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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 23 MAA 2024 T'. Ne 637
MOCKBA

O BHECEHUWN N3MEHEHWNI B HEKOTOPbIE aKThl

MNpasuTenbcTBa Poccuinckon degepaumm

MpaBnTenbcTBO Poccuinckon depepaumy NOCTaHOBASET:

1. YTBEpANTb NpuiaraemMble U3MeHeHUs, KOTOpble BHOCATCA B akThl NpaBuTenbcTBa POCCUCKOM
depepauymn.

2. HacTosuiee nocTaHOBNEHME BCTYMAET B CUJY CO OHS ero oduumansHoro onybankoBaHus, 3a
NCKJIIOYEHMEM NOANYHKTA "a@" MYHKTa 2 U3MEHEHUI, YTBEPXKAEHHbIX HACTOSALLMM NOCTAHOB/IEHNEM,
BCTynatowero B cuay ¢ 1 aerycrta 2024 r.

Mpencenatenb MNpaBuTensCTBa
Poccunckon ®epepaunyt M.MuwycTmH

YTBEPXXIEHbI

noctaHoBneHneM MpaBUTENbLCTBA
Poccuinckon depepauun

oT 23 Mas 2024 r. Ne 637

N3MEHEHWA,

KOTOpble BHOCATCS B aKTbl [paBuTenscTBa Poccuinckon Genepauun

1. B MNMono)xeHun o rocyaapCTBEHHON aBTOMaTU3MPOBAHHON MH(OPMaLMOHHON cucTeme "YnpaBneHne",
yTBEPXXAEHHOM NocTaHoBneHneM lNpaBuTenscTBa Poccuinckon ®enepaumm ot 25 gekabps 2009 r. Ne 1088
"0 rocyfapCTBEHHON aBTOMATU3NPOBAHHOWN NHGOPMaLMOHHON cncteme "YnpasneHne" (CobpaHue
3aKoHofaTenbCTBa Poccuinckon degepaumm, 2010, Ne 1, cT. 101; 2011, Ne 38, cT. 5380; 2013, Ne 1, CT. 65;
Ne 48, cT. 6259; 2015, Ne 2, cT. 459, 460; Ne 10, cT. 1524; Ne 49, cT. 6972; 2019, Ne 6, cT. 533; Ne 21, cT.
2594; Ne 47, cT. 6676; 2020, Ne 35, cT. 5569):

a) B NoANyHKTe "r" NyHKTa 4, nognyHkTe "6" nyHKTa 5 n nognyHkTe "a" nyHKTa 7 cnosa "opraHos
NCMNOJIHNTENIbHON BNIACTW CyObEKTOB" 3aMEHNTb C/IOBAMU "MCMOJIHUTESIbHbLIX OPraHOB Cy6BbEKTOB";

6) NyHKT 87 4ONONHUTL NOAMNYHKTOM "n" cnenyloLlero coaep)XxaHus:

"n) rocynapcTBeHHas MHGoOpMaLnMoHHasa cucteMa "dKoHoMmKa".";

B) B noAnyHKTe "B" NyHKTa 9, noanyHkTe "X" nyHkTa 11, nognyHkTe "3" nyHkTa 12 n nognyHkTax "6" n "r"
nNyHKTa 15 cfioBa "opraHbl MCNOMHUTENIbHOM BNACcTh Cy6beKTOB" B COOTBETCTBYIOLLEM MafeXe 3aMEeHUTb
CNoBaMu "NCNOJIHUTENbHbIE OpraHbl CyObEKTOB" B COOTBETCTBYHIOLLEM NMaAexXe.

2. B nyHKTe 14 lNpaBna GopMMpoBaHMA NiaaHa NpoBegeHNs NaaHOBbIX KOHTPOJSIbHbIX (Hag30PHbIX)
MeponpusaTUIA Ha 04epeaHON KaneHaapHbIA Fo4, ero CorfiacoBaHUs C opraHamMy NPoOKypaTypbl, BKAIOYEHNS
B HEr0 N UCK/IIOYEHMNSA U3 HEFO KOHTPOJIbHLIX (HaA30PHbIX) MEPOMNPUSATUN B TEYEHUNE rofa, YTBEPXKAEHHbIX
noctaHoBseHneM MpaBmTenscTBa Poccunckon ®epepaumm ot 31 gekabpsa 2020 r. Ne 2428 "O nopsagke
hopMupoBaHMA NaaHa NPOBEAEHUS MIAHOBbIX KOHTPOJIbHbBIX (HaA30PHbLIX) MEPONPUATUI Ha O4EPEHON
KaneHOapHbIA rof4, ero CornacoBaHUs C OpraHamMy NPOKYpPaTypPbl, BKAIOYEHNS B HEFO U UCK/IIOYEHNS U3 HEro

