MI-044265

ITPABUTEJNBCTBO ACTPAXAHCKOM OBJIACTH
IIOCTAHOBJIEHHUE

31.12.2021 | Ne  702-TI

B 1

O pervoHaJbHOM TOCYJapCTBEHHOM KOHTpolle (Han30pe) 3a NMpHMEHEHHeM
IICH Ha JIEKApCTBCHHbIE Mpeaparhl, BKIIOYEHHBIE B IIepeYeHs )KU3HEHHO He-
00XOAKMMBIX ¥ BaKHEHANINX JIEKAPCTBEHHBIX [IPENapaToB, HA TEPPHTOPHH AcCT-
paxaHcKoit o6nacTH

B cootBeTcTBHH ¢ denepansHEIMH 3akoHamH oT 12.04.2010 Ne 61-03 «06 06-
pallCHUM JICKAPCTBEHHEIX CpelcTBy, OT 31.07.2020 Ne 248-D3 «O rocynapcTBeRHOM
KOHTpoJIe (HaA30pe) H MyHHLHNIAILHOM KOHTpoe B Poccuiickoit Penepanuu»
TIpaBurenscTBo AcrpaxaHckoii obnactu [IOCTAHOBIIAET:

1. YTBepauTs npuiaraeMeie:

- IlonoxxeHre 0 perMOHANILHOM TOCYAapCTBEHHOM KOHTpoJle (Hazi30pe) 3a mpH-
MEHEHHEM LIEH Ha JICKApCTBEHHBIC NPENapaThl, BKIIOYEHHBIE B TePeUYeHE HKH3HEHHO
HEOOXOMMEIX M BaXKHEHINHX JIeKapCTBEHHBIX IIpENapaTtoB, HA TEPPHTOPHH AcTpa-
XaHCKoH oOnacTH;

- KJIIOYEBBIE MTOKA3aTed ¥ HX Ie/IEBble 3Ha9eHUA, HHAWKATUBHBIE NOKa3aTes I
PErHOHANBEHOTO MOCYJApCTBEHHOTO KOHTpOIIA (Haji30pa) 3a IPAUMEHCHHEM LIEH Ha Jie-
KapCTBEHHEIE TIpenaparsl, BKIIIOYCHHBIE B [IEPEYeHb )KH3HEHHO HeOGXOAHMBIX H BaX-
HEHIITHX JIeKapCTBEHHEIX NIPeNaparoB, Ha TEPPHTOPHA AcTpaxaHcKoi 061acTy;

- epevYeHs HHOVKAaTOpOB PUCKA HapYyIIEHHs 00sM3aTeNbHBIX TpeOoBaHUH peru-
OHAJILHOTO TOCYAApPCTBEHHOrO KOHTpOJiA (Hazm3opa) 3a NPHMEHEHHEM lIeH Ha JieKap-
CTBEHHBIE IIpPeraparsl, BKJIIOYEHHBIC B ME€PEYEHb JKU3HEHHO HEOOXOMHUMBIX H BaX-
HeHIINX JIeKapCTBEHHBIX NIpenaparoB, HA TEPPUTOPUH AcTpaxaHCKo# obnacTh.

2. IIpusnary yTpaTuBIUMM CHIY HocTaHoBieHWe [IpaBurensctBa AcTpaxas-
ckoit obnacru ot 22.10.2015 Ne 531-IT «O nepedHe NODKHOCTHBIX JIMLI MHHHCTED-
CTBa 3IPaBOOXpaHEeHHs ACTpaxaHCKoH 00JIacTH, OCYINEeCTBIAIOINUX PETHOHAILHBIA
rOCYHAapCTBEHHBIH KOHTPOJL 33 YIPHMEHEHHEM LIEH Ha JIEKApCTBEHHBIE IIPErapaTsl,
BKJIIOYEHHEIE B IepeueHb KH3HEHHO HEeOOXOJHMBIX U BaXKHEHINMX JIeKapCTBEHHBIX
IIPEenaparoB, Ha TEPPHTOPHH ACTpaxaHCKOH obnacTH».

3. ITocTtaHoBNEHHe BCTyNaeT B CHIIy IO HcredyeHuu 10 AHeH mocne IHA ero
oQUIHATHHOTO OITY0IMKOBAaHUA, 32 MCKIOYEHHMeM ab3ana TpeTbero myHkra 1 mocra-
HOBJIEHHS, BCTynalomiero B cuity ¢ 01.03.2022. =
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YTBEPXIAEHO

NOCTaHOBJICHHEM
IlpaBuTenscTBa
AcTtpaxaHcko# o0nactu

or 3I.I2.20R2I lk 702-I1

ITonoxxenne o peruoHANLHOM TOCYAapCTBEHHOM KOHTpOJIe (Haa3ope)
3a IPUMEHEHUEM LIEH Ha JIEKapCTBEHHBIE IPCNAPaThl, BKIIOUYEHHEIE B IIepe-
YEHB XU3HEHHO HEOOXOMUMBIX M BAKHEHILNX JIEKapCTBEHHBIX [IPEaparos,
Ha TEPPHTOPHU ACTpaxaHCKOH oOmacTH

1. Obuie nonoxeHus

1.1. Hacroamee IlonoxxeHne o pernoHaibHOM rOCyaapCTBEHHOM KOHTpOIIE
(Han3ope) 3a MpHMeEHEHHEM LEH Ha JIeKapCTBEHHble Ipernaparbl, BKIIOYCHHBIE B
IepeveHb XXU3HEHHO HeOOXOAMMBIX M BaXKHEHIIINX JIEKAPCTBEHHBIX MpEIaparos, Ha
TEPPHTOPHH AcCTpaxaHCKoit obnacTh (manee — [lonoxeHne) yctaHABIUBAET MOps-
JIOK OPraHH3allMH H OCYILECTBIEHHS PErHOHAIBHOTO NOCYNapCTBEHHOIO KOHTPOJIA
(Hazm3opa) 32 MpUMeHEHHEM IIeH Ha JIEKAPCTBEHHBIE NpENaparhl, BKIIOYEHHEIE B
NiepedeHb XU3HCHHO HeOoOXOXUMBIX H BaXKHEHINNX JISKapCTBEHHEIX Mpenaparos, Ha
TeppuTOpHH AcTpaxaHckoM 00macTH (Zanee — perdHOHaJILHBIA IrOCYapCTBEHHBIH
KOHTPOJIB). '

1.2. TlonaTua, ucnons3yemele B HactosmeM [loo)KeHHH, TIPAMEHSIOTCE B
3HaYeHMAX, OpeieNIEeHHBIX 3a8KOHOAATeNLCTBOM Poccuiickoil Degepanuu.

1.3. IlpenMeToM pETHOHANBHOTO IOCYAAPCTBEHHOIO KOHTPOJA ABIACTCH CO-
OmoeHue OpraHU3alUsiMH ONTOBOH TOPTOBIH JIeKapCTBEHHBIMH CPEACTBAMH, arl-
TEYHBLIMH OpPraHH3ALMIMH, HHOWBHIYaILHBIMH NPEIIIPHHUMATE/AMH, HMEIOIIHMH
NMUIEH3HIO HA (apMalleBTHYECKYIO AeATeNbHOCTh, MEJIUIIMHCKHUMH OpraHH3alHsi-
MH, UMEIOIHUMH JIMIEH3MI0 Ha (apMalleBTHYECKYIO JeATENsHOCTh, U HX 000c00-
JeHHBIMH nofpasaeneduamu (amOynaTopuaMH, (GenpIIepcKHMH H (elbIIepcKo-
aKylIepcKUMH IYHKTaMH, IieHTpamH (OoTAeNeHusMu) obiell BpaueGHoON (cemeii-
HOM) NMPaKTHKH), PaclOJIOKEHHBIMH B CEIbCKMX HACENEHHBIX IYHKTaX, B KOTOPHIX
OTCYTCTBYIOT allT€4HbIe OpraHu3aliH (Jlaee — KOHTPOIHpYEMBIe JIHIIA), IIPH pea-
JH3ALMH TeKapCTBEHHBIX MpenapaToB TpeDOBaHHH K MPHMEHEHHIO LIEH, YPOBEHb
KOTOPBIX He JOJDKEH MpeBhIaTh CyMMY (aKTH4YecKo# OTIYCKHOMH IIeHBl, YCTaHOB-
JIEeHHOM MPOKU3BOAMTENIEM JIEKAPCTBEHHBIX IIPENApaToOB, H KOTOPBIE HE IIPEBBIIIAIOT
3aperHCTPHPOBAHHBIX TIPEHeNbHBIX OTILYCKHBIX IIEH, H pa3MepoB ONTOBBIX Hajba-
BOK M (HJIH) pa3MepoB pO3ZHHYHBIX Hafi0aBOK, HE NPEBBIMIAIOIIMX COOTBETCTBEHHO
pa3sMepoB NpeJENLHEX ONTOBBIX HAAGaBOK W (W) pasMepoB MpefelbHBIX po3-
HUYHBIX Ha0aBOK, YCTaHOBJICHHBIX B AcCTpaxaHCKofl oOnactu (manee — obsa3a-
TeNIbHbIE TPeOOBAHHA).

