JokyMmeHT npepnocTtaBneH KoHcynbtaHTlnoc

NPABUTE/IbCTBO KUPOBCKOW OB/IACTU

MNOCTAHOBJIEHUE
oT 29 oKTAbpa 2021 r. N 575-N

Ob YTBEPKAEHUN NONOXKEHUA O PETMOHAJ/IbHOM FrOCYAAPCTBEHHOM
KOHTPO/E (HAA3O0PE) 3A NPUMEHEHMEM LIEH HA NEKAPCTBEHHbIE
NPEMAPATbI, BKNTHOYEHHbIE B NMEPEYEHb }{USHEHHO HEOBXOAUMDbIX
U BAXXHEULLMX NEKAPCTBEHHbIX NPEMAPATOB

CnNUCOK M3MEHAOLMNX AOKYMEHTOB
(B peqa. noctaHoBneHui MpaButenbcTsa Knposckoi obiactu
o1 25.08.2023 N 452-M, ot 12.04.2024 N 154-M, ot 20.12.2024 N 592-1)

PykoBoacTtBysacb cTatbet 9.3 ®depgepanbHoro 3akoHa ot 12.04.2010 N 61-d#3 "O6
obpallleHMn nekapcTBEHHbIX cpeacts”, ctatbel 3 PenepanbHoro 3akoHa ot 31.07.2020 N 248-
®3 "O rocygapcTBEHHOM KOHTpone (Hagsope) M MyHMUMMNANbHOM KOHTpone B Poccuickoi
®epnepaunn", MNpasutenbcteo Knposckoit 061act NOCTaHOBAAET:

1. YtBepauTtb NonoxkeHne o perMoHanbHOM roCyAapCTBEHHOM KOHTpose (Haasope) 3a
npUMeHeHMemM UeH Ha JNieKapCTBEHHble fnpenapaTbl, BK/AOYEHHble B nNepeyvyeHb KU3HEeHHO
HeOoBXOAMMbBIX U BAXKHEWMLLMX NEKAPCTBEHHbIX NPEenapaToB, coracHo npunoxexHnio N 1.

2. Y1BEpAUTb NepeyeHb MHAWMKATOPOB PUCKA HapylweHuin obasatenbHbix TpeboBaHMM,
MCNONb3yeMbIX MPU OCYLLECTBIEHUN PErMOHANbHOMO FOCYAaPCTBEHHOIO KOHTPONA (Haa3opa) 3a
NPUMEHEHWEM UEH Ha J/IeKApCTBEHHbIe MpPenapaTtbl, BKAIOYEHHblE B MEPEYEHb YKU3HEHHO
HeOobX0AMMBIX U BaXKHEWMLLMX NEKAPCTBEHHbIX NPENapaToB, COrTacHO npuaoxKeHuio N 2.

3. KOHTpOAb 3a BbINO/IHEHMEM MOCTAHOB/IEHUA BO3/M0KUTb Ha PErMOHA/IbHYIO CAYXKOY no
Tapudam Knposckoit obnactu.

4. Hactosiuiee noOCTaHOB/JEHME BCTyMaeT B CWUAY Yepe3 A[ecATb AHeW nocne ero
odu1LMaNnbHOro onyb6/IMKOBaHUS.

Mpepcepatens MpaBnTenbCTBa
Kuposckoi obnactm
A.ANMYPUH

MpunoxeHune N 1

YTBepKaeHO
NOCTaHOBAEHNEM
Mpasutenbctea Knposckoit obnactm



oT 29 okTAbpa 2021 r. N 575-N

NO/TOXEHUE
O PETMOHA/ZIbHOM roCcyaAPCTBEHHOM KOHTPO/E (HALA3OPE)
3A NPUMEHEHUEM LEH HA NEKAPCTBEHHbIE NMPENAPATbI, BK/TFOMEHHbIE
B NEPEYEHb }XM3HEHHO HEOBXOAUMbIX U BAXHEMLLINX
NEKAPCTBEHHDbIX NMPEMNAPATOB

CnNUCOK M3MEHAOLWMNX AOKYMEHTOB
(B pea. noctaHoBneHui MpasutenbcTea Knposckon obnactu
o1 12.04.2024 N 154-M, ot 20.12.2024 N 592-)

1. HacTosAwee lMonoXKeHne O permoHanbHOM rOCYAapPCTBEHHOM KOHTposie (Hagsope) 3a
NPUMEHEHWEM UEH Ha J/IeKAPCTBEHHbIE MPenapaTtbl, BKAOYEHHblIE B MEPEYEHb YKU3HEHHO
HEeobXOAMMbBIX W  BaXKHEWLWWX JIEKAPCTBEHHbIX MpenapaToB, YCTAaHaB/AMBaeT MNOPAAOK
OpraHM3auMm M OCYLLECTBNEHUA PETMOHANIbHOINO rOCYAAPCTBEHHOrO KOHTpoAA (Hagsopa) 3a
NPUMEHEHWEM UEH Ha J/IeKAapCTBEHHble MpPenapaTtbl, BKAOYEHHblE B MEPEYEHb YKU3HEHHO
HEeobXOAMMbIX M  BA*KHEMWIMX JIeKApCTBEHHbIX MpenapaToB (ganee - pPerMoHasibHbIN
rocyAapCTBEHHbIN KOHTPO/b (Haa3op)).

2. PervoHanbHbI rocyapcTBEHHbIN KOHTPOAb (HaA30p) ocyllecTBAAeT pernoHasibHas
cnyxb6a no Tapudam Knposckon obnactu (ganee - cnyba).