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.1m35



KOHTPOJIbHbIX (HaAa30pHbIX) MeponpusaTuii B TeveHne roga” (CobpaHne 3akoHoaaTenbCTBa Poccminckon
®epepaumm, 2021, Ne 3, cT. 565; 2023, Ne 34, cT. 6589):

a) NoANyHKT "6" nononHUTbL ab3auamu cnenyloLwero cogepXXaHus:

"B CBA3N C HEOBXOAMMOCTLIO N3MEHEHUNS CPOKa NPOBEAEHNS KOHTPOIbHOIO (Haf30pHOI0) MEPONPUATUS NO
npuvy4nHe HepaboTOCNOCOBHOCTU eANHOro peecTpa KOHTPOJIbHLIX (HaA30pHbIX) MEPONPUATUNA,
NPenaTCTBYIOLLLEN BHECEHWIO CBEAEHWNA HANpPsSMY0 Yepe3 NYHbIN KabUHET KOHTPOIbHOMO (HaA30pHOr0)
OopraHa B eQUHOM peecTpe KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUN;

B CBSI3M C HEBO3MOXXHOCTbIO MPOBEAEHNSA KOHTPONLHOIO (HaA30PHOI0) MEPOMNPUATIA B CyHae
HacTynaeHns ob6CToATENbCTB HENPEOAONMON CUbI (CTUXMIAHOE 6eACTBUE, MOrOAHbLIE YCAOBUS, SMMAEMUS
1 NpoYne) N NHbiIX 06CTOATENLCTB, HE 3aBUCALLMX OT KOHTPOJIbHOrO (Haf430pHOro) opraHa;";

6) B noanyHkKTe "B" C/lI0Ba "KaTeropum Ype3sblvaiHO BLICOKOIO PUCKa" 3aMeHNTb C/IoBaMuK "KaTeropusm
Yype3Bbl4aHO BbICOKOIO U BbICOKOr0 pucka".

3. B npunoxxeHun K MpaBunam (OpMUPOBaHNS U BEAEHUSA eOUHOIO PEECTPa KOHTPObHbIX (Haa30pPHbIX)
MeponpuUaTUNA, YyTBEPXKXLEHHbLIM NOCTaHOBAEHNEM NpaBuTenbCTBa Poccuinckon ®depepaumm ot 16 anpens
2021 r. Ne 604 "06 yTBEpxXAeHUN MpaBuS (POPMUPOBAHNSA N BEAEHNA €4UHOI0 peecTpa KOHTPOJIbHbIX
(HaA30pHbLIX) MEPOMNPUATUIA N O BHECEHUN N3MEHEHNS B MOCTaHOBeHMeE lNpaBnTensCTBa Poccninckon
®epepaumm ot 28 anpens 2015 r. Ne 415" (CobpaHue 3akoHogaTenbcTBa Poccuinckon depepaunn, 2021, Ne
17, cT. 2971; Ne 30, cT. 5781; 2022, Ne 19, cT. 3204; Ne 35, cT. 6081; 2023, Ne 12, cT. 2025; Ne 34, cT. 6589):
a) NyHKT 18 nogpasnena "KoHTposibHas 3akynka" pasgena |l nocne cnos "4ackl NPoOBELEHUS KOHTPOJIbHOIO
(Hag3o0pHOro) MeponpuaATUS" OONONHUTL 3HAKOM CHOCKK "13-3";

6) [ONONHNTL CHOCKOM 13-3 cnefyiowero Coaep)XXaHus:

"13.3 3necb 1 fanee B Cayvanx, yCTaHOBEHHbIX 3aKOHOAATENbCTBOM Poccuinckon ®egepauun, gns
MJaHOBbIX KOHTPOJIbHbIX (HaA30PHbLIX) MEPONPUATUIA Co3aaeTcs none "lMepeHoc NpoBeAeHNs MeponpuaTus
C YKa3aHMeM HOBOM AaTbl Ha4aJsla 1 OKOHYaHMA MJIaHOBOIr0 KOHTPOILHOIO (Hag430pHOIr0) MepONpPUaTHA U
WHbIX HEOBXOANMbIX HOBbIX CPOKOB.".

