IIPABUTEJBCTBO KUPOBCKOM OBJIACTH

INOCTAHOBJIEHHE

2970 2021 Ne 55— ]]

r. Kupos

00 yrBepxaennu Ilonokenns 0 pernoHaJbLHOM
rocyaapcTBEHHOM KOHTpoJie (HaJ30pe) 32 IpHMEHEHHEM LeH Ha
JIeKapcTBeHHbIEe NIpenapaThl, BKJIKYeHHbIE B IepeYeHb )KU3HEHHO
Heo0XO0ANMBIX H BaXKHeHIIHX JieKapCTBEHHBIX MpenapaTon

PykoBonctBysichk crarbeit 9.3 ®enepanbpHoro 3akoHa oT 12.04.2010 Ne 61-®3
«O6 ofpamieHun JEeKapcTBEHHBIX CPENCTBY, crathedl 3 dDenepalbHOro 3aKoHa
or 31.07.2020 Ne 248-®3 «O rocymapcTBEHHOM KOHTpone (Han3ope) H
MyHHUUIIAIBHOM KOHTpoine B Poccuiickoil ®enepanuu», IIpaBHUTEnsCTBO
Kuposckoit obnactu IIOCTAHOBJIIET:

1. YrBepauts IlonoxeHue O pErMOHaIBHOM IOCYJApCTBEHHOM KOHTpOIE
(Ham3ope) 3a IpHMEHEHWEM IIeH Ha JIeKapCTBEHHBlE IpelapaTrhl, BKIIOYEHHEIE B
NepeYeHpb XU3HEHHO HEeOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX IIpenapartos,
corjacHo npuioxxeHuto Ne 1.

2. VTBepouTh TNEpedeHh WHIMKATOPOB DHCKa HApyIEHUH 00s3aTeNnbHBIX
TpeboBaHuH, VICIIONIb3YEMBIX pu OCYIUECTBIEHNH PErMOHANBHOTO
roCyIapCTBEHHOr0 KOHTpoNs (Hax3opa) 3a NPMMEHEHHEM IIEH Ha JIEKapCTBEHHEIE
npernapaTsl, BKJIIOYEHHBIE B IepeueHb JXKM3HEHHO HeoOXOAMMBIX M BaXXHEHMIIMX
JeKapCTBEHHBIX NpenapaToB, COrNacHo Ipunoxeruto Ne 2,

3. KoHTpoIIb 32 BHIMOJIHEHHEM [TOCTAHOBJICHUS BO3JIOKUTDh Ha PErMOHAIBHYIO
ciryx06y no tapudam Kuposckoii obnactu.

4. Hacrosimiee TOCTaHOBJIEHHE BCTYNAET B CUITy Uepe3 AECATh JHEN NOCTE €ro
0QHUIIMATBEHOTO OITyOJIMKOBaHUS.

IIpencenare
Kuposckoii



E [Tpunoxenne Ne 1
YTBEPXJIEHO

nocraHoBieHueM [IpaBurenscrpa
Kuposckoii obnactu

0T 2902027 Ne 575-/1

IIOJOKEHHUE
0 PerHoHAJIbHOM TOCYAapCTBEHHOM KOHTpOoJIe (HaJ30pe) 32 IPHMEeHEHHEeM LeH
Ha JleKapcTBeHHbIe Npenaparbl, BKIKYeHHbIE B IepedyeHb KU3HEHHO
HeOOXOAMMBIX ¥ Ba)KHEHIIHX JIeKAPCTBEHHLIX NPENapaToB

1. Hacrosmee [lonoxkeHHe O perrMoOHalbHOM TOCYJapCTBEHHOM KOHTpOJE
(Hap3ope) 3a NMpuUMEHEHHEM LIEH Ha JIeKapCTBEHHbIE NpenapaTrhbl, BKIIOYEHHBIE B
NepeueHb XU3HEHHO HeOOXOMMMBIX M Ba)XKHEHMINMX JIEKApCTBEHHBIX Ipernaparos,
YCTaHABAMBAeT IOPSHOK OpraHu3allii ¥  OCYLIECTBICHHUS PpErHOHAJIFHOTO
rocyIapCTBEHHOTO KOHTpous (Haa3opa) 3a NMpUMEHEHHEM LieH Ha JIeKapCTBEHHbIE
nperaparbl, BKIIOUEHHbIE B IepeueHb >XU3HEHHO HeoOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENaparoB (fanee — perHOHaNbHBIM ToCYyAapCTBEHHBIH KOHTPOIb
(Bagzop).

2. PermoHanbHBI TOCYAapCTBEHHBIA KOHTpOJb (HAA30p) OCYHIECTBIAET
pernoHanbHas ciayx6a no Tapudam Kuposckoit obnactu (nanee — ciryx6a).

3. IlpeaMeroMm perMoHaJBLHOTO TOCYAapCTBEHHOTO KOHTpons (Ham3opa)
SBIILETCS COONIONEHHE OpraHW3allisIMH ONTOBOM TOProBIM JI€KapCTBEHHBIMH
CpencTBaMH, anTeyHBIMU OpraHu3aluaIMH, HUHAUBHUIyallbHBIMU
NpeanpUHUMaTEeNIMH,  HMMEIOIMMH  JIMIEH3MI0O Ha  (apMaLeBTHYECKYIO
JNEeATENHHOCTh, MEIMUMHCKAUMHM OpraHu3alyAMM, HMEIOIIMMH JIMICH3UI0 Ha
dapMalleBTUYECKYIO AeATeNbHOCTh, U MX O00OCOOJEHHBHIMH MOAPA3ACICHHIMU
(amOynatopusamy, denpamepckiMu B GeapAIEpCKO-aKyIIEPCKUMH  ITyHKTaMH,
neHTpamMu  (OTHeleHHMsAMM) oOmed  BpaueGHOM  (ceMeifHOM)  NpaKTHKH),

