O BHeCeHMn U3MeHeHUMN B NnocTaHoBJseHue MNMpaBuTenbCTBA
Poccunckon depepauum ot 9 dpespansa 2022 r. Ne 140

MocTaHoBneHne - Ne 2164 - 0T 26.12.2025 - MpaBuTenscTBO Poccninckon ®epepaumm - lencteyeT 6e3 M3MeHeHWN

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 26 OEKABPA 2025 . Ne 2164
MOCKBA

O BHECEHUMN M3MEHEHWNIN B MOCTaHoBeHMe MNpaBuTenscTBa Poccuninckon Pegepaunn ot 9 chepans 2022 r.
Ne 140

MpaBnTenbcTBO Poccuinckon deaepau NOCTaHOBASET:

YTBEPAUTL NpUiaraeMble M3MEHEHWS, KOTOPbIe BHOCATCA B [1010)KEHNE 0 € 4MHOI roCyAapCTBEHHON
NHOPMaLIMOHHON cucTemMe B chepe 34paBOOXPaHEHNS, YTBEPXKXAEHHOE NOCTaHOoBAeHMeM MpaBnUTebCTBA
Poccninckon ®Peapepaunm ot 9 depansa 2022 r. Ne 140 "O eanHom rocyaapCTBEHHON MHPOPMALMOHHON
cucteme B cihepe 3apaBooxpaHeHns” (CobpaHume 3akoHogaTenbCTBa Poccunckon ®epepaumm, 2022, Ne 8,
CT. 1152; Ne 50, cT. 8914; 2024, Ne 11, cT. 1515; 2025, Ne 11, cT. 1166; Ne 18, cT. 2248).

Mpencenatenb MpaBuTensCTBa
Poccunckon ®epepaunyt M.MuycTmH

YTBEPXXIEHbI

noctaHoBneHneM MpaBUTENbLCTBA
Poccuiickon depepauun

0T 26 nekabpsa 2025 r. Ne 2164

N3MEHEHWA,
KOTOpble BHOCATCA B [0JI0XKEHNE 0 eIMHON FroCyAapCTBEHHOW UH(OPMALIMOHHON cucTeMe B chepe
3[IpaBOOXPaAHEHNS

1. MoanyHKT "r" nyHkTa 47 nocne caoB "MUHNCTEPCTBO CENbCKOr0 X03aMcTBa Poccunckon ®egepauun,”
AONONHNUTL CoBaMy "MUHNCTEPCTBO NMPOMbILLAEHHOCTM U Toproean Poccuinckon ®enepauun,”.

2. MyHKT 56 nocne ab3aua TpuALATOro AOMNOJHUTL ab3auamu CeayLwWero Coaep XXaHns:
"rocyfapcTBeHHas MHGOpPMaLMOHHasa cucteMa (popMUpoBaHMA 1N BeAeHUS e4UHOro henepanbHoro
MHOPMALMOHHOIO perncTpa, CoaepKallero ceefeHna 0 HaceneHmm Poccminckon ®egepaunu;
(henepanbHas rocyfapcTBeHHas MHMOPMaLMOHHAsA cuctema "EgnHas cuctema npefocTasiieHns
rOCYyAapCTBEHHbIX Y MyHULUNAAbHbLIX YCAyr (cepBrcos)";

rocyfapcTBEHHas MHDOPMALMOHHAsA CMCTEMa MOHMTOPMHIa 3a 060pPOTOM TOBapOB, MOANEKALLMX
0653aTeNbHON MapKMPOBKE CpeacTBaMy MAeHTUhMKaumum;".

3. B nyHkTe 57 cnosa "ab3auax BTOPOM - TpMALATOM NyHKTa 56" 3aMeHUTL cnioBamu "ab3auax BTOPOM -
TpuALaTb NATOM NyHKTa 56", cnoBa "ab3auem TpuaLaTh NepBbIM NyHKTa 56" 3aMeHNTb cnoBaMuy "ab3auem
TpUALaTh WeCTbIM NyHKTa 56".

