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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 24 ANPENA 2025 T. Ne 553
MOCKBA

O BHECEHUMN N3MEHEHWNIN B HEKOTOpPbLIE aKThbl MpaBuTtenscTBa Poccminckon ®eaepauymm

MpaBuTenbcTBO Poccuinckon degepaumm NOCTaHOBASET:

1. YTBEpANTb NpuaaraeMble N3MeHeHWs, KOTOpble BHOCATCA B aKThl MpaBnTenbcTBa PocCniicKom
denepauymn.

2. HacTosuiee nocTaHOB/IEHNE BCTYMNAET B CUJTYy CO AHS ero ouumnaabHoro onybamkoeaHms.

Mpencenatens MpaBuTenscTea
Poccuinickon ®epepaummn M.MuwwycTnH

YTBEPXIEHbI

nocTaHoB/eHVeM lNpaBUTeNbLCTBa
Poccuinckon ®epepauun

oT 24 anpens 2025 r. Ne 553

W3MEHEHWA,
KOTOpble BHOCATCA B HEKOTOPbIe akTbl [paBuTensCcTBa Poccunckon ®epepaumm

1. B MonoxxeHnn o hefepasbHOM rocyAapCTBEHHON MHPOPMALMOHHON CMCTEME MOHUTOPUHIa CEBEPHOIO
3aB03a, YTBEPXKOEHHOM NoCcTaHoBseHMeM lMpaBuTenscTBa Poccuinckon denepaunm ot 19 mapta 2024 r. Ne
331 "06 yTBepxaeHnn MonoxxeHnsa o hbeaepanbHON rocyaapCTBEHHOW MHPOPMALMOHHOW CUCTEME
MOHWUTOpPUHra ceBepHoro 3aeo3a" (CobpaHue 3akoHogaTenbcTBa Poccuinckon depepaunm, 2024, Ne 13, cT.
1802):

a) NYHKTbI 6 1 7 N3N10XXNTb B CIefyiOLWeN pedakumnm:

"6. ®epepanbHas cuCTeMa BKJIOYAET ciefyrowme noacucTeMsl:

a) noacuctema "obwenoctynHasa MHopMaLmMa 0 CeBepHOM 3aBo3e (nopTan)";

6) nogcmcTema "agMUHUCTPUPOBaHME",

B) noacucTema "nHgopmaunoHHas besonacHoCcTb";

r) nogcmuctema "wHTerpauun”;

A) noacmcTeMa "NnYHbIN KabuHeT".

7. MoacncTeMbl, yKa3aHHble B MyHKTe 6 HacToswero MosoXeHuns, BbINOAHAIOT cneayoline QyHKLMK:

a) noacmctema "obuienocTynHas nHpopMaLms 0 cCeBepHOM 3aBo3e (nopTas)" obecneymBaeT BO3MOXXHOCTb
OTKPbITOr0 A0CTYNa K MHGOPMaLUN 0 HOPMATMBHbIX MPAaBOBbIX akTaxX, PEryanpPYOLLNX OTHOLWEHNS B chepe
CEBEepHOro 3aB03a, 1 MHoW 06LLeOCTYNHON NHOPMaLIM O CEBEPHOM 3aBO3€;

6) nogcncTtema "agMUHUCTPUPOBaHKE" obecnevymBaeT BO3MOXXHOCTb YNpaBieHNs HaCTPoONKamu
napameTpoB, ynNpaBasoWmx paboTon Npovmx noacncTem geaepasibHoN CUCTEMbI, MOHUTOPUHI
paboToCcnocobHOCTN MOACUCTEM N MOLYNEN heaepanbHON CUCTEMBI, YBELOMIEHNE aAMUHNCTPATOPOB O
BaXXHbIX COBLITMAX B (hefepanbHON CMCTEME, LLeHTPanan30BaHHbIN cbop 1 aHann3 nHdopmaumm o pabote
thenepanbHON CUCTEMBI;

