NPABUTENbCTBO POCCUNCKON ®EQEPALIUN

MOCTAHOBINEHMUE
ot 31 masa 2023 r. N 901

5 Ob YTBEPXOEHUU NMPABUI 5
BEOEHNA EOJUHOU BA3bl AHHbIX NO OCYLWWECTBJIEHUIO MEPOIMPUATUN,
CBA3AHHbIX C OBECINEYEHMEM BE3ONACHOCTU JOHOPCKOWU KPOBU
M EE KOMNOHEHTOB, PA3SBUTUEM, OPTAHU3ALIMEN U NPOMNMATAHOOU
AOHOPCTBA KPOBU U EE KOMIMNOHEHTOB, NPU3HAHUN YTPATUBLUUM
cuny NnOCTAHOBJIEHUA NPABUTEJNIbCTBA POCCUNCKOU ®EOEPALINA
OT 5 ABI'YCTA 2013 T'. N 667 U UCKINNIOYEHUU MNMYHKTA 84 U3 NEPEYHA
HOPMATUBHBbIX NMPABOBbIX AKTOB U NPYIMNM HOPMATUBHbIX NMPABOBbIX
AKTOB NPABUTENIbCTBA POCCUNCKOU ®EOQEPALIUN, HOPMATUBHbIX
NMPABOBbIX AKTOB, OTAEJIbHbIX MONNOXEHNUA HOPMATUBHbIX MPABOBbIX
AKTOB U TPYNN HOPMATUBHbIX NMPABOBbIX AKTOB ®EQEPAJIbHbIX OPFAHOB
NCINONHUTENBbHOW BJIACTU, MPABOBbLIX AKTOB, OTAEJIbHbIX MOJIOXKEHUA
NMPABOBbIX AKTOB, M'PYINMN NMPABOBbLIX AKTOB UCNOJIHUTEJIbHbIX
U PACMNOPAOUTENBHbBIX OPFTAHOB rOCYOAPCTBEHHOWU BJIACTU PC®CP
N COIO3A CCP, PELLEHUUN TOCYOAPCTBEHHOU KOMUCCUK
no PAONOYACTOTAM, COOEPXALUMX OBA3ATEJIbHbIE TPEBOBAHUA,
B OTHOLWEHUU KOTOPbLIX HE MPUMEHAIOTCA NMNOJIOXKEHUA YACTEN 1,
2 3 CTATbU 15 ®EAEPAJIbHOIO 3AKOHA "OBb OBA3ATEJIbHbIX
TPEBOBAHUAX B POCCUNCKOUN ®EOQEPALIMA"

B cootBerctBuM c yacThio 2 crtathu 21 ®enepanbHoro 3axkoHa "O IOHOPCTBE KPOBU U €€
koMiioHeHToB" [IpaBuTenbcTBo Poccuiickoit denepanyy MOCTAaHOBIISIET:

1. YtBepauth mnpunaraemele I[IpaBuna BeieHMs] eAMHON 0a3bl JAHHBIX IO OCYIIECTBICHHUIO
MEpPOIPUATHH, CBSI3aHHBIX C oOecredeHneM Oe30MacCHOCTH JOHOPCKONM KpOBHU M €€ KOMIIOHEHTOB,
pa3BUTHEM, OPTaHU3ALMEN U IIPONIAraH IOl JOHOPCTBA KPOBHU U €€ KOMIIOHEHTOB.

2. Peamuzanys NMONHOMOYMM, BBITEKAIOUIMX W3 HACTOSALIETO IIOCTAHOBIIEHUS, OCYLIECTBIIAETCS
COOTBETCTBYIOIIUMH (heiepaTbHBIMU OpraHaMH HCIIOJHUTENIBHONW BJIACTH B IpeJesiaX yCTaHOBJICHHOM
[IpaBurensctBoM Poccuiickoit @enepannu mpeaenbHOW YUCIECHHOCTH PAaOOTHHKOB HMX LEHTPAIBHBIX
anmapaTtoB, a TakXe OIOPKETHBIX AaCCUTHOBAHUM, MPEIyCMOTPEHHBIX YKa3aHHBIM (erepalbHbIM
OpraHam HCIIOJIHUTENILHON BIAacTU B (pefepanbHOM OOJDKETE Ha pPyKOBOJACTBO M YIpaBlIeHHE B cepe
YCTAQHOBJICHHBIX (D)YHKLIUH.

3. Ilpusnars yTpaTuBmIMM cuiy nocraHoBiaeHue IIpaBurensctBa Poccuiickoit denepanuum ot 5
aBrycrta 2013 r. N 667 "O BegeHuu eAuHON O0a3bl JAaHHBIX IO OCYIIECTBICHUIO MEPOMPUSTHH,
CBSI3aHHBIX C o0ecreyeHneM O€30MacHOCTH JOHOPCKOW KPOBM W €€ KOMIIOHEHTOB, Pa3BHUTHEM,
OpraHM3alyiel U npornaraHioil JOHOpPCTBa KpoBH M ee KOMIOHEHTOB" (CoOpaHMe 3aKOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 2013, N 32, cT. 4320).

4. Ilynkr 84 mepedHss HOPMATUBHBIX MPABOBBIX AKTOB U T'PYII HOPMATHBHBIX MPABOBBIX AKTOB
[IpaButenscrBa Poccuiickoit denepanyiv, HOPMAaTUBHBIX IIPABOBBIX AKTOB, OTAEIBHBIX ITOJOKEHUN
HOPMATUBHBIX MPABOBBIX aKTOB W TPYII HOPMATHUBHBIX MPABOBBIX aKTOB (heaepadbHbIX OPTraHOB
HCIOJIHUTEJIBHOM BJIACTH, ITPABOBBIX aKTOB, OTACIIBHBIX MOJIOKEHHUI MMPABOBBIX aKTOB, IPYIII IIPABOBBIX
aKTOB HUCIOJHUTENBHBIX W PACIOpPSAUTENbHBIX OpraHoB rocynapcrseHHoi Biaactu PCOCP u Corosa
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CCP, pemenuit ['ocymapcTBEHHOH KOMHUCCHMM TIO pPaguoyacToTaM, COJEpKalluX o0s3aTeNbHbIE
TpeOOBaHUS, B OTHOIICHHH KOTOPBIX HE MPHUMEHSIOTCS MoyoxkeHuss dactei 1, 2 u 3 crarbu 15
®enepanbpHoro 3akona "OO obs3arenbHbIX TpeOoBaHUsAX B Poccuiickoit denepanun’, yTBEp:KACHHOTO
nocranoBieHneM [lpaButensctBa Poccmiickoit @enmepammm ot 31 nexabps 2020 r. N 2467 "O6
YTBEP)KICHUM TIEPEYHS HOPMATHUBHBIX IPABOBBIX aKTOB W TPYII HOPMATHUBHBIX ITPABOBBIX AaKTOB
[IpaBurensctBa Poccuiickoit denepanuu, HOPMATUBHBIX IPABOBBIX AKTOB, OTHAEJBHBIX IOJIOKEHHUI
HOPMATUBHBIX MPABOBBIX aKTOB W TPYII HOPMATUBHBIX MPABOBBIX aKTOB (heaepadbHBIX OPTraHOB
WCTIOJTHUTENILHOM BIACTH, MPABOBBIX aKTOB, OT/EIBHBIX MOJIOKEHUH MPABOBBIX aKTOB, TPYTIIT MPAaBOBIX
aKTOB HUCIIOJHUTEJBHBIX U PACIOPSAUTENbHBIX OpraHoB rocynapcrseHHoi Biaactu PCOCP u Corosa
CCP, pemenuii ['ocynapcTBEHHOW KOMHCCHU 110 PagdovacTOTaM, COJEPKAIIUX 00s3aTeIbHbIE
TpeOOBaHMS, B OTHOIIEHMM KOTOPBIX HE MPHUMEHSIOTCS MoyiokeHus dvacted 1, 2 m 3 crarbu 15
®denepanpHoro 3akoHa "OO oOs3aTenbHBIX TpeOoBaHusX B Poccuiickorr ®denepanuu" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2021, N 2, ct1. 471), HCKITIOUUTS.