PacnojloOXX€HHBIMH B CE€JIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT



anTedHble OpraHU3alii, IpH peajin3aliiy JIeKapCTBEHHEBIX IpenapaToB TpeOoBaHui
K TPUMEHEHUIO IIeH, YpPOBEHb KOTOPHIX HE JHODKEH IPEeBBIATh CYMMY
bakTHYEeCKON OTIYCKHOM LI€HBI, YCTaHOBIEHHOW IPOU3BOAUTENEM JIEKApPCTBEHHBIX
IpenapaTroB, U KOTOpble HE MPEBBINAIOT 3aperMCTPUPOBAaHHBIX IpelebHBIX
OTIYCKHBIX I[eH M pa3MepoB OITOBBIX HaA0aBOK M (WIH) pa3MEpOB PO3HUYHBIX
Haf6aBOK, He MPEBBIAIONMX COOTBETCTBEHHO pa3sMepoB TpeaelbHBIX OITOBBIX
Han0aBoK U (MJIK) pa3MepoB NIpeAeIbHBIX PO3HUYHBIX HaJ10aBOK, yCTaHOBJICHHBIX B
Kuposckoti o6nactu (nanee — o6si3aTenbHble TpeOOBaHUA).

4. OpraHu3anuss ¥ OCYIIECTBIEHHE PETHOHAIBHOTO TOCYJapCTBEHHOTO
KOHTpoJsA (Hamzopa) perynupyrorcss PenepansHeiM 3akoHOM ot 31.07.2020
Ne 248-®3 «O rocynapcTBeHHOM KOHTpOJIe (HaA30pe) U MyHHUIIUIIATBHOM KOHTpOJie
B Poccmiickoii ®enepanun» (nanee — OexepansHeiii 3akoH ot 31.07.2020
Ne 248-03).

5. OO6BEKTOM perMoHaJILHOTO0 TOCyNapCTBEHHOrO KOHTposss (Haa3opa)
(manee — o0OBEKT KOHTpOJIS (HaA30pa) SBISETCS HAEATENBHOCTH OpraHu3alMi
ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMM CpPEICTBaMHM, anTe€4YHBIX OpraHm3alyi,
WHIWBUy aJIbHBIX npeAnpUHAMAaTENEH, MMEIOLINX JTULEH3HIO Ha
(dbapMaleBTHUECKYIO JeATeNbHOCTh, MENUIMHCKUX OpraHu3alui, HMMEoWHX
JULEH3UI0 Ha (apMalleBTHYECKyl0 OeSTeNbHOCTh, M HMX 000COOIEHHBIX
noapasaenennit  (amObynatopui, QenpAlIepcKUX U QenbAlepCKO-aKyHIepCKIX
IIyHKTOB, UeHTpoB (oTnaeneHuit) oOmelt BpaueOHOH (ceMeMHOH) MpaKTHKH),
PaclioJIOKEHHBIX B CENIbCKUX HACeNleHHbIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTevYHble OPTaHM3alliH, CBS3aHHAs C peaju3aliieil JeKapCTBEHHBIX Npernaparos,
BKITFOUEHHBIX B NepeYeHb JKU3HEHHO HEOOXOIUMBIX U BaXKHEHUIINX JIEKapCTBEHHBIX
IpernapaToB, B paMKaX KOTOpO#l [OJDKHBI cOOMIOAaThCs  yCTaHOBIIEHHBIE
3aKoHoZaTeNnbcTBOM Poccuiickoit ®enepannu ob6sa3aTensHbie TpeGOBaHMS.

6. Yder 0OBEKTOB KOHTpOJNs (Haa3opa) OCYIIECTBIAETCS CIIyxkOoH ¢
HCIIONB30BAaHUEM TOCYJapCcTBEHHOW HHGOpMamuoHHOH cucTeMbl «Tumosoe

o0navHoe pelleHue M0 aBTOMAaTH3alMKY KOHTPOIbHOU (Haa30pHOM ) AesATENbHOCTHY.



7. TlepeyeHb O0OBEKTOB KOHTpoJsd (Haa3opa) COHEPKHUT CICHYIOLIYIO
MH(pOpMaLHIo: |

NIOJIHOE HaHMEHOBaHHE HOPUIHYECKOro NHIa, (aMUIMIO, UMS M OTYECTBO
(tiocnenHee ~ Npy HAIMYKHI) UHAUBUIYAIHHOTO NIpeNIIpUHIMATEIS;

OCHOBHOH  rocyaapCTBEHHBIH pemcrpaunonnmﬁ Homep #  (WIH)
MHIMBUIYaJbHbIH HOMEp HAJIOTOIJIATENBIIMKA IOPUIMYECKOTO JIMLa HMIH
WHAMBUAYABHOTO NpeANpHHIMAaTENS;

aJpec MecTa HaXOXIEHHS M OCYINECTBICHHS AEATENBHOCTH HOPUIMYECKOTO
JINLA, NEAMBUAYAIBHOTO IpeANPUHAMATEIS;

CJTydad MpUBJIEYEHUS K aAIMMHUCTPAaTHBHON OTBETCTBEHHOCTH 3a HapyleHHUE
nopsiika 1eHoo6pa3oBaHul.

8. Jlunamu ciryx6pl, OCYIIECTBIISIOIMMH PETHOHATIBHBIA rOCyapCTBEHHbIN
KOHTpOJb (HaA30p), ABJISIOTCA:

PYKOBOIHUTENH (3aMECTHUTENH PYKOBOJIUTENSA) cnyx<61;1;

rocyJapCTBeHHBIE IpakIaHCKue ciryxauiue Kuposckoi obnactu cimyxOsl, B
JOJDKHOCTHBIE 00S3aHHOCTH KOTOPBIX B COOTBETCTBMH € JOJDKHOCTHBIM
peraiaMeHToOM BXOAUT OCYLIECTBJCHHE IIOJIHOMOYHMH IO  persoHaJbHOMY
rocyAapCcTBEHHOMY - KOHTponmio  (Haa3opy), B TOM 4YHC/e TIPOBEACHUE
Npo¢GHUIaKTHYECKIX MEPONPHUSATHI U KOHTPOJIbHBIX (HaA30PHBIX) MEPONIPUSATHIA.