4. B nocTaHoBneHuun MpaButenscTBa Poccuinckon ®epepauum ot 10 mapta 2022 r. Ne 336 "06
0COBEHHOCTSAX OpraHM3aumm N oCyLeCcTBAEHNS TOCYAapCTBEHHOO KOHTPOASA (Hag30pa), MyHULUNAIbHOro
KoHTpons" (CobpaHue 3akoHoaaTeNbCTBa Poccuinckon ®enepauum, 2022, Ne 11, cT. 1715; Ne 13, cT1. 2108;
Ne 35, cT. 6081; Ne 37, cT. 6346; Ne 41, cT. 7076; Ne 46, cT. 8037; 2023, Ne 1, ¢cT. 316; Ne 7, cT. 1132; Ne 12,
CT. 2025; Ne 42, cT. 7500; Ne 50, ¢T. 9073; Ne 51, cT. 9388; 2024, Ne 6, cT. 856):

a) B NyHKTe 3:

ab3au oouHHaAUaThI NOANYHKTa "a" AOMOMAHUTL C/I0BaMuK ", 3@ NCKJIIDYEHNEM Cilydas, MpeayCMOTPEHHOI0

ab3auem aBeHaguUaTbIM NOANMYHKTa "6" HacTosAWEro NyHKTa";

B NOAMNyHKTE "6":

ab3aubl 0eCATbI U 0AMHHAAUATbIA N3/I0XXUTb B CNeAYIOLEN peaakLnn:

"BHEMNNaHOBblE AOKYMEHTapHbIE MPOBEPKM MPK NOCTYMJIEHUN B KOHTPOJIbHbIA (HaA30PHbIN) OpraH oT
[03HaBaTenNs, opraHa A0O3HaHWUs, cnefoBaTens, pykoBoaANTeNs cnefcTBEHHOro opraHa ambo ns opraHa,
OCYLLLeCTBAOLWErO ONepaTUBHO-PA3bICKHYI0 AEATENLHOCTb, MaTEPUaNoB O NPOM3BEAEHHOM MNP
npoBeeHNM MPOBEPKMN COOBLLIEHNSA O NPECTYMJIEHUN UAW NPX NPOBEAEHNN ONepaTNBHO-PA3bICKHbIX
MeponpusaTUiA N3bATUM NpoayKLUMK (ToBapoB), obopynoBaHMA (CpeacTB) A4S UX MPON3BOACTBA, HE
ABNSAOLLNXCA BELWLECTBEHHbIMI AOKa3aTeNbCTBAMM MO YrON0BHOMY Aeny;

BHEMJIAaHOBbLIE JOKYMEHTapHbIe MPOBEPKM MPY MNOCTYMJEHNN B KOHTPOJIbHbIN (HaA30PHLIN) opraH oT
OpraHoB, AO/PKHOCTHbIX JINL, YNOJIHOMOYEHHbIX pacCMaTpuBaTh Aena 06 aAMUHNCTPATUBHbIX
npaBoHapyLleHMAX, MaTepranoB 06 N3bATUM BELLEN, ABMBLUMXCA OPYANSMU COBEPLLUEHUS NN NpeaMeTaMm
aAMUHUCTPATMBHOIO NPaBOHapYLLEHNs, 060pOT KOTOPbIX OCYLLECTBAAICS C HapyLUeHMeM 0bs3aTeNbHbIX
TpeboBaHWi, OTHECEHHbIX K MPeAMEeTY rocyaapCTBEHHOr0 KOHTPoAs (Haasopa);";

LOMNONHUTL ab3aLeM cneayloLero coaepXXaHms:

"No nCcTeyveHnn Cpoka MCNoHeHMs NpeanncaHnsa 06 ycTpaHeHUN BbIIBAEHHOIO HapyLleHns o6a3aTesnbHbIX
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TpeboBaHWIA, KOTOpOe BblgaHo nocne 1 mapTa 2023 r. No pe3yabTaTaM BHEMNIAHOBOr0 KOHTPOJILHOI0
(Hap30pHOro) MeponpuATUs, NPoOBEAEHHOr0 Ha OCHOBaHMK ab3ala WeCToro HacTosAWero NoaAnyHKTa;";
6) B NyHKTe 114

