IMPABUTEJICTBO POCCHVICKON ®EJIEPAIIAU
IIOCTAHOBJJIEHHUE

ot 5 aBrycra 2013 r. Ne 667

MOCKBA

O BeaeHHH eAMHOM 0a3bl JAHHBIX N0 OCYIIeCTBJAEHHIO MEPONPHATHH,
CBSI3AHHBIX ¢ o6ecneyeHHeM 0e30MaCHOCTH JOHOPCKOH KPOBH
H ee KOMIIOHEHTOB, Pa3BHTHEM, OPraHU3allieH H NponaraHaox
JAOHOPCTBA KPOBH H €¢ KOMIIOHEHTOB

B coorBercTBHM ¢ d4acThio 2 cTarhM 21 Depepa’apHOro 3aKoHa
"O moHopcTBe KpoBH U ee KommoHeHToB" IIpaBuTensctBo Poccmiickoi
QPeepallii IO CTAHOBJAMAECT:

1. Vreepmuts mpunaraemsie [IpaBuna BefeHUs €AWHOM 0a3bl JAHHBIX IO
OCYIIECTBICHAIO MEPONPHSATHI, CBS3aHHBIX ¢ obecniedeHHMeM O€30MaCHOCTH
JIOHOPCKOM KpOBM ¥ €€ KOMIIOHGHTOB, pa3BHTHEM, OpraHusauuesi u
IpoTnaraHjoi JOHOPCTBA KPOBHU H €€ KOMIIOHEHTOB.

2. YCTaHOBUTH, YTO:

equHas 0a3a JaHHBIX IO OCYIUIECTBJICHHIO MEpOIPUATHH, CBA3aHHBIX C
obecneueHreM 0e30MaCHOCTH JOHOPCKOW KPOBH U €€ KOMIIOHEHTOB, Pa3BUTHEM,
opraHu3aiyeil ¥ nporarasioi JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB SBJISETCS
rocyapCTBEHHON MH(POPMAMOHHOM CUCTEMOH CITyKOBI KPOBH;

MuHuCTEPCTBO 3APaBOOXpPaHECHUS Poccutickon Oenepanuu
OCYIIECTBIAET OOINYI0 KOOPAWHALMIO BeJEeHWS YyKa3aHHOM enuHOM O6asbl
HaHHeIX, a DemepalbHOE MeIUKO-OMOJIOTHYECKOEe areHTCTBO - €€ BeJICHHE
U pa3BUTHE;

OpraHsl HCIIOJHUTENBHOM BiacTi cyOnrekToB Poccuiickoil Menepanuu B
chepe OXpaHbl 3I0pOBbS OOECIECYMBAIOT KOOPAUHALMIO  NEATEIBHOCTH
COOTBETCTBYIOIMX TOCYJapCTBEHHBIX OpraHm3aluil cyownekToB Poccuiickon
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Qelepaliid M1 MYHULUIIAIBHBIX OpraHW3allui, CBA3aHHOW C UX Y4YacTHEM B
BEJICHUU YKa3aHHOU eTMHOM 6a3bl JaHHBIX.

3. Peanuzanus IIOJTHOMOYHH, BBITEKAIOLIUX U3 HACTOAIIETO
IIOCTAHOBJICHHS,  OCYIIECTBJIIETCS  COOTBETCTBYIOIIMMH  (erepallbHbIMU
OpraHaMMd  MCIIOJHUTENIBHOW  BJIacTd B Ipelenax  YCTaHOBJIEHHBIX
[IpaButensctBOM  Poccmiickoii  ®Denepauuu  NpeneibHOM  YHUCIEHHOCTH
pabOTHUKOB WX LICHTPAJIBHBIX amnmapaToB M OIOMKETHBIX AaCCUTHOBaHUM,
IPEeNyCMOTPEHHBIX B (peiepalbHOM OrO/KEeTe Ha pyKOBOZICTBO U YIIPaBIEeHUE B
cthepe ycTaHOBIEHHBIX QYHKLIMUH.