9. Juno cmyx6pl, YHONHOMOYEHHOE Ha IPOBENEHHE KOHKPETHOTO
KOHTPOJIBHOTO (HaJ30pHOT0) MEPONIPUSATHS], ONIpeIENIeTCs pelIeHHeM CITyXOHl.

10. Pemienne 0 mpoBeNeHWH KOHTPOIBHOTrO (HAaA30PHOTO) MEpONpPHUATHS
TIPUHUMAETCs pyKOBOJUTENIEM (3aMECTHUTENIEM PYKOBOAUTENS) CITYXKOBI.

11. Ilpu ocyiiecTBIeHNH pPETHOHAIBHOTO TOCYAApPCTBEHHOIO KOHTPOJIS
(Ham3opa) mpUMeEHsEeTCS CHCTeMa OLIEHKM M YNpaBleHUS pUCKAMH IpUYMHEHHS
Bpena (yuepba).

12. Cnyx6a mnpu OCYIIECTBIEHMH pPETHOHAIBHOIO TOCYJAapCTBEHHOIO

KOHTpoJs (Hag3opa) OTHOCHUT OOBEKTH! KOHTpons (Hag3opa) K OOHOH U3



CIIeQYIOUIMX KaTeropHii pucka NpuYrHeHus Bpeaa (yuiepda) oxXxpaHseMbIM 3aKOHOM
LIEHHOCTSM (Zajiee — KaTeropuy pucka): |

KaTeropuu CpeqHero puckKa;

KaTeropuy YMEpPEHHOTO PUCKa;

KaTeropuy HU3KOTO PHCKa.

13. Kpurepusamu otHeceHHs 00beKTa KOHTPOJA (Haa30pa) K KaTeropuy prucka
SBJISTIOTCSL:

IV CpeIHEro pucka — Halu4yue IATH B 0ojiee CilydaeB HapyIIeHHs NOpAnKa
eHOOOpa30BaHUs, YCTAHOBIEHHBIX BCTYNUBIINMM B  3aKOHHYIO  CHUIY
NOCTAaHOBJIEHUAMH MO JAenaM o0 aIMHHUCTPAaTHMBHBIX NpaBOHApPYLICHHAX, 3a
NOCJIeqHUE UCTEKIINE 3 rofa;

IUIS YMEpPEHHOro pHCKa — Hajuyhe OT OJHOTO A0 YeThlpexX Cllyyaes
HapylleHHss TOpsAka 1eHooOpa3oBaHWs, YCTaHOBJIEHHBIX BCTYNWBIIUMH B
3aKOHHYI0 CHJIy ITIOCTAaHOBJIECHMSMH 10 JenaM o0 aAMHMHHCTPAaTHBHBIX
IIpaBOHapyLIeHUsX, 3a IOCIeJHUE UCTEeKIINe 3 roja;

JUIS  HH3KOTO pUCKa —  OTCYTCTBHE CIy4yaeB IpHUBJIEYECHHS K
aJIMWHUCTPATUBHON OTBETCTBEHHOCTH 3a HapyIleHHe ITopsaKa eHooOpa3oBaHus 3a
rnocjeaHue UCTeKune 3 roaa.

14. OtHecenne o0BEKTa KOHTPOJs (Hag30pa) K OJHOM W3 KaTeropil pucka
OCYIIECTBIIAETCA CIyXOOi Ha OCHOBE COIOCTaBICHUS €r0 XapaKTePUCTHK C
YTBEP)KICHHBIMH KPUTEPHSIMH PHCKA.

OTtHecenne 00BbEKTOB KOHTPOIIS (HaA30pa) K ONpee/IeHHOM KaTeropuy prcKa
OCYIIIECTBJISETCA €XerogHo, A0 1 wuions Tekymero roma, s NpUMEHEHHA
YKa3aHHOH KaTeropuy pucka B CIeAyIOLIeM KalleHJapHOM Tojy.

B ciydae ecin o0BbekT KOHTposs (Hajg3opa) HE OTHECEH K ONpENENEeHHOR
KaTEerOpHM PHUCKa, OH CYUTAETCH OTHECEHHBIM K KaTerOpUH HU3KOTO PHCKa.

Csenenns 00 o0beKTax KOHTpoJA (Haa30pa) C MPUCBOEHHOM MM KaTeropuei

pHUCKa  pasMemialoTcs Ha  oduuManbHOM  caifte  cmyx0el 1o ajpecy:



https://www.rstkirov.ru  (mamee — caiit cmyx6sl) B  HH()OPMALHMOHHO-
TeJIEKOMMYHHKaUHOHHOH cetn «MHTepHeT» (nanee — cetb «MIHTEpHETY).

OpraHusaluy ONTOBOHM TOPTOBIHU JIEKAPCTBEHHBIMHM CPEICTBAMHM, anTeYHbIe
OpraHM3alM, WHIOMBHAYaJbHBIE NpPEANPUHUMATENH, HMeEIOUe JUIEH3HI0 Ha
(apMaleBTUYECKYIO JEeATeNBHOCTh, MEIULMHCKHAE OpraHU3alMK, HMeEoLIHe
JAULEH3WI0 Ha (QapMaleBTHYECKYI0 JeATeNIbHOCTh, M HMX 000COOJIEHHbIE
nojgpazfenenus (amOynaropuu, Qenpamepckue Hu - GenpaIEpCKO-aKylIepCKHe
NYHKTHI, LEHTpbl (oTHeneHus) oOwmieir BpavyeOHON (ceMeiiHOH) NPaKTHKH),
pacroNoKeHHBIE B CENbCKMX HAaCEeNeHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpraHu3aluu (Janee — KOHTPONHMpYeMEIE JIMIa), BIIpaBe I[OJATh B
cryx0y 3asgBneHHe 00 HM3MEHEHHMH KaTeropuM pHCKa OCYLIECTBIIIEMON HMH
IEesATENIBHOCTH B ClIy4ae, eCIM OHa COOTBETCTBYET HHOHM KaTErOpUH pHCKa.