B) moAcucTeMa "MHGoOpMaumnoHHas 6e3onacHocTb" obecneynBaeT 3aWwnTy MHGOOPMaLMN B COOTBETCTBUN C
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3aKOHoaTeNnbCTBOM Poccuinickon ®epepaumm 06 nHpopmaumm, MHHOPMALMOHHBIX TEXHOJIOMNSAX U O
3aWwnTe nHopMaL MK, 3aKoHoAaTeNLCTBOM Poccuinckon deaepaumn B 061aCTy NePCOHabHbIX AaHHbIX,
cbop, 3anncb 1 XxpaHeHne nHpopMauum o cobbiTnax 6e3onacHOCTY C BO3MOXHOCTbIO MOHUTOPKHIa
(mpocmoTpa, aHasM3a) pe3ynbTaToB pPerncTpauunm cobbiTnii 6€30MacHOCTU, peannsaLmno HeobXxoanMbIX
MEeTOA0B, TUMOB M NPaBWA pa3rpaHnyYeHns LOCTYNa K MHGOPMaL UK, a Takxe pasfeneHne noaHoMoYui
(ponen) nonb3oBaTesieN, BKJIIOYAs OrpaHNYEHME NpaB Nosb30BaTeen No BBOAY MHGOpMaL K B
(helepanbHylo CucTemy;

r) noacucteMa "nHTerpauumn' obecnevymBaeT BO3MOXHOCTb LIEHTPaIM30BAHHOIO U YHU(ULIMPOBAHHOI O
B3aMMOLEeNCTBUSA B aBTOMATU3NPOBAHHOM peXxmMme C MH(OPMaLMOHHBIMK CUCTEMaMM, YKa3aHHbIMA B
NyHKTe 22 HacToALLero MNonoxxeHus, ncnonb3yembiMy CybbekTamu, pasMeLLanwnMm MHHopMaLmio B
henepanbHOM CUCTEME, U NONb30BaTENSAMU, 0OMEHA faHHLIMK C UCMOJIb30BaHWEM PACMPOCTPAHEHHbIX
NPOTOKONI0B U (hopMaToB 0OMeHa, 0TCNeXmBaHue xoaa paboT npouenyp obMeHa faHHbIMK, @ Takxe
BEAEHNe MeTafaHHbIX, Ha OCHOBE KOTOPbIX MOXXHO 0TCNeauTb CyObeKToB, pa3MeLlaLwmx nHpopMaLmio B
thefepanbHOM CMCTEME, 3aleMCTBOBAHHBIX B X0A4€ MH(OPMALIMOHHOro 0bMeHa;

4) nogcuctema "NnyHbln KabuHeT" 0bbeanHseT PyHKUMOHabHBIE MOAY N, obecrneynBatoLLne
BO3MOXXHOCTb (hDOPMUPOBaHKA MNaHa CeBEPHOro 3aB03a, MOHUTOPWHIA UCNOJTHEHUSA MJlaHa CEBEPHOro
3aB03a W CBOEBPEMEHHOI O BbISIB/IEHNS PUCKOB BO3HUKHOBEHWS CHOEB B MOCTaBKaX rpy30B CEBEPHOMO
3aB03a, UOEHTUDUKALUN N MOHUTOPUHIa ABUXEHWSA TPY30B CEBEPHOro 3aB03a, y4eTa Mep
nNpenocTaBNeHHON roCyAapCTBEHHON U MYHULIMMANbHON NOAAEPXKM CEBEPHOMO 3aB03a, (HOPMUPOBAHMS
OTYETHOCTW MO 3aflaHHbIM NMoKa3aTesiAM U XapakKTepucTrkam, B TOM Yucsie B paMKax heliepasbHOro
CTaTUCTUYECKOro HabnoaeHNS, HACTPOMKM NapaMeTpPoB pacyeTa 1 0TobparkeHns HGopMaLuun,
MCNob3yeMon 1 nosy4yaemMoi npu (hOpMMPOBAHUN OTHETHOCTN.";

6) NYHKT 9 HONOAHUTL NOANMYHKTaMKM "X" - "K" cnelyloLLero coaepXxaHus:

")K) CBEAEHUS O IOPUANYECKMX NLaX N MHAUBMAYANbHbIX NPeANnpUHMMATENAX - y4aCTHUKAX CEBEPHOr0
3aB033;

