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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 16 CEHTABPA 2023 I'. Ne 1514
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

0T 16 ceHTs6ps 2023 r. Ne 1514

N3MEHEHWA,
KOTOpble BHOCATCA B aKTbl [paBuTenbcTBa Poccminckon ®epepaumm

1. B [Mono)xeHnn 0 cucTeme MOHUTOPUHIa ABVXXEHNS NeKapCTBEHHbIX NpenapaTos 4158 MeAULMHCKOro
NPUMEHEHUS, YTBEPXXAEHHOM NOCTaHOBNeHNeM MpaBuTenbCTBa Poccuinckon ®enepauun ot 14 nekabps
2018 r. Ne 1556 "O6 yTBepXAeHUM M0N0XKEHNSA 0 CUCTEME MOHUTOPUHIA ABMKEHNS NIEKAaPCTBEHHbLIX
npenapaToB 414 MeAuLMHCKOro npuMmeHeHus" (CobpaHue 3akoHogaTenbCcTBa Poccminckon denepauun,
2018, Ne 53, cT. 8641; 2020, Ne 13, cT. 1925; Ne 30, cT. 4936; 2023, Ne 14, cT. 2436):

a) NyHKT 20 gononHWTL ab3auem cielyloLlero CoagepXaHus:

"MHdopMaLMOHHOE B3aUMOAENCTBME CUCTEMbI MOHUTOPUHIA C heepasibHOMN roCyaapCTBEHHON
NHMOPMaLNOHHON cucTtemon "EQMHBIN NopTan rocyfapCTBEHHbIX U MyHULMNANAbHbIX YCAYT (yHKUUA)"
(Danee - eAuHbIN NOPTan roCyfapCTBEHHbIX Y MyHULMNANbHbLIX YCAYr) B Lensx obecneyeHms
npefocTaB/ieHns C ero NCcnosib3oBaHMeM 4OCTyrna K MHPOpMaLMM U3 CUCTEMbI MOHUTOPUHIA B
COOTBETCTBUM C NMYHKTOM 56 1 HacTosAwero MonoXXeHns oCyLLeCcTBAAETCS C UCNOJIb30BaHWEM NPOrpaMMHbIX
CpencTB CUCTEMbl MOHUTOPUHTA.";

6) noanyHKT "B" NyHKTa 55 4ONOAHMTbL C/loBaMM ", @ Tak)Ke C MCMOJIb30BaHWEM eQUHOro nopTaia
rocyfapCTBEHHbIX U MyHULMNAAbHbIX ycnyr";

B) 4OMOJIHUTb NMYHKTOM 56 1 cnefytowlero cofepXxaHus:

"56 1. MobunbHOe NpUIoXKeHne eAMHOro nopTaa rocyapCTBEHHbIX Y MYHULMNAJbHBIX YCAYT,
B3aMMOAENCTBYIOLLEr0 C CUCTEMON MOHUTOPWHIA, MPU MPOBEpPKe CPeAcTB naeHTudmKaunn obecneynsaeT B
TOM Yucsie cneyloLime BO3MOXHOCTU:

a) CYNTbIBAHME CPeCTB UAEHTUMUKALUN CO BTOPUYHOM (NOTPEBUTENbCKOWM) YNaKOBKIW NEKAPCTBEHHOMO
npenaparta (B C/ly4ae ee OTCYTCTBUSA - MEPBUYHON YNAKOBKIW JIeKapCTBEHHOr O rnpenapaTa);

6) oTobpaxxeHne pe3ynbTaToOB NPOBEPKN CPeACcTBa NAEHTUPUKALUN B CUCTEME MOHUTOPUHTa;

B) HarpasJ/ieHNe B CUCTEeMY MOHUTOPUHIa CBEAEHN O HApYLUEHUSAX NopsaAKa MapKMUPOBKY JIeKapCTBEHHbIX
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npenapaTos.

B0O3MOXXHOCTb HamnpasJIEHWUS C MCMOJIb30BAHNEM eQMHOIr0 NopTasa rocyfapCTBEHHbIX U MYHULMNAJbHbIX
yCAyr B CUCTEMY MOHUTOPUHIa CBELEHMIN O HapyLUeHNAX MopsAKa MapKUPOBKUN JIeKapCTBEHHbIX
npenapaToB (MpK HaANYUN TEXHNYECKON BO3MOXXHOCTKN) obecrneynBaeTCcs Npu yCaoBMmM NPOXoXKAeHNS
(pM3nYeCKMMn TMLAMN Ha eJUHOM nopTasne rocyfapCTBEHHbIX U MyHULUUMNANbHbLIX YCAYT npouenyp
NAEHTUDUKALMM N ayTEHTUPMKALUW C NCNONb30BaHNEM hefepasibHON roCcyfapCTBEHHON
NH(OPMALMOHHOM cMCTeMbl "EAMHAs cucTeMa NAEHTUPUKALUN N ayTEHTUGNKALMN B UHGPACTPYKTYpE,
obecneymBaroLLen MHHOPMALMOHHO-TEXHOIOMNYECKOE B3aMOLENCTBUE NHPOPMALIMOHHbBIX CUCTEM,
NCNoJib3yeMbIX 415 NpefoCTaBleHnsa rocy4apCTBEHHbIX Y MYHULMUNAJbHBIX YCAYT B 31€KTPOHHOW hopme™.";
r) npunoxxexme Ne 1 K ykazaHHOMY M010XXeHNO ONOAHUTL NYHKTOM 10 cnefytowero cogepxaHus:

"10. M3 cMCcTeMbl MOHUTOPKHIA B LENSX peasn3aunm BO3MOXHOCTEN, yKa3aHHbIX B NYHKTe 56 1 [onoxeHuns
0 CUCTEME MOHUTOPUHIa ABMXXEHUS JIeKapCTBEHHbIX NpenapaToB /s MegULNHCKOro NpUMeHeHus,
yTBEPXEHHOr0 NocTaHoBneHneM lMNpaBuTenbcTBa Poccuiickon denepauun ot 14 nekabps 2018 r. Ne 1556
"06 yTBEpPXAEHUN MONOXKEHNS O CUCTEME MOHUTOPWHIA OBM)XEHMS JIEKAPCTBEHHLIX NpenapaToB A
MeONLUHCKOro NnpumMeHeHna", Ha EQNHbIN NopTan roCyAapCTBEHHbIX Y MyHULMNANbHbIX YCAyr
npeacTaBnATCA CBEAEHNS O pe3ysibTaTax UHULMUPYEMOW FparkgaHaMmn NpPoBEPKN CpencTs
noeHTUuKaumMm B CUCTEME MOHUTOPUHTA.".

2. B MonoxeHun o rocyapcTBeHHON MHDOPMALIMOHHON CUCTEME MOHUTOPUHIa 3a 060POTOM TOBAPOB,
noanexawunx obszaTteNlbHON MapKMPOBKE CpeaCcTBaMn NMAEHTU(MKALNN, YTBEPXKAEHHOM NOCTAaHOBJIEHNEM
MpaBuTenbcTBa Poccninckon ®Peagepaunn ot 26 anpens 2019 r. Ne 515 "O cucteme MapKnpoBKK TOBapoOB
cpencTBaMu MAEHTUMMKALUN 1 MPOCIEXNBAEMOCTI ABUXEHUS ToBapoB" (CobpaHue 3aKoHOAaTENLCTBA
Poccunckon ®egepaumm, 2019, Ne 19, cT. 2279):

a) NYHKT 8 AONOJIHUTbL NOANYHKTOM "A" cnefyowero cogepxaHms:

"0) B3aumMoOencTeme hefepasbHOM rocy4apCTBEHHON MHPOPMALMOHHON CMCTeMbl "EANHLIN nopTan
roCyapCTBEHHbIX Y MyHULUMUNAAbHbIX YCAYT (PyHKUMRA)" (Oanee - eQUHBIA NOpTaa roCyaapCTBEHHbIX 1
MYHMLMMNANbHbIX YCNYT) C UHDOPMALMOHHON CUCTEMON MOHUTOPUHTa B Lienax obecnevyeHus
BO3MO)XHOCTEN:

CYUTBLIBATb KO MapKMPOBKM, HAHECEHHbI Ha TOBap, YNakKoBKY TOBAPOB UM Ha UHOW MaTepuabHbIn
HOCUTeNb, MpeAHa3HaYeHHbIN AN HaHEeCeHMS CPeLACTB MAEHTUMKaLNNY;

oTobpaxkaTb pe3ysibTaTbl MPOBEPKM KOAA MAaPKMPOBKU B MH(OPMALIMOHHOW CMCTEME MOHUTOPWHTa;
HanpaBnATb NOCPEACTBOM e4UHOro NopTasia rocygapCTBEHHbIX U MYHULMMANbHbLIX YCIYT B
NHMOPMALMOHHYIO CUCTEMY MOHUTOPUHIa CBELEHNS O HApYLUEHUSAX Nopsiika MapKUPOBKK TOBaApOB Mpu
YCNOBUM NPOXOXKAEHNS (PU3NYECKMMU NNLAMWN Ha eQUHOM nopTane roCyaapCTBEHHbIX U MyHULMNANbHbIX
ycayr npouenyp naeHTudnKaumm n ayTeHTudukaumm ¢ ncnosib3oBaHnem denepanbHON rocyaapCTBEHHON
NHMOPMaLMOHHON cucTeMbl "EANHaAs cMcTeMa NAEHTUGUKALUN N ayTEHTUDUKALUNN B MHPACTPYKTYype,
obecneymBatoLLen MHDOPMALMOHHO-TEXHOIOMMYECKOE B3aMOLENCTBUE NHPOPMALIMOHHbBIX CUCTEM,
NCNOJSIb3yeMblX 414 NpefoCTaBeHnsa rocyAapCTBEHHbIX M MYHULMUNAbHbLIX YCAYT B 3/1EKTPOHHOW hopme"
(MpW HaNMYMM TEXHMYECKON BO3MOXXHOCTM).";