B Teuenue 5 paGouux Heil CO AHA MOCTYIIEHHS CBEIEHM O COOTBETCTBHH
o0BeKTa KOHTpONA (Hax3opa) KpUTEPUSM pUCKa MHOM KaTeropuu pucka ambo o6
U3MEHEHWH KpUTEpHeB pHCKa ciy)x6a NpUHHMaeT pelleHne 00 W3MEHEHWH
KaTeropud pHCKa YKa3aHHOro obbeKTa KOHTpoNs (Haja3opa) uiaM o6 OTKase B
U3MeHEeHHH KaTeropuy pycKa yKasaHHOro o0beKTa KOHTpons (Hag3opa).

15. TlepeyeHb MHAMKATOPOB pUCKa HapylIeHU# o0s3aTeNnbHBIX TpeOOBaHHH,
HCIOJIb3yEMBIX IPH OCYILECTBIEHHM PErMOHAIBHOTO TOCYAAPCTBEHHOTO KOHTPOIS
(Ham3opa) 3a NMpPUMEHEHHWEM LIeH Ha JIeKapCTBEHHBIE IIpEnapaThl, BKIIOUYEHHHIEC B
nepedeHb XU3HEHHO HEOOXOOMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX Iperaparos,
yTBepxaaercs IIpaBurensctBoM Kuposckoit ob6nactu.

16. Ilpu ocCymecTBIEHHH PETHOHAIBHOIO TOCYJAapCTBEHHOI'O KOHTPOIs
(Hag3opa) MIaHoBble KOHTPOJIbHEIE (Ha30pHbIE) MEPOIPUATHS HEe IPOBOASATCS.

17. Tlpu oCyIIECTBIEHHH PETHOHAIBHOTO TIOCYIapCTBEHHOIO KOHTPOIA
(Ham3opa) ciry>6a NPOBOANT ClEAYIOLIE TPODHIAKTHYECKHE MEPOTIPUATHS:

MH(OPMHPOBAHHE;

06061IeHe TPAaBOITPHMEHUTENBHOM IPaKTHKH;

o0BABJIEHHE TIPEIOCTEPEXKEHHUS;



KOHCYJbTUPOBAHHUE;

npopUIaKTUYECKHIH BU3UT.

18. MnpopMupoBaHHEe KOHTPOJIHUPYEMBIX W HMHBIX 3aHHTEPECOBAHHBIX JIHII
OCYHIECTBIIIETCS CIy»k00l B COOTBETCTBHH C IIOJIOKEHHAMH CTaThbH 46
QepepanpHoro 3akoHa or 31.07.2020 Ne 248-D3 nocpeAcTBOM pa3MeLIeHHs
COOTBETCTBYIOLIMX CBEJeHMH Ha caiiTe CiIyx0bsl, B CpeACTBaX MAacCOBOMH
nHdopMalyH, Jyepes INYHble KaOUHETH KOHTPOIMPYEMEIX JIHI B TOCYAapCTBEHHBIX
MHPOPMALMOHHBIX cUcTeMax (IIPU MX HAIMYHH) ¥ B HHBIX HopMax.

19. Cnyxba exeronHo ocymectsiseT 000OEHHe MPaBONPUMEHHTENBHOM
MIPaKTHKY U He mo3fHee | ampens roga, CIEAYIOIIEro 3a OTUYETHBIM, 00eCreunBaeT
NOArOTOBKY IpOEKTa JOKJIaja, COJEpXKalllero  pe3yjabTaThl  0600IIeHHs
IIPABONIPHMEHUTENBHON MPAaKTUKU CIyXXOBl 3a NpeALleCTBYIONMHA KajeHJapHblii
rojJi, U ero pasMelleHue Ha caite cinyxObl mia myomuuHoro obcyxaeHus. Cpok
MPOBeCHHUA TyOIUYIHOro 06CcyXaeHus coctanseT 10 pabounx aHeH.

Hoxnan, copepxamuii pe3ynbratel 0000IeHNs NpaBOIPUMEHUTEIbHOM
NPaKTHKH, YTBEPXKAAeTCs IPUKa30oM pPyKOBOJAUTENs CIyXObl M pa3sMellaercs Ha
calite CiIyOb!I He no3/1Hee | Mas roja, CIeAyIOIIEro 3a OTYETHBIM.

20. B ciydae Hanmuuus y Ciry)XObl CBeI€HUH O TOTOBSIIMXCSA HapylIEHHUSIX
o0s3aTeNBHBIX TPeOOBaHU WM HpU3HAKAX HapylleHUH 00g3aTeNbHbIX TpeOoBaHUH
¥ (IH) B clyyae OTCYTCTBHS ITOATBEPKACHHBIX HaHHBIX O TOM, YTO HapylIeHHE
o6s3aTensHBIX TpeGoBanMii NpHuuHMIO Bpen (ymep6) OXpaHSEMBIM 3aKOHOM
IIEHHOCTIM 100 CcO3mao yrpo3y NpuuMHeHUs Bpena (yuiepba) oxpaHseMbIM
3aKOHOM  LIEHHOCTAM, ciayx0a  oOBABIAET  KOHTPOIUPYEMOMY  JIHILY
NpeIOCTEPEXKEHHE O HENONMYCTHMOCTH HapylleHHs o0s3aTeNbHBIX TpeGoBaHHH
(mayee — TmpemocTepe)XeHWe) W TpeayiaraeT INPHHATH Mephl MO0 00ECIEeYEeHHIO
cobmoaeHus 00s3aTenbHbIX TpeGoBaHU.