5. Hacrosimee nmocraHoBieHHEe BeTynaeT B cuity ¢ 1 cenTsiops 2023 r. u neiictByet 10 1 ceHTAOps
2029 .

IIpencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
M.MUIITYCTUH

YTBepKICHBI

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit @enepanuun

ot 31 mas 2023 r. N 901

NMPABUIIA
BEAEHWSA EAWHOW BA3bl JAHHBIX MO OCYLECTBNEHUIO MEPOIMPUATUN,
CBA3AHHbIX C OBECINEYEHMEM BE3ONACHOCTU JOHOPCKOWU KPOBU
N EE KOMNOHEHTOB, PASBUTUEM, OPTAHU3ALIMEN U NPOMNMATAHOOU
AJOHOPCTBA KPOBU U EE KOMINOHEHTOB

. Oowme nonoxeHunn

1. Hacrosimue [IpaBuna ycTaHaBIMBAaIOT MOPSAOK BEACHUS €IUHOM 0a3bl JaHHBIX I10
OCYIIECTBIICHUIO MEPONPHUATHH, CBA3aHHBIX C OOecreyeHneM Oe30MacHOCTH JOHOPCKOW KpPOBH M ee
KOMIIOHEHTOB, pa3BUTHEM, OpraHU3alMeil 1 MpornaraHioi JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB (J1ajee -
0a3a JJaHHBIX JIOHOPCTBAa KPOBHU M €€ KOMIIOHEHTOB), B TOM UHCJE BeJleHUE (elepallbHOTO perucrpa
JIOHOPOB, CPOKH U (popmy mpezacTaBieHuss UHGOpMALUU 7S pa3MelieHus B 0azy JaHHBIX JOHOPCTBA
KPOBH M €€ KOMIIOHEHTOB, a TaK)Ke MOPSAOK IOCTyMa K WH(OpMalNU, colaepkalieiics B 6a3e TaHHBIX
JIOHOPCKOW KPOBH U €€ KOMIIOHEHTOB, U €€ HCII0JIb30BaHMSL.

2. Co3nanue u BeneHue 0a3bl NaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHCHTOB OCYIIECTBIISIFOTCS B
Iesix o0ecrieueHus: KOHTPoJisi B cepe oOpalleHus JOHOPCKON KpOBU W (MJIM) €€ KOMIIOHCHTOB B
Poccuiickoit deneparum.



3. Uudopmarnus, HeoOxoaumas sl BeleHUsI 0a3bl JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB,
nepeaaeTcs JIOHOpaMHU, pELUIIEeHTaMu, 3aKOHHBIMU MPEeICTABUTEISIMU PELUITUEHTOB,
CHEIUATU3UPOBAHHBIMU MEIUIMHCKUMU OPraHU3alUsIMH, OKa3bIBAIOIIMMHU MEIUIUHCKYIO TOMOIIbh
rpakJaHaM, CTPAJalOlMM COLUAIBLHO 3HAYMMBIMU 3a00JICBAaHUSIMHU, MMPOU3BOIUTEISIMU U CyOBEeKTaMHU
oOpareHust IOHOPCKOW KPOBU M € KOMIOHEHTOB DenepalbHOMY MEIUKO-OMOJIOTHIECKOMY areHTCTBY
Ha 0e3BO3ME3IHOIH OCHOBE.

4. baza AAaHHBIX TOHOPCTBA KPOBU U €€ KOMIIOHCHTOB o0ecreynBaeT:

a) BO3MOYKHOCTh YCTAHOBJICHUS JINUYHOCTHU JOHOPA, OCYIIECTBHUBILETO JOHALMIO Ha TEPPUTOPUU
Poccuiickoit denepanuu, ¥ JINYHOCTH PELUIIUCHTA;

0) uaeHTU()UKAINIO TOHOPCKOM KPOBU U €€ KOMITOHCHTOB;

B) yueT pe3yJbTaTOB HCCJIEIOBAaHUS JOHOPCKON KPOBH M €€ KOMIIOHEHTOB Ha 3Tanax 3aroTOBKH,
XpaHEHUs, TPAHCIOPTUPOBKH, KIMHUYECKOIO HCIIOJIB30BaHUs, IepeJadyd JJisi  HPOM3BOJCTBA
JIEKapCTBEHHBIX CPEACTB U (WIM) METULIMHCKUX U3JIEIUHN, YTHIN3aIIHY;

T) Y4eT pe3yibTaToOB UCCIEeIOBAHUS JOHOPCKON KPOBU U (WJIH) € KOMIIOHEHTOB, IEpeIaHHBIX IS
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB U (WJIM) MEAUIUHCKUX U3JIETUH, IPOU3BOAUTEISIMU;

1) HaOJIOJEHWE 3a TIOCICICTBUSMHU JOHAIUH, TpPaHC(Py3WH ITOHOPCKOW KpoBH W (WIH) ee
KOMITOHEHTOB (TOCTTpaHC(y3NOHHbBIE PEAKIIUU U OCTIOKHEHUS).

5.B HnexX peajinsanun HOHOX(CHHﬁ, YKa3aHHbIX B ITYHKTC 2 HaCTOSAIIUX HpaBI/IJ'I, B Oase JaHHBIX
AOHOPCTBA KPOBU U €€ KOMIIOHCHTOB o0ecIeunBaeTCs:

a) BeJleHHE MEePCOHU(PHUIMPOBAHHOIO yYeTa JIOHOPOB, OCYIIECTBUBIIUX JOHAIIMM HA TEPPUTOPUU
Poccuiickoit @enepanyu, B LEIAX BO3MOKHOCTH YCTAHOBJICHHs JTUYHOCTH JOHOPA, OCYILECTBUBLIETO
JOHALINIO;

0) BelcHHE MEPCOHU(PUIIMPOBAHHOTO ydeTa HHPOPMAIMH O PEAKIUSIX U 00 OCIOKHEHHUSX,
BO3HUKILIUX Y JJOHOPOB B CBSI3U C JIOHAIMEH, B LIEIsIX HAOMIOIEHHUS 3a TIOCIEACTBUAMHU JJOHALIUU;

B) BEJICHHE Yy4eTa Pe3yJbTaTOB HCCIIENOBaHHUS JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB Ha dTamax
3arOTOBKH, XpPAaHEHUs, TPAHCIIOPTUPOBKH, KIMHUYECKOTO UCIIOJIB30BAHUs, IEPENAUH I IPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJICTB U (MJIM) MEIUIIMHCKUX U3JEIHUM, YTUIN3ALNN;

I) BEACHHE TMEPCOHU(HUIMPOBAHHOTO YYeTa pEHUINHEHTOB U CBEJICHHH O TpaHCPy3Usx,
BBITIOJTHEHHBIX PEIUMHEHTaM, B IIEJIIX BO3MOXHOCTU YCTAHOBJICHUS JIMYHOCTU PELUIUEHTa, KOTOPOMY
MIPOBOAMIIACEH TpaHC(hy3Us JOHOPCKON KPOBH U (MJIK) €€ KOMIIOHEHTOB;

) BeACHHE HAOMIOACHUA 3a TOCIHEACTBHSIMH TpaHC(hy3UH TOHOPCKOW KpoBUM U (Wim) ee
KOMITOHEHTOB (TIOCTTpaHC(y3NOHHBIE PEAKIIUU U OCTIOKHEHUS);

e) oOpaboTka M XpaHEHHWE MEIUIMHCKOM JOKyMEHTAlMu M (WIM) CBEACHUH, CBS3aHHBIX C
JIOHOPCTBOM KPOBHM U (WJIM) €€ KOMIIOHEHTOB, IMPEICTaBICHHBIX C COTJacHsl JOoHOpa (€ro 3aKOHHOIO
MIpe/ICTaBUTENS);

)K) (bOpMPIpOBaHI/Ie CTATUCTHYECKOM OTYECTHOCTH HAa OCHOBAaHUHU CBG,I[CHPII;'I 0 3aroToBKE€, XpaHCHHH,



TPAHCIIOPTHPOBKE U KIIMHUYCCKOM HCIIOJIb30BAHUU ,Z[OHOpCKOfI KpPOBH U €€ KOMIIOHCHTOB;

3) OCYLIECTBICHHME KOHTPOJS JOCTOBEPHOCTH, IIOJHOTBI M  AKTyaJbHOCTH  JAaHHBIX
NePCOHU(UITUPOBAHHOTO yUeTa O JIOHOPAX M PEIUIHUEHTaX, JOHOPCKON KPOBU U (MJIM) €€ KOMIOHEHTax
B IIeJIsIX oOecrieueHust KOHTPOJIs B cpepe oOparieHust JOHOPCKOW KPOBH U (MIJIH) €€ KOMITOHEHTOB;

M) JIOCTYN K CBEIICHUSM, COJEpXaIIuMcsi B 0a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB,
NpE/CTaBICHUE TAKMX CBEICHHH B 3JCKTPOHHOM BHIE, B TOM YHCIIE MOCPEIACTBOM (eaepanbHOit
rOCyIapCTBEHHOM MH(MOPMAITMOHHOM crcTeMbl "EnHbBII MOpTa rocy1apCTBEHHBIX U MYHHUIHITATbHBIX
ycnyr (pyHKIUiR)", B HEJsIX MPEeIOCTABICHUS IpaXIaHaM YCIyT ¥ CEPBUCOB B cepe 3paBOOXpPaHCHUS
B AJICKTPOHHOU (hopMe;

K) MHQOPMAIMOHHOE B3aUMOJICHCTBHE C €IMHON TOCYJapCTBEHHON HH(OPMAIIMOHHON CHCTEMOH B
cdepe 3apaBOOXpaHEHUS U ¢ HHBIMHU TOCYAAPCTBEHHBIMUA WH(POPMAIIMOHHBIMHA CUCTEMaMH, B TOM YHCIIC
B COOTBETCTBHUHM C IpaBUJIaMH MHPOPMALMOHHOTO B3aUMOJEHCTBHS, B LEISIX 00€CIeUEeHUs] KOHTPOJIS B
cdepe obpalieHrs JOHOPCKON KPOBH U (M) €€ KOMIIOHEHTOB;