4. B npunoxeHnn Ne 1 K yKaszaHHOMY [1010XKEHWIO:

a) B NyHKTe 1:

rpady "MocTaBwmK nHhopMaunn" AONoNHUTL ab3aleM cnegyoLlero CogepXXaHus:

"®epepanscHas Hanorosas cnyxba (eQuHbIN henepanbHbIi MHPOPMALMOHHbLIA PEFUCTP, COAEPXKALLNA
cBefeHunsa 0 HaceneHun Poccunckon ®epepaumm)";

rpady "Cpok npeacTtaBneHns uHDopMauumn" nononHUTL ab3auem cnenyroulero CoaepXaHus:
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"vHopMaLma NpeacTaBaAsgeTCs Nno 3anpocy B COOTBETCTBMM C MMpaBunamMmn NnpegocTaBieHns CBeAeHUN,
copep)Xxalmxcs B eAMHOM (hefiepalibHOM MHPOPMALMOHHOM PerncTpe, CoaepxallemM CBeleHns o
HaceneHun Poccuinckon depepauun, B TOM YUC/Ie NepevyHEM YKa3aHHbIX CBEAEHUN 1 CPOKaMM UX
npefocTaB/eHns, yTBepXXAeHHbIMY NOCTaHoBAeHeM MNpaBuTenscTBa Poccuinckon ®epepauum ot 9
okTA6ps 2021 r. Ne 1723 "06 yTBepXAeHUW [paBua NpefoCcTaBeHUs CBEAEHNI, COAEPXKALLUXCS B € AUMHOM
thenepanbHOM MHGOPMALMOHHOM PErNCTPE, COAEPIKALLEM CBEAEHUSA O HAaCeNeHn POCCUNCKON
depepauunm, B TOM YACSIE MEPEYHS YKa3aHHbIX CBEAEHWU 1 CPOKOB UX MPefoCTaBAEHUS, N NEPeYHS
06e3/1M4eHHbIX NepcoHasibHbIX AaHHbIX, COAEPXKaLLNXCA B eAUHOM defepanbHOM MHGOPMaLMOHHOM
perncTpe, Coaepxallem cBeeHns o HaceneHum Poccninckon degepaunn”;

6) B NnyHKTe 2:

rpady "MocTaBWwmK nHhopMaunn" ONoAHUTL ab3aleM cnegyoLlero Cogep)XXaHus:

"®epepanbHas Hanorosas cayxba (eanHeln heaepanbHbI MHPOPMALMOHHLIN PErncTp, CoaepXaLlui
CBedeHus 0 HaceneHum Poccunckon ®epepauun)”;

rpacy "Cpok npeacTaBaeHus nHpopMaLmmn" 4ononHNT ab3auem Cleaytowero coaepxaHums:
"MHopmauma o fokymeHTax 06 obpasoBaHmm 1 (1K) 0 KBaAUUKaLMKN NPeacTaBASETCS No 3anpocy B
COOTBETCTBUM C lMpaBniamMmun NpefoCcTaBleHNsa CBeAEHN, COLEepXaLLNXCS B eANHOM (heaepanbHOM
MH(OPMaLIMOHHOM perucTpe, cogepxalleM CBefieHns o HaceneHmmn Poccninckon ®epepalimm, B TOM Yucne
nepeyHeM yKa3aHHbIX CBEIEHUI 1 CPOKAMUN NX NPEeLOCTaBIEHNS, YTBEPXKAEHHbIMY NOCTAaHOBJIEHNEM
MpasuTtenscTBa Poccunckon depepaunm ot 9 okTabps 2021 r. Ne 1723 "O6 yTBEpXAeHUYM MpaBun
npenocTaBiieHNs CBeAeHUIN, COLepXKaLlnXCcs B eAMHOM hefepanbHOM MHOPMaLMOHHOM perncTpe,
copepxallem csefeHns o HaceneHun Poccninckon depepauinm, B TOM HUCE NepeyHs yKa3aHHbIX CBeeHuN
N CPOKOB MX NPefoCcTaBieHNs, 1 nepeyHs 0be3nnyeHHbIX NepCcoHasbHbIX AaHHbIX, COLEPXKAaLLMXCS B
eanHoM hegepanbHOM MHAOPMaLMOHHOM PEerncTpe, CoaepXXallleM CBeAeHMa 0 HaceneHnn Poccminckon
®epepaummn.