21. KoHnTpomupyemoe mnuuo B TedyeHue 10 OHeH co [HA ITOTY4YeHHUS
IIpeJOCTEPEXEHH BIIPaBe M0aTh B CIyX0y Bo3pakeHHe B OTHOIICHHUH YKa3aHHOIO

npenocrepexeHus (Iajee — BO3paKeHHUE).



Bospaxenue Hampapisercs Ha  OyMaXXHOM  HOCHMTENIE  ITOYTOBBIM
OTnpaBieHHeM JM00 B BHAE D3IEKTPOHHOTO [JOKYMEHTa HA YKa3aHHBIA B
TIPENOCTEPEKEHUH aJipec 3J‘Ie1<Tp0HHoﬁ TOYTBI CITYXGb! THOO HHBIMH yKa3aHHBIMHU B
TIPEOCTEPEXXEHNH criocobamu.

Bospaxenue n0mKHO COnEpKATh:

dbaMuInIo, UM, OTYECTBO (nocnezmeé — NpU HaJIM4UM), CBEAEHUA O MeCTe
JKMTENBCTBA KOHTPOIHMPYEMOTo JHIa — (PU3MYECKOro juna Jub0 HaHMEHOBaHME,
CBEJIEHHS O MeCTe HaXOX/IEHHs KOHTPOJHPYEMOTO JIHLA — OPUAUIECKOro JIMIA, a
Takxe HoMep (HOMepa) KOHTakTHOro TenedoHa, aapec (ampeca) 31eKTpOHHOM
NoYTHl (TIPY HAJIWYHM) U MOYTOBBIA afipec, 10 KOTOPHIM JOJDKEH OBITH HamnpaBiieH
OTBET;

CBEJICHUS O TPENOCTEPEeXEHUH M Jule CIayxObl, OCYIIECTBISIOIEM
PETMOHANIBHBIH TOCYJapCTBEHHBIA KOHTPOJb (Han3op), HanpaBUBILIEM TaKoe
MIpeAoCTEPEKEHUE;

IOBOJBI, Ha OCHOBaHMM KOTOPHIX KOHTPOJMpPYEMOE JIMLIO He COIJIacHO ¢
IPENOCTEPEIKCHUEM.

BospaxxeHuss paccMaTpHBAaIOTCs JHMLAMH CIOyXObl, OCYIIECTBISIOIIUMH
pEerHoHANBHBIN TOCYIAapCTBEHHBIM KOHTPOJIb (Han3op), B Tedenue 20 pabounx nHei
CO JHA MOJyYEHHUS BO3pAXKEHUS. .

[To mrory paccMOTpeHHs CIyx 0ol BO3paK€HH NPUHUMAETCS OAHO M3
CIIEIYIOIIUX PELICHUH:

OCTaBJIEHHE NpeAoCTepekeHus 6e3 N3MeHeH S ;

OTMEHA TIPEIOCTEPEIKECHUS.

Cnyx6a nndopMUpyeT KOHTPOJIUPYEMOE JIULIO O pe3yabTaTaX pacCMOTPEHHMs
BO3pa)kKeHHs 110 TouTe U (WJIH) 3JIEKTPOHHO#H noure (IpH HAJIMYKK).

22. Jluma cmyxObl, OCYLIECTBASIONINE pPErHOHANBHBIA [0CYJapCTBEHHBIM
KOHTpONb (HaA30p), IPOBOAAT KOHCYJIBTUPOBAHHE KOHTPOIHMPYEMBIX JIHMI B
NYMCbMEHHOM (GopMe NpH MX NUCHMEHHOM OOpallleHHH 6o B yCTHOH ¢opMe 1Mo

Tene(bony, NOCpPEACTBOM Bnneo-}(ombepeﬂu-cmm U HA JIMYHOM NpHEME Y JIMIA



CITy 051, OCYLIECTBAIONMIEr0 perHOHaIbHBIH rOCyAapCTBEHHBIH KOHTPOIb (Haa30p),
a Talke B XOJEe MpOBelJeHHs NPOPUIAKTUYECKOrO0 MEPONPHATHS, KOHTPOIBHOTO
(Hag30pHOr0) MEPONIPUATHS. |

JIuamMy ciyx0Bbl, OCYIIECTBISIOIIAMH PpErMOHAJIBHBIA TOCYdapCTBEHHBIN
KOHTPOJb (HaJ30p), MPOBOAUTCS KOHCYIbTHPOBaHNE, B TOM YHCIIE TUCBMEHHOE, 110
CIIEYIOILINM BOMPOCaM:

NpUMeHEeHUe 06s3aTeNbHBIX TPeOOBaHMI, UX COAEPXKAaHHe M TOCNEeNCTBHA HX
HU3MEHEeHMS,;

HEOOXONMMBIE OpraHW3alUOHHBlE U (MIM) TEXHHYECKHE MEepONpHsaTHS,
KOTOpBIE HOJDKHBI peajn30BaTh KOHTPOJIMpYEMBle JMIA JUIs COOIIOAEHHUS HOBBIX
06s13aTenbHBIX TpeOOBaHU;

HOPSOK NPOBeAeHHUs KOHTPOJIBHBIX (HaA30PHBIX) MEPOTIPUATHIA;

TapaHTHH ¥ 3alUTa IPaB KOHTPOJIMPYEMBIX JIHL;

nopsAAoK 06XanoBaHNs pelieHuH CITyXO0Bl.

23. B cirydae ecnu B TeueHHe KaJlleHAApHOTO rojia MOCTYIHIO NATH U Oojiee
ONHOTHITHEIX (TI0 OOHMM M TeM JXE€ BOIpocaM) oOpallleHHid OT pa3IMYHBIX
KOHTPOJNIUPYEMBIX  JIML, KOHCYIbTHpOBaHHE MO  TakKuM  oOpaiieHusIM
OCYIIECTBJISETCA IIOCPEJCTBOM pa3MeLIeHMs Ha cafiTe CiIyX O HHCBMEHHOro
pa3bsCHEHHUs, TOAMMCAHHOTO PYKOBOJAUTENEM (3aMECTUTENEeM pPYKOBOAUTENSA)
ciryx05l, 6€3 yKka3aHHs B TAKOM pa3bjICHEHHWH CBEICHUH, OTHECEHHBIX K KaTeropuH
OrpaHH4eHHOTO JOCTyTa.