B ab3aLe NepBOM C/OBa "roCyAapCTBEHHbIX Y MyHULMNAbHbIX YYPEXAEHNA AOLWKOJIbHOrO U Ha4YalbHOro
obuwero obpasoBaHus, 0CHOBHOro obuiero n cpegHero obuiero obpasoBaHma" 3aMeHUTbL CI0BaMU
"rocyapCTBEHHbIX, MYHULMMNAbHbBIX N YaCTHbIX 06pa3oBaTeNbHbIX OPraHn3auui, peannsyLwmnx
obpa3zoBaTenbHbIe MPOrpaMMbl LOLWKOALHOMO Y HavaibHOro obiero 0bpa3oBaHns, OCHOBHOrO obLuero,
cpenHero obuiero n cpegHero npogeccnoHasbHoro obpasosaHns, o0bpaszoBaTebHbIX OpraHn3aLuni
BbiCLLero obpa3oBaHua";

B ab3aLe cebMOM:

CNoBa "roCyAapCTBEHHbIX N MyHULMMANbHbIX YHPEXAEHUA OOLWKOJBLHOMO U HavyaabHOro obuiero
obpa3oBaHuMs, 0CHOBHOro obuiero n cpegHero obuiero obpasoBaHmMa" 3aMeHUTbL CI0BaMU
"rocyapCTBEHHbIX, MYHULMMAbHBIX N YaCTHbIX 06pa3oBaTeNbHbIX OPraHn3auuia, peannsyLwmnx
obpa3zoBaTenbHbIe MPOrpaMMbl LOLWKOALHOMO U HaYvaibHOro obiero 0bpa3oBaHns, OCHOBHOMO obLuero,
cpenHero obuiero u cpefHero npodeccnoHanbHoro obpasosaHns, obpasoBaTenbHbIX OpraHn3aLnii
BbiCLLEro obpa3oBaHuMa";

AOMNOSHUTL C/I0BaMK ", B COOTBETCTBUM C MPEAYCMOTPEHHON ANS YKa3aHHbIX KOHTPONPYEMBIX L,
NepruoaNYHOCTLIO MPOBEAEHMNSA MAHOBbIX KOHTPOJIbHbBIX (HAA30PHbIX) MEPONPUATMIAY;

B) (MoanyHKT yTpaTun cuny - NoctaHoeneHmne MpaButenbcTBa Poccuinckon depepaumn ot 28.12.2024 Ne
1955)

r) B nyHKTe 11° cnosa "npunoxeHnamu Ne 1 n 2" 3aMeHUTb cnosamm "npunoxernamm Ne 1 - 3%;

L) 0OMOSIHUTL NYHKTOM 11 cnefytoLlero Coaep)xaHus:

"1111, YcTtaHoBUTb, 4TO 40 1 aHBapsa 2030 r. B paMkax efepasibHOro rocyapCTBEHHOro KOHTPOSIS
(Hap30pa) 3a 0eATeNbHOCTbIO aKKPeaANTOBAHHLIX JIML, MOMUMO NMPOGUIaKTUYECKNX MEPONPUSTHUIA,
npeaycMOTPEHHbIX YacTblo 3 cTaTbn 27 OenepasibHOro 3akoHa "Ob akkpeauTauuMn B HaLUMOHAJIbHOW
CUCTEME aKKpeanTaummn', [ONyCKaeTCca npoBefeHne NpohnnakTUYeCKMX BU3MTOB B COOTBETCTBUN C
®epnepanbHbIM 3aKOHOM "O roCyaapCTBEHHOM KOHTpOJe (Haa30pe) U MyHMLMNaNbHOM KOHTPOJ1e B
Poccuinckon ®degepaumm” U HaCTOALLMM NOCTAHOBJIEHMEM.";

e) B npuaoxeHnn Ne 2 K yKa3zaHHOMY MNOCTaHOBJ/IEHMIO:

