPHI THUTHUCHBI
U snuaemuosniornn deepanbHON cityKObl O HAA30pYy B cdepe 3aumThl Mpas
norpebuteneid m Onaromosyuusi 4YEIOBEKa, a TAaKKE LEHTPbl T'UTHEHbI
u snuaemuosorun denepaabHOro MeIMKo-OMoJIOrMYecKOro areHTCTBa),

€) MEIMIIMHCKUE OPTaHU3aINK, a TAK)Ke 00pa30oBaTeIbHBIC OPTraHU3allnH,
HAy4YHbIE OPraHu3aliy, OCYILECTBIIAIOIINE OKa3aHUE MEUIIMHCKON TOMOILIN;

’K) OPraHM3alui, OCYIIECTBIIAIONNAE TPOU3BOJICTBO  JIEKAPCTBEHHBIX
CpeACTB W (WIM) MEOUUMHCKMX W3JIEIMH M3 JOHOPCKOW KpoBM M (WM) ee
KOMIIOHEHTOB.

18. ITocraBmmkn wuHpopMauum B 0a3y JaHHBIX JOHOPCTBA KPOBH
U €€ KOMIIOHEHTOB 00eCcneunBaroT:

a) MpejcTaBjieHue CBeJeHUi B 0a3y JaHHBIX JOHOPCTBA KPOBU M €€
KOMIIOHEHTOB, B TOM YHCJI€ TMOJYYEHHBIX OT JOHOPOB, PEIUIUEHTOB
M 3aKOHHBIX TPEICTABUTENCH pPEIUNHEHTOB, B TOPAOKE W  CPOKH,
yCTaHOBJIEHHbIE HacTosAmMMHu [ IpaBunamu;

0) akTyanbHOCTh U JOCTOBEPHOCTH CBEIEHWH, MPEACTaBIsAEMBIX B 0aszy
JIAHHBIX JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

B) pab0OTOCIOCOOHOCTh COOCTBEHHBIX MPOrPAMMHO-ANMAPATHBIX CPEACTB,
MCTIOJIb3YyeMBIX npu  pabote ¢ 0a3oif  JaHHBIX  JIOHOPCTBA  KPOBH
Y €€ KOMIIOHEHTOB;

I') BBIIIOJIHEHUE YCTAHOBJICHHBIX HOPMATHUBHBIMM TIPABOBBIMH aKTaMH
Poccmiickoit ~ ®epepanumn TpeboBanuii Kk 3ammre  WHAOOpPMAIUH
B UHOPMALMOHHBIX CUCTEMaX.

19. TIMonb3oBaressimu  uHpOpManmMu, coaepiKaiueiics B 0a3e JIaHHBIX
JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, ABJIAIOTCS:

a) OeneparbHOE MEIUKO-OMOTIOTHUECKOE areHTCTBO,

6) MunucrepcTBo 3apaBooxpanenus Poccuiickoi ®@enepaumu;

B) OpraHu3alyy, OCYLIECTBIAIOIINE EATENbHOCTh B c(epe oOpamieHus
JIOHOPCKOM KPOBU U (UJIN) €€ KOMIIOHEHTOB.

20. [Tonp3oBarenu wmHpoOpMaumu, cojaepxkauleiics B 0a3e JaHHBIX
JIOHOPCTBA KPOBUM M €€ KOMIIOHEHTOB, OO0s3aHbl BBHIMOJHATH TpeOOBaHUA
K 3aumre WH(QOpMaluMy M 3all|Te IEePCOHAIbHBIX JaHHBIX, COJEpPIKAIIMXCH
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B 0a3e [OaHHBIX JIOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, YCTAaHOBJICHHBIE
HOPMAaTUBHBIMU NPaBOBbIMU akTaMu Poccuiickoit @enepaumu.

21. YuactHuku 0a3bl JAHHBIX JOHOPCTBA KPOBM U €€ KOMIIOHEHTOB
o0OecneuuBarOT MCMOJIHEHHEe TpeboBaHMI K HMHQpacTpykTrype Oasbl HaHHBIX
JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB, BKJIIOYAs CPEACTBA 3alIUThl HH(OpMALIUH,
YTBEP)KACHHBIX OneparopoM 0a3bl JaHHBIX JIOHOPCTBA KPOBH M €€
KOMIIOHEHTOB.

22. Ilpencrasnenue B 0a3y JAaHHBIX JOHOPCTBA KPOBHU M €€ KOMITOHEHTOB
CBEIEHMH, COAepKamMX HWH(POPMALHIO, OTHOCAIIYIOCSA TPSAMO WM KOCBEHHO
K OINpEAEICHHOMY WJIM OonpelessieMoMy (pU3UuecKoMy JIMILY, OCYILIECTBIISETCS
C corjacusi Takoro JMia Ha oO0pabOTKy TEPCOHATBHBIX JAHHBIX WA TPH
HAJIMYUU WHBIX OCHOBAHUM /U1 00pabOTKK yKa3aHHBIX JaHHBIX.