24. TlpodunakTudeckuif BH3UT TMPOBOAMTCS YMOTHOMOYEHHBIM JHMILOM
CITyX6bl, OCYIIECTBISIONINM PErHOHAIBHBIN rocyIapCTBEHHbIH KOHTPONb (Hax30p),
B ¢opMe mnpodumakTuyecko Gecenpl MO MeCTy OCYILIECTBIEHHs IeATENBHOCTH
KOHTPONMPYEMOTo JIMIA TGO ITyTeM HCTONb30BaHUS BUIE0-KOH(EPEHL-CBA3N.

OO6s3aTenbHble  MPOQUIAKTUYECKHE BHU3UTHl IPOBOAATCS B OTHOIIEHHH
KOHTPOJIUPYEMBIX JIMI, NPHCTYMalOIIMX K OCYIIECTBIEHHIO peryJupyeMoi
JEATEIBHOCTH, B CPOK He MO3[Hee YeM B TedeHHe | roja co AHSA Havana Takoi

JACATECIABHOCTH.



Cnyx6a HampaBiseT KOHTPOJIHUPYEMOMY JIHLY YBEIOMJIEHHE O NPOBEIAECHUM
00s3aTeIbHOTO npO(bnﬁaKTmeCKoro BHM3UTa HE No3[Hee YeM 3a 5 pabouunx AHei 1o
IaThl €ro MPOBEEHMSI. |

Konrposnvpyemoe 1Mo BIpaBe OTKa3aThCA OT NpOBEIEHHs O0A3aTENHHOTO
NpodUIaKTUYECKOTO BHU3MTA, YBEJOMHMB 00 3TOM Ciyx0y He IO3[Hee YeM 3a
3 pabouux OHS [0 AATHI €ro MPOBEACHU.

Cpokx mnpoBeneHuss 00s3aTeNbHOr0 NpOGUNAKTHYECKOTO BH3HWTA HE MOXET
IIpeBBIIAThH 8 YacoB.

B xopme npoBeneHus o00s3aTelbHOr0  NpOoQUIAKTUHYECKOTO  BH3MTA
KOHTPOJIUPYEMOE JTHLIO nn«bobMpreTCﬂ I10 CJIeyIOIIMM BOIIpOCaM:

colepxaHue o00s3aTeNbHBIX  TpeOOBaHHUH, TNPEABABIIEMBIX K  €ro
IEeATEbHOCTH;

NPAMEHeHHe CIOXKHBEIX M (MiH) Haubonee 3HAUYMMBIX OGA3aTEIBHBIX
TpeOoBaHMi, a Takke 00g3aTeNbHBIX TPeOOBaHUH, 10 KOTOPHIM OTMEYEHB! CIy4au
UX MAacCOBOr0 HapylleHHs JHO0O TOCIEACTBUA HapylUIeHHs] KOTOPBIX BIEKYT
CEPBE3HYIO YIPO3y OXpaHIeMbIM 3aKOHOM LIEHHOCTSM;

HHQOpMHUpOoBaHHe O Haubojiee Y4acTO BCTPEYAIOUMXCS CIydasxX HapyLIeHHUH
00s13aTeNbHEIX TpeOOBaHUH.

25. PernoHanbHBIH TOCYHapCTBEHHBIH KOHTpONb (HAZ30p) OCYIIECTBISAETCS
IIOCPENCTBOM IMPOBENECHUS CIEIYIOUINX BHEIUIAHOBBIX KOHTPOJIBHBIX (HaI30pPHBIX)
MEPONPHATHH:

JIOKyMEHTapHas [IPOBepKa;

BEIE3/THas MPOBEpPKa.

26. JlokymMeHTapHas TIpoBepKa IIPOBOAUTCA IO MECTy HAXOXKIEHHS
KOHTPOJIBHOTO (HaJ30pHOT0) OpraHa.

JlokyMeHTapHass MpoBepKa NPOBOAUTCS B COOTBETCTBHH C MOJIOKEHUAMH
ctaTek 72 ®enepanbroro 3akoHa ot 31.07.2020 Ne 248-®3.

B xome mnposeneHHs JOKYMEHTAapHON IIPOBEPKM MOIYT COBEpIIAThCS

Clleyrolie KOHTPOJIbHEIE (Hal30pHbIE) NeHCTBUA:
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MOJTyYeHHEe ITUCHbMEHHBIX 00BACHEHUH;

ucTpeboBaHe JOKYMEHTOB.

Cpok npoBeneHHMs JOKYMEHTApHOH TIIpOBEpKM HE MOXeET IPEBHIIIATh
10 pabounx nHex.

27. BeolesgHag TmnpoBepKa INPOBOJUTCS IO MECTY  HAXOXIEHHS
(ocyliecTBieHHs JIeATENBHOCTH) KOHTpoJaupyeMmoro Jnumna (ero (HIHAioB,
MIpeACTaBUTENBCTB, 000CO0IEHHBIX CTPYKTYPHBIX ITOAPa3Ie/ICHH I ).

Brlezgnas npoBepka IPOBOAWUTCS B COOTBETCTBHH C  IOJIOXKEHHAMH
crateu 73 ®enepansHoro 3akoHa ot 31.07.2020 Ne 248-P3.

B xone NpoBe/eHH BBIE3JHON ITPOBEPKH MOTYT COBEPUIATHCS CIIEXYIOIIUE
KOHTpPOJIbHBIE (HAaJA30PHbIE) AeHCTBUS:

OCMOTP;

MOJIy4eHHe MUCbMEHHBIX 00BICHEHUH;

HcTpeboBaHe JOKYMEHTOB.