J) HWCHOJb30BAHUE CIEUUATN3UPOBAHHBIMU MEIUIIMHCKUMHU OPTraHU3alMsIMU, OKa3bIBAIOIIMMU
MEIULIMHCKYI0O TIOMOIIb TpaKAaHaM, CTPAJAONUM COLMAIBHO 3HAYMUMBIMH  33a00JCBaHUSIMH,
MIPOU3BOJIUTENIAMUA U CyOBeKTaMu oOpallleHusi JOHOPCKON KPOBH M (MJIM) €€ KOMIOHEHTOB YCHUJICHHON
KBaJTU(UIIMPOBAHHON JIEKTPOHHOM MOJIMUCH TPU (OPMHUPOBAHUH AJIEKTPOHHBIX JOKYMEHTOB, a TaKKe
YCUJIEHHOM HEKBaIU(DUIUPOBAHHOM 3JIEKTPOHHOM MOANMUCH (PU3NYECKOIo JHIA, cepTU(UKAT KIroya
NPOBEPKH  KOTOpOHl  co31aH M HCIONB3yeTcs B HMHQpAcTpyKType, oOecrneuyuBaromeit
MH(POPMALMOHHO-TEXHOJIOTHYECKOE B3aUMOJICHCTBUE MH(POPMALMOHHBIX CHUCTEM, HCIOJIb3YEMBIX IS
MPEOCTABICHUS TOCYIaPCTBEHHBIX U MYHHIIMIIAIBHBIX YCIYT B 3JEKTPOHHOH (hopMme, ¢ cobIoaeHneM
TpeboBanuit denepanbHoro 3akoHa "OO 3JIEKTPOHHON MOAMHUCH" B IENSIX OOECreYeHUs: KOHTPOJIS B
cthepe oOparmieHus JOHOPCKON KPOBH | (HUJTH) €€ KOMIIOHEHTOB;

M) oOecriedeHrue JTOCTYMHOCTU JTaHHBIX JUIs TMOJb30BaTesield MH(pOpMalMKU ¢ y4eToM TpeOOoBaHUMN
3akoHoAarenbcTBa Poccuiickoit denepanuu B Hensx oOecrieueHuss KOHTpois B cdepe oOparieHus
JIOHOPCKOW KPOBH U (WJIM) €€ KOMIIOHEHTOB;

H) obecriedeHne WHQPOPMAITMOHHON OE30MACHOCTH W 3alIUTHl TMEPCOHAIBHBIX JAHHBIX B
COOTBETCTBUM C TpeOOBaHMSIMM 3aKoHonaTenbcTBa Poccuiickoit @enepanuu B LelsX obecreueHus
KOHTpOJISL B cpepe oOpaleHus TOHOPCKOM KpOBHU U (UJIH) €€ KOMIIOHEHTOB;

0) y4eT pe3yJIbTaTOB UCCIIEJOBAHUS IOHOPCKOM KPOBU U (MJIM) €€ KOMIIOHEHTOB, IEpEeJaHHbIX JJIs
MIPOM3BOJICTBA JIEGKAPCTBEHHBIX CPEACTB U (WIJIM) MEAUIIMHCKUX U3ENUN, TPOU3BOAUTEIISIMU;

1) ¢GopMHpPOBaHNE Ha OCHOBAaHUM CBEACHUI (heaepalbHOTO PEerucTpa JOHOPOB UMEHHBIX CIIHCKOB
JIOHOPOB, MPEACTABIAEMbIX K HarpaxJIeHuI0 HarpyaHeiM 3HakoM 'llowernsiii nonop Poccun",
MOCPEACTBOM 0a3bl TaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB B MHUHHMCTEPCTBO 3/paBOOXpPAaHEHUS
Poccuiickoit deneparum.

6. ba3a naHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB COCTOUT U3 CIEIYIOIUX NOJCUCTEM:

a) aBTOMaTU3UpPOBaHHAs MHPOPMALIMOHHAS cHCcTeMa TPaHC(y3UOIOTHH;

0) denepanbHBII pErUCTp JOHOPOB;
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B) CHCTeMa 3aluThl HUHPOPMAIUY;

I') MOOMJIbHOE TMpPHUJIOKEHHE, JTUUHBIA KaOuHeT Ha ¢enepanbHoM mnoptane CinykObl KpoBH (110
MOMEHTa peanu3anui (QyHKIHOHANa B (eAepalbHOW TOCYJapCTBEHHON HH(OpPMAIMOHHOW cHCTEMe
"Enqunblil HopTai rocy1apCcTBEHHBIX U MYHULIUINIAIBHBIX YCIYT (QyHKIUN)";

1) penepanbubiii mopran CiykObl KPOBH.

7. Pazmerienue B 6a3e JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB MH(popMaIuy, ee 00paboTka,
XpaHEeHHE, HCIOJIb30BaHUE, a TAaKXKE JOCTYN K TakoH HMH(pOpMAlMMU M €€ 3allUTa OCYIIECTBISIOTCS
OIIEepPaTOpOM M CyObEKTaMH OOpalleHUs: TOHOPCKOM KpOBU U (MJIM) €€ KOMIIOHEHTOB C COOIIO/IEHUEM
tpeboBanuii dexepanpHoro 3akoHa "OO mHpOpManuu, UHOOPMAIIMOHHBIX TEXHOJOTHSAX M O 3aIIUTE
nHpopmanun" u GenepanbHoro 3akoHa "O nepcoHanbHbIX JaHHBIX'.

TpeboBanusi k UHPpacTpyKType 0a3bl JAaHHBIX JTOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, BKJIFOUAs
CpeICTBa 3allUThl MH(pOpPMAIMK, YTBEPKAAIOTCA OneparopoM 0as3bl JaHHBIX JOHOPCTBA KPOBU H €€
KOMIIOHEHTOB.

8. Benenue peructposB, KIacCU(PUKATOPOB U CIIPAaBOYHUKOB 0a3bl JaHHBIX JOHOPCTBA KPOBHU U €€
KOMIIOHEHTOB OCYIIECTBIIIETCS MyTeM 00paboTku MH(OpMAIMKM B MOJCUCTEME "aBTOMAaTU3MPOBAHHAS
nH(OpMAIMOHHASI CUCTeMa TpaHC(]y3HoNoruH" Ha OCHOBE HCIIOJIB30BAHHS €IHHBIX ()OPMATOB, B TOM
Ylyclie B OTHOIICHHWU DBJEKTPOHHBIX JOKYMEHTOB, KOTOpbIE pa3pabaThIBAlOTCS U YTBEPXKIAIOTCS
orepaTopoM 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIOHEHTOB. Eciu B 6a3y JOHOpCTBAa KpOBU U €€
KOMITOHEHTOB TPH B3aUMOAECUCTBUU C IPYTUMH UH(GOPMAIMOHHBIMH CUCTEMaMH BHOCATCS WU B Hel
(bopMHpYIOTCS JIEKTPOHHBIE JTOKYMEHTHI, TaKue JOKYMEHTBI JOJDKHBI COOTBETCTBOBATh TPEOOBAHUIM
3akoHomaTenbcTBa Poccuiickoit @enepanun 06 uHGOpManuu, WHOOPMAIMOHHBIX TEXHOJOTHSIX H O
3anmre wHGOpManuu. [Ipu ¢GopMHpOBaHWM SJIEKTPOHHBIX JTOKYMEHTOB B YKAa3aHHOHW MOJCHCTEME
HCIOJIb3YIOTCS yCUJIEHHBIE KBAIM(ULIMPOBAHHBIE 3JIEKTPOHHBIE MOIHUCH.

9. B 0a3e naHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB HCIOJb3YIOTCS €IUHBIE PEEeCTpBl,
KJ1acCU()UKATOPBl U CIIPAaBOYHMKH, COJAEpIKaIIMecs B (elepaIbHOM peecTpe HOPMaTHBHO-CIIPABOYHOMN
uHpopmanuu B cdepe 3ApaBOOXpaHEHHs, B TOM Uucie B (¢eaepabHOH ToCyIapCTBEHHON
nHpopManroHHO# cucteme "Exannas cucrema HOpMaTHBHOM CIIpaBOYHOM nHpopmManun'.

10. Xpanenue nndopmaiuu B 0aze TaHHBIX JTOHOPCTBA KPOBU U €€ KOMIIOHEHTOB OCYIIECTBIISETCS
B TEUECHHE 25 JIET CO AHS €€ pa3MEIICHHUS.