IIpencenarens IIpaBug

Poccuiickoit @enef . Mensenes
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YTBEPXJEHDBI

noctaHoBieHueM [ IpaButenscTBa
Poccutiickoit @eaepanun
ot 5 aBrycra 2013 r. Ne 667

IHNPABHUJA

BeJeHHUs eAHHOI 6a3bl AaHHBIX 110 OCYIIECTBIEHUI) MEPONIPUSITHIA,
CBSA3aHHBIX ¢ o0ecnedeHHeM 0e30MACHOCTH JOHOPCKOM
KPOBH H €e KOMIIOHEHTOB, pa3BHTHEM, OpraHu3anunei
H MPOMNAaraHJoH J0HOPCTBA KPOBH U ee KOMIOHEHTOB

1. Hacrosamue IlpaBuna ycTaHaBnIuBaIOT NMOPSANOK BeIEHHUs eIUHOM 0a3bl
JAHHBIX [0 OCYIIECTBICHUIO MEpONPHUATHH, CBA3aHHBIX C 00ecleueHHeM
0e30acHOCTH JOHOPCKO# KPOBH U e€e KOMIIOHEHTOB, Pa3BUTHEM, OpraHU3aLuei
U IIpolaraHiod JOHOPCTBa KpOBU U €€ KOMIIOHEHTOB (maliee - 0a3a JaHHBIX
JIOHOPCTBAa KPOBH M €€ KOMIIOHEHTOB), B TOM YHCJE BeACHHE (eaepallbHOTO
perucTpa OOHOPOB (Jlajiee - perucrp), Cpokd u GOpMy IIpeACTaBIeHUS
nHopMaLuy JUIs pa3MelleHHs B 0a3y MAaHHBIX IOHOPCTBA KPOBM U €€
KOMIIOHEHTOB, a TakXe HOpAAOK J0CTyna K HHGOpMAaIWH, CoIepKallencs
B 0a3e DaHHBIX TOHOPCKOM KPOBU U €€ KOMIIOHEHTOB, U €€ UCIIOIb30BaHMU.

2. Benenne u obecnieueHne QyHKIHOHUPOBaHUS 0a3bl JaHHBIX JOHOPCTBA
KpOBU M €€ KOMIIOHEHTOB ocylecTsisercss DenepallbHBIM — MEIUKO-
OMOIOruYecKUM areHTCTBOM (Jiasiee - orneparop).

3. Pasmenienrie B 6ase HaHHBIX JOHOPCTBaZ KPOBU M €€ KOMIIOHEHTOB
nHdopMmanuy, ee o6paboTka, XpaHEHHEe, HUCIONB30BaHHE, a TaKKe JOCTYH K
Tako¥ HMHQOpPMAIMM M ee 3alldTa OCYILECTBIISIOTCS ONMEpaTopoM U
OpraHu3alUsMHU, OCYIIECTBISIOINIMMHE JEeATENbHOCT B cdepe obOpalneHus
JOHOPCKOM KpOBU M (MJIM) e€e KOMIIOHEHTOB, C coOmojeHHeM TpeGoBaHUit
3aKOHOJIaTeIbCTBA Poccutiickoi ®epepanuu 00 uH(bopMaIuy,
UH(GOPMAIIMOHHBIX TEXHOJIOTHUAX U O 3alliTe MH()OPMAalMK U 3aKOHOaTeIbCTBA
Poccuiickoit @enepanuu B 001aCTH NIEPCOHANBHBIX JaHHBIX.

4. Benenne 6a3pl JaHHBIX JOHOPCTBA KpPOBH M €€ KOMIIOHEHTOB
OCYyILECTBJISIETCA C MpPHUMEHEHHEM HHQPaCTPYKTypbl aBTOMaTH3UPOBaHHOM
MH(GOPMAlUOHHOH CHUCTEMBI TPAHCQY3HOJIOTHH, IMO3BOJISIIOIIEH B TOM YHCIIE
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OCYILIECTBIAT, 00paboTky HWH(pOpMalMM Ha OCHOBE HCIOJIB30BAHHS €IUHBIX
dhopmaToB.

5.B 0a3e OaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB B DEXHME
peaNbHOro BpeMeHH 00eCTIeunBaeTCs eXEeTHEBHBINH cOOp NH(pOpMAaIIH:

a) 06 o6peMe 3aroTOBIEHHOM JOHOPCKOM KPOBU U €€ KOMIIOHEHTOB;

0) o 3amace JTOHOPCKOH KPOBH M €€ KOMIIOHEHTOB C YKa3aHHUEM I'PYIIIIbI
KPOBH, pe3yC-MIPUHAIEKHOCTH U (PEHOTHIIA;

B) O TIOCTTPaHC(Y3HOHHBIX PEaKIMIX U 00 OCIONKHEHUAX y PELUITUEHTOB
(c 1 suBaps 2016 r.);

r) 00 oOpallieHHH JOHOPCKOM KPOBH U (UJIH) €€ KOMIIOHEHTOB;

1) O JeATeNbHOCTH CyObheKTOB oOpalieHus JOHOPCKOR KPOBH U (MIM) ee
KoMIToHeHTOB (¢ 1 sHBaps 2016 r.);