[11. TTopsanok nocryna k uHGoOpMamu, coaepxaieiics B 0aze JaHHbIX
JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB

23. B nensax opranusanmu padoTsl ¢ 6230 1aHHBIX JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB oriepaTop 0a3bl JaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB
NPUHAMACT OPTAHU3AMUOHHO-PACTIOPSAUTEIIBHBIE MEPBI, TPEIyCMaTPUBAIOIIHEC
OTpEJe/IeHUe YIOJIHOMOYEHHOrO JiMua oreparopa 0asbl JAHHBIX JOHOPCTBA
KPOBH U €€ KOMITOHEHTOB.

24, Peructpanusi TNOCTAaBIIMKOB W  MOJb30Bareeit  uHOpMaIm,
coJepskauieiics B 0a3e JIaHHBIX JOHOPCTBA KPOBUM M €€ KOMIIOHEHTOB, M HX
JIOCTyn K 0a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB OCYIIECTBIISIOTCS
B COOTBETCTBMU C TPeOOBAHUSAMU, YCTAHOBJIEHHBIMU OMEpaTopoM 0a3bl JaHHBIX
JTOHOPCTBA KPOBU M €€ KOMIIOHEHTOB.

25. YNOJHOMOYEHHOE JIMIO0 Oleparopa, MOCTAaBUIMKK HMHQOpMauu
B 0a3y MaHHBIX JOHOPCTBA KPOBHM M €€ KOMIIOHCHTOB M TOJIb30BATEIIH
uHdopmanmu, cojepkaueiics B 0ase  JaHHBIX  JIOHOPCTBA  KPOBH
U €¢ KOMIIOHCHTOB, 3apErMCTPUPOBAHHBIC B 0a3e MAaHHBIX JOHOPCTBA KPOBH
M €€ KOMIIOHEHTOB, TMOJy4YarOT CAHKLHMOHUPOBAHHBIA JOCTYIlI Ha OCHOBE
poneBoii Mozenn K 0as3e MAHHBIX JOHOPCTBA KPOBM W €€ KOMIIOHEHTOB
Juist ocyliecTBiieHus (yHKumid omeparopa 0as3bl JaHHBIX JOHOPCTBA KPOBH
U ¢ KOMIOHEHTOB MM y4acTHMKA 0asbl [JAHHBIX JOHOPCTBA KPOBU M €€
koMnoHeHToB. Omeparop 0a3bl JAaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB
OIpee/IsSeT POJIM YYACTHUKOB C YYETOM IpaB M LIeJIeH A0ocTyna K MHpOpMaLuH,
coaepkaineiics B 6a3e TaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.
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26. YuactHuku 0a3bl JAHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB
00s13aHbl HE MPOM3BOAMUTH ACHCTBUS, HANPABJICHHbIE HA HApYILEHHUE Mpolecca
(hyHKIMOHMPOBAHUS 0a3bl TaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

27. Noctyn k uHdopmanmu, copeprxaiieics B 6a3e JaHHBIX JOHOPCTBA
KPOBM M €€ KOMIIOHEHTOB, OCYIIECTBIIIETCS C NMPUMEHEHUEM MPOTPAMMHO-
TEXHUYECKUX CPEICTB, MO3BOJISIOIIUX:

a) nAeHTH(UIIMPOBATH JIUIO, OCYIIECTBIIAIONIEE JOCTYI K MH(pOpMaLuu;

0) obecneuynBarh pazMelieHHe UHPOPMALIMK HA IOCYIAPCTBEHHOM S3bIKE
Poccuiickoi Menepanuu;

B) o0ecrneynBaTh aBTOMAaTU3UPOBAHHOE BEJCHHE JIEKTPOHHbBIX JKYPHAIOB
yuera oOfepamuii, OCYIISCTBIsieMbIX B 0a3¢ [JaHHBIX JOHOPCTBA KPOBH
U €€ KOMIIOHEHTOB, ¢ (QuKcanueil pasMelleHus, M3MEHEHUs W YJaJIeHus
uadopMaui, TOYHOTO BPEMEHH COBEPINCHHUS TaKWX OMepanuil, COAep KaHUA
U3MeHeHni 1 uHdopMalu 00 yUaCTHUKAX, OCYIIECTBUBILUX TaKHE JEHCTBUS,

r) obecneunBaTh JOCTYM MOIb30BaTENeH K 0a3e JaHHBIX JOHOPCTBA KPOBU
U ee KOMIIOHEHTOB, a Takke OecrepeOOWHYI0 3KCIulyaTauuro 0assl JaHHBIX
JMOHOPCTBA KPOBH M €€ KOMIIOHEHTOB U 3aIIUTYy coAepiKaieiicsa B 06a3e JaHHBIX
JIOHOPCTBA KPOBM U €€ KOMIIOHEHTOB MH()OPMALMU OT HECAHKIIMOHUPOBAHHOTO
JIOCTYyTA;