3. MpeameTtom pPervMoHanbHOIO rOCYAAPCTBEHHOrO KOHTpons (Haasopa) ABnseTcs
cobnogeHne opraHM3auuaMM ONTOBOM TOProBAM JIEKAPCTBEHHbIMW CPEeACTBaMM, anTeUYHbIMU
OpraHM3aunsaMn, WHAUBUAYANbHBIMM MPEANPUHUMATENSAMU, WMEIOLWNMU  JIMLEH3UIO Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb, MEAMLUUHCKUMM OPraHU3aumamm, MMELWNMU NLEH3MUIO
Ha ¢dapMaLeBTUYECKYID AeATeNbHOCTb, M WX 060cobneHHbIMM  NogpasaeneHnaAMM,
PaCnoONOXEHHbIMMU B CENbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
OpraHusauunun, Npu peanmsaumm NeKapCcTBEHHbIX NpenapaToB TPeboBaHUM K MPUMEHEHUIO LIEH,
YPOBEHb KOTOPbIX HE JO/IKEH TMpeBblwaTtbh CcyMMy GaKTUYECKoM OTMYCKHOM  LEHbI,
YCTQHOB/IEHHOW NPOU3BOAUTENEM NEKAPCTBEHHbLIX MPENapaToB, W KOTOPble He MpPeBbiwatoT
3aperucTpupoBaHHbIX NpeaesbHbIX OTMYCKHbIX LEeH M pa3MepoB ONTOBbIX Hag0aBoOK U (Man)
pa3MepoB PO3HUYHbIX HaAbaBOK, HE MPEeBbIWaOWMX COOTBETCTBEHHO PAa3MepoB NpeaesbHbIX
ONTOBbIX HagbaBOK M (MAK) pasmepoB NpeaenbHbIX PO3HMYHbLIX HAA0ABOK, YCTAHOB/NEHHbIX B
KupoBsckoit obnactu (ganee - o6sa3atenbHble TpeboBaHUA).

(8 pen. noctaHoBneHus MpasuTtenbcTea Knposckon obnactu ot 20.12.2024 N 592-M)

4. OpraHu3aumMa W OCYLLEeCTBIEHWE PErmoHaNbHOMO TOCYAAPCTBEHHOTO KOHTPOAA
(Hap3opa) perynupytotca  PepepanbHbiMm  3akoHom ot 31.07.2020 N 248-#3 "O
rocygapCTBEHHOM KOHTpose (Hag3ope) WM MyHMUMMNANAbHOM KOHTposne B Poccuiickom
depepaunn" (ganee - PeaepanpHbiii 3akoH ot 31.07.2020 N 248-3).

5. O6bEKTOM PErvMoHasnbHOro0 rocygapCTBEHHOrO KOHTpona (Hagsopa) (manee - 0b6bEKT
KOHTpoNAa  (Hap3opa)) ABnAeTcA  OEATENbHOCTb  OpraHM3auMii  ONTOBOM  TOProBAM
NNeKapCTBEHHbIMMU cpeacTeamu, anTeuYHbIX opraHusaumi, NHANBMAYANIbHbIX
npegnpuHMmaTenei, WMewLWMUX AULEH3MIO Ha  GapMaueBTUYECKYID  AeATeNbHOCTb,
MEAULMHCKUX OpraHM3auuii, UMEIOLLNX IULEH3UIO HAa dapMaLEeBTUYECKYIO AeATeNbHOCTb, U UX
060Cc06/1eHHbIX NOAPa3AeNeHNIN, PACNONIOKEHHbIX B CE/IbCKMX HAaCeNEHHbIX NMYyHKTaX, B KOTOPbIX



OTCYTCTBYIOT anTeyHble OpraHM3aLnm, CBsi3aHHasA C peanms3aunein NeKapCcTBEeHHbIX NpenapaTtos,
BK/IIOYEHHbIX B NepeyYeHb KMU3HEHHO HEOOX0AMMbIX U BaXKHENLLMX IEKAaPCTBEHHbIX NpenapaTos,
B pPaMKax KOTOPOMN AONXHbl cOb/0AATbCA YCTaHOBJ/IEHHbIE 3aKOHOAATENbCTBOM POCCMCKOM
depepaunn obasatenbHble TpeboBaHMA.

(8 pea. noctaHoBneHus MpasuTtenbctea Kuposckoi ob6nactm ot 20.12.2024 N 592-)

6. YueT 06BEKTOB KOHTPO/A (HaZ30pa) ocyllecTBaseTca cay»Kboi ¢ mMcnonb3oBaHUEM
rocygapctBeHHon  MHPOpMaUMOHHOM  cucTembl  "Tunosoe obnayHoe  pelleHne Mo
aBTOMaTM3aLUMM KOHTPOAbHOM (Hag30pHOM) AeaTenbHocTH".

7. NepeyeHb 06BHEKTOB KOHTPOAA (HaA30pa) COAEPHKUT CneayoLLyo MHGopMaLmio:

nosHOeé HanmeHOoBaHUe punanyeckoro nuua, (baMVIﬂVII-O, nmMma n oT4ecCcTBo (nocnep,Hee -
npu Hal'll/l‘-IMM) MHOUBUNAOYANbHOIO npeanpuHnmaTend;

OCHOBHOW roCyAapCTBEHHbI PErMCTPALMOHHbIA HOMEP U (UN) HAMBUAYANbHbIA HOMEP
HanoronnaTeNblLMKa PUAMYECKOrO ANLLA UAN MHAMBUAYANIBHOTO NPeAnpPUHUMATENS;

agpec MmMecCta HaxoXageHmna wm ocyuwectsieHna A[eATeNbHOCTN puagnyeckoro aunua,
MHOUBUNOYANbHOIO NpegnpuHnmaTena,;

Ciydanm npusBneyvyeHnAa K a,D,MMHMCTpaTMBHOVI OTBETCTBEHHOCTUN 3a HapyweHune nopAnKa
LI|EHOO6pa3OBaHM‘i|.

8. lMuamn cnykbbl, OCYLWECTBAAIOWMMN PErMOHANbHbIN TOCYAAPCTBEHHbIA KOHTPO/b
(Hap3op), aBnatoTca:

PYKOBOAMTENb (3aMeCcTUTENN PYKOBOAMUTENA) CNYKObI;

rocyAapcTBeHHble rpaXkaaHcKme cayxkawme KnpoBcKol 061actu cnykbbl, B ONKHOCTHbIE
0653aHHOCTN KOTOPbIX B COOTBETCTBUM C AONKHOCTHbIM PErTAMEHTOM BXOAUT OCYLLECTBNEHUE
MONHOMOYMI NO PErMOHANbHOMY TOCYAAPCTBEHHOMY KOHTPO/O (Hag3opy), B TOM uucne
nposegeHMe NPOPUNAKTUUECKMX MEPONPUATUI U KOHTPOJIbHBIX (HaA430PHbIX) MEPONPUATUIA.