B noanyHkTe "r" nyHkTa 1 cioBa "ab3aLamun BTOPbLIM - NATbIM U AeCATbIM" 3aMeHNTb c/loBaMu "ab3auamu
BTOPbLIM - MATbIM, AECATLIM U OAMHHaALATbIM";

B NyHKTe 5 cfioBa "nyHKTamu 4, 5" 3aMeHnTb cnoBaMy "nyHKTamm 4 - 5";

XK) LONONHUTbL NpunoxxeHnem Ne 3 CefylLWero CoaepXaHus:

"MPUNOMXEHWE Ne 3

K MOCTaHOB/IeHMIO MpaBNTebCTBA
Poccunckon ®epepalimm

oT 10 mapTa 2022 r. Ne 336

OCOBEHHOCTN
oLeHKm cobnoaeHns obs3aTeNbHbIX TPeOOBaHUI K MPUMEHEHWIO LIeH Ha JIeKapCTBEHHbIE npenaparsl,
BKJIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOANMBIX U BaXKHEWLLINX JIEKapCTBEHHbLIX NMPenapaToB

1. OueHka cobnofeHns oba3aTenbHbix TpeboBaHUI K MPUMEHEHNIO LLeH Ha IeKapCTBEHHbIE MpenapaTthl,
BKJIOYEHHbIE B NEepeYeHb XXU3HEHHO HEOBXOANMbIX 1 BaXKHEWLUNX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTBISETCA B paMKax PernoHasisHOro rocylapCTBEHHOr0 KOHTPOJIA (Haa30pa) 3a MPUMEHEHMEM LieH
Ha NeKapCTBEHHbIE NpenapaThl, BKJYEHHbIE B MepeYeHb XU3HEHHO HEOOXOANMbBIX 1 BaXKHENLINX
NeKapCTBEHHbIX MpenapaToBs, NOCPeaCTBOM:

a) BHenJaHoBbIX KOHTPOJIbHbIX (HaA30PHbIX) MEPOnpuUATUA, NPOBOAMMbIX MO COr1acoOBaHUIO C OpraHamu
NPOoKypaTypbl HA OCHOBAHUN MHAMKATOPOB PUCKa HapyLLeHNs obsa3aTenbHbIX TpeboBaHWUA, YyTBEPXKAEHHbIX
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B COOTBETCTBMM CO CTaTbeln 23 PenepasbHOro 3akoHa "O rocyiapCTBEHHOM KOHTpoOe (Haa3ope) u
MYHULMNANLHOM KOHTpOJe B Poccuinckon depgepaunn”, nam no MCTEHEHNN CPOKa UCMONHEHUS
npeanuncaHmsa o6 ycTpaHeHUn BbIIBJIEHHbIX HapyLUeHWI;

6) Bble3aHbIX 06CNef0BaHNA B COOTBETCTBMM C HACTOSALLUNM LOKYMEHTOM;

B) BHEMMAHOBbIX KOHTPOJIbHbIX (HaA30PHbLIX) MEPONPUATUIA, MPOBOAUMBIX MO COrNaCoOBaHMIO C OpraHaMm
NPOKypaTypbl, MPeayCMOTPEHHbIX ab3aLaMmn BTOPbIM - YeTBEPTbLIM MNOAMYHKTa "a" NyHKTa 3 NOCTaHOBJIEHUS
MpaBuTenbcTBa Poccuiickon Pepepaumm oT 10 mapta 2022 r. Ne 336 "O6 0co6EHHOCTSX OpraHM3aummn u
OCYLLLeCTBJIEHNS rOCY4apCTBEHHOIrO KOHTPOA (Hag30pa), MyHULMNAAbHOrO KOHTpoas";

) BHEMJIAHOBbLIX KOHTPOJIbHbIX (Haf430pHbIX) MEPONPUATUA, NMPOBOAMMBIX Be3 cornacoBaHnsa C opraHaMu
NpoKypaTypbl, NPefyCMOTPEHHbIX ab3auamMmn BTOPbIM - NATLIM, AeCATbIM U OAMHHAALATLIM NoANYHKTa "6"
NnyHKTa 3 nocTaHoBneHus MNpaBuTenscTBa Poccuiickon ®enepauum ot 10 mapta 2022 r. Ne 336 "0O6
0COBEHHOCTAX OpraHM3aLmy U OCyLLEeCTBAEHNS FOCY4apCTBEHHOO KOHTPONS (HaA30pa), MyHULUNANbHOro
KOHTpona".