n) obecrneynBaTh BO3MOKHOCTh HMH(POPMAIMOHHOTO B3aMMOACHCTBUS
0a3pl JaHHBIX JIOHOPCTBA KPOBM M €€ KOMIIOHEHTOB € HMH(OPMAIMOHHBIMH
CUCTEMAMM, B TOM UHCIE TOCPEACTBOM MCHOIb30BAHMS  3JIEMEHTOB
uH]pacTpykTypel,  obecrieunBaromeii  MHGOPMAILIMOHHO-TEXHOJOTHYECKOE
B3aUMO/IeHCTBHE MH(DOPMAITMOHHBIX CUCTEM, UCTIONB3YEMBIX TS TPEIOCTABIICHUS
roCcyapCTBEHHBIX M MYHULMIIAIBHBIX YCIYT B 3JIEKTPOHHOH (popMme;

e) obecreunBaTh XpaHEHHWE MEAMIIMHCKOW JOKyMEHTanmuu B dopme
3JICKTPOHHBIX ~ JIOKYMEHTOB, [pEeIyCMaTpUBasi PE3epBHOE  KONMUPOBAHHE
MEJMIMHCKONH  MOKyMeHTauu B (GOpMEe  AIEKTPOHHBIX  JOKYMEHTOB
M METaJaHHbIX, BOCCTAHOBJICHWE MEJMLMHCKON JOKyMEeHTauuu B Qopme
JJIEKTPOHHBIX JOKYMEHTOB U META/IAHHBIX U3 PE3EPBHBIX KOIHUIA,

k) obecrieyrBaTh BO3MOJKHOCTh PabOTBHl C 3JIEKTPOHHBIMH IOJINUCIMH,
B TOM YHUCJIC MOJIb30BaTeseii 0a3pl TaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB
¥ npejacTaBuTenieid oneparopa 0as3bl  JJaHHBIX JIOHOPCTBA KPOBU M €€
KOMITOHEHTOB, YIACTBYIOIINX B HH(OPMAIIMOHHOM B3aUMOJCHCTBUH,

3) oOecneunBaTh BOSMOKHOCTD NOTydeHus: uHGopmarmu u3 0a3bl JaHHBIX
JIOHOPCTBA KPOBM W €€ KOMIIOHEHTOB B BHJE (AMJIOB M 3JIEKTPOHHBIX
COOOILIEHM.
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IV. UndopmanmonHoe B3auMoaeiicTBie 0a3bl JaHHBIX JOHOPCTBA KPOBH
M €€ KOMIIOHEHTOB ¢ MHBIMU MH(OPMALIMOHHBIMHI CUCTEMaMU

28. Ilpu oskcrutyataumuu 0a3el  JaHHBIX JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB OCYUIICCTBIIACTCS MH(OPMALMOHHOE B3aUMOJICHCTBHE
(mocTymsieHMe ¥ OpeiacTaBiieHHe MHQOpMALMM B ABTOMAaTH3MPOBAHHOM
peKUME) CO CHAEAYIOIMMU UHPOPMAIIMOHHBIMU CUCTEMAMMU:

a) equHas rocynapcTBeHHas MH(opmanmMoHHas cuctema B cdepe
3JpaBOOXPaHEHHUS,

0) Ennnas rocypapctBeHHas WHGOPMAUMOHHAA CUCTEMa COLUAIBHOIO
obecrieueHmA;

B) herepanbHas rocyaapcTseHHas uHdopMauumoHHas cucrema "EnuHbli
MOPTaJ TOCYIAPCTBEHHBIX U MYHUIIMNAILHBIX YCayT ((pyHKIWMiA)"

I) €JJMHasi CUCTEMA MEKBEIOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aUMO/ICHCTBUS;

n) penepanvhas rocynapcrTBenHas uHdopManuonHas cuctema "Emunas
nHpOpMaMOHHasA T1aTGopMa HALMOHAJIBPHOM CUCTEMBI YIIPABJICHUS JaHHBIMHU "