1.4. OpranoM, yInoJHOMOYEHHBIM Ha OCYINECTBICHHE PETHOHAIBHOIO rocy-
JIAPCTBEHHOTO KOHTpOJIA, SABJISETCA MHHHMCTEPCTBO 3ApABOOXpaHEHHA AcCTpaxaH-
CKO# obJacTy (jajiee — MUHHCTEPCTBO).
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1.5. Pemenne o mpoBeNeHWH KOHTPOJIBHEIX (Ha[30pHBIX) MEPOIPHATHI
NPHHUMAETCd MHHHCTPOM 3/[paBOOXPaHEHHS AcTpaxaHCcKoH ofnactu (fanee —
MHHHCTD) HIIM JOJDKHOCTHEIM JIMIIOM MHHHCTEPCTBA, HCTIOMHAIOIINAM 0613aHHOCTH
MHHHCTpA.

1.6. [lepeyens AODKHOCTHBIX JIML MHHHCTEPCTBA, OCYLIECTBIAIOIIMX PErH-
OHAJILHBIN TOCYNApCTBEHHBIH KOHTpONb, MPEACTABIeH B NpHiaokeHHmu Ne 1 k
HacrosmeMy [lonoxeHuro.

1.7. JomkHOCTHBIE JIHIIA MHHHCTEPCTBA, OCYIIECTRIIONME PErHOHANbHBINA
rOCYapCTBEHHBIH KOHTPONb (fajiee — NOJKHOCTHEIE JIUIIA), IIPH IPOBENESHHH KOH-
TPOJIBHOTO (HAN30pHOIO) MEPOIPHATHS B MpEieNnax CBOMX IOJIHOMOYM U B 0Obe-
M€ TPOBOJHMEIX KOHTPONBHBIX (HAaH30pHBIX) AEHCTBUH ITONB3YIOTCA IIpaBaMH,
YCTRHOBJIEHHBIMH 44CThIO 2 crathbu 29 DepmepansHoro 3akoHa ot 31.07.2020
Ne 248-D3 «O rocynapcTBeHHOM KOHTpoJe (Haj30pe) H MYHHI[HIIAIBHOM KOHTPO-
ne B Poccuiickoit ®enepanuu» (nanee — Penepanbusiii 3akoH Ne 248-03).

1.8. JloimxHOCTHBIE TKIAa NPK HPOBEACHHUH KOHTPOIBHEIX (HAA30PHEBIX) Me-
ponpusATHH 06s3aHEI cOOMIOAaTh OrpaHUYEHUs X 3alpeTsl, ycTaHOBIeHHbe Defe-
paJBHBEIM 3aKOHOM Ne 248-D3,

1.9. Opranmzanys M OCYINECTBIEHWE PETHOHATBHONO IOCYAapCTBEHHOTO
KOHTpOJIA perynupyercsa QeepanbHEIM 3akoHOM Ne 248-D3.

1.10. OOBexTaMH pErHOHANBHOIO IOCYHAapCTBEHHOIO KOHTpons (majee —
Oo0BEKTHI KOHTPOJIS) ABJIMIOTCA AEATENLHOCTD, AelicTBuA (Oe3neiicTBHe) OpHAKYe-
CKUX JIWI H UHIUBHAYANBHBIX NpEeNNpHHHMAaTeNeil, B paMKaX KOTOPHIX HOJDKHEI
cobmonarbes o6s3aTensHEle TpeOGOBaHMUI.

1.11. MUHHCTEPCTBOM B paMKaX OCYIIECTBIEHHSA PEerHOHAJILHOTO rocymap-
CTBEHHOI'C KOHTPOJA BefieTCs Y4&T 00BEKTOB KOHTPOJNA ¢ HCHONB30BAHUEM IOCY-
NapcTBEHHON UH(pOpMauHOHHON crucTeMsl « Tunosoe obnadyHoe pelieHHe 10 aBTo-
MaTH3aliM KOHTPOILHOH (HaJ30pHOMH) NeATeNsEHOCTH» B COOTBETCTBHH C IOCTa-
HoBnenneM IlpaButensctBa Poccuiickoit ®enepauun ot 21.04.2018 Ne 482 «O
rocynapcrBerHolt mradopmalHonHoi cHereme «TuroBoe obnagHoe pelleHHe MO
ABTOMATH3ALIHH KOHTPOJBHOH (HaA30pHOH) AEATENHHOCTI.

2. YpaBnesue pHCKaMH NIPHYAHEHHA Bpeja (yiepba) oxpaHAeMbIM 3aKOHOM
LEHHOCTSIM IIPH OCYLIECTBIEHHH PETHOHAIBHOIO roCy/IapCTBEHHOTO KOHTPOJLA

2.1. Ilpu ocymecTBI€HHH PErMOHAIBHOIO TIOCYNapCTBEHHOIO XOHTPOJA
[PUMEHAETCS CHCTEMA OLEHKH M YIIPaBACHUA PHCKAMH.

2.2. MHHHACTEPCTBO NPH OCYIHECTBICHUH PErHOHANBLHOTO TOCYAapCTBEHHOIO
KOHTPOJIS OTHOCUT OOBEKTHI KOHTpONS K OFHOM M3 CIEAYIOIIMX KarTeropuit pucka
npuyKMHeHus Bpeaa (ymepba) oxpaHseMbIM 3aKOHOM LIEHHOCTAM (flallee — KaTero-
PHH pHCKa):

- BBICOKHH PHCK;

- CpEeIHUH pUCK;

- HU3KHMH PUCK.,

2.3. OtHecenne o6beKTa KOHTpONSA K OAHOH M3 KATETOpPHM DHCKA, & TaKKe
H3MEHEHHE KATErOpHUH pHcka, K KOTOpoil paHee ObUI OTHECEH OOBEKT KOHTDOJIA,
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OCYINECTBIIAETCSA Ha OCHOBAHMM PELICHHI MUHUCTEPCTBA.

2.4. KpuTepusaMH OTHECEHHSA 0GBEKTOB KOHTPONS K OXHOH M3 CIEMYIOI[HX
KaTeropHi pHcKa ABJIAIOTCA:

- K KaTeropHH BHICOKOIO PHMCKA — HAJIM4ME OIHOI'0 HpOTOKoNa 06 agMuHH-
CTPaTMBHOM IIPAaBOHAPYIICHHH, IPELYCMOTPEHHOM 4acThio 1 cTaTed 19.4, craTtbeit
19.4.1, wactero 1 cratsu 19.5, craTheii 19.7, yacthio 1 crateu 19.26 Koxekca Poc-
cuiickoit ®efiepanyy 06 agMHHUCTPATUBHBIX [IPABOHAPYIIEHHAX, COCTABIEHHOTO
JOJDKHOCTHBIM JIMIIOM B cllyyae HapylleHHs o0sf3aTellbHbIX TpeboBaHuii, B Teue-
HHE NMOCNEeNHUX NBYX JIET, IPEAINECTBYIOIHX JIaTe IPHHATHI MHUHHUCTEPCTBOM pe-
HEeHW 06 OTHECEHMH JEATENbHOCTH KOHTPOIMPYEMOro JIMIIA K JaHHOR KaTeropuu
PHCKa,

- K KaTeropuu CpeTHero PHCKa — OTCYTCTBHE B OTHOIIEHHH KOHTPOJHPYEMO-
Io JIMLa KpHTEPHEB, NPEAYCMOTPEHHBIX ab3arieM BTOPEIM HACTOSIIEro IIyHKTa,

- K KaTerOpHH HU3KOTO PHCKAa — OTCYTCTBME B OTHOINEHHH KOHTPOIHPYEMO-
o JIdlia KpUTEPHER, NMPEAYCMOTPEHHEIX ab3anieM BTOPHIM HACTOSILErO MYHKTA,
IPH YCJIOBHH €CJIH (AKTHYECKas BBIPYYKA OT PETyNHPYEMBIX BHIOB AEATEILHO-
CTH 3a HUCTEKUIMH nepHon coctabisger MeHee 10% OT COBOKYIHOH BEIPYYKH 3a
TPH roja, NpefulecTBYIONIMX JaTe MPUHATHS MHHHCTEPCTBOM pemieHust 00 OTHe-
CEHMH JEATENEHOCTH KOHTPONHMPYEMOIO JIMLA K JaHHOH KaTeropHH pHCKa, JTHOo
KOHTPOJHpYyeMBbIe JIMla B COOTBETCTBHU ¢ 3aKOHoAarenscTBoM Poccuiickoit Pe-
Aepaliy OTHOCATCA K cy6peKTaM Majioro npeanpuHUMaTeNECTBa.

KonuyecTBo KaTeroprit pucka H KpUTEPHH OTHECEHHS 0GHEKTOB KOHTPOIA K
KaTeropusaM pHCKa (OpPMHPYIOTCA IO pe3yNbTaTaM OIEHKH PHCKa IPHYMHEHHS
Bpefa (ymepba) H OCHOBLIBAIOTCS Ha HEOOXOAHMMOCTH HPERYNPEKACHUS U MUHH-
MH3alMM IpHYKHEeHH Bpeaa (yuiepba) oxpaHaeMbIM 3aKOHOM LEHHOCTAM XIpH OIl-
THMaIbHOM HCIOJIb30BaHUH MaTepHalbHBIX, PUHAHCOBBIX U KaPOBBIX PECYPCOB
MHHHUCTEPCTBA TaKHM oOpasoM, yToOnl 00liee KOMHYECTBO MPOMHIAKTHIECKHX
MEpONPHUATHIl U KOHTPOJBHBIX (HAJ30PHBIX) MEPONPHATHH 110 OTHOLIEHHIO K 00b-
eKTaM KOHTPOJIS BCEX KaTeTOpHi pHcKa COOTBETCTBOBAJIO MMEIOIIMMCH pecypcam
MHUHHCTEPCTBA.