€) 0 KOJMYeCTBE ClIy4daeB O0e3BO3ME3NHO Iepe/laHHOM B OpraHM3allvH,
HaXOA[IIMeECH 3a mpeaeniaMu Tepputopun Poccuiickoit @enepanuu, JOHOPCKOR
KPOBH ¥ (WJIH) ee KOMIIOHEHTOB U HX 00beME;

%) 0 Juiax (IepcoHaNBHBIE JaHHBIE), Yy KOTOPBIX  BBEISBJIEHBI
MEIULIMHCKHE IPOTHUBOMOKA3aHUs (BpeMEHHBIE WM IOCTOSIHHBIE) MU CHa4M
KpOBHU U (HUJIM) €€ KOMIIOHEHTOB.

6. Baza maHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB COIEPXUT PETUCTD,
B KOTOPBIN €XEJIHEBHO BHOCHUTCS Clefylomas HHGOopMalus O KaKIOM TOHOpe
MOCJI€ BEIITOJHEHUS M JOHOPCKON (yHKIMU:

a) hbaMuIKs, UM U OTYECTBO, B CIIydae UX M3MEHEHHs - MHBIE (haMuUius,
MMS ¥ OTUECTBO;

0) maTa poXxaeHus;

B) IIOJI;

r) uHGOPMAIIUA O PErUCTPALIMH T10 MECTY XKUTEJIbCTBA UM NPeObIBaHNU;

1) PEKBU3UTHI TIACIIOpTa WIM HHOTO MAOKYMEHTa, YIOCTOBEPSIOIIETO
JINYHOCTE;

€) JlaTa BKJIFOUECHHS B PETUCTD;

K) TpyIIla  KpPOBH,  pe3yC-TIpUHANIeXHOCTh,  MHGMopMaimsa 06
HCCJIEIOBAaHHBIX AHTUI'€HAX U O HATMYUU UMMYHHBIX aHTUTET,

3) nH(OpMaIUA O NpeAbIIyINUX JOHAIUAX;

1) MHGOpMalMsd O TePEeHECEHHBIX WHQEKIMOHHBIX 3a00JI€BaHMIX,
HAXOXJEHUH B KOHTaKTe C HH(EKIHOHHBIMH OONBHBIMH, IpeObIBAHWM Ha
TEPPUTOPHUSX, HA KOTOPHIX CYLIECTBYeT Yyrpo3a BO3HMKHOBEHHMsS H (WJIH)
PacIpOCTPaHEHUs MACCOBBIX MH()EKLHOHHBIX 3a0oNieBaHUI MM 3MUIeMHUi, 00
YIOTpeGIEHAM HAPKOTHYECKHX CPEACTB, NICMXOTPOIHBIX BEIIECTB, O paboTe ¢
BpeOHBIMH M (M) OMAcCHBIMM YCJOBHSAMHU TpYyJa, a TakKxe O BaKIHMHAIMAX
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U XUPYPTrUYECKUX BMEIIATENbCTBAX, BEITIOJIHEHHBIX B TEUEHHE OJHOTO roja 10
JIHS CJa4¥ KPOBH U (WJIM) €€ KOMIIOHEHTOB;

K) “HGoOpMaIUs O HarpaxJeHWW HarpyAHeIMU 3Hakamu '[loueTHbIH
noHop CCCP" u "TToueTHslit nonop Poccuu".

7. B 6a3e JaHHBIX JOHOPCTBA KPOBU U €€ KOMIIOHEHTOB pa3MeIlaeTCs:

n,n " n

a) uHbopMalUsi, YyKazaHHas B TMOANYHKTax "a"-"e" myHKTad |
noanynkrax "a" - "3" mnyHkta 6 Hacrosmmx IlpaBui, - opraHusanvAMH,
OCYIIECTBISAIOIIUMH AEITeNLHOCTh B chepe oOpallieHUsl JOHOPCKOH KPOBH U
(1) ee KOMIIOHEHTOB;

6) uadopMans, yKazaHHas B MOANYHKTe "K' IyHKTa 6 HaCTOAILUX
[IpaBui, - onepaTopom.