9. /Muo cnyKbbl, YNONHOMOYEHHOE Ha nNpoBeAeHNE KOHKPETHOTO KOHTPO/bHOMO
(Haa30pHOro) MeponpUATUSA, ONpeaenaeTca peweHnem cay»Kobbl.

10. PeweHre 0 NpoBeAEHUM KOHTPOJIbHOIO (HAaA30PHOr0) MEpPONPUATUA MPUHUMAETCA
pyKoBoAUTENEM (3aMeCcTUTENEM PYKOBOAUTENS) C/YKObI.

11. Mpwn OCYWECTBNAEHUN PErMOHANIbHOTO TOCYAAPCTBEHHOrO KOHTpona (Hagsopa)
NPUMEHSETCSA CUCTEMA OLEHKMN U YNPaBAEHMA PUCKAaMM NPUYMHEHMA Bpeaa (ywepba).

12. Cnyxb6a npu ocywecTBNEHUN PETMOHANbHOIO roCyAapCTBEHHOrO KOHTpons (Hagsopa)
OTHOCUT 06BEKTbI KOHTPOANA (HaA30pa) K OAHON U3 cnedylolmX KaTeropuii pucka NnpuYMHeEHUs
Bpeaa (yuiepba) oxpaHAaemMbIM 3aKOHOM LIEHHOCTAM (Zia/1ee - KaTeropmmn pucka):

KaTeropum cpeaHero p1cka;
KaTeropum ymepeHHoro pucka;

KaTeropnn HN3KOro pucka.



13. Kputepmamm oTHeceHUs 06beKTA KOHTPOASA (Hag30pa) K KAaTeropum pucka ABAAIOTCA:

ANA  CpedHero pucka - Haanume natm M b6osee CcayvyaeB HapyweHWa nopAgKa
ueHoobpa3oBaHMA, YCTAHOBNEHHbIX BCTYNMUBLUMMM B 3aKOHHYHD CWU/ly MOCTAHOBAEHMAMM MO
Aenam 06 aAMUHUCTPATUBHbIX NPaBOHaPYLLUEHUAX, 32 MOCNEAHNE UCTEKLUME 3 TOA3;

ANA YMEPEHHOro PUCKa - Ha/lMyMe OT OAHOro A0 YeTbipex CAy4aeB HapylleHWUa MopsaaKa
LeHoobpa3oBaHMA, YCTAHOB/IEHHbIX BCTYNMUBLUMMU B 3aKOHHYKO CMAY NOCTaHOBAEHUAMWU MO
Aenam 06 aAMUHUCTPATMUBHBIX NPaBOHaPYLWeEHUSAX, 3a NocaeaHue UcTeklme 3 roaa;

ONA  HU3KOTO pPUCKA - OTCYTCTBME C/y4aeB MPUBAEYEHUA K aAMWUHUCTPATUBHOM
OTBETCTBEHHOCTM 32 HapyLLeHWe nopaaKa LeHoobpa3oBaHMA 33 nociegHue uctekwue 3 roga.

14. OtHeceHMe ob6beKTa KoOHTponsa (Hag3opa) K OOHOM W3  KaTeropuMim puUCKa
OCYLLECTBNSAETCA CNYKO6ON Ha OCHOBE COMOCTAB/IEHMA €ro XapaKTEPUCTUK C YTBEPKAEHHbIMU
KPUTEPUAMM PUCKA.

OTHeceHMe O06BEKTOB KOHTpons (Hag3opa) K oOnpeaeneHHoW KaTeropum  pucka
OCYLLECTBNSAETCA eXKerogHo, A0 1 Uons TeKyLWero roga, s NPUMEHEHUs YKa3aHHOM KaTeropum
PUCKa B CneaylolemM KaieHaapHOM roay.

B cnyyae ecnm ob6beKT KOHTpona (Haasopa) He OTHECEH K onpeaeneHHOW KaTeropuu
PWUCKa, OH CYMTAETCA OTHECEHHbIM K KaTeropum HU3KOro pUCKa.

CBegeHna o6 ob6beKkTax KOHTponA (Hag30pa) C NMPUCBOEHHOW MM KaTeropuen pucka
pa3smelLaloTca Ha opuuManbHOM carTe cay»Kbbl no agpecy: https://www.rstkirov.ru (ganee -
CanT cny*bbl) B MHOOPMALMOHHO-TENEKOMMYHUKALUMOHHON ceTn "NHTepHeT" (manee - ceTb
"NnTepHeT").

OpraHu13aummn ONTOBOM TOProB/N IEKAPCTBEHHBIMUW CPEACTBAMM, anTeYHble OpraHu3aumm,
WHOMBUAYaANbHbIE MNpeanpUHMMATENN, UMEOLWME NIMLUEH3MIO Ha  dapmMaleBTUYECKYIO
OEATEeNbHOCTb, MEAMLMHCKUE OpraHM3aunu, MMEIOLWME NNLEH3MIO Ha (apmaLeBTUYECKYHO
AeATeNbHOCTb, U UX 060CcObIeHHblE NOAPa3AENEeHMSA, PACMO/IOKEHHbIE B CEIbCKMX HACENEHHbIX
MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu (ganee - KOHTPOAMPYEMblE MLA),
BrpaBe NoAaTb B C/AYXOy 3anaBieHne 06 U3MEHEHUN KaTeropum pucka OCyLLECTBASEMON UMUK
AEeATeNIbHOCTU B C/ly4ae, eC/IM OHa COOTBETCTBYET MHOWM KaTeEropum pucka.