2.5. B oTHOWEHHH 00BEKTOB KOHTPOJISA B 3aBHCHMOCTH OT KaT€TOPHH pHCKA
[POBOAATCS ILIaHOBbIE KOHTPOJbHBIE (HAN30PHBIE) MEPOIIPHUATHS CO CISAYIOLICH
HNEePHOANYHOCTBIO!

JUISL KATETOPHH BBICOKOTO PUCKa!

- IOKYMEeHTapHas NpoBepKa —~ OdWH pa3 B 1Ba Iojia,

- BEI€3[Has TIPOBEpKa — OIMH pa3 B JBa roaa;

IUISl KaTerOpUH CPEAHEro PHCKA!

- JOKyMeHTapHas NpoBepKa — OMWH pa3 B TPH Iofia;

- Bele3HaA YIPOBEPKa — OAHH pa3 B LIECTh JIET.

I1naHOBEIC KOHTPOJIbHBIE (HAA30PHEIE) MEPONIPHATHA B OTHOIEHHM 0OBEK-
TOB KOHTPOJIS, OTHECEHHBIX K KaTErOPHM HH3KOTO PHCKA, HE IIPOBOIATCA.

2.6. OneHKa pucka pUUHHeHNd Bpena (yinep0da) NpH NPHHATHH PEIIeHHS O
NpoBeAeHMH H BEIGOpe BHAA KOHTPOJBHOIO (HAJ30PHOI0) MEPONPHATHA OCYy-
IECTBIETCA Ha OCHOBAHMH IIepedHs HHOMKATOPOB pUCKa HapylleHus obs3arenb-
HEIX TpeOOBaHUY PErHOHANLHOIO rocyIapcTBEHHOIO KOHTposa (Haqsopa) 3a IpH-
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MCHEHMEM LIEH HA JIEKAPCTBEHHBIE MPENapaThl, BKIIOYEHHBIE B NIEPEYEHE XKHU3HEH-
HO HeoOXOAMMBIX M BaXXKHEHIUMX JIEKAPCTBEHHBIX MNpENaparcB, HA TEPPHTOPHH
Actpaxancko#i 0611acTH, YTBEp>KIEHHOTO HACTOSIIMM [IOCTAHOBIEHHEM.

3. Ilpodunaxtiika puCKOB NIPHYHHEHHA Bpeja (yuiep6a) oXpaHseMbIM 3aKOHOM
LEHHOCTAM

3.1. MuBucTepcTBO exeronHo, no 20 xexabpa roaa, [IpeIIEeCTBYOLIEro Io-
Ry TPOBEAEHUA NMPOPHIAKTHIECKAX MEPONPHATHH, yTBEpXKAAeT porpaMMy Ipo-
QHIAKTHKM PHCKOB NPHYMHEHHA Bpeda (ymiep6a) oxpaHAeMbIM 3aKOHOM IEHHO-
CTAM, KOTOpas pasMelnaercsd Ha oQUIHaILHOM caliTe MHHHCTEPCTBA B MHGOpMa-
UHOHHO-TCIIEKOMMYHHKauMoHHOU ceTd «MHTepHeT”.

3.2, 1lpy ocCymecTBIEHHH pPETHOHANBLHOTO IOCYJAPCTBEHHOTO KOHTPOMS
IPOBOAATCS CHEAYIOMIKE BUJbI IPOQHIAKTHIECKHX MEPOTIPHATHIA:

- UTHGOPMHPOBAHHE;

- 060611eHHe TPaBONPHUMEHHTENbHOM IPAKTHKH;

- 0OBABNEHHE NPEXOCTEPEKEHHMS;

- KOHCYJIFTHPOBaHHeE;

- IPOPUIAKTHIECKHI BU3NT.

3.3 UndopmupoBanyue KOHTPOJHPYEMBIX JHI[ U WHBIX 3aHHTEpPEeCOBAHHBIX
JMII IO BOmIpocaM coONoneHus 00sA3aTeNbHBIX TpeOOBaHHE OCYINECTBISETCA MH-
HHCTEPCTBOM B IIOpAAKE, YCTAaHOBJIEHHOM cTaThedl 46 ®exepansHOro 3akoHa
No248-D3.

3.4. O6obmenre npasONpPHMEHHTETPHON NPAKTHKH NMPOBOJUTCA MHUHHCTED-
CTBOM B COOTBETCTBHH co cTaThel 47 OepepansHoro 3akoHa Ne 248-03.

O6obiieHye NpaBONPUMEHUTENBHON INPaKTHKH OCYINECTBIAETCA JOMIK-
HOCTHEIMH JIMLEMH ITyTeM cOopa M aHalu3a JaHHBIX O [IPOBEAEHHbIX KOHTPOJb-
HBIX (HaI30pHBIX) MEPOIIPUATUAX U UX PE3YNbTATOB, BBIABIECHHSA THIHYHBEIX Hapy-
IIeHUM 00sA3aTeNbHBIX TpeboBaHui, NpUINH, (aKTOpoB M YCNOBHH, ciocoOCTBY-
IOIIHX BO3SHMKHOBEHHIO YKa3aHHBIX HapylIeHWH, aHAHM3a Cly4aeB HPHYWHEHHA
BpeAa JXHU3HH, 30POBBIO, BEISBICEHHS HCTOYHHUKOB H (PaKTOPOB pHCKa IIPHYHHEHHA
Bpena (ywepba).

ITo uToram 0600IIeHHs IIPABONPHMEHHTEILHON NPaKTHKH MHHHCTEPCTBOM
€XEeTOAHO, He Mo3Hee 1 MapTa rofia, CIeAYIOIIEro 3a OTYETHLIM IO/IOM, MOTOBHTCA
NPOEKT HOKIaja, couepxalquif pesynsraTsl 0000INeHHs MpaBONPHMEHHTEIBHOH
IPaKTHKY 110 OCYIIECTBICHHUIO PErHOHANLHOINO TOCYAapCTBEHHOIO KOHTPOJsA, KO-
TOPBIH B 0053aTEILHOM MOPSIKE TIPOXORMT Iy OIUYHBIC 06CYXACHHA.

Joknan yreepsxaaeTcs pacnopsikeHHeM MHHHCTEpeTBa A0 12 mMapTa H pas-
Memaercs Ha OQHUHANLHOM caliTe MUHHCTEPCTBA B HMHGOPMAIMOHHO-
TEJIeKOMMYHMKAUMOHHON cetd «MHTepHeT» He HO3Hee Tpex pabounx NHEH CO
IHs ero yreepxaeHus. JIoxnajn, coaepxamuii pe3ynsraTel 0006MeHus 1TpaBolpH-
MEHHTENBHOM MPAaKTHKHY, IOATOTABIMBAETC HE PEKE OJHOIO pasa B rof.

3.5. O6bsBIICHHE NPENOCTEPENEHUs 0 HEAOMYCTUMOCTH HapynleHHs 00s3a-
TeJIBHBIX TpeOoBaHHil (Hanee — NMpeNOCTEpEXXEHHE) OCYLIECTBIACTCS MUHHCTEp-
CTBOM B COOTBETCTBHH co craTheil 49 ®enepansHoro 3akona Ne 248-D3.
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Ilpy HanMYuK y MUHUECTEPCTBA CBEACHUH O IOTOBAMIUXCH HApYIIEHMAX 06s-
3aTeNbHBIX TPeOOBaHMA MIM IPH3HAKAX HAPYLICHHI 06A3aTeNbHEIX TpeGoBaHuH 1
(un) B ciyyae OTCYTCTBYA HONTBEPIKACHHBIX JAHHBIX O TOM, 4TO HApyIICHHE 06%-
3aTeNbHEIX TpeboBaHui MPUYMHMIO Bpex (yuiepl) oxpaHseMBIM 3aKOHOM I€HHO-
cTAM 6o cosmano yrposy mpHuUMHeHHs Bpexna (ymep6a) OXpaHAEMBIM 3aKOHOM
LEHHOCTAM, MUHHCTEPCTBO 00BABNAET KOHTPOIHPYEMOMY JIHILY TIPEAOCTEPEIKEHHE
H 1IpEAJIaracT NpUHATE MephI 110 o6ecnedenHIo codmoaeHns o6s3aTenbHBIX Tpeho-
BaHMIL.

Kontpomupyemoe nuio B TedeHne 10 paGounx AHedt co gud IOMydeHHS
NPEAOCTEPEXKEHUsT BIIPaBE IIONATh B MHHUCTEPCTBO BO3PAXKEHUE B OTHOIICHHM
HpENOCTEPEIKEHHS.

Bospaxenusa B OTHOLICHHM NPESOCTEPEIKEHHS HAMPABIAIOTCA Ha OyMaKHOM
HOCHTEJIC IIOYTOBEIM OTIpAaBlICHHEM, THOO B BHJE 3MEKTPOHHOIO JOKYMEHTA HA
YKa3aHHbIH B MPEJOCTEPEXCHHUH apec 3MEKTPOHHOH MOYTEI MHHHMCTEPCTBA, JIHOO0
HHBIMH YKa3aHHBIMH B IPEOCTEPEXESHHH CIIoCO6aMH.