Il. YyacTHMKM 6a3bl gaHHbIX AOHOPCTBaA KPOBU U €ee KOMIMNOHEeHTOB
11. YuacTHrkamu 6a3bl JAHHBIX JOHOPCTBA KPOBHU U €€ KOMIIOHEHTOB SIBJISIFOTCSI:
a) orepaTop 6a3bl JAaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;
0) mocTaBuMKH HHGpOpMaIUK B 0a3y JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

B) IMojib30BaTenu HH(OpMalMM, cojepikamieiics B 0a3e JaHHBIX JOHOPCTBA KPOBU U €€
KOMITOHEHTOB.

12. OnepaTopOM 0a3bl AAaHHBIX HJOHOPCTBA KPOBU U €€ KOMIIOHCHTOB ABJIACTCA CDeI[epanLHoe
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MCI[I/IKO—6I/IOJ'IOI"I/I‘IeCKOG arcHTCTBO.
13. OnepaTop 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHCHTOB OCYIICCTBJIACT:

a) BEJICHUE, Pa3BUTHE U IKCIUTyaTalio 0a3bl JAaHHBIX JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB, a
Takke 00pabdOTKy CBEIECHUH, colepkanuxcs B 0a3e JaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHCHTOB, B
TOM YHCJIC TIEPCOHAIIBHBIX JIaHHBIX;

0) obecrieyeHue OecnepeOOHHOTO €KETHEBHOTO M KPYTJIOCYTOYHOTO (YHKIIMOHHUPOBAHUS 0asbl
JIAHHBIX JIOHOPCTBA KPOBHU M €€ KOMITIOHEHTOB;

B) 3allUTYy CBEICHHUH, cojaepkamuxcs B 0aze JaHHBIX JIOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, B
COOTBETCTBUHM C TpeOOBaHUSMH 3aKoHoJareldbcTBa Poccuiickoit ®Penepaunu 06 wuHDOpMauy,
WH(POPMAIIMOHHBIX TEXHOJIOTHX U O 3aluTe nHpOopMannu, 3aKoHoAaTenbecTBa Poccuiickoit @enepannu
B 00JIaCTH NEepCOHAJIBHBIX NaHHBIX NpU UX 00paboTke B 0a3e AAHHBIX JOHOPCTBA KPOBU U €€
KOMIIOHEHTOB;

F) obecneyenne MCXKBCIOMCTBCHHOI'O I/IH(l)OpMaL[I/IOHHOFO B38.I/IMO,ZLGI\/'ICTBI/I$I npu CI)OpMI/IpOBaHI/II/I n
BCACHUN HepCOHI/I(I)I/ILII/IpOBaHHOFO yucTa OJOHOPOB, PCHUIIMCHTOB, I/IH(I)OpMaI_II/II/I 0 pCaknusgax Hu 00
OCJIOXKHCHUAX, CBGI[CHI/II\/'I 0 TpaHC(i)y?:I/ISIX, BBIIIOJIHCHHBIX  pCOUIIMCHTAM, B TOM YHCIC C
HCIIOJIb30BAHHUEM CUCTEMbI MEKBCAOMCTBCHHOT'O 3JICKTPOHHOT'O BBaHMOI[eﬁCTBHﬂ;

1) KOHTPOJIb JJOCTOBEPHOCTH, TIOJTHOTHI U aKTYaJIbHOCTH JAHHBIX IEPCOHU(PHUITMPOBAHHOTO yUeTa O
JIOHOPax M PELMIHUEHTaX, JOHOPCKOH KPOBU U (UJIM) €e KOMIIOHEHTaX C MCIOJIb30BaHHEM BCTPOCHHBIX
MEXaHU3MOB KOHTPOJS €IWHOM 0a3bl MaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB, BKIIIOUas
€XKETHEBHBIII MOHUTOPUHT TMOCTYIJICHUS JAHHBIX OT CYyOBEKTOB OOpalleHUs JOHOPCKOW KPOBU U €€
KOMITOHEHTOB, ()OpPMAaTHO-JIOTHYECKHI KOHTPOJh W BAIHMIAIMIO MPU COXPAHEHUW MAHHBIX B CIUHYIO
0a3y TOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

14. CocraB uH(popmaiuu, copepskamieics B 0a3e MaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB,
CPOK €€ BHECEHHSI U NMOCTABIIUKH TaKoW HHGOpMaIUK, a TAaK)Ke cOcTaB HH(GOPMALIUHU, KOTOPast BHOCUTCS
B (eiepalIbHBII PETUCTP TOHOPOB, CPOK €€ BHECEHUS U MOCTABIIMKH TaKOW MHPOpPMAIIUU IPUBEICHBI B
MIPUIIOKEHUU.

15. Buecenue unpopmaryu B 6a3y JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB OCYIIECTBIISETCS
MOCPEACTBOM CO3/IaHHS MOCTaBIIMKaMU HWH(POpPMAIMU pErucTpoBOM 3alUCH U aBTOMATHUYECKUM
IIPUCBOEHUEM PETUCTPOBOM 3aIIMCH YHUKAJIBHOTO HOMEPA ¢ aBTOMAaTUYECKUM IPOCTABICHUEM JIATHI €€
BHECEHMs B MOMEHT COXPaHEHUsI IJaHHbIX B 0a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB B CPOKH,
IIPEAYCMOTPEHHBIE NIPUTIOKEHUEM K HAacTOAIKUM [IpaBuiiam.

16. BHecenue uzMeHeHull B HH(OPMAIINIO, COAEPKAIILYIOCS B 0a3e TaHHBIX JOHOPCTBA KPOBU U €€
KOMITOHEHTOB, OCYIIECTBISIETCS MOCTABIIMKAMU HH(POPMAIMKM MOCPEICTBOM PEAAKTHPOBAHUS PaHEe
BHECEHHOUW MH(OpMalUU, TPU 3TOM OOECTEUUBACTCS OTOOPAKEHHE HCTOPHHM BCEX BBEIACHHBIX WIIU
W3MEHEHHBIX [JIaHHBIX C COXPAaHEHHEM YHUKAJIBHOTO HOMEpa PpErucTpOBOM 3aluCH, a TaKke
ABTOMAaTHUYECKUM MPOCTABICHUEM JAThl BHECEHUSI N3MEHEHUM.

17. ITocTaBmmkamMu I/IHq)OpMaLII/II/I B 633}’ JAaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHCHTOB ABJIAKOTCA:

a) (De;[epanLHoe Me,Z[I/IKO-6I/IOJIOFI/I‘{CCKO€ ar¢HTCTBO,



6) MunucrepcTBo 31paBooxpanenust Poccuiickoit @enepanuu;

B) oOpraHuzanuu ¢enepaabHbIX OPraHOB HCIIOJHUTENBHON BIACTH, B KOTOPHIX (heaepabHbIM
3aKOHOM NpEeAyCMOTPEHA BOSHHAs M NMPUPABHEHHAS K HEH Ciry:k0a, B COOTBETCTBHH C IOJHOMOYHSMH,
YCTaHOBJIEHHBIMM 3aKOHOAATENbCTBOM Poccuniickoit denepanuu;

I') MEIMIMHCKNE OpraHU3alMi TOCYJapCTBEHHOI CHCTEMBI 3[JpaBOOXPAHEHUS, OCYLIECTBIISIONINE
3aroTOBKY U XpaHEHHE JJOHOPCKOW KPOBH U (WJIM) €€ KOMIIOHEHTOB;

) CHELMAIM3UPOBAHHBIE MEAMLIMHCKHE OpraHu3aluu (mpoTuBOTYOEpKYJIE3HBIE,
KOXKHO-BEHEPOJIOTMYECKHE, HAPKOJIOIMUECKHE, IICUXOHEBPOJOTNYECKUE IUCIAHCEPBl, LEHTPBI 110
npodunaktuke U 6oppde co CIIM/lom u wHGMEKIMOHHBIMH 33a00JIEBAHUSMHU, IICHTPHI THUTUEHBI U
snunemuonornn  DenepanbHON CIyXObI MO Ham3opy B cdepe 3amuThl IpaB MoTpeduTeneit u
Onmarormoyiyuuss 4eloBeKa, a TakKe LEeHTPbl TUTMeHbl W 3nujaeMuosiorun  DepepanbHOTO
MEIUKO-OMOJIOTMUECKOr0 areHTCTBA);

e) MCIUIUHCKUC OpraHU3allun, a TAKKE O6paSOBaTeJ'IBHLIe OopraHu3aly, HAYYHbIC OpPraHU3aIluHu,
OCYHICCTBJIAIOIINEC OKa3aHUC MEIUIIUHCKOM IIOMOIIH,

’K) OpraHu3allud, OCYILIECTBIISIIOIIME IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB U (WJIM)
MEIUIMHCKUX U3JIEIUH U3 TOHOPCKOW KPOBU U (MJIM) €€ KOMIIOHEHTOB.