¢) @enepanbHblil PETUCTP AOHOPOB KOCTHOTO MO3ra M F€MOMOATHYECKHUX
CTBOJIOBBIX KJIETOK, JJOHOPCKOIO KOCTHOI'O MO3ra M réMOINO3TUYECKUX CTBOJIOBBIX
KJIETOK, PELMITUEHTOB KOCTHOTO MO3Ta M T€MOTMO3THYSCKUX CTBOJIOBBIX KJIETOK;

k) UH(POPMALIMOHHBIE  CUCTEMbI, BXOASIIME B  UH(PACTPYKTYpY,
o0OecneunBaoNlyt0  MH(OPMALMOHHO-TEXHOJIOTMYECKOE  B3aMMOJEHCTBHE
MH(GOPMALMOHHBIX ~ CHCTEM,  MCHOAB3YEMBIX I NPEJOCTABICHUS
roCyapCTBEHHBIX U MYHULMIAIBHBIX YCIYI U HCIOJHEHHUS I'OCYIapCTBEHHBIX
U MYHULMDANbHBIX (YHKUMM B 3JIEKTPOHHOI ¢opme ¢ colOmonaeHuem
TpeOoBaHUil, ycTaHOBJIEHHbIX @DenepaiibHbIM 3aKOHOM "O [epCOHAJIBHBIX
JTAHHBIX "}

3) UHble  MH(OPMALMOHHbIE CHUCTEMBI, PErUCTPbl, pPEEeCcTpol  yid
oOecneuenuss  (yHKUMOHMpPOBAHMS  (pemepasbHOTO  pPerucTpa  JOHOPOB
NOCPEJACTBOM  €IMHOM  CHUCTEMBbl  MEKBEJOMCTBEHHOIO  3JIEKTPOHHOIO
B3aHMDﬂeﬁCTBHH B COOTBETCTBHUH C TPGGOBHHHHMH MOCTAHOBJIICHU A
[IpaBurensctBa Poccuiickoit ®enepamu ot 8 centsaops 2010r. Ne 697
"O enuHOM cUCTEMEe MEKBETOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOICHCTBUS " .

29. IlpaBuna  WMH(POPMALUMOHHOIO  B3aUMOJEWCTBHA U COCTaB
nepenaBaeMbIX CBEJICHUN NpU dKCIUTyaTanuu Oas3bl JAHHBIX JOHOPCTBA KPOBH
1 €€ KOMIIOHEHTOB C MHBIMU WH(OPMAIIMOHHBIMHU CHCTEMaMHU yCTAHABIIUBAIOTCA
COBMECTHBIMM HOPMATHUBHBIMM IPAaBOBBIMH aKTaMU M (WJIM) COTJAIIEHUAMH
MEKIy OMEpPaTOPOM M 3aKazuMKaMu (omepatopaMu) HHOOPMAIIMOHHBIX CHCTEM,
B TOM 4YHCIIE T[IOCPEJCTBOM E€IMHOW CHCTEMbl  MEXKBEIOMCTBEHHOI'O
SJIEKTPOHHOTO  B3aMMOJEHCTBUS B COOTBETCTBHM C  TpeOOBaHMAMHU
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noctanosnenus [IpasurenscrBa Poccuiickoit @enepanuu ot 8 centsdps 2010 r.
Ne 697 "O  emmHOM  cucTeMe  MEXKBEIOMCTBEHHOTO  3JIEKTPOHHOIO
B3aUMOJICHCTBUA", €CJTM MHOE HE YCTAHOBJICHO MpaBWiIaMu (DYHKIIMOHUPOBAHUS
yKa3aHHBIX MH(OPMAIMOHHBIX CHCTEM, YTBEP)KIEHHBIMH B YCTAHOBJIEHHOM
MOPSIKE.

V. 3anmra undopmanuu, coaepskanieics B 0a3e JaHHBIX
JIOHOPCTBA KPOBH U €€ KOMIIOHEHTOB

30. Undopmanms, coxepkamasicss B 0a3e JaHHBIX JIOHOPCTBA KpPOBHU
M ©¢ KOMIIOHCHTOB, TOMJICKHUT 3alIUTE B COOTBETCTBUU C MOJIOKCHUSIMH
®enepanbHoro 3akoHa "OO wuHbopmarmu, HMHOOPMALMOHHBIX TEXHOJIOTHUAX
u o 3ammre uHopmanuu” 1 GenepanpHoro 3akona "O MEPCOHATBHBIX TaHHBIX .

31. 3ammra undopmanmu, coaepkaimedcs B 0a3e JaHHBIX JIOHOPCTBA
KPOBH U €€ KOMIIOHCHTOB, 00ECIIEUMBACTCSI ONEPaTopoM 0a3bl JAHHBIX JOHOPCTBA
KPOBH M €€ KOMIIOHEHTOB IIOCPEJICTBOM MNPUMEHEHHUS OpraHu3alMOHHbIX
¥ TEXHHUECKUX MEp 3aluThl HH(POPMAINH, a TAKXKE OCYLIECTBICHUA KOHTPOIIA
3a SKCIUTyaTalmei 0a3bl JJaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