Bo3spaxeHne B OTHOIIEHHH NPEIOCTEPEXEHNMS JOIDKHO COAEPIKATE:

ammmiio, UMST B 0TYeCTBO (IPH HAJNMYHMH), CBEJIEHHS O MECTE KHTeIbCTBA
3ajABHTENS ~ (QH3UYECKOro uua mub0 HaUMEHOBAHME, CBEJEHHI O MECTE HAXO0X-
OeHHA 3aABUTEN — IOPHAMYECKOTO JHI@, a Talkke HoMmep (HOMepa) KOHTAKTHOIOo
TenedoHa, agpec (agpeca) 3MEeKTPOHHOMN IOYTHl (IPM HANMYKMM) K TOYTOBBIH aji-
pec, N0 KOTOPHIM AODKEH OBITH HallpaBlIeH OTBET;

CBEJEHHUSA O NPENOCTePeKEHHUH U JOJDKHOCTHOM JTHL{E, HAITPABHUBINEM TaKOEe
NpelocTepexeHue;

JIOBOABI, HA OCHOBAaHHH KOTOPBHIX 3ajABHTENs HE COIIACEH C IPefloCTepedxe-
HHEM.

B ciygasx HEBO3MOXXHOCTH YCTaHOBJIEHMS M3 NpPEICTABICHHAX 3aABHTEIN -
MH JOKYMEHTOB JO/DKHOCTHOIO JIHMIIA, HAalpaBUBILETO NpefocTepexeHue, Bo3pa-
’KEHHE B OTHOIIEHHH IIPelOCTEPEeKEeHHs BO3BPAaINaeTCs 3aiBUTENIO 6e3 paccMoT-
PEeHHA C yKa3aHHeM IPHYHH HEeBO3MOXKHOCTH PAaCCMOTPEHHS M pa3biCHEHHEM II0-
paaKa Hagyexauiero oOpameHus B Te4eHHe Tpex pabourx AHedt co AHA €ro peru-
CTpalMH.

Bo3spaxeHne B OTHOINEHUH NpENOCTEPEKEHUI PETHCTPUPYETCA MUHHUCTEp-
CTBOM B J€Hb II0Aa4Hd KOHTPOJIMPYEMBIM JNHIIOM. MHUHHCTEPCTBO pacCMaTpHUBAET
BO3pa)XEHHE B OTHOIIEHHH NMpeJOCTEpPeXXeHus H NMPHHUMAET pellleHNe B TedeHHe
20 paboyux aHeit co JHA ero perucTpaluu.

Ilo uToraM paccMOTpeHHS MMHHUCTEPCTBOM BO3PAXKEHUS B OTHOIUCHUH
MpPenOCTEPEXEeHUs IPHHHMAETCA OAHO U3 CIASAYIOIIUX PelIeHHIH:

- OCTaBHUTH IIpefiocTepexeHne 6e3 H3IMEeHEHNUS;

- OTMEHHTH [IPEAOCTEPEIKEHHE.

He no3nHee qHs, CNeAyIOLIEro 3a IHEM NPHHATHA YKa3aHHOIO BBIIIE pelle-
HMA, KOHTPOJIHPYEMOMY JIMLTY, TOAABIIEMY BO3pakeHHE B OTHOINEHHH IIPENOCTE-
peXeHus, B MUCbMEeHHOH GopMe HalIPaBAAETCS MOTHBHPOBAHHEIN OTBET O PE3yib-
TaTax pacCMOTPEHMs BO3paXKeHHA B OTHOIICHMH INpeAocTepexeHud. B ciaydae ec-
J¥ KOHTPOJIHUPYEMOE JIMLIO B BO3PaKEHHH B OTHOIIEHHH TIPENOCTEPENEHUA YKa3a-
JIO ajipec 3MEKTPOHHOH HOUTHI JUIs MONyYeHK OTBETa, Ha 3TOT afpec ANEKTPOHHOH
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ITOYTHI HANIPABIACTCA KONKMA MOTHBHPOBAaHHOTO OTBETA.

3.6. KoncynbsTipoBaHHE 110 06pAIIEHMsM KOHTPONKPYEMBIX JIHI H MX IIpes-
CTaBHTEJIEH OCYIIECTBIsIETCA MHHHUCTEPCTBOM B COOTBETCTBHM co cratheil S0 de-
JepalbHOro 3akoHa Ne 248-D3.

Koncynsrrposanye 1o o6paieHHsM KOHTPONMPYEMBIX JIMI] H HX MPEICTa-
BHTENCH OCYLIECTBIIAETCA JODKHOCTHBIMH JIMIAMH B IIHCBMEHHOM QOpMe IIpH X
IHACHMEHHOM OOpallleHnH B ITOpsAZKe, YCTAHOBIEHHOM 3aKOHOAATEIbCTBOM Poc-
cuiickoit Deniepaliuy 0 pacCMOTPEHHH oOpalleHuit rpaxcaal, 6o B ycTHOH (op-
Me IO TeNneQOHY, MOCPENCTBOM BUAEO-KOH(EPEHI-CBA3H HIIH Ha JINYHOM TIPHEME Y
HOJDKHOCTHOIO JIHIA B XOJE€ OCYLIECTBIIEHMS KOHTPONBHOrO (HAJ30pPHOIO) Mepo-
MPHATHS WM DyOIHYHOTO MEPONIPHATHA.

KoncyneTHpoBaHue No Tene(oHy OCYIIECTBIACTCA €XEAHEBHO B pafodue
4achl MUHHCTEPCTBA. - _

KoHCynsTHpOBaHHE NOCPECTBOM JIMYHOIO NpHeMa OCYIIECTBIAETCA JOK-
HOCTHBIMM JIHIIAMM B IIOMEINEHHH MUHHCTEPCTBA, NpeAHa3sHa4eHHOM HJIs1 mpuéMa
H KOHCYJbTalluK IpakjaH.

JIOIDKHOCTHOE JIMIO, OCYLIECTBIAIONIEE KOHCYABTHPOBaHHE IOCPEACTBOM
JMYHOIO IpHEMa, AaeT KOHTPOIMPYEMOMY JIMIly YCTHEIH OTBET ITO CyHIecTBY Kax-
JOTO U3 MOCTABNEHHBIX BOIIPOCOB.

Koncyneruposanue no ofHOTHIIHLEIM OOpallleHHUAM KOHTPONIHMPYEMBIX JIKI U
WX IpeACTaBHUTENeH OCYIECTBIAETCS IIOCPEACTBOM Pa3MeHIeHHs Ha 0QUITHATEHOM
caliTe MHHHCTEepPCTBA B WH(OPMALHOHHO-TENIEKOMMYHHKALMORHOH cetH «HTep-
HeT» NUCBMEHHOTO pa3bsiCHEHH, TOXIHCAHHOTO JOIDKHOCTHBIM JIHIIOM.

IIpu HEBO3MOXXHOCTYM PELIMTH IIO0CTABJIEHHBIE BOIPOCH! BO BpeMsl KOHCYIIb-
THPOBaHHA OT KOHTPOJIHPYEMOTO JIHIla IPUHHAMAETCA MHChbMeHHoe obpallieHue, Ko-
TOpOE TMOMIEHKHUT PErucTPallHi ¥ PACCMOTPEHHUIO B COOTBETCTBHH € 3aKOHOMATENb-
crBoM Poccutickoit @enepaiuu 0 pacCMOTpeHHH OOpallieHHi rpaxiaH.

KoHcynbTHpOBaHKE OCYLIECTBAAETCH 10 CHEAYIONIMM BOIIpOCaM:

- TIpuMeHeHHe 00sA3aTelbHBIX TpeOoBaHHH, cofepkaHue ¥ INOCIEACTBUA HX
H3MEHEHHS;

- HeobXxoAuMEIe OpraHU3alMOHHEIE U (MIIH) TEXHHYECKHE MEpPOIPHATHS, KO-
TOpBIE JO/KHEI PeaJIM30BAThH KOHTPOJIHPYEMEIE THLA AJA COONIOXEHH 0643aTelh-
HbIX TpeOoBaHMik;

- 0COOEHHOCTH OCYIIECTBIEHHA PErHOHaJBHOIO TOCYAapCTBEHHOIO KOH-
TPOJIA.

Koutponupyemoe muI0 BIpaBe HaNpaBHTh B MHHHCTEPCTBO 3alpoc O
NPEOCTABIEHHM KOHCYJIBTAlMH B MHCBMEHHOH (OpMe B CPOKH, YCTaHOBJICHHEIE
®enepansHeM 3axoHoM oT 02.05.2006 Ne 59-03 «O nopsiake paccMoTpeHHs 06-
paimenuii rpaxaan Poccuiickoit denepalyuny».