(8 pea. noctaHoBneHus MpasuTtenbctea Kuposckok ob6nactm ot 20.12.2024 N 592-1)

B TeyeHne 5 paboumx gHel co AHA NOCTYNNEHMA CBEAEHWMM O COOTBETCTBUM OOBEKTA
KOHTPOAA (HaZa30pa) KPUTEPMAM PUCKA MHOM KaTeropum pucka nmbo o6 nsmeHeHUn Kputepmes
pUcKka cnyxxba npuHMmaeT peweHne 06 M3MEHEHUWU KaTeropum pUCKa YKasaHHOro obbekTa
KOHTpoNAa (Hag3opa) uanm o6 OTKase B MU3MEHEHWW KATeropum pUCKa YKa3aHHOro obbekTa
KOHTpoAA (Hag3opa).

15. lMepeyeHb MHAMKATOPOB pPUCKA HapyleHui 06sA3aTenbHbiX TpeboBaHWN,
MCNOb3yEeMbIX MPU OCYLLECTB/IEHNUN PErMOHANbHOMO FOCYAapPCTBEHHOIO KOHTPOAA (Haa3opa) 3a
NPUMEHEHWEM LEH Ha JIeKapCTBEHHble MNpPenapaTtbl, BKAOYEHHblIE B MEPEYEHb KU3HEHHO
HEeobXoAMMbBIX M BaXKHEWLWMX JIEKAPCTBEHHbIX MpPenapaTtos, yTBep:kaaetcs [paBUTeNbCTBOM
Kuposckoit obnactu.

16. Mpwn OCYLWECTBNEHNUN PErMOHANbHOTO TOCYAAPCTBEHHOrO KOHTpona (Hagsopa)



NNAaHOBbIE KOHTPO/IbHbIE (HAA30PHbIE) MEPONPUATUA HE NPOBOAATCA.

17. Npw ocyLwecTBNEHUN PErmoHaNbHOro rocyAapCcTBEHHOrO KOHTpona (Haasopa) ciyxkba
NpoBOAMT cieaytowme NpodpuNakTUYEeCKne MeponpuaTUA:

nHpopmMpoBaHue;

0606LLEeHNEe NPAaBONPUMEHUTENIBHOWN NPAKTUKN;
06bABNEHME NPeAOCTEPEKEHUSA;
KOHCY/NIbTUPOBAHMUE;

NPOPUNAKTUYECKUIA BUSUT.

18. NHdopmmpoBaHME KOHTPONIMPYEMbBIX U MHbBIX 3aUHTEPECOBAHHbIX /UL, OCYLLLECTBAAETCA
CNyX60l B COOTBETCTBMM C NONIOKEHUAMU CTaTbM 46 PepepanbHOro 3akoHa ot 31.07.2020 N
248-P3 nocpeAcTBOM pa3meLLeHUA COOTBETCTBYIOLLMX CBEAEHWUI Ha caitTe cnyXKbbl, B cpeacTBax
MaccoBoi MHGOPMaLMK, Yepe3 NNYHble KaBUHETbl KOHTPOIMPYEMbIX /UL, B FOCYAAPCTBEHHbIX
MHPOPMALMOHHbBIX CUCTEMAX (MPU UX HAANYUUK) U B UHBIX GOPMaX.

19. Cny:kba exkerogHo ocyLecTeaneT 0606ueHne NpPaBoNnpPUMEHUTENBHOW MPAKTUKU U He
nosgHee 1 anpena roga, CNeAylOWEro 3a OTYETHbIM, obecneynBaeT MOArOTOBKY MPOEKTa
[lOKNa[a, coaeprKallero pesyibTaTtbl 0606 EeHNA NPaBONPUMEHUTENBHOW MPAKTUKKN CYKObI 32
npeaLecTBYOWMIA KaneHAapHbIN rof, U ero pasmelleHne Ha caiTe cay»kbbl ana nybanyHoro
obcyxkaeHnn. Cpok nposeaeHus Nnyb6anyHoro obeyxaeHuns coctasnsaeT 10 pabounx aHen.

[loknan, cofeprawmin pesynbTaTbl 0606LWEHMSA NPABOMNPUMEHUTENbHOW MPAKTUKM,
YyTBEPXKLAETCA NPUMKA30M PYKOBOAMUTENA CNYKObl M pasmeLLLaeTca Ha caliTe ciyXbbl He no3aHee
1 man roga, cneayoLLero 3a OTYETHbIM.

20. B cnyyae Hanmnuma y cny»Kbbl CBeAEHUIA O FOTOBALMXCA HApyLWeHUAX 06A3aTeNbHbIX
TpeboBaHMIN WMAN NPU3HAKAX HapyleHun obssatenbHbix TpeboBaHUM M (Man) B caydae
OTCYTCTBMA MOATBEPXKAEHHbIX AAHHbIX O TOM, YTO HapyweHue obA3aTeNbHbIX TpeboBaHWM
npuumHuno Bpes (ywepb) oxpaHAeMbiM 3aKOHOM LEHHOCTAM /nbo co34ano  yrposy
npuYnHeHns Bpeaa (ywepba) oxpaHAEMbIM 3aKOHOM LEHHOCTAM, caykba obbasnser
KOHTPO/IMPYEMOMY /INLY NPefoCTEPEXEHME O HefonyCTMMOCTM HapylweHus o06A3aTesbHbIX
TpeboBaHMI (Oanee - NpedocTeEpPeEXKeHMe) U npepnaraeT MNPUHATbL Mepbl No obecneyeHuto
cobnogeHuna obasatenbHblx TpeboBaHMA.

21. KoHTponupyemoe nuuo B TevyeHne 10 AHEW CO AHA NOAYyYEHMA NpenocTeperKeHus
BNpaBe NogaTtb B CNyKOy BO3pa)keHMe B OTHOLIEHWW YKA3aHHOro npepoctepexeHua (aanee -
BO3payKeHue).

Bo3sparkeHne HanpasnseTca Ha Byma)KHOM HocuTene NOYTOBbIM OTMNpaB/ieHMem Anbo B
BUAE 3N1EKTPOHHOMO AOKYMEHTA Ha YKa3aHHbIW B NPeAOCTEPEKEHUN afpeC SNEKTPOHHOMN MoYTbI
CNy*K6bl MO0 MHBIMM YKa3aHHbIMU B NPEAOCTEPEKEHNN cnocobamu.