18. TlocraBmmku wHpOpManmuK B 0a3y [JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB
o0ecrne4nBaroT:

a) MMpEaACTaBJICHUC CBEJCHUN B 6a3y JAaHHBIX TOHOPCTBA KPOBHU U €€ KOMIIOHCHTOB, B TOM YHUCJIC
MOJIYUYCHHBIX OT HJOHOPOB, PCHUIIMCHTOB MW 3aKOHHBIX HpeﬂCTaBHTeHeﬁ PCOUIIMNCHTOB, B TOPSAAKC U
CPOKH, YCTAHOBJICHHBLIC HACTOAIIUMU HpaBI/IHaMI/I;

0) aKTyaJIbHOCTb U JIOCTOBEPHOCTb CBEACHUM, MPEACTABISEMBIX B 0a3y JaHHBIX JTIOHOPCTBA KPOBU
U €€ KOMIIOHEHTOB;

B) paboOTOCIIOCOOHOCTh COOCTBEHHBIX IMPOrPAMMHO-ANIAPATHBIX CPEJICTB, HCIOJIb3YEMbIX MpU
paboTte ¢ 6a30il TaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB;

I') BBIIIOJHEHHWE YCTAHOBJICHHBIX HOPMAaTHUBHBIMU NpPaBOBbIMU akTaMu Poccuiickoit denepanuu
TpeOoBaHuil K 3amuTe HHPOpMAUU B HHPOPMAITMOHHBIX CUCTEMAX.

19. Tlonb3oBaTtensiMu uHGOPMAIMK, COACpIKalIeics B 0a3e MaHHBIX JOHOPCTBA KPOBH U €€
KOMIIOHCHTOB, ABJISAIOTCA:

a) @enepanbHOE MEIUKO-OMOIOTNYECKOE areHTCTBO;
6) MunucrepcTBo 31paBooxpanenust Poccuiickoit @enepanuu;

B) OpraHU3aIlH, OCYIIECTBIIAIONINE IeATEILHOCTh B cepe oOpalieHns JOHOPCKOM KpOBH U (MJIH)
€€ KOMIIOHEHTOB.

20. Tlomwp3oBatenu wWHGOPMANMU, COACpIXKalielics B 0a3e JaHHBIX JOHOPCTBA KPOBU H €€
KOMIIOHCHTOB, 00s13aHbBI BBIIIOJHATH Tpe60BaHI/I$I K 3a1ImTe I/IH(l)OpMaIII/II/I M 3a1UTC TMNEPCOHATIBHBIX



JaHHBIX, COJAEpXKalIuXcsi B 0a3e JaHHBIX JOHOPCTBA KPOBM U €€ KOMIIOHEHTOB, YCTaHOBIICHHbBIE
HOPMAaTHUBHBIMU MPaBOBbIMU akTaMu Poccuiickoii denepanuu.

21. YuacTHuKH 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB OOECIICYHBAIOT MCIIOJHEHHE
TpeOoBaHUH K HHPPACTPYKTYpe 0a3bl TaHHBIX IOHOPCTBA KPOBU U €€ KOMIIOHEHTOB, BKIIIOYAsi CPEICTBA
3a1uThl HH(OPMALIUH, YTBEPKIEHHBIX OIEepaTopoM 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

22. IlpencraBnenue B 0a3y JaHHBIX JJOHOPCTBA KPOBU M €€ KOMIIOHCHTOB CBEJCHUH, COACPIKAIITUX
WH(OpPMALIMIO, OTHOCSIIYIOCA TPSIMO WJIM KOCBEHHO K ONPEICIIEHHOMY WIH ONpeAeiseMOMY
(bu3MUeCKOMY JHUILY, OCYIIECTBISETCS C COTJIACHS TaKOTo JIMIla Ha 00pabOTKY MEPCOHAIBHBIX TaHHBIX
WJIH TIPU HAJTMYMH WHBIX OCHOBAHUU 711 0Opa0OTKHU YKa3aHHBIX JTAHHBIX.

lll. Nopspok aoctyna Kk uHchopmaumm, cogepxailencs B 6ase
AaHHbIX AOHOPCTBA KPOBU U €€ KOMIMOHEHTOB

23. B unensx opranm3anuu paboThl ¢ 0a30il JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB
orepaTop 6a3b1 JAHHBIX  JOHOPCTBA KpOBU u ee KOMITOHEHTOB MPUHUMAET
OpraHU3AIMOHHO-PACTIOPSIUTENBHBIE MEPHI, MPEAYCMATPUBAIOIINE OIPEIACICHHE YIOJHOMOYEHHOTO
nuIa omneparopa 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMITOHEHTOB.

24. Peructpanms MOCTaBIIMKOB W TOJb30BaTelield HHGOpMAIuK, coAepKamieics B 6a3e JaHHBIX
JIOHOPCTBA KPOBHU U €€ KOMIIOHEHTOB, M MX JOCTYM K 0a3e JaHHBIX JTOHOPCTBA KPOBU U €€ KOMIIOHEHTOB
OCYIIECTBIISIIOTCS B COOTBETCTBMM C TpPeOOBAaHUSMH, YCTAaHOBICHHBIMU OIMEPATOpOM 0asbl JTaHHBIX
JIOHOPCTBA KPOBU U €€ KOMIIOHEHTOB.

25. YromHOMOUYEHHOE JIMIO OTepaTopa, MOCTABIIMKKA WHPOpManuu B 0a3y JaHHBIX JTOHOPCTBA
KpOBU U €€ KOMIIOHEHTOB U TOJb30BaTesd MHPOpMAIUH, cojaepkalleiics B 0a3e JaHHBIX JOHOPCTBA
KPOBH M €€ KOMIIOHEHTOB, 3aperMCTpUpPOBaHHbIC B 0a3e JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB,
MOJIyYaroT CAaHKIIMOHMPOBAHHBIN JTOCTYI Ha OCHOBE POJIEBOM MOJieNu K 06a3e JaHHBIX JOHOPCTBA KPOBU
U ee KOMIIOHEHTOB JUIi OCYIIECTBJICHUs (YHKIMHA oreparopa 0a3bl JaHHBIX JOHOPCTBA KPOBH U €€
KOMIIOHEHTOB WJIM yYacTHHMKA 0a3bl JAHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB. Omepartop 0a3bl
AAaHHBIX TOHOPCTBA KPOBU U €€ KOMIIOHCHTOB OHNPCACIACT PO YUACTHHUKOB C Y4YCTOM IIpaB U ueneﬁ
JocTyna K MHpopmaluu, cojiepskanieiicst B 0aze JaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB.

26. YuacTHHKH 0Oa3bl JaHHBIX OTOHOPCTBA KPOBU U €€ KOMIIOHCHTOB 00s13aHbI HE IMPOU3BOJUTH
,ILGIZCTBPISI, HAITpaBJICHHBIC Ha HApPYHICHUC IIponecca (I)YHKI_II/IOHI/IpOBaHI/ISI 0a3ml JaHHBIX HOOHOPCTBA
KpPOBH U €€ KOMIIOHCHTOB.

27. Hoctyn x uHpOpManmu, coaepxaiieics B 6a3e JaHHBIX JTOHOPCTBA KPOBU U €€ KOMIIOHCHTOB,
OCYIIECTBIISIETCA C TPUMEHEHHUEM MTPOTPAMMHO-TEXHUUECKUX CPEACTB, MO3BOJISIFOIITUX

a) WICHTH(PUITUPOBATH JIUIIO, OCYIIECTBIISIONIEe JOCTYI K HH(pOpMaIuu;

0) olOecneynBaTh pasMmelieHrne HWHPOPMAIMKM Ha TOCYJapCTBEHHOM si3blke Poccuiickoi
Odenepauny;

B) oOecneuyuBaThb ABTOMATH3HUPOBAHHOE BEACHUE JJIEKTPOHHBIX KYPHAJIOB YdeTa OIeparuid,
OCYILIECTBIISIEMBIX B 0a3e JaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, C (pUKcanueil pa3mereHus,
W3MEHEHHS W yJalleHUs] MHPOPMAaLMU, TOYHOTO BPEMEHHU COBEPIICHHUS TAaKUX OMEpPaIdii, COAep KaHUsI
M3MEHEHUN U HHPOpMAIK 00 YYaCTHHUKAX, OCYIIECTBUBIINX TaKue AEHCTBUS;



r) obecrneuynBarh JOCTYI MOJb30BaTeNel K 0a3e JaHHBIX JTOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, a
Takke OecriepeOoifHyI0 AKCIUTyaTaiio 06a3bl JaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB U 3alUTY
cojepxamieiics B 0aze JaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB HH(pOpMAIMU OT
HECaHKLMOHUPOBAHHOI'O JOCTYIIA;