32. B uemsx 3amutel WHGOpPMAIWHU, CcoOAep)kamielicss B 0a3e JaHHBIX
JIOHOPCTBA KPOBHU M €€ KOMIIOHEHTOB, Orieparop 0a3bl IaHHBIX JOHOPCTBA KPOBH
¥ €€ KOMIIOHEHTOB 00ecneuuBaer:

a) dpopmupoBanue TpeboBaHUN K 3amuTe MH(POPMAIUHU, COAEpIKAIIEHCA
B 0a3e JaHHBIX JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB;

0) mpefoTBpaIIeHue HECAHKIIMOHUPOBAHHOTO [OCTyNMa K WH(pOpPMALUH,
cojepskaieiics B 06ase JaHHBIX JOHOPCTBA KPOBM M €€ KOMIIOHEHTOB, W (MJIN)
nepenaue Tako wHGOpPMAIUU JUIAM, HE MMEIOIIMM IpaBa JOCTyHa K 3TOM
uH(pOpMaIHH;

B) HE3aMeTUTEIbHOE OOHapykeHHe (DakTOB HECAaHKIMOHHUPOBAHHOTO
JocTyna K uH(popMauuu, cojepskaineiicss B 0a3e HaHHBIX JIOHOPCTBA KPOBH
U €€ KOMIIOHEHTOB;

I') HEJIOMYLIEHHE HECAHKIIMOHUPOBAHHOTO BO3JEHCTBUS, HapYILAIOIIETro
(hYHKIIMOHUPOBAHHWE BXOJAIIMX B COCTaB 0a3bl JaHHBIX JOHOPCTBA KPOBH H €€
KOMIIOHEHTOB TEXHHUUECKHX M MPOrpaMMHBIX CpeACcTB 00padoTku nHpopManuu;

1) BO3MOKHOCTh HE3aMEIIUTENBHOIO BBIABIEHUA (PAKTOB MOaM(puKamy,
YHUUTOKEHUS Uiau OIOKUpoBaHus UH(pOpMaLUu, coaepIKalieics B 0aze JaHHbIX
JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, BCJIEJICTBME HECAHKLIMOHUPOBAHHOTO
JMOCTyTA K Hel U BOCCTAHOBJICHHS TaKOW HH(POpMAIIHH,

TN T 1 1
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e) obecriedeHne OCYIIECTBIICHUS HEMPEPHIBHOTO KOHTPOJS 32 YPOBHEM
3aUIMIIEHHOCTH MH(pOpMAaLIMHU, coeprkaleiicss B 0a3e JaHHBIX JIOHOPCTBA KPOBH
H €€ KOMIIOHCHTOB,

K) peasM3alMil0 MHBIX Mep 3auMThl MHGOPMAIMKM B COOTBETCTBHUH
¢ 3akoHoAarenbcTBOM Poccuiickoit Denepanuu.

T

A



[TPUJIOXEHUNE

K [IpaBusam Benenus eauHomn 0asel
JaHHBIX I10 OCYIICCTBJIICHHIO
MEpPOIPHUATUH, CBA3AHHBIX
¢ obecrnieueHuem 0€30MacHOCTH
JIOHOPCKOU KPOBH U €€ KOMITOHEHTOB,
pasBUTHEM, OPraHU3aLUEN U Ipomaraiion
JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB

COCTAB

uHdopMaLHH, coepKalIeiica B eJUHOI 0a3e JaHHbIX
M0 OCYLIECTBJIEHHI0 MepPOTNIPHUSITHIH, CBA3AHHBIX ¢ o0ecreyeHneM
0€30MacHOCTH T0HOPCKOI KPOBHU H €€ KOMIIOHEHTOB, Pa3BUTHEM,
opraHu3auMeii ¥ MpPoNaraHAo0i 10HOPCTBA KPOBH H €€ KOMIIOHEHTOB,
CPOK ee BHeCeHHsl U MOCTABIIHKH TaKoil uH(popmaumu, a TaKKe COCTaB
nH(popMaLH, KOTOPasi BHOCHTCSI B (peiepajibHbIil perucTp J10HOPOB,
CPOK ee BHeCeHHs U MOCTABIIUKH Takoii uHdopmanuu

Hndopmanus

[NocraBumnk uH(pOpMALIH

Cpok npescraBieHus
nHpopmaLHn

I. Undopmanus, conepsxaiascs B e1uHON 0a3e JaHHBIX MO OCYIIECTBICHNUIO MEPONPUATHIA,
CBSI3aHHBIX € 0DecredeHneM 0e30MacHOCTH JOHOPCKOI KPOBHU U €€ KOMIIOHEHTOB, Pa3BUTHEM,
OpraHusalueil u nponarasoil JOHOPCTBAa KPOBH U €€ KOMIIOHEHTOB