6) LonNoAHNTL NYHKTOM 38 1 cnefytowero CoaepXXaHns:

"38 1. IH(opMaLMOHHOE B3aUMOLENCTBME NH(POPMALMOHHON CMCTEMBI MOHUTOPMHIA C €ANHLIM MOPTaoM
rocyfapCTBEHHbIX Y MyHULMNANbHBLIX YCAYT B LEeNsx ero NCnosib30BaHnA B COOTBETCTBUN C NMOAMYHKTOM
"0" nyHkTa 8 HacToswero MoJIoXKeHMa oCYLWeCTBISETCA C MCMNOJIb30BAHMEM MNPOrpaMMHbIX CpeaCcTB
NHGOPMALMOHHON CUCTEMbI MOHUTOPUHIA.";

B) MYHKT 42 AOMOJIHUTb MOAMYHKTOM "A" Cleaytollero CoaepXXaHuns:

") C eANHbIM MOPTaIOM roCyAapCTBEHHbIX U MYHULUNANbHBLIX yCayr.";

) NYHKT 43 ONOAHWUTL CNOBaMK ", 32 UCKJIIOYEHMEM C/Ty4aeB UX Nepefayn B paMKax B3anMoLencTBus
WNH(MOPMALMOHHON CUCTEMbI MOHUTOPUHIa C EANHBIM NOPTanoM rocy4apCTBEHHbIX U MYHULMNAAbHbIX YCAyr
B LLeJIIX ero UCroJsib30BaHUs B COOTBETCTBUM C MNOAMNYHKTOM "A" nyHKTa 8 HacTosdALero MNonoxeHus".
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3. B MNpaBunax obecnevyeHns gocTyna K MHGOPMaLIMK, COAepKaLlencs B rocyaapCTBEHHOM
MH(OPMALIMOHHON CMCTEME MOHUTOPMHIa 3a 060pOTOM TOBapPOB, Noasexallmx 0bsa3aTenlbHON MapKUpoBKe
cpencTBaMm MAeHTUGMKaLUM, yTBEPXKAEHHbIX NOCTaHOBAeHMEeM MpaBuTenbCcTBa Poccuinckon ®egepaumm
oT 31 pekabps 2019 r. Ne 1955 "0O6 obecneveHnn foOCTyNa K MHGOPMaLUn, COAEP KaLLENCs B
rocyapCTBEHHON MHPOPMALMOHHON CUCTEME MOHUTOPUHIa 3a 060pOTOM TOBapPOB, NOANEXALLNX
0bs3aTeNIbHON MapKMPOBKe cpeacTBaMun naeHTugmkaumn" (CobpaHmne 3akoHonaTenbcTBa Poccuinckon
®epepaummn, 2020, Ne 2, cT. 197; 2022, Ne 41, cT. 7070):

a) NYHKT 4 0ONOJIHNTbL NOAMNYHKTOM "e" cneaytoLlero Coaep>XXaHus:

"e) B aBTOMaTN4YECKOM pexmMme C UCMNoJib30BaHMEM NPOrpaMMHbIX CPeACTB MHPOPMALMOHHON CUCTEMBI
MOHUTOPWHIa Npu OCYLLECTBAEHUN B3aUMOLENCTBUSA MHDOPMALMOHHON CUCTEMbI MOHUTOPUHIA C
thenepanbHON rocygapCcTBEHHON NHADOPMALIMOHHOM CUCTEMON "EANHLIA NOPTaNn roCyAapCTBEHHbIX U1
MYHULMAANbHbBIX YCAYT (hyHKLMRA)".";

6) nonoNHUTL NYHKTOM 18 4 cneaytolero CoaepxaHns:

"18 4 . MMHUCTEpPCTBY LMGPOBOro pas3BMTUS, CBA3M U MACCOBLIX KOMMYHMKaLMI Poccminckon ®epepaunm
obecneymBaeTCa AOCTYN K MHGOPMaLUK, Cogep KaLlencs B UHPOPMALMOHHON CMCTEME MOHMUTOPUHTa, B
Lensx, yCTaHOBJIEHHbIX MOANYHKTOM "4" nyHKTa 8 MNos0XXeHns 0 rocyaapCTBEHHON NH(OPMaLIMOHHON
cUcTEME MOHUTOPUHra 3a 060poTOM TOBaPOB, NoAnexalx oba3aTelbHON MapKMPOBKe CpeacTBaMu
naeHTUuKaunn, yTBEPXXAEHHOM NoCTaHoBJIeHEM lNpaBnTenscTBa Poccuinckon denepaunn ot 26 anpens
2019 r. Ne 515 "O cucTemMe MapKMpoOBKM TOBApOB CPeCcTBaMU UASHTUMUKALMM N NPOCSIEXMBAEMOCTH
OBUXeHNs ToBapos".".
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