5. HaumeHoBaHwue pasgena VIl npnnoxenns Ne 1 K ykazaHHOMY [M0SI0XKEHNIO N3N0XKUTb B CieayOLWEN
pefakumm:

"VII. NMoacncTema BefeHNs peecTpoB JIeKapCTBEHHbLIX NpenapaToB A1g MegULMHCKOro npumMeHeHunsa",
6. MpunoxeHne Ne 2 K yKazaHHOMY [1010)KEHUIO AONOAHUTL pasgesioM VI 1 cnenyowero cogep>xaHus:

"WI'1l. MNopcucrtema BefeHns peecTpoB JIeKapCTBEHHbIX NpenapaTos A1 MeAULNHCKOro NpMeHeHuns
46 1. CBegeHus 0 1eKapCTBEHHOM CpeacTBe:

a) HauMeHoBaHWe hapMaLleBTUYECKON CybCcTaHUMK (MeXXayHapooHOe HenaTeHTOBaHHOE,

WA rpynnMpoBOYHOE,

NN XUMUYECKOe 1 TOProBoe HaumMeHoBaHMA), hopMa BbiMycka

(C yKa3zaHneM [03UPOBKM

(Mpw Hann4um), hacoekK

N YNaKOBKMN);

6) HaumeHoBaHMe,

afpec npoussoanTens papmaLeBTUYeCKON cybcTaHLmm,

a Tak)Xe B OTHOLLEHUN NIeEKAapPCTBEHHbLIX CPeAcCTB

AN MeANLUHCKOr0 MPMMEHEHNA CBEAEHNS O PerncTpaumm npom3eoanTens apMaLeBTUYeCcKom
cybcTaHumm

B Ka4yeCTBe HaJioronjaTesblinKa

B CTpaHe perucrpauuun

(BN POCCUMCKMX IOPUANYECKUX NNL, - UOEHTUDUKALNOHHBIA HOMep Hanoronnatenslwmka (MHH),

4715 NHOCTPaHHbIX IOPUANYECKMX L - CTpaHa perncTpauny, HauMeHoBaHMe PerncTpMpyoLLEro opraHa,
PerncTpaLmnoHHbIN HOMEP, KO HanoronaaTesbliKa B CTPaHe perncTpaumm (MHKoprnopauum)

WAn ero aHanor);
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B) CPOK FOAHOCTY hapMaLIeBTUYECKON CybCcTaHLuK;

r) Homep hapMakonenHon cTaTbl b0 B C/yYae ee OTCYTCTBUS HOMEP HOPMAaTUBHOW OOKYMEHTaLMn uin
HOPMaTUBHOI0 LLOKYMEHTa;

1) AaTa BKJOYEHMS hapMaLeBTMYeCKon cybcTaHuum

B rOCYLapCTBEHHbIV PeecTp JIeKapCTBEHHbLIX CPEACTB 419 MEANLNHCKOrO NPpUMEHeHMS,

faTa BHECEHUNS N3MEHEHMNN

B LOKYMEHTbI (hapMaLeBTUYECKON CybCTaHUMKM, AaTa UCKIOYEHUS hapMaLeBTUYEeCKON CybCcTaHL MK

N3 rocyapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACcTB A1 MeAULMHCKOro NnpuMeHeHnsIMHNCTEepPCTBO
NPOMBILLIEHHOCTUN 1 Toprosan Poccminckon ®epepaummrocygapcTBeHHas MHGopMaLMoHHasa cucteMa
MOHUTOpPUHra 3a 060poTOM TOBapPOB, Noasexalinx obsa3aTeslbHON MapKMPOBKE CpeacTBaMm
noeHTnukaymn®,
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