1. Undopmarms 06 obveme
3aroTOBJIEHHOH KPOBH
M €€ KOMIIOHEHTOB

2. Undopmanns o 3anace
NIOHOPCKOIT KPOBU M €€
KOMIIOHEHTOB C yKa3aHUEM
rPyTIbl KPOBH, PE3yC-
NpPUHAIIEKHOCTH U (heHoTHMA

OpraHu3aLun
rOCyJapCTBEHHOMN CHCTEMBI
3/1paBOOXPAHEHNS,
OCYIIECTBIISIOLIIE 3arOTOBKY
1 XPaHEHHE NOHOPCKOM KPOBU
1 (11H) €€ KOMITIOHEHTOB

OpraHm3aLnn
roCy1apCTBEHHON CHCTEMBI
3[1paBOOXPAHEHMHS,
OCYIIECTBIISIOLINE 3arOTOBKY
¥ XpaHEHHe JOHOPCKOH KPOBH
1 (UIH) €€ KOMIIOHEHTOB;
MEIMLMHCKUE OpraHu3aLny,

a TaKkke obpazoBaTesbHbIE
OpraHMu3alny, HayYHbIe

R

nH(popmauus
MPENCTABIISETCSE
€KEeJIHEBHO, B TEYEHHE
oaHOro padboyero aHs
CO JHS MOTyHeHus]
aKTyaTM3MPOBAHHBIX
JIaHHbBIX

nH(popmauns
TnpecTaBlseTCs
€/KeJIHEBHO, B TEYEHHUE
onHOro padboyero aHs
CO JIHS MOTyHeHNs
aKTyaTM3HPOBAHHBIX
JIAHHBIX

277133 (1 12
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Cpoxk npezncTaBneHus

Hudopmanus ITocraBmuk nHpOpMaLHK
fiopian = hopMan nH(opMaLun

OpraHu3aLum,
OCYILECTBIAIOLINE OKa3aHHE
MEIULIMHCKOH ITOMOLIH

3. Mudopmaums ob sranax opraHu3aLun nHpopMaLs

oOpaieHus JOHOPCKOI KPOBH  TOCYAAPCTBEHHO# CHCTEMBI MpeACTaBIIeTCs

U (Un) ee KOMIIOHEHTOB 30pPaBOOXPAHEHHUS, €XKeHEBHO, B TEYEHNE

4. Uudopmaums o nuuax
(c yka3aHHeM nepcoHaIbHBIX

JAHHBIX), Y KOTOPBIX BbIsABIEHbI

MeIANLIMHCKHE MPOTHBO-
noka3aHus (BpeMEeHHbIE HITH
MOCTOSIHHBIE) /IS Clauy KPOBH
1 (MJI1) ee KOMITIOHEHTOB

5. Undopmanms
00 OCNIOXKHEHHSIX Y JOHOPOB
B CBSI3U C JJOHaLUel

6. Mudopmanus

0 MOCTTPaHCPY3UOHHBIX
peakisx U 00 OCIOKHEHHUIX
y PELIUMHUEHTOB

OCYIIECTBIISIOLINE 3ar0OTOBKY
1 XpaHeHH1e JOHOPCKOI KPOBH
1 (UIH1) € KOMIIOHEHTOB;
MEINLHHCKHE OPTaHN3aLHH1,

a TaKke obpazoBaTesibHbIE
OpraHu3aLny, HayYHbIe
OpraHm3anuy,
OCYLIECTBIIAKIINE OKa3aHNE
MEIMLHHCKOIT MOMOLIH

CrielHaln3uPOBaHHbIE
MEAMLMHCKHE OPraHu3almun
(mporuBoTyOEpKYIE3HBIE,
KO’KHO-BEHEPOIOr MYECKHUE,
HapKOJIOrn4ecKue,
MCHXOHEBPOJIOrHYECKHe
ZIMCTIaHCEPBI, LIEHTPBI

no npogunaktuke n dopbroe
co CITi/Tom u nu$pexunon-
HbIMU 3a00J1€BaHUAMM,
LEHTPbI TUTUEHb] U STTHIEMUO-
norun Pocniorpebnanzopa,
a TaK)Ke LEHTPbI TUTHEHBI 1
snuaemuonorun PMBA
Poccun)

OpraHU3aLun
rOCyAapCTBEHHOMH CHCTEMbI
3[paBOOX PAHEHMUs,
OCYLIECTBJIAIOLIHNE 3ar0OTOBKY
1 XPAHEHHE NTOHOPCKOH KPOBU
1 (1111) ee KOMIOHEHTOB

MEIMLIMHCKHE OpraHu3aluu,
a TakKe oOpasoBaresbHbIE
OpraHM3aLuu, Hay4HbIE
OpraHu3aLuy,
OCYLIECTBJISIOLIME OKa3aHue
MEeIULIMHCKOM MTOMOLIIH;
OpraHu3aLun