28. BrlesgHble NMpoOBEpKU € LENbIO (HKCALMK JOKa3aTelbCTB HapyLUCHHH
o0s3areNbHBIX ~ TpeGOBaHMM  MOTYyT  TNPOBOAMThCA  JIMLIAMH  CIyXOBl,
OCYILECTBIISIONIMMHA pPErHOHANBHBIA TrOCYNapCTBEHHBIH KOHTposb  (Ham3op),
C IpUMeHeHHEM (POTOCHEMKH, ayAHO- U BHAEO3aINCH.

®dotorpaduu, ayaiHo- W BHAEO3ANUCH, HCIONb3yeMble Ml (HKCaluH
JOKa3aTeJbCTB HapyUleHWH OoOs3aTeNbHBIX TpeOOBaHMWM, MOMKHEI I103BOJATH
OIHO3HAYHO HAECHTUPHULIHUPOBATh OO0BEKT GUKCAIMH, OTPAKAIOIUKA HapyLIeHHE
o0si3aTenpHbIX TpeboBaHuil. PoTorpaduu, ayauo- U BHACO3AIUCH, UCIIOIB3YEMBIE
JUIS JIOKA3aTeNBCTB HapylleHWH o0s3aTenbHBIX TpeOOBaHWM, MPUKJIabIBAIOTCA K
aKTy KOHTPOJIEHOTO (HaJ30pHOr0) MEPONPHUATHSA (Jlalee — aKT).

HMudopmaius o npoBeleHWH (OTOCHEMKH, ayanuo- ¥ BHAEO3aNMCH U
HCTIOJIB30BAHHBIX IS 9THX LeJIel TEXHUYIECKUX CPEeJCTBAaX OTPAXKAETCS B aKTe.

Ouxcanus HapylieHH#H  oOs;3aTeNbHBIX TpeOOBaHMH INpH  IOMOILM
(hOTOCHEMKH NPOBOAUTCA HE MEHee YeM 2 CHUMKaMM KaXK[AOro M3 BbIABICHHBIX

HapyluIeHH# 00s3aTeTbHBIX TpeOOBaHM.
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Aynvo- ¥ BHII€03allCh OCYILECTBISAETCSA B XOJ€ NPOBEIEHHS KOHTPOJBHOTO
(Ham30pHOr0) MEpONpUSTHS HENpPEPHIBHO, C YBEJAOMIIEHMEM B HAuajle M KOHIE
ayIMo- MM BHJEO3alMCH O Jare, MecTe, BpeMEHHW Havyaja U OKOHYAaHUA
OCYLUECTBJIEHHS ayJHO- UIIN BUJIEO3aIHCH.

B xozme aynno- unm BHIeO3alucH NMOAPOOHO (HUKCHPYIOTCA M YKa3BIBAIOTCH
MECTO H XapaKTep BbISIBIEHHOTO HapylleHHs 00s3aTeNbHbIX TpeOGOBaHMUIA.

PesynpTaThl npoBeAeHUs (POTOCHEMKH, ayJyo- M BHIEO3aIUCH SIBISAIOTCS
TIPHUIIOKEHUEM K aKTy.

Ucnons3oBanne GOTOCHEMKH W BUAEO3aIMHCH I QUKCALM J0KA3aTebCTB
HapyleHMH o00s3aTeNbHbIX TpeOOBaHMI OCYIIECTBISETCS C y4eTOM TpeOOBaHMM
3akoHozarenbcTBa Poccuiickoi defepanyy o 3aiUTe rocy1apCTBEHHOM TalHBI.

29. Cpox mnpoBelneHHs BbIE3HOHI TPOBEPKM HE MOXET IIpeBBINAThH
10 pabouux nneu.

B otHowennx oJHOrO cyOBeKTa Majoro NpeANpHHUMATENBCTBA OOIIUN CPOK
B3aHMOJIEHCTBUS B XOJI€¢ NPOBEICHUS BBIE3JHON NPOBEPKH HE MOXKET IPEBBIIIATH
50 wacoB ans Majioro npeanpusaTHsS U 15 4dacoB ans Mukponpeanpuatus. Cpok
npoﬁenennx BbI€3/IHOM NPOBEPKM B OTHOILICHHM OPraHU3alliH, OCYILIECTBISIOLIEH
CBOIO JeSTeJBHOCTE Ha TEPPUTOPUIX HECKONbKUX CyOBeKkToB Poccuiickoi
®epnepanuy, yCTaHaBINUBaeTCs OTZEJIBHO Io KaXIOMY bunuany,
NPEeJCTAaBUTENBCTBY WM  000COGIEHHOMY CTPYKTYPHOMY  TOApa3feleHHIO
OpraHHu3aIyy WU IPOU3BOJACTBEHHOMY O0OBEKTY.

BrerutanoBasi Bele3/IHasl TPOBepKa MPOBOAUTCS TOJIBKO IO COTIIACOBAHUIO C
OopraHaMM NpPOKypaTyphl, 3@ HCKIIFOYEHHNEM CIIy4aeB €€ NPOBEACHUSA B COOTBETCTBUH
c myHKTaMu 3 — 6 yactu 1 crateu 57 1 gacTeio 12 craTten 66 PenepanbHOro 3akoHa
ot 31.07.2020 Ne 248-®3.

O npoBeneHuH BBIE3THON IIPOBEPKH KOHTPOJIMPYEMOE JIMIIO YBEAOMISETCS
ITyTeM HalpaBieHus KONUH pELIEHHs O IPOBEACHMH BHIE3JHOW MNPOBEPKH HE
mo3aHee yeM 3a 24 waca OO €e Hadaja B IOpAlKe, IIPeAyCMOTPEHHOM

crateeil 21 ®enepansHoro 3akoHa ot 31.07.2020 Ne 248-@3, 3a HCKIIOYEHHEM
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CIlyyaeB, YKa3aHHBIX B yacTd 12 crathu 66 DepepansHoro 3akona ot 31.07.2020
Ne 248-03.