3) cBeeHus, npefycMoTpeHHble MYHKTOM 11 npuioxeHus Ne 1 K T010)KEeHUI0 0 CMCTEMEe MOHUTOPUHTa
LBVKEHUS NleKapCTBEHHbIX MpenapaTos 18 MeLULMHCKOro NpuMeHeHns, yTBepXX LeHHOMY
noctaHoBneHneM MpaBuTenscTBa Poccuinckon ®epepaumm ot 14 nekabpsa 2018 r. Ne 1556 "06
yTBepXAeHuUW MoJIOXKEHNS 0 CUCTEME MOHUTOPUHIa ABVXEHUS JIeKapCTBEHHbIX NpenapaTos 4as
MeLWNLMHCKOro npuMeHeHnsa";

1) CBeLleHMs O rnepeBo3Kax rpy30B CeBEPHOro 3aBo3a no CeBepHOMY MOPCKOMY MyTW U3 CEPBUCOB
NHOPMaLMOHHOIO obecneyvyeHmnsa rpy3onepeBo3ok eanHon NaaThopMbl LMGPOBLIX CepBUcoB CEBEPHOr0
MOPCKOro nyTu (nocsie BBoAa B 3KCMJyaTauuio);

K) CBeleHUs, NpefyCcMOTpeHHbIe NoAnyHKTaMm "a" - "B" 1 "e" nyHkTa 19 MNonoxxeHus o enepanbHoOn
rocyaapCTBEHHON reorpadmnyeckon nHhopMaLnoHHon cncteme "EgnHas ungposas naatgopma
"HaumnoHanbHas cMcteMa NpoCTPaHCTBEHHbIX faHHbIX", yTBEPXXAEHHOro noctaHoBsieHneM MpaBmuTenbCTBa
Poccninckon ®eapepaunm ot 7 noHsa 2022 r. Ne 1040 "O denepanbHOM FoCyaapCTBEHHON reorpaduryeckon
NHoPMaLMOHHON cucTeMe "EQuHas uudposas nnathopma "HaunoHanbHas CUCTEMa NPOCTPAHCTBEHHbIX
JaHHbIX".";

B) B MyHKTe 22:

ab3aL nepBbI NoC/e CNOB "CO CAeAYOLNMMN UHHOPMALMOHHBIMU CUCTEMaMK" AONOAHUTL CnoBaMu "u
rocygapCTBEHHbIMKU peecTpammn';

[LOMONHUTL NoAnyHKTamum "o" - "U" cneaytollero coaep)xaHus:

"0) thenepasibHas rocygapCcTBeHHas MHGOPMaLMOHHasa cucteMa "EQuHas cucteMma HoOpMaTUBHOM
CnpaBoYHOM NHopMaumn";

n) epepanbHasa rocygapCTBEHHan reorpaduyeckas nHhopMaumnoHHasa cucteMa "EgmHas ungposas
nnatgopma "HaunoHanbHas cucTemMa NPoCTPAHCTBEHHbIX AAHHbIX";

p) rocyfiapcTBeHHasa MHOpMaLMOHHasa cucTemMa "EfMHag cucteMa naeHTUrKaLmm n aytTeHTudukauum
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hM3UYHECKMX UL, C UCMO/Ib30BaHMEM BMOMETPUYECKNX MEPCOHANbHBIX AaHHbIX";

C) MH(OpPMaLMOHHas cucTeMa "HaunoHanbHas LgpoBas TPaHCNOPTHO-0rcTnyeckas nnatpopma”
(mocne BBOAA B 3KCMyaTaLuio);

T) CMCTEMa MOHUTOPUHIa ABUXEHUS IeKapCTBEHHbIX NpenapaToB Aas MeanLUHCKOr0 NPUMEHEHUS;

y) ednHas nnatgopMa LngpoBbiX ceprcoB CeBepHOro MOPCKOro nyTu (Moc/ie BBOAA B 3KCNayaTaLuIo);
() eanHbIN FOCYAapCTBEHHbIN PEECTP IOPUANYECKNX NNLL;

X) eAUHBIA FOCYAAaPCTBEHHbLIN peecTp MHANBUAYASIbHLIX NpeanpuHUMaTenen;