Bo3paxeHune A40/IKHO coaeprKaTb:

d)aMMI'IVII'O, nma, oT4ecTBo (nocne,u,Hee - npu HaﬂM‘-IMM), cBegeHnAa o0 mecte XMUTeNbCTBa
KOHTpO/IMPpyEMOro nnua - ¢M3I/I‘~I€CKOI'O nuda nmbo HanmeHOBaHKWE, cCBeAeHUA O MecCTe



HaxoXAeHMA KOHTPONMPYEMOrO /MUA - HOPUANYECKOro /nua, a TakXe Homep (Homepa)
KOHTaKTHOro TenedoHa, agpec (agpeca) 3NEKTPOHHOW MOYTbl (NPU HANMUYMM) U MOYTOBbIN
afpec, No KOTOPbIM AOMKEH ObITb HaNpaBAEH OTBET;

CBEAEHMA O MNPELOCTEPEKEHUN U AULE CAYKObl, OCYLLECTBAAIOLWLEM PErMOHaNbHbIN
rocygapCTBEHHbIA KOHTPOb (HaA30p), HanpaBMBLLIEM TaKOE NMPEeAOCTEPEIKEHME;

[OBOAbl, Ha OCHOBAaHWMM  KOTOPbIX KOHTPO/IMPyEMOE /IMLO HE COMacHO ¢
npefocTepexeHnem.

Bo3paeHua paccmaTpmuBaloTcA NMLAMU CAYXKObl, OCYLLECTBAAIOWMMN PErMOHA/bHbIN
rocygapcTBeHHbIN KOHTpoAb (Haa3op), B TedyeHne 20 paboymx AHENn co AHS MNOoAy4YeHus
BO3PaKeHUA.

Mo wuTOry paccmoTpeHMA CNyKO60iM BO3ParKEHUM NPUHMMAETCA OLHO M3 CAeAytoWwmxX
peLeHn:

OocCTaB/sieHMe npenocrtepexeHnA 6es NU3MEHEHNA,
OTMEHa nNpeaocTepexeHnaA.

Cny»x6a MHGOPMUPYET KOHTPONMPYEMOE NIMLLO O Pe3yNbTaTax PAaCCMOTPEHMA BO3PAXKEHUS
no noyte un (U1n) aNEeKTPOHHOM noyTe (NP HaNYUK).

22. Jlnua cnyxbbl, OCYLLECTBAAIOWME PErMOHANbHbBIA FOCYAAPCTBEHHbIA KOHTPO/b
(Hap30p), NPOBOAAT KOHCYNBTUPOBAHUE KOHTPOMPYEMBIX /UL, B MUCbMEHHON dopme Mpu Ux
NMMCbMeHHOM obpaleHumn nmbo B YycTHOW dopme no TenedoHy, NOCPeACTBOM BUAEO-
KOHdEepPEeHL-CBA3N UAN Ha IMYHOM NpUEME Y NLA CAYXKObI, OCYLLECTBAAOLWLENO PETMOHANbHbIN
roCcygapCTBEHHbIA KOHTPO/Ib (HAaA30p), a TaKXe B Xo4e nposedeHMA MNpoduaakTUYECKOro
MepOonpUATUA, KOHTPOSIbHOTO (HAA30PHOI0) MEPONPUATUA.

JIMuamn  cnykbbl, OCYLLECTBASIOWMMMN  PErMOHA/bHBIMA  TOCYAAPCTBEHHbIN  KOHTPO/Ib
(Hap3op), nNpoBOAUTCA KOHCYNbTUPOBAHWE, B TOM YUCNE MNUCbMEHHOE, NO CAEAYIOLLUM
BOMpOCam:

npunmeHeHune o0b6Aa3aTenbHbIX TpEGOBaHVIl\/‘I, nx cogepxaHne n nocneacrtsna X USMeHeEHUA,

HeobxoauMble OpPraHM3auMOHHbIE U (MN) TEXHUYECKME MEPOMNPUATUA, KOTOPbIE AO/KHbI
peanin3oBaTb KOHTPOJIMPYEMbIE NMLA ANA cobntoaeHUA HOoBbIX 06a3aTe/IbHbIX TPEOOBAHWUIA;

nopALOoK NPOBEAEHMA KOHTPOJIbHbIX (HaA30PHbIX) MEPONPUATUIA;
rapaHTUK U1 3amMTa NPaB KOHTPOMPYEMBIX NL;
nopAaoK 06:KaioBaHMA peLleHni CayXKobl.

23. B cnyyae ecniv B TeYeHUe KaneHAapHoro roga noctynuao natb U 6onee ogHOTUMHBIX
(no oaHMM K Tem e BoNpocam) OOpalLEHMI OT PasUYHbIX KOHTPOAUPYEMbBIX UL,
KOHCYNbTMPOBaHME MO TaKMM Ob6pPaLEHMAM OCYLLECTBAAETCA NMOCPEACTBOM pPasMeLLeHUs Ha
calite cnyXbbl NMUCbMEHHOrO Pa3bACHEHUA, MOAMMCAHHOTO PYKOBOAMUTENEM (3amecTUTenem
pykoBoauTensa) cnyxb6bl, 6e3 yKasaHWAa B TaKOM pPa3bACHEHWM CBEAEHMMN, OTHECEHHbIX K
KaTeropmmn orpaHNUYeHHoro AocTyna.



24. TMpodunakTMyecknin BU3UT MNPOBOAUTCA YMONHOMOYEHHbIM JIMLOM  CAYyXKbbl,
OCYLLECTBNAIOWMM  PErMOHaNbHbIA  FOCYAAPCTBEHHbIN  KOHTPO/Ab (Hagsop), B dopme
npodunakTnyeckon becesbl NO MeCTy OCYLLECTBNEHUA OEATENIbHOCTU KOHTPOAMPYEMOro nLa
b0 nyTem MCMosib30BaHUA BUAEO-KOHDEPEHL-CBA3M.