2. B uensx oueHkn cobnoaeHnsa KOHTpoAnpyemMbiMmn nuuamm oba3aTenbHblX TpeboBaHMM K NPUMEHEH IO
LeH Ha NeKapCTBEHHbIE NpenapaThl, BKAOYEHHbIE B MepeYyeHb XU3HEHHO HEOBXOANMbIX N Ba)KHENLLNX
NEKaPCTBEHHbIX MpenapaToB, NMPOBOAATCSA Bble3AHbIe 006CNeA0BaHNS KOHTPOAUPYEMbBIX JIML, U (MAN)
06LLef0CTYMHbIX (OTKPBLITbIX 418 NOCELLEHNS HEOr paHNYEeHHbLIM KPYroM L) NPOU3BOACTBEHHbLIX 06HEKTOB,
npefyCMOTPEHHbIX MYHKTOM 3 4yacTu 1 cTtaTen 16 PepepasibHOro 3akoHa "O rocygapCTBEHHOM KOHTpOJ1e
(Hag3ope) U MyHULMNanbHOM KOHTpOe B Poccuickon degepauun”, Ha OCHOBaHUM NiaHa NPOBEAEHNS
Bble34HbIX 06CNej0BaHNIA, KOTOPbIA (POPMUPYETCS OpraHaMu, OCYLLECTBIAOLWMMMN PErnoHabHbIA
roOCyLapCTBEHHbIA KOHTPOb (HaA30p) 3a NPUMEHEHMEM LIEH Ha JIeKapPCTBEHHLIE NpenapaThbl, BKIYEHHbIE
B NepeYeHb XXN3HEHHO HEOBXOAMMbIX N BaXXHENLLNX NEeKapCTBEHHbIX NPenapaToB, eXXekKBapTaibHO, He
nosfgHee 15-ro Yynucna mecsua, NpealwecTBYOLWEro NaHMpyemMoMy KeapTany.

3. B uensix npuMeHeHna NONOXKEHUA MYHKTa 2 HAaCTOALWEro AOKYMEHTa KpuTepum (hopMmnpoBaHna niaHa
nposefeHns Bble3aHbIX 06CnefoBaHNin, onpeaenaowme 0CHOBaHNA 015 BKAIOYEHUS KOHTPOANPYEMBIX JINL
1 (nnn) obLLefOCTYNHBIX NPOM3BOACTBEHHbLIX 06BEKTOB B COOTBETCTBYIOLLME MNaHbI, YTBEPXKAATCA
opraHamu, OCyLeCTBAAIOWMMMN PernoHa bHbIN FOCYAapPCTBEHHbIN KOHTPOb (HaA30p) 3a NPUMEHEHMEM LieH
Ha NeKapCTBEHHbIE NMpenapaThl, BKIYEHHbIE B MEPEeYEHb XU3HEHHO HEOOXOANMbBIX 1 BaXKHENLINX
NeKapCTBEHHbIX MPenapaTos, 1 y4MTbLIBAIOT B TOM YuCNie cneaylolimne obcToaTeNnbCTBa:

a) npeaLecTBylowmne PakTbl HAPYLIEHNS KOHTPOJIMPYEMbIMUK NNLLaMKN 0653aTeNbHbIX TPeboBaHNIA K
MPVMEHEHUIO LIEH Ha JIeKapCTBEHHbIE NpenapaThl, BKJIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBX0ANMbIX 1
BaXXKHEWNLLMX JIeKapCTBEHHbIX NPenapaTos;

6) Heo[HOKpPaTHOE NOCTYyMNJIeHNe anob (obpalleHnin) Ha HapylweHne obsa3aTenbHbIX TpeboBaHN K
NPVMMEHEHUIO LIeH Ha JIekapCTBEHHbIe npenapaThl, BKJIIOYEHHbIE B NepeyeHb XU3HEHHO HEOBX0AMMbIX 1
BaXXHEWLLMX JIeKapCTBEHHbIX NpenapaTos.