L) MHble NHOPMALIMOHHbIE CUCTEMBI U MH(OPMALIMOHHbIE PecypChl, coaepKallne ceeaeHns 06 yH4acTHUKax
CEBEPHOro 3aB03a U rpy3ax CEBEPHOro 3aB03a, Heobxoanmble AN peannsauun GyHKUUA deaepanbHon
CUCTEMbI, YKa3aHHbIX B NYHKTe 5 HacToswero MonoxeHus. MNepevyeHb Taknx MHHOPMaLMOHHbLIX CUCTEM U
MH(OPMaLIMOHHBIX PeCypCoB ONpeaesiseTcs onepaTopoM denepasibHON CUCTEMbI MO COMlIaCOBaHMIO C
ornepaTopamMm UHHOPMALMOHHBLIX CUCTEM N UHDOPMALMOHHBIX PECYPCOB B COOTBETCTBUM C
3aK0HOaTeNbCTBOM Poccuinckon denepaunn.”.

2. B MNonoxeHun o cucteMe MOHUTOPUHTa ABMXKEHUS JIeKapCTBEHHbIX NpenapaTos A1 MeAULUHCKOro
NPYMEHEHNs, YTBEPXKAEHHOM NOCTaHoBAeHNeM MNpaBuTtenscTBa Poccuinckon Gegepauun ot 14 nekabps
2018 r. Ne 1556 "06 yTBepXAeHUM M0N0XKEHNS 0 CUCTEME MOHUTOPUHIA ABMXKEHNS NIEKAPCTBEHHbIX
npenapaToB AN4 MeAULMHCKOro npumeHeHus" (CobpaHne 3akoHogaTenbCcTBa Poccminckon depepauun,
2018, Ne 53, cT. 8641; 2023, Ne 14, cT. 2436):

a) NYHKT 18 JonofHUTbL NOANYHKTOM "M" ciefyiolWero cogep)xaHus:

"M) dbegepanbHas rocyaapCcTBeHHasa MHDOPMaLIMOHHAs CUCTEMa MOHUTOPUHIa CEBEPHOrO 3aBo3a.";

6) npunoxeHme Ne 1 K ykazaHHOMY [ON0XKEHMIO AOMOAHUTL MYHKTOM 11 ciefytoLlero Cogep)xaHns:

“11. N3 cMcTeMbl MOHUTOPUHIA B LesIiX MOHUTOPUHIa CEBEPHOro 3aB03a rnepefatnTcs B hefepalsibHyto
roCyAapCTBEHHYI0 MHOPMAaLMOHHYO CUCTEMY MOHMTOPUHIa CEBEPHOro 3aB03a cBeaeHus 06 obopoTe
NEeKapPCTBEHHbIX MpenapaToB Ha TEPPUTOPUNAX CEBEPHOIO 3aB03a, OCYLLECTBASEMOM CybbekTaMm
obpalleHns neKapCTBEHHbIX CPEACTB, ABASIOLLMMUCS y4aCTHUKaMN CEBEPHOrO 3aB03a, B C/IeAyOLLEeM
cocTaBe:

a) ceegeHna 06 y4aCTHMKax CeBEPHOro 3aB03a, YKa3aHHbIX B ab3aLe nepBoM HaCTOALLEro NyHKTa;

6) cBeaeHMA 0 IeKapCTBEHHbIX NpenapaTax, 3aperncTpMpPoBaHHbIX B CUCTEME MOHUTOPUHIa CybbekTamu
obpalleHuns nekapCTBEHHbIX CPeacTB, 060POT KOTOPbIX OCYLLECTBAAETCA Ha TEPPUTOPUAX CEBEPHOrO
3aB033;

B) cBefileHUs 06 obpalleHnn nekapCTBEHHbIX MpenapaToB Ha TEPPUTOPUSAX CEBEPHOr0 3aB03a, B TOM Yucie
CBeLleHMA 0 PeKBU3UTax roCydapCTBEHHbIX Y MYHULUMUMNAJIbHbIX KOHTPAKTOB, NMPeACTaBJ/IeHHble B CUCTEMY
MOHUTOPUWHra cybbekTamn obpalleHns neKapCTBEHHbIX CPeAcTB.".
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