Ob6s3aTtenbHble NPOdUNAKTUYECKME BU3UTbI MPOBOAATCA B OTHOLIEHWUM KOHTPOAMPYEMbIX
NL, NPUCTYNAIOLLMX K OCYLLLECTBAEHMIO PErYIMPYEMOW OEATENbHOCTU, B CPOK HE NO3AHEE YEM
B TeyeHMe 1 roga co AHA Hayana TaKoM AeATeNbHOCTU.

Cnykba HanpaBnseT KOHTPOAMPYEMOMY /ULy  yBeAOMJIeHMEe O MpPOBeAeHMUM
06s3aTenbHOro NpoduIaKTUYECKOro BM3UTa He no3gHee Yyem 3a 5 paboumx gHen Ao Aatbl ero
nposeaeHus.

KoHTposnMpyemoe /MU0  BMpaBe OTKasaTbcA OT  npoBegeHusa  06a3aTeNbHOro
NPodUNAKTUYECKOrO BU3MTa, YBEAOMMB 06 3TOM CyXKBY He nosaHee Yyem 3a 3 paboumx gHA 40
[aTbl €ro NpoBeAeHUs.

CpOK nposeaneHUA ob6A3aTenbHOro I'IpO(I)VIJ'IaKTI/I‘-IeCKOI'O BU3UTA HE MOXKET NnpeBbilwaTb 8
4acosB.

B xoae nposeseHnn 06a3aTeNbHOTO NPOPUNAKTUUECKOrO BM3UTA KOHTPOIMPYEMOE /L0
nHGopMMpyeTca No cnesyowmm BoNpocam:

cogepraHume 06A3aTeNbHbIX Tpe6OBaHMl7I, npegbAasnaembixX K ero 4eATe/IbHOCTH;

NPUMEHEHWNE CNOXKHbIX U (MAKn) Hambonee 3HAYMMbIX 06s3aTeNIbHbIX TPEOOBAHWI, A TaKXKe
06s3aTeNbHbIX TpeboBaHUI, NO KOTOPbIM OTMEYEHbl C/ly4an MX MACCOBOro HapyleHusa nnbo
nocneacTBMA HapPYWeEHMA KOTOPbIX BNEKYT CEPbe3HYK Yrpo3y OXpaHAeMblM 3aKOHOM
LLeHHOCTAM;

nHpopmmMpoBaHMe 0 Hanbonee YacTo BCTPEYAIOLWMXCA C/Iy4asnX HapyLeHNM 0b6a3aTeNbHbIX
TpeboBaHuMM.

KoHTponupyemoe nnuo BnpaBe ob6paTUTbCA B CAYXKOYy C 3aAB/leHMEM O NpPOBeAeHUUN B
OTHOLWIEHUM ero NpPodUNaKTUYECKOrO BU3UTA, KOTOPOE paccmaTpuBaeTca CayKbol B nopaake,
ycTaHoBAeHHOM YacTamm 11 - 13 ctaten 52 GepepanbHoro 3akoHa ot 31.07.2020 N 248-93.
(ab3aL BBeaeH noctaHoBneHMeMm MpaButenbcTea Knposcko obnactu ot 12.04.2024 N 154-N)

25. PeroHanbHbI rocyAapCTBEHHbIN KOHTPOb (HaA30p) OCyLLEeCTBAAETCA NOCPeaCcTBOM
npoBeAeHUA cneayowmx BHEMTAaHOBbLIX KOHTPObHbIX (HaA30PHbIX) MEPONPUATUIA:

NOKYMeHTapHas NPoBepPKa;
Bble3aHan NpoBepKa.

26. [loKymeHTapHas npoOBepKa MPOBOAMTCA MO MECTy HaXOMAEHUSA KOHTPONbHOIO
(Hap30pHOro) opraHa.

[loKymeHTapHaa npoBepKa NPOBOAWUTCA B COOTBETCTBMM C MOJIOKEHUAMWU CTaTbu 72
®epepanbHoro 3akoHa ot 31.07.2020 N 248-d3.

B xogme npoBeaeHWA [OOKYMEHTApHOW MPOBEPKM MOFyT COBeplaTbca creaylowme



KOHTPO/IbHblE (HaA30pHbIE) AEUCTBUA:
nosy4YeHne NUCbMeHHbIX 06 bACHEHUI;
nctpeboBaHMe AOKYMEHTOB.
CpoK npoBeaeHMa AOKYMEHTapHOM NPOBEPKN HE MOXKET npeBbiwaTb 10 pabounx gHen.

27. Bble3gHas MpoOBEPKa MNPOBOAMTCA MO MEeCTy HaxoxaeHus (ocyliecTBieHus
[EeATeNbHOCTN) KOHTponMpyemoro nuua (ero ¢wuamnanos, npeacrtaBUTeNbCTB, 060CO6NEHHbIX
CTPYKTYPHbIX NOApasaeneHunm).

BolesgHas npoBepka NpPoOBOAMTCA B COOTBETCTBMM C MOJIOMKEHUAMU CTaTbn 73
depepanbHoro 3akoHa ot 31.07.2020 N 248-93.

B xoae nposeaeHMA Bble3gHON NMPOBEPKM MOTYT COBEPLLATLCA CAeAyoWMe KOHTPObHbIE
(Hap30pHbIE) AENCTBMA:

OCMOTP;
nosly4eHne NUCbMEHHbIX 0B bACHEHWI;
ncTpeboBaHMe JOKYMEHTOB.