4. 33 UCKNI0YEHMEM CNyYaeB, NPeayCMOTPEHHbIX MYHKTOM 5 HacTOALLEero JOKYMeHTa, eC/iv B X04e
Bble34HOro 06cnefoBaHUs BbISIBNEHbI HapyLLeHNs 0653aTenbHbIX TpeboBaHW, NPeayCMOTPEHHbIX
®epepanbHbIM 3akoHOM "O6 o0bpallleHnn NeKkapCTBEHHbLIX CPEACTB", TO COCTABMAETCA aKT Bble3AHOr0
obcnenoBaHus, KOTOpbIA HanpaBaseTcs (Bpy4aeTcs) KOHTPOANPYEMOMY JIMLLY, U BblAAeTCa npeanncaHme
06 yCTpaHeHUN BbISBAEHHbLIX HapyLleHUA. OLeHKa UCMOMHEHNS TaKoro NpeanmMcaHns oCyLLeCcTBNAeTCS
TONbKO NOCPEACTBOM MNPOBELEHUS KOHTPObHbIX (HaA30pHbIX) MeponpuaTuin 6e3 B3anMoaencTBus.

EC/iM No MCTeYeHNM CPOKa UCMONHEHMS NpeanncaHns 06 yCTpaHEHUN BbISIBIEHHbIX HaPYLIEHWIA
YyCTaHOBJ/IEHO, YTO HapPYLUEHWA HE YCTPaHEHbI, TO AOMNYyCKaeTCs NPoBeAEeHNE BHEMIAHOBOMO KOHTPOILHOMO
(Hap30pHOro) MeponpuaTUs C B3auMoaencTenem 6e3 cornacoBaHUs C OpraHamy NPOKypaTypsbl.

5. B cniyyae ecnm B xoAe Bble3gHOro 06cnenoBaHns BeISBAEHbI MPU3HAKM HapyLLeHna 0b6s3aTenbHbIX
TpeboBaHWI, NPeayCMOTPEHHbIX YacTblo 8 CTaTbh 61 1 (1K) YacTbto 3 cTaTbk 63 PefepasnbHOro 3akoHa
"06 obpalleHUn NeKapCTBEHHbIX CPeACTB" B YaCTU OTCYTCTBUSA B OPraHM3aLnsx PO3HUYHON TOProBm
NEeKapCTBEHHbIMU NpenapaTaMun akTyalbHON NHGOPMaLUN 0 3aperucTPUpPOBaHHbLIX NPeaeNbHbIX
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OTNYCKHbIX LleHax NpoOU3BOAMTENEN Ha NEeKAapPCTBEHHbIE NpenapaThl, BKAOYEHHbIe B MepeYyeHb XU3HEHHO
HeobX0AMMbIX N BaX>XHENLLNX NEKAPCTBEHHbIX NPENapaToB, NPeAebHbIX pa3Mepax ONTOBbIX (PO3HUYHbIX)
HanbaBoOK K (DaKTMHYECKUM OTMYCKHbIM LleHaM, YCTaHOBIEHHbIM MPON3BOAUTENSAMMN HA IEKAPCTBEHHbIE
npenapaTbl, BKJIlOYEHHbIE B MepeYeHb XN3HEHHO HEOBXOAUMBIX N Ba)KHEMLLINX JIEKAPCTBEHHbIX
npenapaTos, 1 CyMMe 3aperncTpUpPOBaHHbIX MPeaebHbIX OTMYCKHbIX LIeH NPon3BoAUTENEN Ha
JIEKAPCTBEHHbIE MpenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX U BaXKHEMLLNX
JIEKapCTBEHHbIX NPenapaToB, NpefesbHbIX Pa3MepoB ONTOBbLIX HaAbaBOK U NpeaesibHbIX pa3MepoB
PO3HMYHbIX HaAbaBOK 1 Haslora Ha A06aBMEHHYIO CTOMMOCTb MPKU YCI0BWMW, YTO B OTHOLUEHWM ML 3@
npeaLwecTsyoume 6 KaneHaapHbIX MeCALEB BbISBASAINCL aHANOrNYHbIE HapyLLUeHUs 0653aTeNbHbIX
TpeboBaHWI, LOMYCKAETCA HE3aMeLITe IbHOe NpoBeLeHNE KOHTPOJIbHOW 3aKyNKK UM MOHUTOPUHIOBOWA
3aKyMnKK, B paMKax KOTOPO NpOBeAEHNE 3KCNEPTM3bI, UCMbITaHNA He ABNAETCA 06s3aTeNbHbIM. B
YKa3aHHOM C/ly4ae NPUHSATNE peLleHns 0 NMPOBEAEHUN KOHTPOJIbHOM 3aKyMNKK UiV MOHUTOPUHIOBOW
3aKyMKW, a TakXXe CoraacoBaHne 1 yBe4OMJIEHNE OPraHOB MPOKypaTypbl He TpebytoTca. MHdhopMaums o
NPOBEEHNN KOHTPONLHOWM 3aKyMKN U MOHUTOPWHIOBOWN 3aKyMKW BHOCUTCSA B eQUHbLIN peecTp
KOHTPOJIbHbIX (HaA30pHbIX) MEPONPUATUIA B TEYEHNE OQHOI0 paboyero OHSA CO AHA NX 3aBepLleHus.