IR

OIHOTO paboyero aHs
CO JIHA TOJTyYeHus!
aKTyaTM3HPOBAHHBIX
IAaHHBIX

nHpopMaLs
MpeaCTaBIIeTCs
€KEIIHEBHO, B TCUCHHUE
ofHoro paboyero JiHs
CO JIHS TIOJTyYeHHs!
AKTYaJIM3UPOBAHHBIX
HAaHHBIX

nH(popmaLus
MPeaCTaBISeTCS
eKeJHEBHO, B TeYEeHNE
5 pabounx nHeii

CO JHSI TIOJTyYeHUS
AKTYaJIN3UPOBAHHBIX
JaHHbIX

nHGopMaLs
TMpeCTaBISIeTCs
€KEIHEBHO, B TEYEHHE
5 pabouux nuei

CO JIHS TIOJTyYeHMs!
aKTyaJIN3UPOBaHHBIX
JAaHHDBIX
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Nudopmarnus

ITocraBuyk MHpOpMaLMU

Cpoxk npezncTaBneHus
nH(opMaLun

7. Undopmanms 06 odOveme
JIOHOPCKOI1 KPOBH U ee
KOMITOHEHTOB,
MOATOTOBJIECHHBIX s
nepenavyy U nepeiaHHbIX s
MPOU3BOACTBA JIEKAPCTBEHHBIX
CpeacTB M (MIIH) MeIMLIHCKUX
W3JeNuii, ¢ yKa3aHuem
noJryuaTesei

8. Uudopmaums

0 JesITeNbHOCTH CyOBEKTOB
oOpaleHus JOHOPCKOI KpOBH
1 (MJI1) ee KOMITIOHEHTOB

9. Mudopmaums

0 KOJIMYeCTBe ClIy4aeB BbIBO3a
B 0pmHH3aHHH, Haxonosalmecs
3a mpenenamMu TepPUTOpPUn
Poccuiickoit Depepanuu,
JIOHOPCKOI KpOBH M (MJIH)

€e KOMITOHEHTOB U 00 uX
obbeme

rocy1apCTBEHHOH CHCTEMBI
3IpaBOOX pAHEHNUS,
OCYIIECTBIISIOLINE 3arOTOBKY
1 XpaHeHue JOHOPCKOIi KPOBH
U (MJTH) ee KOMIIOHEHTOB

OpraHu3auun
rocy1apCTBEHHOM CHCTEMbI
3/1paBOOXPaHEHNs,
OCYIIECTBJIIOLINE 3arOTOBKY
1 XPaHEHHE TOHOPCKOH KPOBU
u (MJIM) ee KOMIIOHEHTOB

opraHu3auuu
rOCyAapCTBEHHOMN CHCTEMBI
37PaBOOX PaHEHNS,
OCYULIECTBIISIFOLIHE 3aIrOTOBKY
1 XpaHeHNe JOHOPCKOH KPOBU
1 (M) €€ KOMIIOHEHTOB;
MEeIMLIMHCKHE OpraHu3aLum,
a Taxke o0pa3oBaTeNbHBIE
OpraHmM3anuy,

Hay4YHbI€ OpraHU3aLuy,
OCYUIECTBIISIIOLINE OKa3aHUE
MEIULIMHCKOMN MOMOIIH

OpraHu3aLnm
rocy/1apCTBEHHOM CHUCTEMbI
3IPaBOOX PAHEHNSI,
OCYIECTBIIAIOLINE 3arOTOBKY
1 XpaHEeHUe JOHOPCKOI KPOBH
1 (MJIK) ee KOMIIOHEHTOB

nH(popmanus
MpecTaBisieTcs
€KEeJIHEBHO, B TeYEHIE
OIHOTO pabouero aHs
CO JHSI TIOJTyYeHUs
AKTYaJM3UPOBAaHHBIX
JaHHbIX

nHpOopMaLUs
MPeACTaBIAeTCs
€KEIHEBHO, B TEUCHUE
ojHoro paboyero JHs
CO JIHS TIOJTyYeHMs
aKTyaNIn3uPOBAHHBIX
IAHHBIX

nHOopMaLs
MPeaCTaBIIsIeTCs

B TeueHHe 3 padounx aHei
CO OHA MOJTy4eHUsA
aKTyaJn3UpOBaHHBIX
HAaHHBIX

I1. MudopmaLms, KOTopasi BHOCHTCS B (hefepalibHbIi pErucTp J10HOPOB

1. Undopmarms o noHope,
OCYILI€CTBHUBIIEM JOHALUIO
Ha TEPPUTOPUH

Poccuiickoit Depepanmu:

a) hammusi, UMs 1 OTHECTBO
(mpu HanU4MK), a B ClTyHae
MX U3MEHEHUS - NHBIE

OpraHU3aLun
rOCy1apCTBEHHOH CHCTEMbI
3[paBOOX PAHEHNUs,
OCYLIECTBIIAIOLINE 3arOTOBKY
¥ XpaHEHHe JOHOPCKOH KPOBH
1 (UJI1) €€ KOMIIOHEHTOB