30. MuauBuAyanbHEIA IIPEAIIPMHEMATENb, SBISIONIMHACS KOHTPOJHPYEMBIM
JULIOM, BIIpaBe IIPEICTaBUTH B CIyX0y HHPOPMALUHI0O O HEBO3IMOXHOCTH
IIPUCYTCTBUS €ro NpU IPOBEAECHUH KOHTPONBHOTO (HAI30pHOI0) MEPOIPHATHA B
ClTydJasx:

3abosieBaHHUs, CBI3aHHOTO C YTPATO# TPYIOCIIOCOOHOCTH;

IPENATCTBUSA, BOZHUKIIETO B Pe3yJIbTaTe AeHCTBHS HENPEOIONMMOM CHIIBL.

Tlo pesynpTaTaM pacCMOTPEHHS YKa3aHHOW UWHOpManuu OpoBeLeHHE
KOHTPOJIBHOTO (HAA30pPHOr0) MEPONpUSTUS MepeHOoCHUTcs ciyx0oif Ha Cpok,
HEOOXOAMMBIA M7l YyCTpaHeHHS OOCTOSITENBCTB, IOCTY)XHMBIIUX ITOBOOOM MJIS
obpareHus MHIWBHIYAIBHOTO IpeanpruHUMaTers, SIBIISFOIIETOCS
KOHTPOJIUPYEMBIM JTHLIOM.

31. Pe3yarTaThl KOHTPOJIBHOTO (HaJ30pHOT0) MEPONIPUATHA 0DOPMIIIIOTCA B
nopsake, npenyCMorpeHHdM rmaBoil 16 ®epepanpHoro 3akoHa ot 31.07.2020
No 248-®3, |

32. KonTponupyeMoe THLI0 BIpaBe 06KaloBaTh peHIeHHUs CIIyx Obl, NeHCTBASL
(6e3neiicTBue) U1 CIyXO0Bl, OCYIIECTBIISIOLUIMX PErHOHATIBHEIA rOCyIapCTBEHHbIH
KOHTponb (Hag3op) B MOpsSIOKe, MPEeOyCMOTpPEHHOM cTaThaiMu 39 — 43
®enepanpHoro 3akona ot 31.07.2020 Ne 248-@3.

33. Ilpu oOxanoBaHUW pelIeHHWH, NPHHATHEIX JIMLAMH  CIIYXOBI,
OCYIIECTBJIAIONIMMYA PETHOHAJIBHBIA IOCYHapCTBEHHBIH KOHTPOJIb (HaA30p),
gedictBuit  (Ge3medicTBHS) UL CIyXObl, OCYIIECTBIAIONMX pPErHOHAIBHBIN
roCyAapCTBEHHBIN KOHTPONb (HA[30p), XKaloba paccMaTpiBaeTCs PYKOBOAMTENEM

CITyXOBI.




IIpunoxenune Ne 2
YTBEPXIEH

rioctaHoB/ieHHeM IIpaBUTeNbECTBA
Kuposckoii obnactu

01,2970 2027 Ne 5¥5=/T

IHHEPEYEHDL
HHIUKATOPOB PHCKa HapylleHHil 00s13aTeJbHBIX TPeOOBaHHH, HCTI0JIb3yeMbIX
NpH OCYIECTBJIEHHH PErHOHAJbHOI0 rocyapcTBEHHOro KOHTPOJIst (Haa3opa)
3a MIpUMeHeHHeM LleH Ha JleKapcTBeHHbIe Npenaparhbl, BKJIYeHHbIE B
nepeYyeHb )KU3HEHHO HEOOXOAMMBbIX H BaXKHEHIIHUX JIeKAPCTBEHHBIX
npenaparos

1. HeonHokpaTHOEe MOCTYINIEHHE B pErHOHANBHYIO CIyx0y mo Tapudam
Kuposckoit obnactu (manee — cmyx6a) (mBa wnu Oonee paza B TeUdeHHE
KaJieHAapHoro roja) xanob (obpaieHuit) Ha IeATENBHOCTh OpraHN3aliiy ONTOBOH
TOPTOBIIH NIeKapCTBEHHBIMU CpelCTBaMH, anTeyHou opraHu3aluy,
WHIUBUIYJIBHOTO npennannMaTenx; HMEIOIIEro JTULICH3UIO Ha
dbapMalleBTUYECKYIO0 OEATEIbHOCTh, MEAMLUMHCKON OpraHu3aliy, HMeEIEH
JUIEH3WI0 Ha (apMalleBTUYeCKyl0 JAEATeNbHOCTh, M MX - 000COOIEHHBIX
nojapaszneneuuii (amOynaropuil, ¢enpamepckux H ¢enpauepcKo-aKy MIepCKUX
MYHKTOB, LEHTPOB (OTHeNeHuit) obmeil BpaueOHOH (cemeilfHOH) NpPaKTHKH),
pacIioNOXEeHHBIX B CENBbCKMX HACENIEHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT
alTe4yHble OpraHU3alliH, CBI3aHHYIO C pealn3anueil 1eKapCTBEHHBIX NpenapaTos,
BKJIIOYEHHBIX B TIepeveHb )XU3HEHHO HeOOXOIUMBIX ¥ BaXKHEHIINX JIeKapCTBEHHBIX
TIpenapaToB. |

2. HenpencrasneHue CBeIeHUH WIM  NpENCTaBICHHE  3aBEIOMO
HEOCTOBEPHBIX CBeleHH#t B ciyx0y, ecnu 00s3aTenbHOCTh NpeACTaBIEHUS
CBENCHHH  TIpeXyCMOTpeHa HOPMAaTUBHBIMH  IIpaBOBBIMH  aKTaMH, A
YCTaHOBJICHHS, H3MEHEHHS, BBEICHNUS WIH OTMEHBI PeryjJupyeMBIX IocyIapcTBOM

OCH.