1) oOecrieunBaTh BO3MOKHOCTh MH(GOPMAIIMOHHOIO B3aUMOJIEHCTBUS 0as3bl JaHHBIX JOHOPCTBA
KPOBH U €€ KOMIIOHEHTOB C HH(GOPMALIMOHHBIMHU CUCTEMAMH, B TOM YHCJIE€ TOCPEICTBOM UCIIOIb30BAHUS
3JIEMEHTOB MH(PACTPyKTYyphl, obecnednBaronied HHPOPMaIMOHHO-TEXHOJIOTMUECKOE B3aUMO/IeicTBIE
MH(POPMALMOHHBIX CUCTEM, UCTIOIb3YEMBIX JJISl IPEJOCTABICHUS TOCYJApPCTBEHHBIX U MyHULIUTIATBHBIX
YCIYT B 3JIEKTPOHHOM (hopMme;

e) obecrneuynBaTh XpaHEHUE MEIUIMHCKON TOKyMEHTalUuu B (OpME IIEKTPOHHBIX JTOKYMEHTOB,
IpexycMaTpuBas pPE3epBHOE KOMHPOBAHME MEIUIMHCKOM TOKYMEHTaluu B (opMe 3JIEKTPOHHBIX
JOKYMEHTOB M METaJaHHbIX, BOCCTAHOBJICHHE MEIMLMHCKOM IOKYMEHTallUu B (OpME 3JIEKTPOHHBIX
JOKYMEHTOB ¥ METAJAHHBIX U3 PE3EPBHBIX KOIUII;

) o0ecmednBaTh BO3MOXKHOCTH padOThl C JJIGKTPOHHBIMU TMOJIMUCAMH, B TOM YHCIIE
noJib30Bartesel 0a3bl JaHHBIX JTOHOPCTBA KPOBH M €€ KOMIIOHEHTOB M MPEICTaBUTENCH onepaTopa 6a3bl
JAHHBIX IOHOPCTBA KPOBU M €€ KOMITOHCHTOB, YYaCTBYIOIINUX B HH(POPMAIITHOHHOM B3aUMOICHCTBUY;

3) obecrneynBaTh BO3MOXKHOCTD MOJTy4YeHUs HH(OpMauy 13 0a3bl JaHHBIX JOHOPCTBA KPOBH U €€
KOMIIOHEHTOB B BHJI€ (pailJIOB U 3JIEKTPOHHBIX COOOLICHUH.

IV. UHchbopmaumoHHoe B3aumoaencTBme 6a3bl AaHHbIX AOHOPCTBA
KPOBMU U ee KOMNOHEHTOB C UHbIMU MH(POPMALMOHHBLIMU CUCTEMAMMU

28. Ilpu skcrutyatanuu 0a3bl JaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB OCYILIECTBIISETCS
nH(OpPMallMOHHOE  B3auMoJiecTBUME  (NOCTYyIUIGHME UM TpeAcTaBieHue  uHpopmanmuu B
ABTOMATHU3HPOBAHHOM PEKHME) CO CIECAYIOIMUMU HHPOPMAITMOHHBIMU CHCTEMaMHU:

a) eZIMHas TOCyAapCTBeHHAs MH(OpMAIIMOHHAas CUCTeMa B cepe 31paBOOXpaHEHUS;

0) Enunas rocynapctBeHHast HH(pOpMaIMOHHAs CHCTEMa COLUATbHOTO 00eCIIeYCHHS,

B) (enepampHas  rocynapcTBeHHas — MHQOpManmoHHas ~ cucrema  "EnuHBIE  mopTan
roCy/IapCTBEHHBIX U MyHHUIMIIATBHBIX YCIyT (pyHKIMA)";

F) CAWHasA CUCTEMA MEKBCAOMCTBCHHOI'O 3JICKTPOHHOI'O BSaHMOHCﬁCTBHﬂ;

n) ¢enepanbHas rocyaapcTBeHHas HH(opManuoHHas cuctema "EnuHas uHGoOpMannoHHas
r1at¢opMa HalMOHAIBHOM CUCTEMBI YIIPaBJICHUS TaHHBIMU';

e) denepaiabHbIl PErUCTP JTOHOPOB KOCTHOTO MO3ra M T€MOIIOATHYECKUX CTBOJIOBBIX KIIETOK,
JIOHOPCKOT'O KOCTHOTO MO3Ta U T€MOMOATUYECKUX CTBOJIOBBIX KJIETOK, PEIIUITUEHTOB KOCTHOTO MO3Ta U
TEMOTIOITUYECKHUX CTBOJIOBBIX KJIETOK;

) UHGOPMALMOHHBIE CHUCTEMBI, BXOJSAIIME B  HUHPPACTPYKTypy, 0OECHeUHBarOIIyIO
MH(OPMALIMOHHO-TEXHOJIIOTUYECKOE B3aUMOJAEHCTBHE MH()OPMAIIMOHHBIX CHUCTEM, HCIOIb3YyEeMbIX s
MPEIOCTABIICHUSI TOCYJAPCTBEHHBIX M MYHHIIUIATIBHBIX YCIYyT M HWCHOJHEHHUS TOCYAapCTBEHHBIX W



MYHHIIMIATBHBIX (YHKIHWA B 3JIEKTPOHHON Qopme ¢ coOmrofeHneM TpeOOBaHMiA, YCTaHOBIEHHBIX
®denepanbHbIM 3aK0HOM "O EPCOHANBHBIX JAHHBIX';

3) uHBIC WH(OPMAIIMOHHBIE CHCTEMBI, PETUCTPBI, PEECTPHI ISl 0OecTieueHs] (PYHKIIMOHUPOBAHUS
(denepaabHOrO PETUCTpa JOHOPOB MOCPEACTBOM €AMHON CHCTEMBI MEKBEIOMCTBEHHOTO JJIEKTPOHHOTO
B3aUMOJICHCTBUSI B COOTBETCTBMHM C TpeOoBaHusMu mocraHoBieHus [IpaBurensctBa Poccmiickoit
Oenepannu ot 8 ceHtsiops 2010 r. N 697 "O enuHON cHUcTEMe MEKBEIOMCTBEHHOT'O 3JIEKTPOHHOTO
B3auMoOercTBUA".

29. IlpaBuna MHGOPMALMOHHOTO B3aUMOJICMCTBUS M COCTAaB IIEpElIaBaeMbIX CBEACHUI mpu
9KCIUTyaTaluy 0a3bl JAaHHBIX JOHOPCTBA KPOBHM M €€ KOMIIOHEHTOB C HHBIMH HH()OPMAIMOHHBIMHU
CHCTEMaMH yCTaHABIIMBAIOTCS COBMECTHBIMH HOPMATHBHBIMH TPAaBOBBIMH aKTaMu ©  (WJIH)
COTJIAIIEHUSIMU MEX]Iy ONEpaTopoM U 3aKa3uvKamH (ormepaTopaMu) MHQOPMAIIMOHHBIX CUCTEM, B TOM
quciae IOCPEACTBOM €IMHONW CHCTEMbl MEXKBEIOMCTBEHHOI'O 3JIEKTPOHHOI'O B3aMMOJEHCTBHS B
COOTBETCTBUM ¢ TpeboBaHUsAMHM ocTaHoBIeHUd [IpaBuTenscTBa Poccuiickoit denepanyu ot 8 ceHTIOPs
2010 r. N 697 "O enuHOH cucTeMe MEXKBEIOMCTBEHHOI'O IEKTPOHHOIO B3aMMOAECUCTBHS", €CIIM MHOE
HE YCTAaHOBJIIEHO TpaBWiIaMd (YHKIMOHUPOBAHUS  YKa3aHHBIX HMH(OPMAIMOHHBIX  CHCTEM,
YTBEPKICHHBIMH B YCTaHOBIICHHOM TTOPSIIKE.

V. 3awuTta nHcpopmaumum, cogepxailenca B 6ase AaHHbIX JOHOPCTBA
KPOBMU U €e KOMNOHEHTOB

30. Uadopmarnus, coaepxaiascs B 6a3e JaHHBIX JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB, TIOJICKUT
3alUTEe B COOTBETCTBUU C nosoxkeHussMu PenepabHoro 3akona "O0 uHpopmanuu, HTHPOPMAIIMOHHBIX
TEXHOJIOTHSX U 0 3amuTe nHpopmanun" u denepanbHoro 3akoHa "O nepcoHaIbHbIX TaHHBIX'.

31. 3ammra uHGOpMALIHH, COAEpKaIIEHCS B 0a3e JaHHBIX IOHOPCTBA KPOBH M €€ KOMIIOHEHTOB,
obOecrieunBaeTcs OIMeparopoM 0a3bl JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB IOCPEICTBOM
MPUMEHEHUS OPTaHU3AIMOHHBIX U TEXHUUYECKUX MEp 3aIUThl WHPOPMAIIMHU, a TAKXKE OCYIIECTBICHUS
KOHTPOJISI 32 dKCIUTyaTanueil 6a3pl JAaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB.