3.7. TlpodunakTuyeckuii BU3HT INPOBONUTCA MHHHCTEPCTBOM B COOTBET-
CTBHUH CO cTarhbeili 52 OenepanbHoro 3akona Ne248-03.

B xoze npoduIakTHIECKOTO BU3UTA JODKHOCTHEIM JIMLIOM OCYIIECTBIAETCA
KOHCYNETHPOBaHHE KOHTPOIMPYEMOTO JIMLA B TOPAAKE, YCTAHOBIEHHOM ITyHKTOM

3.6 HacTOsALHEero pasjena.
IIpodunakTudeckye BH3HTHl MPOBOAATCA B OTHOLIEHHH KOHTPOIUPYEMBIX
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JHL, IPUCTYTIAIOIIHX K OCYIIECTBICHHIO PETryNHPYEMBIX BUIOB A TeIbHOCTH.,

HODKHOCTHOE JHLO NPOBOIHUT MPOQUIAKTHIECKHIH BU3UT B (opMe npodu-
NaKTHYeCKOH Geceqsl I0 MECTy OCYINECTBIEHHS JAEATENBROCTH KOHTPOJHPYEMOTO
na nubo ¢ HUCTIoNB30BaHHEM BUIeO-KOH(epeHu-cea3u. B xone mpodunaxtuye-
CKOI'0 BU3HTa KOHTPOIHMPYEMOE JIUIO HH(POPMHUPYETCS [0 BOIPOCAM COEPKAHMS
IPUMEHAEMBIX K JIEATEJIBPHOCTH KOHTPOIMPYEMOTO JUIA JHOO MpHHAZJIEXAIHM
eMy 00BEKTaM KOHTPOJS HOBBIX HOPMATHBHEIX IPABOBEIX aKTOB, YCTAHABIHBAIO-
mux obs3aTenbHele TpeOOBaHU, BHECEHHbIE H3MEHEHUS B HOPMATHBHEIE IPaBO-
BBI€ aKThI, CPOKM H NOPSAZIOK BCTYIUIEHUS KX B CHITY.

Cpox npoBefieHHs NPoGHIAaKTHIECKOrO BU3HTA HE MOXET IIPEBHILIATE OJ(HO-
ro pabodero aH.

KonTponupyeMmoe nuuo BrpaBe OTKa3aThCA OT IPOBEACHHA HNpOdHIaKTHIE-
CKOTO BHM3MTa, THCBMEHHO YBEAOMHB 00 3TOM MHHHCTEPCTBO HE IO3HEE 4YeM 3a
TPH paboYMX MHA N0 JAThl €r0 MPOBEIEHHA.

B cny4ae ecnu npu npoBefeHHH NpoQUIAKTHYECKOTO BH3HTA YCTAHOBIEHO,
9T0 00BEKTHI KOHTPOJS NPeNCTABIAIOT ABHYIO HEIOCPEACTBEHHYIO YIPO3Y MPHYH-
HeHMd Bpena (ymep0a) oxpaHsSeMBIM 3aKOHOM LEHHOCTAM MJIH Takoil Bpen
(ymep6) mpudiHeH, JOMKHOCTHOE THIIO He3aMeAJIMTEIEHO HaNpaB/ieT HHGOpMa-
Mo 00 3TOM MHUHHCTPY NHOO0 JIHIY, HCIONHSIOUEMY 00A3aHHOCTH MUHUCTpA, IS
NPHHATHA PEIIEHUS O NPOBEACHUH KOHTPOIBHEIX (HAA30PHAIX) MEPOMPUATHIA.

Ilo pesynrraTram npoBefeHHA NPOQMIAKTHYECKOTO BH3UTA JOJDKHOCTHBIM
JTUIOM B T€4eHHEe OOHOTO pabouero MHs co JHA HPOBEEHHUA NPOQHIAKTHISCKOro
BH3HTa COCTABJIAETCA OTYET O IPOBEAECHHUH NPOGHIAKTHIECKOTO BI3HTa 110 (opMe,
IIpeayCMOTpeHHOH npunoxeHneM Ne 2 k HacTosmeMy IlonoxeHH:o.

4. OcyllecTBiICHHE PerHOHANBHOTO rOCyAapCTBEHHOTO KOHTPOIIA

4.1.IIpy ocymiecTBIEHHM pPErHOHAJBHOIO IOCYJAapCTBEHHOIO KOHTPOJISA
NPOBOIATCS CIEIYIOLIHE IJIAHOBEIE W BHEIUTAHOBRIE KOHTPOJBHEIC (HaO30pHEIE)
MEPOIPUATHUA:

- HabmoneHne 3a cobnomenneM 00s3aTeNbHEIX TpeOoBaHHIi;

- IOKyMeHTapHasi [IPOBEPKa;

- Bele3[{Has [IPOBepKa.

4.2. IlnanoBble KOHTpPONBHBIC (HAA3OPHBIE) MEPONpPHATHA INPOBOMATCA Ha
OCHOBaHMH IUIaHa MPOBEAEHHUSA IJIAHOBBIX KOHTPONBHBIX (HaA30PHBIX) MEPOIpHUs-
THH Ha OYepeHOH KaleHIapHbIA rofl, COrNacoBaHHOIO C OpraHaMM NPOKYpaTypEl,
B IOpsfKe, ycTaHoBNeHHOM PenepansibiM 3akoHOM Ne 248-03.

4.3. KoutponsHsie (HaA30pHBIC) MECPOINPHUATHS IPOBOAATCH NPH HAIWYHH
OCHOBaHMIA, YCTAHOBJIEHHBIX cTaTheil 57 OenepansHoro 3akoHa Ne 248-03.

4.4, B pelieHuY O MPOBENEHHUH KOHTPOJILHOTO (HAA30PHOIO) MEPOIPHATHA
YKa3bIBAIOTCA CBEAEHUS, YCTAHOBNEHHBIE YacThl0 1 craten 64 depepanbHOro 3a-
koHa No 248-@3.

4.5. Kourponsaele (Haa30pHbIE) MEPONPHATHA, YKa3aHHEIE B ab3auax BTO-
poM, deTBepToM IIyHKTa 4.1 HacToslero pasfena, ¢ WENblo (PUKCAllHH [JOKa3a-
TeJILCTB HapyineHuil o0s3aTenbHbIX TpeOOBaHUI MOTYT IPOBORUTLCA JOMKHOCT-
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HBIMH JIML[AMHE ¢ IPHMEHEHHEM (POTOCHEMKH, AyAHO- ¥ BHACO3AMHCH.

DoTocheMKa, ayAnO- H BU/ICO3AIHCH, HCIIOb3yeMble Mg GUKCAMH oKa3a-
TeJIBCTB, JO/DKHBI IIO3BOJIATE OHO3HAYHO HACHTHHIHPOBATH 00BEKT QHKCALIKH,
OTpaxalolui HapylneHue 0643aTensHbIX TpeGopanuit, PoTorpaduy, ayuo- H BH-
AC03aHCH, UCIIONE3yeMbIe Ul JI0Ka3aTelbCTB HapylleHHH 00g3aTenbHBIX Tpe6o-
BaHW, IPHUKIAJLIBAIOTCA K aKTy KOHTPOJBHOro (HaJ30pHOT0) MEPONPUSTHA,

Hudopmanss o nposefeHHH GOTOCHEMKH, ayIH0- M BHICO3ANMCH H HCIIONE-
30BaHHBIX AJS 9THX LIEJIEH TEXHUYECKHUX CPEACTBAX OTPAXKAETCSA B aKTe IO Pe3ylk-
TaTaM KOHTPOJILHOTO (HaJ30PHOI0) MEPOIIPHSATHS.

Duxcanys HapylleHHH 00g3aTeNBHBIX TPe6GOBaHUH IPH MOMOIIH (POTOCHEM-
KH NPOBOJUTCA HE MEHEE YeM JIBYMs CHMMKAaMH KaKJOTO M3 BHIABIEHHBIX Hapy-
IIEHUH 0013aTeNBbHBIX TPeOOBaHMIA.

AyHO- ¥ BHAEO3aNHCH OCYILECTBIAETCSA B XO/le MIPOBENEHHSA KOHTPOIHHOTO
(HaI30pHOr0) MEPONPHATHA HEIIPEPHIBHO ¢ YBEJOMIEHHEM B Hayale M KOHIE 3a-
IIHCH O Jare, MeCcTe, BpEMEHH Hayajla i OKOHYaHHUS OCYIIECTBICHUA 3aITHCH,

B xozne 3amucu noapo6HO GHUKCHPYIOTCS M YKa3BIBAKOTCH MECTO M XapaKTep
BBIAIBIICHHOTO HapyIneHHs 00g3aTeNbHEIX TpeboBaHMiH,

Hcnone3osanue GoOTOCHEMKH M BHACO3AIIUCH AN (PUKCAIMH JOKA3aTEIbLCTB
HapyHmIeHUH o0aA3arenbHBIX TpeOoBaHMH ocylecTBiseTcs ¢ ydeToM TpeOOBaHHI
3aKoHoxaTeNascTBa Poccuiickodl @enepanyy o rocyfapcTBeHHON U MHOM oXpaHse-
MO 3aKOHOM TaiiHe.

4.6. MapuBuayanesbld NpeAIpUHHAMATENb, ABIAIOMMACA KOHTPONHPYEMBIM
JMLIOM, BIpaRe IPE/CTaBUTE B MHHHUCTEPCTBO HHGOPMALMIO B NPOU3BOILHOH
dopMe 0 HEBO3MOXXHOCTH IPUCYTCTBHMSA NPH IIPOBEAEHUH KOHTPOJILHOTO (HaA30p-
HOI'0) MEPOTIPUATHSA B CIIydae:

- 3a60JIeBaHUA, CBA3aHHOTO C yTpaTOH TPYAOCIOCOGHOCTH;

- IPENATCTBHSA, BO3HUKIIETO B pe3ynsTare JeCTBUS HENPEOqOIMMON CHIIEL.

HWudopmarus mojaeTcs HHIWBHAYANBHBIM MpearipHHUMarelieM B HOEHb
HACTYTUIEHHs ONHOTO H3 ClydaeB, YKa3aHHBIX B ab3alax BTOpPOM, TpeTheM HacTos-
Iero HYHKTA.