28. Bble3gHble NMPOBEPKMU C Lenblo GUKCaLMM A0KA3aTeNbCTB HAPYLUEHU 06a3aTeNnbHbIX
TpeboBaHWUI MOTYT MPOBOAMTLCA J/IUL@MU  CAYXKObl, OCYLLECTBAAIOLWMMU PErnoHaNbHbIN
rocyapcTBEHHbIN KOHTPOb (Hag30p), ¢ NpuMeHeHneM GOTOCEMKM, ayamo- 1 BUAEO3AMNUCH.

dotorpadumum, ayamo- U BMAEO3AMUCU, MCNONb3yeMble AN GUKCAUMM [0Ka3aTeNbCTB
HapyLlleHnit ob6sa3aTenbHbIX TpeboBaHUI, AOMKHbI MO3BONATL OAHO3HAYHO MAEHTUOULMPOBATL
06beKT dMKcauuK, oTpaxKalowmii HapyweHne obsasatenbHbix TpeboBaHnn. doTorpadun, aygmo-
M BMAEO3aMNNCKU, UCNONb3yeMble AN AO0KA3aTeNbCTB HapylueHUI obs3aTenbHbIX TpeboBaHUM,
NPUKNAAbIBAOTCA K aKTy KOHTPO/IbHOTO (Hag30pHOro) meponpuaTua (ganee - aKkT).

NHPopmaumsa o nposeseHUM GOTOCHEMKM, ayamo- U BMAEO3ANUCU U MUCNO/b30BAHHbIX
ANA 3TUX Lenei TEXHUYECKUX CPEACTBAX OTPAXKAETCA B aKTe.

®uKcauma HapyweHun obasatenbHbix TpeboBaHMM Npu  nNomowM  GOTOCHEMKM
NPOBOAUTCA HE MEHee YeM 2 CHUMKAMU KaKAo0ro M3 BbIIBNIEHHbIX HapyWeHU o6a3aTebHbIX
TpeboBaHuUM.

Ayano- 1 BUAEO03annch OCyLLECTBASETCA B X0A4e NPOoBeAeHUs KOHTPO/IbHOMo (HaA30pHOro)
MEepPOoNpUATUA HEMPEPbLIBHO, C YBEAOMNEHWEM B Hayane U KOHLUE ayauo- WaM BUAEO3anucu o
faTe, MecTe, BpeMeHM Havyana M OKOHYaHUA OCYLLLECTBIEHUA ayaMo- UM BUAEO3aNUCH.

B xope ayamo- uau BMAEO3anuCKM NoApoObHO PUKCUMPYIOTCA M yKa3blBAKOTCA MECTO W
XapaKTep BbIABNEHHOTO HapyLlLleHns 0ba3aTebHbIX TPeboBaHMIA.

Pe3ynbraTtbl NpoBeAeHMA GOTOCHEMKM, ayANO- U BUAE03ANNCKU ABNAIOTCA NPUNONKEHUEM K
aKTy.

Ncnonb3osaHue d)OTOC'beMKM n Bnaeosanncn gna d)I/IKCEILI,MM AO0Ka3aTes1bCTB HapyLLIEHMIZ



obasartenbHbix TpeboBaHWUI OCyLecTBAsSiETCA C  ydeTom TpeboBaHMM 3aKOHOAATENbCTBA
Poccuiickoit Pegepauymm o 3alumTe rocyaapCTBEHHOM TaMHbI.

29. CpoK npoBeaeHUA Bble3gHOW NPOBEPKM HE MOXKeT npesbiwaTb 10 pabounx gHein.

B oOTHoweHWMM opgHOro cybbekTa Manoro npeanpuMHUMaTenBCcTBa OOWMI  CPOK
B3aMMOZAENCTBMA B XO4€e NPOBEAEHUA Bble34HON NPOBEPKMN HE MOXKET npeBbiwaTtb 50 yacos gns
manoro npegnpuatia u 15 yacoB ana mukponpeanpuatva. CpoK npoBeaeHUs Bble3aHOM
NPOBEPKM B OTHOLUEHUN OpraHM3auMm, OCYLLECTBAAOWEN CBOIO AeATeNIbHOCTb Ha TEPPUTOPUAX
HEeCKONIbKMX CcybbeKkToB Poccuitickont Pepepaumu, ycTaHAaBAMBAETCA OTAE/NbHO MO Ka*KAOMY
bunnany, npeacTtaBuTenbCTBY UMAM  060COBNEHHOMY  CTPYKTYPHOMY  MoApasaeneHuto
OpraHn3aLnmn Uan NPon3BOACTBEHHOMY OO BEKTY.

BHennaHoBaa Bble3gHaA MpPoBepKa NPOBOAUTCA TOJIbLKO MO COMNACOBAHMIO C OpraHamu
NPOKYpPaTypbl, 32 MUCKJAKYEHMEM CNY4YaeB ee MNPOBEAEHMA B COOTBETCTBUM C MyHKTamu 3 - 6
yactn 1 ctatbn 57 n yactbio 12 ctatb 66 PeaepanbHoro 3akoHa ot 31.07.2020 N 248-P3.

O npoBegeHMM Bble3AHOM MNPOBEPKM KOHTPOAMPYEeMOe /MU0 YBeAOMAAETCA nyTem
HanpaBAEHMA KONUU PELLEHUA O NPOBEAEHNN Bble34HOM NPOBEPKM He No3gHee Yyem 3a 24 yaca
[0 ee Hayana B nopsgKe, npeaycMmoTpeHHoM ctaTbel 21 ®epepanbHoro 3akoHa ot 31.07.2020
N 248-d3, 33 UCKIOYEHMEM C/ly4aeB, YKa3aHHbIX B 4acTu 12 ctatbk 66 PefepanbHOro 3akoHa
07 31.07.2020 N 248-03.

30. WHAuBMAyanbHbl NpeanpuHUMATENb, SABAAIOWMIACA KOHTPONMPYEMbBIM  IULLOM,
BNpaBe NpPeaCcTaBuUTb B CAYXOY MHOOPMALMIO O HEBO3IMOXKHOCTM NPUCYTCTBUSA €ro npu
NpoBeAeHUM KOHTPOIbHOTO (HaA30PHOI0) MEePONPUATMA B CYYanX:

3ab0/1eBaHWA, CBA3AHHOTO C YTPATOMN TPYA0CNOCOBHOCTH;
NPenaTCTBMA, BOSHUKLLErO B pe3y/bTaTe AeNCcTBUA HEMNPEOA0IMMON CUbI.