32. B mensx 3ammrthl mH(pOpMamu, coneprkaimieiicss B 0aze JaHHBIX JOHOPCTBA KPOBH U €€
KOMITOHEHTOB, OIepaTop 6a3bl JaHHBIX TOHOPCTBA KPOBU U €€ KOMIIOHEHTOB 00€CIIeYHBAET:

a) popmupoBaHue TpeOOBaHMI K 3auTe HH(OPMALIMH, CoAepKalielics B 0a3e JaHHBIX JOHOPCTBA
KpPOBH H €€ KOMIIOHEHTOB;

0) mpenoTBpalleHHEe HECAaHKLIMOHUPOBAHHOIO IOCTyNa K MH(pOpMaluu, coiepxaiieiics B 0aze
JAHHBIX JIOHOPCTBa KPOBHM M €€ KOMIIOHEHTOB, M (WJIM) Iepejnadye Takod WHQPOpPMALUU JIUIaM, HE
MMEIOIINM TIpaBa JIOCTYTa K 3TO HH(OpMAIHH;

B) He3aMeIUTeNbHOE OOHapykeHHe (aKTOB HECAHKIIMOHWPOBAHHOTO JOCTyNa K WH(POpPMAIINH,
coJiepskanieiicst B 0aze JaHHBIX JOHOPCTBA KPOBU M €€ KOMIIOHEHTOB;

I) HeIOMyIICHHE HECAaHKIMOHMPOBAHHOTO BO3JCHCTBUS, HapylIaromero (yHKIHMOHUPOBAHHE
BXOJSAIIMX B COCTaB 0a3bl JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB TEXHHYECKUX M MPOTPAMMHBIX
cpeactB 00paboTKU HHPOPMALIUY;

1) BO3MOXXHOCTh HE3aMEJIUTCIILHOTO BBISABICHUS (PAKTOB MOAM(DHUKAINHN, YHHUTOXKCHUS WIN
OyiokupoBaHus MHGOPMAIMH, coJaepXkalieiicss B 06a3e JaHHBIX JIOHOPCTBA KPOBU U €€ KOMITOHEHTOB,
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BCJICACTBUEC HCCAHKIIMOHUPOBAHHOI'O AOCTYIIA K HEH U BOCCTAHOBJICHMS TaKOi HH(bOpMaHHH;

€) obecreueHUE OCYIIECTBICHUS HENMPEPHIBHOTO KOHTPOJS 3a YPOBHEM 3allUIICHHOCTH
nH(pOopMaInH, coaepKaIielcs B 0a3e JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB;

) peanu3alMi0 WHBIX Mep 3alluThl MH(QOPMAlMd B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit deneparum.

[Ipunoxenue

K [IpaBunam BegeHus €1MHOM

0a3bl JaHHBIX 110 OCYIIECTBICHUIO
MEpONPUITHM, CBI3aHHBIX

¢ obecrieueHueM 0e30MacHOCTH
JIOHOPCKOM KPOBH M €€ KOMIIOHEHTOB,
pa3BUTHEM, OpraHU3aLHAEH

Y IIPOIaraHon TOHOPCTBA

KpPOBU U €€ KOMIIOHEHTOB

COCTAB
MHOOPMALIUWN, CO,EI,EP)KALI.I,EI?IQFI B EOUHOW BA3E JAHHbIX
Nno OCYLWECTBJIEHUKO MEPOMNPUATUN, CBA3AHHbLIX C OBECINEYEHUEM
BE3OMNACHOCTU OOHOPCKOU KPOBU U EE KOMINOHEHTOB, PA3BUTUEM,
OPIrAHMU3ALUEN U NMPONATrAHOOU NOHOPCTBA KPOBU U EE KOMIMOHEHTOB,
CPOK EE BHECEHUA N NOCTABLUMKN TAKOU UHOOPMALIN, A TAKXXE
COCTAB MHOOPMALUN, KOTOPAA BHOCUTCA B ®EOEPANbHbIN PETUCTP
AOHOPOB, CPOK EE BHECEHUA U NOCTABLUUKU TAKOU UHOPOPMALIUA

WNudopmanus [ocraBmuk nuHpopmManuu Cpoxk npencTaBieHus
UHPOpPMALIUU

I. Uudopmanus, coaeprkariascs B eIMHON 06a3e JaHHBIX 110 OCYIIECTBICHUIO MEPOIPUSATHIHA,
CBSI3aHHBIX C 00ecredeHneM 0e30IacHOCTH JTOHOPCKON KPOBU M €€ KOMIIOHEHTOB,
pa3BUTHEM, OpraHU3alMeN U Iponarasj ol JOHOPCTBAa KPOBU U €€ KOMIIOHEHTOB

1. Uadopmanus o6 oobeme OpraHH3alyH uHpOpMaLUI
3arOTOBJIEHHOI KPOBU U €€ rOCYJapCTBEHHOI CHCTEMBbI IpeCTaBIseTCs
KOMITIOHEHTOB 3[IPaBOOXPAHEHHS, €XKEJTHEBHO, B TCUCHUE

OCYHICCTBIAIOUINEC 3arOTOBKY  OJJHOI'O pa6oqero JHA CO
U XpaHCHHUC ,Z[OHOpCKOﬁ KpOBU [OHSA ITOJIYUCHHA

U (U7K) ee KOMIIOHEHTOB aKTyaJIu3UPOBAHHBIX
TAHHBIX
2. Undopmanus o 3anace OpraHu3aluu uHpopManus
JIOHOPCKOW KPOBH U €€ roCy1apCTBEHHOW CUCTEMBI MPEICTaBISIeTCS
KOMIIOHEHTOB C YKa3aHUEM 3/1IpaBOOXPaHEHU, €XEIHEBHO, B TCUCHUE

IpYMITIBI KPOBH, OCYILLECTBIISAIONINE 3aTOTOBKY ~ OJHOT'0O paboyero IHs COo



pe3yC-TpUHAIEKHOCTH U
(benotumna

3. Uudopmanus 06 3tamax
oOparlieHus: JOHOPCKON KPOBU U
(111) ee KOMIIOHEHTOB

4. Nudopmanus o nmunax (c
yKa3aHHEM [ePCOHAIbHBIX
JAHHBIX ), Y KOTOPBIX BBISIBIICHBI
MEJULMHCKHUE
IIPOTUBOIOKA3aHUs (BpEMEHHBbIE
WJIA TIOCTOSIHHBIC) JUTSL Cllauu
KpPOBH U (WJIM) €€ KOMIIOHEHTOB

5. Muadopmanust 00 0CIOKHEHUSIX

Yy JJOHOPOB B CBSI3U C JOHALUEH

6. Uudopmanus o
MOCTTPAHC(Y3UOHHBIX PEAKIUIX
1 00 OCIIO)KHEHHSX Y
PELHITNEHTOB

U XpaHEeHHEe TOHOPCKOU KPOBU
U (WIK1) ee KOMIIOHEHTOB;
MEJUIIMHCKIE OPraHu3allnu, a
TaKke 00pa3oBaTeIbHBIC
OpraHu3aIi, HayYHbIC
OpraHu3au,
OCYUIECTBIISIONINE OKa3aHUE
MEIUIMHCKON MOMOIIH

OpraHu3aluu
roCyapCTBEHHON CUCTEMBI
31paBOOXpaHEHUs,
OCYLIECTBIISIOIINE 3arOTOBKY
Y XpaHEHHE TOHOPCKOW KpPOBH
U (UJ1) ee KOMIIOHEHTOB;
MEIULMHCKUE OpPraHu3alnu, a
Takxe 00pa3oBaTesIbHbIE
OpraHM3alvM, HayuHbIE
OpraHu3alyy,
OCYILECTBISIOIINE OKA3aHUE
MEIUIIMHCKON TOMOIIHA

CIELMAIM3UPOBAHHbIE
MEIUIMHCKUE OpraHu3alun
(mpoTUBOTYOEpKYJIE3HBIE,
KO>KHO-BEHEPOJIOTHYECKHUE,
HapKOJIOTUYECKHE,
IICUXOHEBPOJIOTUYECKHE
JUCIIaHCEPBL, IEHTPHI 110
npoduakTuke u 6oprode co
CIIN oM 1 nHpEeKINOHHBIMU
3a00J1€BaHUSAMH, LIEHTPBI
TMTHEHbI U 3TUJEMHOJIOTUU
Pocniorpebnaazopa, a Takxke
LEHTPBI TUTHEHBI U
snuaemuosnornu ®MBA
Poccun)

OpraHu3aluu
rOCY/IapCTBEHHON CHCTEMBI
3/IpaBOOXpaHEHMUS,
OCYUIECTBIISIOLINE 3aTOTOBKY
U XpaHEeHHe TOHOPCKOU KPOBU
U (W1K) ee KOMIIOHEHTOB

MEIUIMHCKUE OpraHu3alliu, a
Takke o0pa3oBaTeIbHbIC
OpraHu3aliy, Hay4YHbIC
OpraHu3aIu,

AHA TIOJIYUCHU A
AKTYAJIIM3UPOBAHHBIX
JaHHBIX

uHdopmaIus
NpeCTaBISCTCS
€XKeIHEBHO, B TEUEHHUE
OJIHOTO paboyero JHs CO
JTHS TIOTTYYeHUS
AKTyaJIM3UPOBAHHBIX
JTAHHBIX

UHpOpMAaLUST
HPE/ICTaBISACTCS
€XKETHEBHO, B TCUCHUE
OJTHOTO pabOoYero JHS CO
THS TIOJTyYeHHS
aKTyaJIM3HUPOBAHHBIX
JTAHHBIX