MHHHCTEPCTBO paccMaTpuBaeT HH(pOpMaUHIo B TeYeHHE OfHOro padodero
JHA CO OHA ITOCTYIIEHUS MHGOpPMAaIlMi OT MHAHUBHAYAILHOIO NpeaNpHHEUMATENs.
ITo pezynsraraM paccMOTpEHHA yKazaHHOH HHQoOpMalWd NMpoBeAeHHE KOHTPOJIb-
HOTO (HaJ30pPHOTC) MEPONPHATHSA MEPEHOCHTCA MUHHCTEPCTBOM Ha CPOK, HeoOxo-
JVMBIA JUISl YCTPaHEHHUS 0GCTOSATENbCTB, OCHYKHBIIHX IOBOAOM I obpalueHus
HHIUBUAYAILHOIO HpeANpPUHHMATENS.

4.7. Habmonenue 3a cobmonenyuem o0s3aTensHbIX TpeboBaHMi IPOBOAHTCA
Ha MOCTOSHHOH OCHOBe 0e3 B3aUMOIEHCTBHS ¢ KOHTPONMPYEMBIMH JIMLIAMU IIyTEM
cbopa, aHanHM3a HaHHBIX 06 00BEKTax KOHTPOs, UMEIOIMUXCA Y MAHUCTEPCTBA, B
TOM YHCJIE JaHHBIX, KOTOphlE MOCTYHAIOT B XOZle MEXBEIOMCTBEHHOrO MH(opMa-
[HOHHOI'0 B3aHMOIEHCTBHA, IPEJACTABIAIOTCA KOHTPOMHPYEMBbIMH JIHI[AMH B paM-
KaxX HCIIOJHEHHsS 00sA3aTenbHBIX TpeboBaHMii, JaHHBIX, COAEPXKAILIUXCA B rocyaap-
CTBEHHBIX M MyHHIMITANBEHEIX HHOOPMAIIHOHHEBIX CHCTEMAaX, JAHHBIX K3 HH(OpMa-
LIHOHHO-TEeJIEKOMMYHHKAIIHOHHOM ceTH «HHTepHeT», HHBIX 00IMEN0CTYNHEIX AaH-
HBIX, 4 TaKkkKe JAHHBIX, [ONYYEeHHBIX C MCIIONB30BaHHEM paboTaromux B
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aBTOMATHYeCKOM PpEeXHME TEXHHYECKHX CpPeACTB (PMKCAlHH NpaBOHApPYIICHHIA,
HMEIOMMX (PYyHKIHH POTO- H KHHOCHEMKH, BHIE03aIIHCH.

4.8. JlokymeHTapHasd IpOBEpKa HPOBOAMTCA MHHHCTEPCTBOM B COOTBET-
CTBHM CO cTatheil 72 QefepansHoro 3akoHa No 248-®3 mo MecTy HAXOXKIEHHS
MHHHCTEPCTBA.

B xone poxymeHTapHOH NMPOBEPKH MUHHCTEPCTBOM COBEpIIAIOTCA CIEAYIO-
I1e KOHTPONbHbIE (HAA30pHEIE) AeHCTBHS:

- IONy4YeHHe MHCbMEHHBIX 0OBACHEHH I,

- HcTpeboBaHUE TOKYMEHTOB.

Cpok nposefeHHs OKyMEHTapHOH NIPOBEPKH He MOXET mpeBhuars 10 pa-
O0oumx nueil.

B yxazaHnEIi CPOK HE BKIIOYACTCA IEPHOZ CO JIHS HAIIPaBIeHHI MHHHCTEp-
CTBOM KOHTPOIHPYEMOMY JIHI[y TpeOOBaHHA MpeACcTaBHTL HEOOXOAUMEIE AJIA pac-
CMOTPEHHS B X0Jle JOKYMCHTApPHOH IIPOBEPKH HOKYMEHTHI A0 JHS IpeCTABJIEHHA
YKa3aHHBIX B TpeOOBaHMH JOKYMEHTOB B MHHHCTEPCTBO, @ TAKXKE NEPHON CO IHA
HallpaBlCHHUS KOHTPOIUPYEMOMY JIHIY HHQOPMALIHH MHHHUCTEPCTBA O BBIABICHHH
omubox Hu (MAK) NPOTHBOPEUHH B NPECTAaBIEHHBIX KOHTPOJIHPYEMEIM JTHLIOM H0-
KyMeHTaX 00 0 HECOOTBETCTBHH CBEIEHUH, COlepKalUXCcA B THX JOKyMEHTAX,
CBEJICHHAM, COREPXKAIUMCI B HMEIOIIUXCA Y MUHHCTEPCTBA JOKyMeHTaxX ¥ (MIH)
TOJ{y9eHHEIM IIPH OCYINEeCTBIEHHH PErHOHAIILHOTO MOCYAapCTBEHHOIO KOHTPOLA, H
TpebOoBaHUA NMpeCTaBUThL HeoOXOAUMEBIE NOSCHEHHS B THCbMEHHOM dopMe Ko OHA
NpPEeACTABICHHA YKa3aHHBIX [TOICHEBHH B MHHHCTEPCTBO.

4.9. BriesgHas npoBepka MPOBOAMTCS MHHHCTEPCTBOM B COOTBETCTBHH CO
crarbed 73 DenepansHoro 3akoHa Ne 248-03,

B xome BBIe3THOH NPOBEPKM MHHHCTEPCTBOM COBEpLIAIOTCH CIEAYIOIIHE
KOHTPONBHEIE (Ha30pHEIE) AeHCTRHA:

- OCMOTp;

- TI0JIy4eHHEe THCEMEHHBIX 0ObACHEHHH;

- HcTpebOBaHHe JOKYMEHTOB,

- BKCIIepTH3a.

BrresgHas npoBepka MPOBOOMTCA [0 MECTY HaXOKAEHHs (OCYIIecTBiIEHHS
JeATeNEHOCTH) KOHTpondpyemore Juua (ero (UiIHagoB, NpeNACTaBUTENLCTB,
000co6IeHHBIX CTPYKTYPHEIX ITOApa3ae/IeHHH ).

O mpoBefeHHH BBHIE3THOM IPOBEPKH KOHTPOIHMPYEMOE JHLO YBEAOMIIETCA
MUHHCTEPCTBOM IIYTEM HANpPaBICHHA KOIHMM PELIEHHS O NPOBENECHHH BBHIE3NHOH
NpOBEPKH He MO3kHee 4eM 3a 24 yaca [0 ec Hayaua.

Cpok npoBeieHHs BEIC3AHOM NpPOBEpKU He MOXeT npepslmare 10 pabounx
nHei. B OTHOLIEHHH OJHOIO cyOBEeKTa MaJIoro IIpeApHHUMATENLCTBA 00U CPOK
B3aHMOAEHCTBUS B XOA€ IPOBCACHHS BBIC3NHOM MPOBEPKH HE MOXKET IIPEBBIILATE
50 gacoB M1 Malloro NpefupHATHA K 15 YacoB jiisi MUKpPOIIpERUIPHATHSA, 33 HC-
KIIOYEHHEM BBIE3IHOM NPOBEPKH, OCHOBAHHEM JUJLA IIPOBENEHUA KOTOPOH SBIAETCS
nyHkT 6 yacty 1 ctarbu 57 @enepanpHoro 3akoHa Ne 248-D3 u xoTopas I MHK-
POIPEAIPHATHA HE MOXET IpomoDKaTeca Oonee 40 1acos.
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5. Pe3ynsTaTel KOHTPONBHOIO (HAA30PHOT0) MEPOIIPHATHS

Peaynbrare! KORTpONBEHOTO (Ha30pHOIO) MEPONIPHATHS 0QOPMIIAIOTCS B T10-
psfKe, NpefycMOTpeHHOM aBoii 16 PenepansHoro 3axona Ne 248-03.

Ilpenmucande 06 ycTpaHeHMH BBIABICHHBIX HapyUIeHHH C yKa3aHHEM pa-
3YMHEBIX CPOKOB HX MCIIONHEHHUS, IPEAYCMOTPEeHHOe NyHKTOM 1 yact 2 ctathu 90
®enepanbHoro 3akoHa Ne 248-D3, BeIgaeTcsd MUHHCTPOM (IepBBIM 3aMeCTHTEIEM
MHHHCTpA, 3aMECTHTENIEM MUHHCTPa) B COOTBETCTBUH ¢ IaBoi 16 ®exepansHoro
3akoHa Ne 248-03,

6. ObxanoBaHue pellleHHH MUHHCTEPCTBA,
JefcTBUi (6e3eiicTBHS) ero HOIKHOCTHEBIX JIHII

6.1. Jefictus (Ge3nelicTBHe) MOIDKHOCTHEIX NIFILI, PELIEHMs, (PUHATHIEC MH-
HHCTEPCTBOM B XOAE OCYILECTBICHUS PErHOHANBHOTO TOCYAapCTBEHHOIO KOH-
TPOJIsl, MOTYT OBITL 00XKaNoBaHbI KOHTPOIHPYEMEIM JIMIIOM B HOCYNeOHOM IOPSIKe
B COOTBETCTBHH C NMONOXECHMUIMH maBbl 9 enepansHoro 3axoHa No 248-D3.