6. B cnyyae ecnn B xoae Bble3gHoro obcnenoBaHNs 0HOBPEMEHHO BbISIBIEHbI HapyLLUEHNS 0653aTeNbHbIX
TpeboBaHWi, NpeayCMOTPEHHbIX MyHKTaMu 4 1 5 HaCTOALLEro JOKYMEHTa, MPOBOANTCSA KOHTPOJIbHOE
(Hag30pHOE) MeponpuAaTNE B COOTBETCTBUM C MYHKTOM 5 HacTosAWEro gokymeHTa.".

5. B noctaHoBneHuu MNpaeutensctBa Poccuiickon Gepgepaunm ot 12 mapta 2022 r. Ne 353 "06
0cobeHHOCTSX pa3peLwnTesibHON gedaTensHocTu B Poccuinckon ®egepauumn” (CobpaHue 3akoHOAaTEbCTBA
Poccuinckon ®degepaummn, 2022, Ne 12, ¢T. 1839; Ne 13, ¢T. 2108; Ne 15, ¢T. 2521; Ne 16, cT. 2668; Ne 26, CT.
4498; Ne 38, cT. 6450; Ne 43, cT. 7400; 2023, Ne 5, cT. 801; Ne 13, cT. 2286; Ne 42, cT. 7504; 2024, Ne 1, cT.
165):

a) NYHKT 6 gonosiHMTL ab3auem cneayowero COaepXXaHns:

"B caly4ae ecvm HOpMaTMBHbLIM NPaBOBbIM akTOM Poccunckon ®egepauum npegycMoTpeHa nogaya
3a5BJIEHUI Ha NPeaoCTaB/IeHNE roCyAapCTBEHHbIX YCNYr B Chepe pa3pellnTenbHON AesTeNbHOCTH
NCKJIIOYNTESIbHO B 3IEKTPOHHON hopMe, hefepasibHblil OpraH UCNOJIHWTEIbHON BIACTW, YNOJHOMOYEHHbIN
Ha BbIpaboTKy rocyaapCTBEHHOWN NOJMTUKN U HOPMATUBHO-MPABOBOE PEryIMPOBaHNE B COOTBETCTBYOLLEN
chepe, B OTHOLLUEHUN pa3peLLeHniA Ha NPaBO OCYLLECTBEHNA COOTBETCTBYIOLWErO BUAa AEATENbHOCTY
(coBeplueHust oencTBMin) Ha TeppuTopmax [loHeukon HapooHon Pecnybnunku, JlyraHckoi HapoaHoin
Pecnybnukun, 3anopoxckon 0b6nactu n XepcoHckon o6nacTu Brnpase NPUHATL PELIEHNE O BO3MOXXHOCTH
nofayn Takmx 3asBneHnin Ha BymMma)kHOM HocuTene Co AHA BCTYMNAEHNS B CUY MOCTaHOBAEHNS
MpasuTenscTBa Poccninckon Pegepaumm ot 23 mas 2024 r. Ne 637 "O BHECEHUN U3MEHEHWNA B HEKOTOPLIE
akTbl MpaBuTenbcTBa Poccuinckon dPepepaumn” n oo 1 ceHtabpsa 2026 r.";

6) B nyHKTe 5 npunoxxeHua Ne 17 K yKa3aHHOMY MOCTaHOBAEHWIO CnoBa "0 1 ceHTabps 2024 r." 3aMeHnTb
cnosamu "go 1 mapta 2025 r.".
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