IR

nH(popmauns
MPEN0CTABIAETCS]
€)KeJIHEBHO, B TEUEHHUE
onHOro padboyero aHs
CO JIHS MOTyHeHNs
aKTyaTM3HPOBAHHBIX
JIAHHBIX
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Nudopmarnus

ITocraBuyk MHpOpMaLMU

Cpoxk npezncTaBneHus
nH(opMaLun

(hamunst, UMsi B OTHECTBO
(npu HaNMU4HM);

6) nara poxxaenus;

B) MOJ;

r) uHGopmaLHs 0 perucTpauun
M0 MECTY JKUTEIbCTBA

UM NpedbIBaHMA,

1) PEKBU3UThI MacropTa

WJIH MHOTO JIOKYMEHTA,
yIOCTOBEPAOLIETO THYHOCTB,
€) CTPaxoBOil HOMEp
MHIUBHYaTbHOTO JIMLIEBOIO
cueTa rpa/iaHuHa B CUCTeMe
0053aTeBbHOr0 MEHCHOHHOTO
CTpaxoBaHUs (IPU HATMHUH),
’K) 1aTa BKJIFOYEHUsI

B (henepanbHbiii perucTp
TIOHOPOB;

3) Tpymnmna KpoBH,
pe3yc-NpHHAILIEKHOCTb,
nHpopMaLHs

00 MccneqoBaHHBIX aHTUTEHAX
W 0 HaJIMYWUU MMMYHHBIX
AHTUTEJ, U JPyTHE Pe3yIbTaAThI
NPOBEACHHBIX HCCIeIOBaHUN
KPOBH;

1) 00 OCNOKHEHUSIX Y JIOHOPOB
B CBA3M C NOHALIMEI;

K) nadopmanms

O MPeAbIAYLIMX JOHALMSAX

2. Undopmanus

O MePeHEeCEeHHBIX
MH(PEKIMOHHBIX 3a00JIeBaHUSX,
HaXO0JKJIEHMH B KOHTAKTE

C UH(EKIMOHHBIMHU OOJIBHBIMH,
npeObIBAHNH HA TEPPUTOPUSIX,
Ha KOTOPBIX CYLIECTBYET
yrpo3a BO3HUKHOBEHUS U (WJIH)
pacmpoCTpaHeH st MACCOBBIX
MH(EKIMOHHBIX 3a00neBaHU
HITH STTHAEMUIT,

00 yrioTpebiieHnu
HapKOTHYECKUX CPELCTB,
MCUXOTPOITHBIX BEIECTB,

a TAKIKE O BAKLIMHALIMSIX

U XUPYPrudecKux

MEINLHHCKHE OPTaHu3aL1H,
a Takxke 00pa3oBaTe/bHBIE
OpraHu3aLny, Hay4Hble
OpraHu3aLmnm,
OCYILECTBIIAIOLINE OKa3aHIe
MEIULMHCKON MOMOIIH;
Crielan3npoBaHHbIE
MEIMLIMHCKUE

OpraHmu3annm
(npotuBoTyOEpKyI€3HBIE,
KO’KHO-BEHEPOJIOTHYECKUE,
HapKoJIOrnyeckue,
[ICUXOHEBPOJIOTHYECKHE
AVCTIAHCEPHI, IEHTPbI

no npodunakTuke

n 6oprde co CITNTom

IR

nH(popmauus
IIpeCTABISETCS
€KEeJIHEBHO, B TEYEHHE
onHoro paboyero aHs
CO JHsI MOy HeHNs
aKTyaTM3HPOBAHHBIX
JIaHHBIX
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Cpoxk npezncTaBneHus

Nudopmarnus IMocraBmuk nHGOpMaLUU S ——
BMELIATENbCTBAX, 1 MH(EKLIHOHHbIMU
BBITMIOJIHEHHLIX B TEUEHHE 3360HBB&HHHMH,H£HTPH
OOHOrO rofa A0 OHS caavu TUTHEHbI M dIHIEMHOJIOTHH
KpoBH M (1K) ee KoMIoHeHTOoB  PocnorpebHanzopa,
a TaK)Ke LIeHTPbl F’UTUeHbI
u anuaemuonorun @MBA
Poccun)
3. Madopmaumns o Harpaxue- Mun3zapas Poccuu nHGopMaLMs
HUM HATPYIHBIM 3HAKOM MPeaoCTaBAETCS

"Tlouernsiii nonop Poccun"
n "TloyerHsiit nonop CCCP"

IR

B TeueHue 3 paboumx
JHE#t CO JIHs MOy eHus!
aKTyaJM3UPOBAHHBIX
IAHHBIX
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