6.2. KoHTponupyeMsle Jula, IIpaBa H 3aKOHHBIE HHTEPECH! KOTOPHIX, IO MX
MHEHHIO, OBLIH HENOCpeACTBEHHO HApPYIIeHbl B paMKaX OCYIIECTBIEHHA perHo-
HaJBHOTO TOCYAAPCTBEHHOTO KOHTPOIA, MMEIOT IIpaBo Ha JocyaeOHoe oOxanoBa-
HHYe pelIeHHWH MHHHCTepCTBa, AeicTBuil (De3gelcTBUA) ero AODKHOCTHBIX JIMI] B
COOTBETCTBHH ¢ yacThio 4 crathi 40 enepansHoro 3akona No 248-03.

6.3. JocyneOHbIH NOpANOK MMOAAYH >KaJIo0b! KOHTPOJHUPYEMBIM JIAIIOM, Tpe-
OoBanua X popMe M ComepKaHHIO XKAITOO, MOPAAOK €€ PACCMOTPEHUS, IIPHHATHS
PEHICHUH U BUABI pellleHUH, MPUHUMaeMble 0 pe3ylnbraTaM PacCMOTPEHHS XKajo-
651, OTIpeeNAIOTCS B COOTBETCTBHE CO cTaThaMu 40 — 43 MemepanbHOIO 3aKOHA
No 248-@3.

6.4. Xanoba na neiicrBus (OesmeiicTBHe) JOMMKHOCTHEIX JIHI, MOLAHHAasA B
JocyaeOBOM TIOpAIKe, pacCMATpHBAETCs MUHHUCTPOM JHOO0 JIMIIOM, HCIIONHAIOIIHUM
0043aHHOCTH MUHUCTpA.

6.5. XKanoba na aelicrBus (GespedcTBie) MUHMCTpA, TOJaHHas B Jocyed-
HOM HOpAJIKe, pacCMaTpUBaeTcsi 3aMecTHTeneM npeacenarens llpaBurenscrsa
AcTpaxaHckoii o0nacTH, KypHUpYOIINM AesTellbHOCTh MHHHCTEPCTBA B COOTBET-
CTBHH ¢ pacupefeneHreM o0s3anHocTel Mexay unenamu IlpaButenncTBa AcTpa-
XaHCKOH 0OJIacTH, YTBep)KACHHEIM MocTaHoBieHHeM I'ybepHaropa Acrpaxancxon
obnactu ot 11.03.2020 Ne 44,

6.6. Xanoba, moganHas B HOCYNCOHOM IMOpsAKe, NOAJIEKUT PACCMOTPEHHIO
He nosaHee 20 pabouux AHEH CO JHS perucTpaly TakoH XKanobsl.

B HMCKIIOUHTENBHEIX CIIy¥asx, TPeGYIOIHX MpPONXOIKUTENBHBIX BPEMEHHbIX
sarpar (TOJIyUeHHUEe NOMOMHHUTENbHOH HHQOPMAIHH 10 CYIIEeCTBY JKalo0kI, MpoBe-
JeHHe aHAJIN3a, PACYCTOB H HHBIX JOIOTHHTENBHBIX IPOAOIKHTENBHEIX NEHCTBHH,
HAIPaBIEHHLIX Ha PacCMOTPEHHE XaJoObl), YKa3aHHBIH CPOK MOXXET OBITH MPOJ-
JIeH MHHHCTEPCTBOM, HO He Oonee gem Ha 20 pabouux aueil.
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ITpunoxenue Nel
K JlonoxeHuro

Ilepeuenn
JODKHOCTHBIX JIUL MEHHUCTEPCTBA, OCYINECTRIAONINX
perHoHaNbLHLIN roCyAapCTBEHHbBIH KOHTPOIb

1. HauanpHHK OTJeNa TeKapCTBEHHOTO ofecnedeHus U ¢apManeBTHIecKoi
ACATENTEHOCTH MUHHCTEPCTBA.

2. 3aMecTHTeNF HAaYaNEHUKA OTJeNa JIEKapCcTBeHHOro obecnieyenus U ap-
MaleBTHYECKOH NeATENLHOCTH MUHHCTEPCTBA,

3. 'maBHBI# CIENHANHCT OTAENA JIeKapCTBeHHOro obecmedeHus B dapma-
EBTHYECKON AeATENbHOCTH MHHHUCTEPCTBA.
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IIpunoxxenue Ne 2
Kk IosnoxeHHIo

MunHcTepeTBO 3apaBoOXpaHeHKs ACTpaxaHCKoiH obracti

« » 20 L.
(MecTo cocTapneHus oTUeTa) (mara cocraBneHHs OTYETA)

(BpeMs cocTaBieHHs OTYeTa )

Ortuer o mpoBefieHHH TPOGHUIAKTHIECKOTO BU3UTA

1. OcHoBaHue TIPOBEIECHHA npodHIaKTHYECKOTO BH3MTA!

(PeXBH3HUTEI HOPMATHBHOTO aKTa MHHUCTEPCTBA 3[pABOOXPAHEHHS ACTpaxaHCKol 0GIacTH o
TPOBEJEHHH ITPODHIAKTHIECKOTC BUIUTA)

2. [lata NpoQHIaKTHIECKOTO BH3UTA: «_ » 20 r; obuwas mpo-
AOJDKHUTENBHOCTD NPOQUIAKTHYSCKOTO BU3HTA: __ YacoB; ¢ 9acoB MH-
HYyT IO 4acoB MHHYT.

3. Mecto IIPOBEEHHSA NPOPUIAKTHIECKOTO BH3HTA:

(ampec (MecTomosoXKEeHHE) IOPHAHYECKOTO JHNA, HHAABHAYAJIGHOIO MPEANPHHEMATENS,
HaMMEHOBaHHKE YopHAHYecKoro muna, ©.1.0. xaauBHyaEHOTO IpeATpHHAMATENS)

4. [lepedeHr MEpONPHATHH, IPOBEJEHHEIX B XoAe MpOQHIAKTHIECKOTO
BH3HUTA:

(YKasbIBalOTCS BHJ LEATEIBHOCTH IOPHIMYECKOTO JIHIA, MHIWBHJYANbHOTO Hpex-
IIPHHHUMATENIS, BUAB! OOBEKTOB KOHTPOJIA, KATeTOPHH pHCKa 00BEKTOB KOHTPOIA)

5. IlpodunakTHyeckuii BU3UT INpoBeJeH CHENYIOMUMH JOJKHOCTHBRIMH
JTHULIAMH:

(yxasmmatotcs O.J.0., Z0JKHOCTE ML, IPOBOMMBIIETO MPOGMIAKTHYSCKHIH BH3HT)

6. Ilepeuens MeponpusaTHH, NPOBEAECHHBIX B XOfie NMPOGMHIAKTHYECKOTO
BH3HTA:

(uudopmupoBaHue 00 00g3aTesNbHEIX TPeOOBAHHIX, MPERBABIIEMEIX K JIEATEILHO-
CTH 00 K MpHHAKIEKALUM KOHTPOJIUPYEMOMY JIANYY OOBEKTaM KOHTPONA, UX COOTBETCTBHHU
KPHTEPHAM PHCKA, OCHOBAHHAX M O PEKOMEHIYEMBIX CIIOco0ax CHH)KECHHS KAaTETOPHH PHCKa, &
TAKKE O BHAAX, COASPIKAaHHK B 00 HHTEHCHBHOCTH KOHTPONBHEIX (HaA3OPHBIX) MEPOIIPUATHH,
NPOBOJMMBIX B OTHOLICHHH 00BbeKTa KOHTPOIIS UCXO/A U3 €r0 OTHECEHHS K COOTBETCTBYIOIIEH
KarerOpHH PHCKA, [IPOBE/IEHHE KOHCYNBTALMM [0 BONMPOCaM pa3bsiCHEHMS NONOKEHHH HopMa-
THBHSIX MPABOBEIX AKTOB, COAEpIKAIAX 0OsA3aTentHble TpeboBaHus)
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7. IlepeueHs pexOMeHJAlMi IO YCTPaHEHHIO BHUABIECHHBIX HApYLIEHHI
obs3aTensHBIX TpeboBaHMi:

(.1.0., nopnucy nur(, IPOBOAMBINKX NPOGHIaKTHYESCKH BH3HT)
C oTyeToM o npoBeseHUM NPOQUIAKTHYECKOTO BU3UTA O3HAKOMIIEH (-a),
KOITHXO 0T4eTa co BCEMH MIPHIIOXEHUAMHU HIOJTYIHIT (-a):

(®.1.0., ROIKHOCTH PYKOBOZHTENSA, HHOMO NOJDKHOCTHOIO JHIA HIH YIOJHOMOYEHHOIO
NpEACTABHATENA HOPHIAHICCKOTO JIHIA, HHAHBHAYAJILHOIO NpEANPHHAMATENA, €r0 YIIOJTHOMO-
YEHHOTO IIPeICTABHUTENA)

OtMeTKa 00 OTKa3e O3HAKOMJIEHHS C OTYETOM O IPOBEIEHHH NpoduIak-

THYECKOI0 BH3UTA!
(®.M.0., noamuck DODXKHOCTHOO JHMIA (JIMI), [IPOBOAMBIIETO NMpOMUNAKTHYECKHIH

BH3HUT)