UHpOpMAaLUST
MPEICTABIISIETCS
©XKEIHEBHO, B TCUCHHUE 5
pabouux JHEH co AHS
MOJIyYeHUS
aKTyaJIU3UPOBAHHBIX
JTAHHBIX

uHpopManus
MPEICTABIISIETCS
©XKCEIHEBHO, B TCUCHHUE 5
pabouux aHEH co qHS



7. Uudopmanus 06 oobeme
JIOHOPCKOW KPOBH U €€

KOMIIOHCHTOB, ITIOATOTOBJICHHBIX
AJIg mepeaavyu U NepCaaHHbIX IJIsd

IIPOU3BO/ICTBA JIEKAPCTBEHHBIX
CPEICTB ¥ (WUJTN) MEAUIIMHCKUX
U3JIENHA, C yKa3aHUEeM
MoJIy4daresen

8. Nudopmarus o 1esITeIbHOCTH

cyOBEKTOB OOpaIeHus
JOHOPCKOW KPOBHU U (WJIH) €€
KOMITOHEHTOB

9. Mudopmarnius 0 KOITHIECTBE

CJIY4acB BbIBO3a B OpraHu3anuu,

HaxoJsIuecs 3a npeaeaaMu
Tepputopuun Poccuiickoit

®denepanu, TOHOPCKON KPOBHU U

(W1H) ee KOMITOHEHTOB M 00 UX
o0beme

OCYUIECTBIISIONINE OKa3aHUE
MEIUIMHCKON MTOMOIIIH;
OopraHu3aluu
rOCY/IapCTBEHHON CHCTEMBI
3/IpaBOOXpaHEHMUS,
OCYUIECTBIISIOLINE 3aTOTOBKY
U XpaHEeHHe TOHOPCKOU KPOBU
U (W1K1) ee KOMIIOHEHTOB

OpraHu3aluu
roCyapCTBEHHON CUCTEMBI
3/IpaBOOXpaHEHMS,
OCYILIECTBIISAIOIIUE 3aTOTOBKY
Y XpaHEHHE TOHOPCKOW KpPOBH
U (UJ1) ee KOMIIOHEHTOB

OpraHu3aIu
rOCyJIapCTBEHHOM CUCTEMBI
31paBOOXPaHEHU,
OCYULIECTBJISIOIINE 3arOTOBKY
1 XpaHEHHUE IOHOPCKOU KPOBU
U (U1) ee KOMIIOHEHTOB;
MEIUITMHCKHE OPTaHU3allnH, a
TaKke 00pa3oBaTeIbHBIC
OpraHu3aly, HayyHble
OpraHu3allkH,
OCYILECTBJISIOIINE OKAa3aHUE
MEIUIMHCKON TOMOIIH

OpraHH3aIH
rOCYIapCTBEHHOM CUCTEMBI
3[IPaBOOXPAHEHHS,
OCYIIIECTBIISIONINE 3aTOTOBKY
Y XpaHEHHUE JOHOPCKOW KPOBH
U (WIH) ee KOMIIOHEHTOB

MIOJTyYECHUS
AKTyJIM3UPOBAHHBIX
JAaHHBIX

uHdopmaIus
NpeCTaBISCTCS
€XKeIHEBHO, B TEUEHHUE
OJIHOTO paboyero JHs CO
JTHS TIOTTYYeHUS
AKTyaJIM3UPOBAHHBIX
JTAHHBIX

nHpopmManus
IpecTaBiseTcs
€)XKEJTHEBHO, B TEUECHUE
OJJHOTO paboYero AHS CO
JTHS TIOJTyYEHUS
aKTyaJIn3UPOBAHHBIX
JAHHBIX

uHpOpMaLUs
npeACTaBisieTCs B
TedeHue 3 paboumnx qHeH
CO JHS TIOTYYCHHUS
aKTyaJIU3UPOBAHHBIX
JTAHHBIX

I1. Uudopmarnus, koTopast BHOCUTCS B (heiepalIbHBIA PETUCTP JOHOPOB

1. Mudopmanus o moHOpE,
OCYIIECTBUBILIEM JOHAIMIO Ha
Tepputopuun Poccuiickoii
denepauuu:

a) pamumus, UMst 1 OTUYECTBO
(npu HaJIM4YMM), a B Cllydae ux

HU3MCHCHUSA - UHBIC q)aMI/IJ'II/ISI, UM

1 OTYECTBO (TIpU HAIUYUH);
0) maTa poXKIACHUS;
B) I1OJT,

OopraHu3aIu
TrOCYIapCTBEHHOW CUCTEMBI
3/IpaBOOXpaHEHMUS,
OCYIIECTBIISIONINE 3aTOTOBKY
1 XpaHEeHHE TOHOPCKOW KpOBU
U (W1K1) ee KOMIIOHEHTOB

UHpOpMALUS
MIPEAOCTABISIETCS
©)KE/IHEBHO, B TCUCHHUE
OJTHOTO pabOoYero JHS CO
JTHSI TTOJTyYSHHUSI
aKTyaJIM3HUPOBAHHBIX
JTAHHBIX



r) nH(MOpPMALIUS O pErHCTPAIIH
10 MECTY JKUTENILCTBA UIIH
npeObIBaHUS;

1) PEKBU3UTHI TACMIOPTA WIIH
WHOTO JIOKyMEHTAa,
YA0CTOBEPAIOLIETO JTMYHOCTB;

€) CTpaxoBOil HOMeEp
WH/IMBU/YaJbHOTO JTUIIEBOTO
cueTa rpax/laHuHa B CUCTEME
00513aTeIbHOTO TIEHCHOHHOTO
CTpaxoBaHus (U HAIUYUH);

) JaTa BKJIIOUEHUS B
(benepanbHbIN PETUCTP JOHOPOB;
3) TpyImna KpoBH,
pe3yc-IpruHaIe)KHOCTB,
nHpopManus 00 UCCIeTOBAHHBIX
aHTHUTECHAX U O HATMIHAN
MMMYHHBIX aHTHTEN, U Ipyrue
pe3ybTaThl IPOBEAECHHBIX
UCCIIeIOBAaHUH KPOBH;

1) 00 OCTIOKHEHUAX y TOHOPOB B
CBSI3H C JOTAIlHEH;

K) uHGOpMaIus O MpeaAbLAYIINX
JOTalMAX

2. Uadopmanus o mepeHeCeHHbBIX
MH(]EKITMOHHBIX 3a00JICBaHUSX,
HAXO0KIEHUHU B KOHTAKTE C
WH(EKIMOHHBIMUA OOJBHBIMU,
npeObIBAaHUH HAa TEPPUTOPUSX, HA
KOTOPBIX CYIIECTBYET yrpo3a
BO3HHUKHOBEHUS U (UJIN)
pacripoCTpaHEeHUS MaCCOBBIX
MH(]EKIIMOHHBIX 3a00IeBaHUI
WIH SIUIEMUMN, 00
yHoTpeOICHUH HAPKOTUYECKUX
CPEJICTB, IICUXOTPOITHBIX
BEIIECTB, a TAK)KE O BAKIIMHAIIAIX
Y XHPYPTHIECKUAX
BMEIIATEILCTBAX, BLIITOIHEHHEIX
B T€UEHHE OJHOI0 rojaa A0 JHs
Cauu KPOBH U (WIIN) ee
KOMIIOHEHTOB

3. Muadopmarnus o HarpaxJaeHUN
HarpyaHbIM 3HakoM "llodeTHbIi
noHop Poccun" u "lloueTHslit

MEWIIMHCKUE OpraHu3aluy, a uHpopmamms

TaKke 00pa3oBaTEIbHBIC MPECTaBISAETCS
OpraHu3aliy, Hay4HbIe €XXeJIHEBHO, B TCUCHHE
OpraHu3aIui, OJIHOTO paboyero JHS CO
OCYIIECTBISIONIUE OKa3aHUE  JHS MOTyUYEHUS
MEIUIIMHCKON TTOMOIIIH; AKTyaJIM3UPOBAHHBIX
CTCTIHATU3UPOBAHHBIE TAHHBIX
MEUIIMHCKUE OPTraHu3alun
(mpoTHUBOTYOEpKYJIE3HBIE,
KOKHO-BEHEPOJIOTHUECKHE,

HAPKOJIOTUYECKHE,

MICUXOHEBPOJOTUUECKHE

JUCTIAHCEPBI, IIEHTPHI 110

npodunaktTuke u 60pnode co

CII1/IoM 1 nH(DEKITMOHHBIMHI

3a00JIeBaHUSMU, [ICHTPHI

TUTHUEHBI U ATTHIEMUOIIOTUN

PocniotpeOnanzopa, a Taxxe

IIEHTPHI TUTHCHBI U

stuaemuonoruu ®PMBA

Poccun)

UHpOpMAaLUS
MPEIOCTABIISICTCS B
TeyeHue 3 pabounx JTHEH

Munsapas Poccuun



nonop CCCP" CO JHA IMOIY4YECHUS
aKTyaJIU3UPOBAHHBIX
TAHHBIX