Mo pe3ynbTaTam PAcCMOTPEHUA YKa3aHHOW MHPoOpMauMM nNpoBeaeHME KOHTPOJIbHOro
(Hap30pHOro) MmeponpuATUA NEPEHOCUTCA CAYXKOOM Ha CPOK, HEOBXOAMMbIM ANA yCTpaHeHuA
06CTOATENbCTB, NOCNYKUBLUNX noBOAOM ans obpalleHun MHANBMAYAIbHOTO
npeanpuHMMaTens, ABAAIOLWErocs KOHTPOANPYEMbIM SINLOM.

31. Pe3ynbTaTbhl KOHTPOAbLHOrO (HaA30pPHOro) meponpuATMa 0bOPMAAIOTCA B MOPAAKE,
npeaycMoTpeHHOM rnasoi 16 PepgepanbHoro 3akoHa ot 31.07.2020 N 248-3.

32. KoHTponupyemoe AuULO BnpaBe o06XanoBaTb pelweHns CcayxKbbl, AencTBUA
(6espeicTBMe) nuu, cnyXKbbl, OCYLLECTBAAIOWMX PErvMOHasbHbIA rOoCyAapCTBEHHbIA KOHTPO/Ib
(Hap3op), B nopagke, npegycMoTpeHHOM cTaTbamu 39 - 43 degepanbHOro 3akoHa oOT
31.07.2020 N 248-3.

33. Mpwn 06¥KanoBaHUN pPeLIEHUA, NPUHATBIX JMLAMKU CAYXKObl, OCYLLECTBAAIOWMMM
PErmoHasbHbIN rocyaapcTBEHHbIN KOHTPOAb (Haa3op), AelcTeuii (besaencTema) auu, cny»bol,
OCYLLECTBNIAIOWMX  PErMOHa/IbHbIM  TOCYAAPCTBEHHbIM  KOHTpoib  (Hagsop), kanoba
paccmaTpuBaeTCa PYKOBOAUTENEM CNYKObl.



MpunoxeHne N 2

Y1BepxaeH

NMOCTaHOBNEHNEM

MpasutenbcTea Knuposckoit obnactm
oT 29 okTAbpa 2021 r. N 575-N

NEPEYEHDb
WHAUKATOPOB PUCKA HAPYLLEHUA OBA3ATE/IbHbIX TPEBOBAHUNA,
MCNO/Ib3YEMBbIX NMPU OCYLLECTBJIEHUU PETMOHAJZIbHOTO
FOCYAAPCTBEHHOIO KOHTPONA (HAA30PA) 3A NPUMEHEHUEM LLEH
HA NEKAPCTBEHHbIE MPEMAPATbI, BK/TKOYEHHbIE B MEPEYEHb XXU3SHEHHO
HEOBXOAUMbIX U BAXXHEMLLNX NEKAPCTBEHHbIX MPEMAPATOB

CNUCOK M3MEHAIOLWMNX AOKYMEHTOB
(B pea. noctaHoBneHwui MpasutenbcTea Knposckon obnactu
o1 25.08.2023 N 452-M, o1 20.12.2024 N 592-)

1 - 2. UckntoyeHsl. - MNoctaHoBneHue lMNpasutenbctsa Knpoeckon obnactm ot 25.08.2023 N
452-11.

3. [MpeBbiWeHNE WAM YMEHbLUEHWE NpefenbHblX pPa3sMepoB OMNTOBbIX HAA0aABOK U
npeaenbHbIX PasMepoB PO3HUYHbIX HaA0aBOK K GaKTUYECKMM OTMYCKHbIM LeHam (6e3 y4yeTa
Hanora Ha A06aBneHHY CTOMMOCTb), YCTAHOB/IEHHbIM MPOU3BOAUTENSIMMN JIEKAPCTBEHHbIX
npenapatoB, Ha JeKapCTBEHHble npenapaTtbl, BK/AOYEHHble B MepeyeHb KU3HEHHO
HeobX0AMMbBIX M BaXKHEMLWNX NeKAPCTBEHHbIX MPenapaTos, NpeAsiaraeéMblX K YCTAHOBAEHUIO HA
oyepeaHOW nepuog, peryivMpoBaHMA  OpraHusauMend ONTOBOW  TOProBAW, anTeyHOM
OopraHusaumen, WHAMBMAYANbHbIM  NpegnpuHUMaTENnemM, UMEKLWMM  IMUEH3NIO  Ha
ocyuwiectsneHne GapmaueBTUHECKON AeATeNbHOCTU, MeAULMHCKOM OpraHusaunen, nmetowen
NMLEH3NI0 HA ocylwecTBneHMe ¢GapmaLeBTUYECKON aeAaTenbHOCTM, U ee 060cobaeHHbIM
noapasaeneHnem, pacrnosioKeHHbIM B CE/IbCKOM MOCENEHNM, B KOTOPOM OTCYTCTBYIOT anTeyHble
OpraHn3aunm, OCyLLEeCTBAAIOWMMU peann3aLmio NeKapCTBEHHbIX NpenapaTtoB Ha TeppuTopumn
Kuposckoit obnactn, Hag npeaesbHbIM pPasMepoM OMNTOBbIX HaA0aBOK M NpeaesbHbIM
Pa3MepoM  PO3HUYHbIX HaAbaBOK, YCTAHOBAEHHbIMM Ha MpPeALecTBYOWMIA  Nepuos
perynmpoBaHusa, bonee yem B NATUKPATHOM pa3mepe MPOrHO3MPYyemMoro cpeaHeroaoBoro
MHOEKCA NOTPEBUTENBCKUX LieH Ha ovyepeaHON PUHAHCOBBIN rof, onpeaeneHHOro B NporHose
COLMaNbHO-3KOHOMMYECKOTo pa3BnTMA Poccuiickon deagepaumm Ha cpeaHeCcpPOYHbIA NEPUOA.
(n. 3 BBeaeH noctaHoBneHuem lpasuTtenbctBa Kuposckoit obnactn ot 25.08.2023 N 452-M; B
pea. noctaHosneHus MNpasutenbctsa Kuposckoit obnactm ot 20.12.2024 N 592-11)
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