8. Uudopmanms, ykazaHHas B NOANYHKTe "K' TMyHKTaS H® B
noAmyHkTe "u" myHKkTa 6 Hactosmwmx IlpaBui, mepenaeTcs €XEIHEBHO
CHelUaIn3upOBaHHbIMU MEUITUHCKUMHU OpraHu3alUusIMH
(TIpOTHBOTYOEPKYJIE3HBIMH, KOXXHO-BEHEPOJIOTHYECKUMHU, HApKOJOTHYECKHUMH,
IICUXOHEBPOJOTMYECKUMH JHUCIIAHCEpaMH, LEHTpaMHU 10 NPOQUIAKTUKE M
6oprbe co CITN/IoM 1 HHOEKITMOHHBIMY 3a001€BaHUAMHY, LIEHTPAMU T'MTHEHBI U
snugemuonoruu PenepanibHOi CIyXObl MO Haa30py B chepe 3alLUTHI IIpaB
noTpebuTeneit U Onaromoyyyus 4elNOBeKa, a TakKXKe LEHTpaMHM TMIHEHBI |
snugemuonornn  DemepalbHOro  MEAMKO-OMOJIOTMYECKOTO  areHTCTBA)
OlepaTopy WIM  COOTBETCTBYIOIIEH  OpraHu3allMM,  OCYIIECTBIISIOLIEH
JeSITENLHOCTE B cdepe obpalieHnss JOHOPCKOH KPOBU U (HIIH) €€ KOMIIOHEHTOB,
KOTOphIe pa3MelIatoT ee B 0aze JaHHBIX JOHOPCTBA KPOBH U €€ KOMIIOHEHTOB.

9. Unpopmarusi, HeoOxoauMmasi Ui BeleHHs 0aspl JaHHBIX JOHOPCTBA
KPOBH M €€ KOMITOHEHTOB, IPEJCTaBIAeTCA B BUJE JIEKTPOHHOIO JOKYMEHTa,
NOJIMCAHHOTO JJIEKTPOHHON TOAMUCHIO, WIH JOKyMEHTa Ha OyMaXKHOM
HocHTesle, opMa KOTOPOro yTBepxaaerci MUHUCTEPCTBOM 34PaBOOXPAHEHUS
Poccuiickoit @enepanuu.

10. Pasmemenre B 6a3e NaHHBIX AOHOPCTBA KPOBH M €€ KOMIIOHEHTOB
uHbOpMaIIu OCYIIIECTBIISIETCS OTIepaTopoM U OpraHu3alysIMH,
OCYIIECTBIAIONIMMHU JESATEeIBHOCTE B chepe obpallieHHss AOHOPCKOM KpPOBH H
(W1M) ee KOMIIOHEHTOB, IYTEM BHECEHHMsS pETUCTPOBOM 3aluCH B JEHb
MOJTyYeHHUs  COOTBeTCTBywoIled  MHpopmaumu.  PermcrpoBoil  3amucu
aBTOMATHYECKH IMMPHUCBAWBACTCS YHUKAJIBHBIA HOMEp, M yKa3blBaeTCd JaTa ee
BHECEHHUS.

11. BHecenre wu3MeHeHHE B HHGPOpPMALHMIO, COAEpXKallyrocs B Oaze
JaHHBIX JTOHOPCTBa KPOBH M €€ KOMIIOHEHTOB, OCYIIECTBIIIETCA B IIOPSAIKE,
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YCTAHOBJIGHHOM  ONEpaToOpoOM, C COXpPaHEHHEM YHUKAJIbHOIO HOMeEpa
PErucTpOBOi 3alUCH.

12. loctyn x uHdopmaiuu, cojaepxaileiics B 0ase HaHHBIX JOHOPCTBA
KpPOBH M €€ KOMIIOHEHTOB, OCYIIECTBISETCA C MPUMEHEHUEM IIpOrpaMMHO-
TEXHUYECKUX CpEeICTB, MTO3BOJIAIOMINX HACHTU(QUIIUPOBAThH JULIO,
OCYIIECTBIISIoIIee JOCTYN K UH(pOpMaILHH.

13. Xpanenue B 6a3ze MaHHBIX JOHOPCTBA KPOBU U (UNH) €€ KOMIIOHEHTOB
HH(pOopMalMK OCyIlecTBIsAeTcA B TedeHue 30 1eT co IHsA ee pasMEIICHHUS.

14. YrmonHOMOYEHHEIE JIULIA OTIEpaTopa, OCYIIECTRISIOIME AeATEIbHOCTh
Mo DJKCIUTyaTaluu 0a3bl HaHHBIX JOHOPCTBA KPOBH H €€ KOMIIOHEHTOB H
UMEIOIHUEe JOCTYN K HWHGpOpMallMM, COAepiKalleiicss B HEH, Ha3HA4aloT JIMII,
OTBETCTBEHHBIX 3a oOOecHedeHHe IpeAyCMOTPEHHBIX 3aKOHOHATENBCTBOM
Poccuiickoit @enepanuu Mep 110 3aI{uTe 3TOH HHYOPMALIHH.
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