O BHeCeHMU U3MeHEeHUsA B NepevyeHb MHAUKATOPOB pUCKaA
HapyLweHus obsasaTenbHbIX TPeOOBaHUMA NPU OCYLLECTBJIEHUM
depepanbHOro rocynapcTtBeHHOro Koutpons (Hapsopa) B cpepe
obpalyeHns neKapCTBeHHbIX CPEAcCTB AN MeAULUHCKOro
NpUMMEeHeHus, YTBepPXAeHHbIN npuKazoM MuHucTepcTea
3apaBooxpaHeHusa Poccunckon depepauum ot 7 pekadbps 2021
r. Ne 11304 "O6 yTBep>XpeHuu nepevyHsa MHAMKATOPOB pUCKa
HapyweHus obsa3aTeNbHbIX TPeOOBaHUM NPU OCYLLECTBJIEHUHU
depepanbHOro rocyaapcTBeHHOro KoHTpons (Hap3sopa) B cpepe
obpaLLeHua NneKapCTBEeHHbIX CPencCcTB AJIf MeAULMHCKOro
npuMeHeHus"

Mpukas - Ne 148H - 0T 07.04.2023 - MMHUCTEPCTBO 34PaBO0OXPaHeHus - [lencTeyeT 6e3 n3MeHeHUn

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

7 anpens 2023 r. Ne 148H

O BHECEHUUN N3MEHEHUS B NEepeYeHb NHANKATOPOB pUCKa HapyLleHus obs3aTenbHbIx TpeboBaHU npu
OCYLLECTBJIEHMM heepanbHOro rocyaapCTBEHHOr0 KOHTPOS (Haa3opa) B cdhepe obpalleHns
NEKAPCTBEHHbIX CPEACTB A8 MEQULNHCKOrO MPUMEHEHNS, YTBEPXXAEHHbIN NPUKa30M MUHUCTEPCTBa
34paBooxpaHeHuns Poccuiickon Pepepaunm ot 7 gekabpsa 2021 r. Ne 1130H "O6 yTBEpXA€HUN NepeyHs
WNHONKATOPOB pMCKa HapyLeHus oba3aTeNbHbIX TpeboBaHMI NpK OCYLLEeCTBAEHNN (hefepanbHOro
rocylapCTBEHHOr0 KOHTPOA (Haf30pa) B chepe obpallleHns NneKapCTBEHHbIX CPEACTB AN MEeAULUHCKOro
npMMeHeHuns"

3aperncTpupoBaH MuHtocTom Poccum 15 mas 2023 r.
PernctpauunoHHbIn Ne 73312

B cooTtBeTCTBUM C NYHKTOM 1 YacTn 10 cTaTbm 23 GepepanbHoro 3akoHa ot 31 mong 2020 r. Ne 248-03 "0
rocyfapCTBEHHOM KOHTpOJie (Haf30pe) U MyHULMNaasHOM KOHTpoJie B Poccuinckon depepaumn”, nyHKTOM
1 NMonoxxeHmsa o MMHMCTepCcTBe 34paBooxpaHeHnsa Poccunckon ®epepaumm, yTBEPXKAEHHOMO
noctaHossieHneM lMpasuTenbcTBa Poccumnckon ®egepaumm ot 19 nioHa 2012 r. Ne 608 1, npukasbiBato:

1 NyHKT 3 NMonoxxeHunsa o hegepanbHOM rocyaapCTBEHHOM KOHTpPOJe (Haa3ope) B chepe obpalleHuns
JIEKapCTBEHHbIX CPEACTB, YTBEPXXAEHHOI0 NOCTaHoBAeHNeM lNpaBnTenbcTBa Poccuiickon depgepaunn oT 29
noHa 2021 r. Ne 1049

YTBepauTb NpusiaraeMoe n3MeHeHne, KOTOpoe BHOCUTCS B NepeYvyeHb MHOMKATOPOB PUCKa HapyLleHuns
obsa3aTesbHbIX TpeboBaHWI NpU OCYLLECTBAEHUN (hefepasibHOro rocyAapCTBEHHOr0 KOHTPOAS (Haa3opa) B
cepe obpalleHns nekapCTBEHHbIX CPeACTB AN MEANLUHCKOrO MPUMEHEHNS, YTBEPXKAEHHbIA NPUKa30M
MuHnCTepCcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 7 aekabps 2021 r. Ne 1130H "O6
yTBEPXXAEHMMN NEPEYHS MHAMKATOPOB pUCKa HapyLlieHns obsa3aTenbHbIX TpeboBaHUA MpK OCYLLECTBIEHUN
henepanbHOro rocyiapCTBEHHOr0 KOHTPOJIA (Haf3opa) B cchepe obpalleHuns IeKapCTBEHHbIX CPEACTB ANs
MeONLUHCKOro NpuMeHeHns" (3aperncTpmpoBaH MUHUCTEpCTBOM oCcTMLMK Poccniickon Pepepaunn 14
nekabpsi 2021 r., perncTpaumoHHbin Ne 66313).
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MuHucTp M.A. MypaLuko

YTBEPXXIEHO
npukaszom MuHucTepcTBa 3apaBooxpaHeHuns Poccuinckon ®epepaumm ot 7 anpens 2023 r. Ne 148H

3mMeHeHwe,

KOTOpOe BHOCUTCS B NepeyeHb NHANKATOPOB p1UcKa HapyLlleHus obs3aTenbHbIx TpeboBaHUn npu
OCyLLeCTB/IEHMN heliepasibHOro roCyapCTBEHHOIO KOHTPOAA (Haf3opa) B chepe obpalleHns
NEKAPCTBEHHbIX CPEACTB A8 MEQULNHCKOrO MPUMEHEHNS, YTBEPXXAEHHbIN NPUKa30M MUHUCTEPCTBa
34paBooxpaHeHus Poccuiickon Pepepaunm ot 7 gekabpsa 2021 r. Ne 1130H "O6 yTBEpXA€HUN NepeyHs
NHONKATOPOB pMUCKa HapyLweHus oba3aTeNbHbIX TpeboBaHMI NpK OCYLLEeCTBAEHNN (hefepanbHOro
rocyapCTBEHHOr0 KOHTPOA (Hafi30pa) B chepe obpallleHns NeKapCTBEHHbIX CPEACTB AN MeAULUHCKOro
npMMeHeHusa"

JONONHUTL NYHKTOM 3 CIeAYIOLWLEro CoAepXXaHuns:

"3. IBykpaTHOe 1 bonee npesbilleHne CpeaHNX NoKa3aTenen 0Tnycka KOHTPOAUPYEMbIM JINLLOM
NeKapCTBEHHbIX MpenapaToB, NoANeXKalux NpeaMeTHO-KOIMYECTBEHHOMY YYeTy, B CPaBHEHUN C
cybbekTamu obpalleHna nekapCTBEHHbIX CPeACTB, OCYLLECTBASIOWNMY PO3HUYHYIO TOProBII0
NeKapCTBEHHbIMY NpenapaTaMu, HaXo4AWUMNCS B TOM xe cybbekTe Poccuinckon ®efepaunm, 3a KBapTan
MO OTHOLLIEHMIO K MpeaLlecTBYIOWLEMY KBapTay, N0 AaHHbLIM CUCTEMbI MOHUTOPWHIA ABUXEHMNS
NleKapCTBEHHbIX MPenapaToB AJ1 MeANLMHCKOro NpUMeHeHns. "
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