YTBEPXJIEHbBI

NMOCTaHOBIIEHUEM
IIpaBuTenscTBa
AcTpaxaHckoil obnacti

or 31.I2.202I ¥ 702-11

KimroyeBbie NOKa3aTeNIM U UX Le/eBble 3Ha9E€HMA, HHIUKATHBHEIE [TOKA3ATEeNH PETHOHAIBHOIO FOCYNapCTBEHHOIO KOHTPOIA
(Haz30pa) 3a IpUMEHEHHeM IIeH Ha JIeKapCTBeHHBIEe Ipenaparkl, BKIIOYEHHEIE B ITepeYeHb XKU3HEHHO HeOOXOAMMEIX H BaKHEH-
IIHMX JIEKAPCTBEHHBIX MIpeapaToB, Ha TEPPHTOPHH AcTpaXaHCKO# 00nacTH

HaxmenopaHUe HCITOTHUTENILHOTO OpraHa rocylapcTBeHHOM BIacTy:
MHHHCTEPCTBO 3IpaBOOXpaBeHus AcTpaxancKolk oONacTH (fanee — MHHHCTEPCTBO)

HauMmeHoBaHHe BHIA KOHTPONBLHON (HAN30pHOM) AEATENEHOCTH:
PErHOHATBHEIN rOCYAapCTBeHHEIH KOHTPONE (Ha30p) 38 MPUMEHEHHUEM LEH Ha JIEKAPCTBEHHEIE MIPENaparsl, BKIIOYEHHEIE B IEPEYeHb XKH3HECHHO HEOOX0-
AUMBIX ¥ BaXHeHITHMX JeKapCTBEHHBIX MTPeNapaTos, Ha TEPPHTOPHH ACTpaxaHCKoH obnacTH (Janee — pernoHaNbHbI FOCYIapCTBEHHEN KOHTPONIE)

HerarusHbIe ABICHHBA, Ha YCTPAHCHHUE KOTOPBIX HalpaBleHa KOHTPOIBHAs (HaA30pHAL) JeATENEHOCT:

HecoOMogeHue OpraHu3alHsIME OIITOBOH TOPTOBIH AEKAPCTBEHHBIMH CPENCTBAMH, aNTESHBIMK OPraHH3aldsIMH, HHINBHYANBHEIMY [IPEATPHHAMATENAMH,
YMEIOMHMHE JTAUEH3HIO Ha OCYIUECTBICHHE hapManeBTHIECKOH AEATENRHOCTH, IPH PEATH3AIMH JIEKAPCTBEHHEIX [IPeNapaTos TpeboBaHmIA 10 IPHMEHEHHIO
pasMepa ONTOBOM HaabaBKy U (HIK) pa3Mepa POIHHIHOM HaN0ABKH, YCTAHOBACHHBIX B ACTpaxaHCKOH 061acTH I IEKAPCTBEHHBIX IPENapaToB, BKIIO-
YeHHBIX B IEpedeHb KH3HEHHO HEOOXOMAMBIX M BKHEHIMHMX JIEKAPCTBEHHBIX MPEIIPATOR

[em1 xoHTpONBHO# (HAA30pHOH) AEATENEHOCTH: .
TIpeAyIpesKaeHHe, BELMBICHHE M IIpecedeH1e HapymeH i 3axoHoaTenscTea Poceniickoli Penepaau B cepe rocyIapcTBEHHOIO PETYNHPOBAHAA HEH Ha
JIEKAPCTBEHHBIC NIPENaparhl, BKIIIOYEHHBIE B IEPEYCHE KH3HEHHO HEOOXOAMMEIX M BAKHEHINMX JIEKAPCTBEHHEIX MPENapaToR

HOMeEp HauMcHOBAHHE dopmyna KOMMEHTapHH 3HAYEHEE | MEX- | LeNe- | HCTOYHHK JaHHBIX |CBEASHHS O
(mHIEKC) MOKazaTelld pacyera (MHTEepNpeTaLMA 3HAYCHHU ) noxasa- | AyHa- BEIC IULA onipeneneHua | JOKyMeH-
TOKa3a- TeNd (Te- | pO/HBIE | 3Ha4e- | 3Ha49eHHS MOKAa3a- | Tax CTpa-
Tens Kylmee) | coro- HUS TeNns TerH4ecKo-
' CTap- | [IOKa3a- TO IJIaHH-
NeHHd | TeneH pOBaHHUs,
Nnoxasa- cojepixKa-
Tenei IOMX [HOKa-
3aTenk




(ripu ero
HAJTA9IHH )

Kmouenkle moxasarenu

IToxazarenu pesyIETATHBHOCTH, OTPAKAIOMMUE YPOBEHE 6€301aCHOCTH OXPAHAEMBIX 3aKOHOM HEHHOCTEH, BHIPAKAIOLIMIACA B BETUYHHE IPHIHHE-
HHA AM Bpena (ymepba)

A2

MarepraneHbli ymepb, Hane-
CEHHBIH TIpaxiaHaM, OpHIH-
YeCKUM JIMIaM, HHIHBHAYalIb-
HbIM [NpeOIpUHHMATENAM B
CBS3H ¢ HapyIICHWSIMHE B 00na-
CTH perynMpyeMBIX [OCYZAap-
CTBOM LIEH Ha JIEKApCTBEHHEIE
Ipenapathl, BKIOYEHHBIE B
nepedeHbs XH3HEHHO HeoOxo-
OAMBIX M BOKHEHIMAX JIeKap-
CTBEHHBIX IpenaparoB (za-
nee — JXHBJIII), no otHOmeE-
HUKO K 0O0beMy peanu3oBaH-
pex  JKHBJIII s3a nepuon
oueHKH (ToBapoodopoTy)

V/TO x 100%

V — obbeM NpHYHHEHHOTO Ma-
TepHajpHOre ymepba 3a coOT-
BETCTRBYIOIIME NEpHOX OLeH-
KH, ThIC.pYO.;

TO - obwsem TOBapoobopoTa
(peanu3anuu) CcyOBeKTOM IIpO-
Bepku JKHBJIII 3a nepron
OLIEHKH, ThHIC. PYO.

0,000001%

JanHEIE
PE3yIBTATOB IIpPO-
BEPOK, IIPOBEIEH-
HBIX B paMKax pe-
THOH&IBHOTO roCy-
JapCTBEHHOrO
KOHTpONA

WundkarigHeIe MOKa3aTeny

INokasarers 3¢g¢beKTHBHOCTH, OTPAKAIOUIHE YPOBEHE 6€30MACHOCTH OXPAaHAEMBIX 3AKOHOM [EHHOCTEH, BRIPAKAIOLIMACS B BENXYHMHE IPHIAHEHUS
MM Bpela (ymepba), ¢ yIeToM 3a1eHCTBOBAHHEIX TPYNOBHIX, MATEPHATIBHBIX M GHHAHCOBBIX PECYPCOB M IMHHHCTPATHBHEX X (QYHAHCOBEIX H3-
JepxeK NONKOHTPONBHEIX CyOLEKTOB, IIPH OCYLIECTBIEHHH B OTHOIMEHHM HIX KOHTPOJBHBIX (HaA30PHEIX) MEPOIPHSTHIH

b.1

Ioxkazarens, OTpaKarOIM#
3¢ ¢$eKTHBHOCTE  HCITONE30Ba-
HEs (HHHAHCOBBIX PECYPCOB, C
Y4ETOM MMHAMMKH IpHYIHHEH-

K=E/Px100%

K — nokasarens, oTpakarompuit
3} EKTHBHOCTh HCNONB30Ba-
HHUA (HMHAHCOBHIX PECYpCOB, C
Y4ETOM BEJIHYMEBI NPHYHHEH-

JlaHHBIE

pe3yNbTaToB Mpo-
BEPOK, IPOBEAEH-
HBEIX B paMKax pe-
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HOro TrpaxAaHaM, IOpHIHYE-
CKHUM JIHIAM, HHAUBHAYATb-
HBIM IpEANPHHHMATENIM
ymepba (M3nMiDHE NOIydYeH-
HOH BBIpYYKH) B pe3yibTare
HapYIICHMA obs3aTeNLHBIX
TpeboBasMii K pacxomaM MH-
HHCTEpCTBA HA OCYILECTBIE-
HHE pPETHOHANBHOTO TOCyHap-
CTBEHHOIO KOHTPOJII 3a OIle-
HOYHBIN DEPHOR

HOro TpaxjaHaM, IOpHIHYeE-
CKUM JIHHAM, MHIUBHIYTE-
HBIM MIPEANPHHEMATEIIM
ymepba B pe3yisTaTe HapyIe-
HAS obs3aTenbHEIX TpeboBa-
HHH, BBIPOXEHHOH B H3IMIIHE
MONYYCHHOM CYOBEKTOM KOH-
TPONA BEIPYUKH, %0;

E — cymMMa H3anuimue noaydcH-
HO# BRIpYYKH, py0.;

P — pacxofisl MUEHCTEPCTBA Ha
HCIIOJIHEHHE KOHTPOJILHBIX
(Hag30pHBIX) ITOTHOMOYHH,
py0. 3a OLEHOYHEIA HEPHON

THOHAIBHOTO rocy-
JapCTBEHHOIO
KOHTpOJNA

HugukaruBHEIE DOKA3ATENH

3yIETaraM KOTOPBIX BBISABICHO
HapyUIeHUe 32aKOHOJAaTeNbCTRa
0 TOCYNAapCTBEHHOM pErylH-
popaHuu nel Ha XHBJIII

IO pesyNsTaTaM KOTOpBIX BBI-
#BJICHO HapyLUICHUE 3aKOHOHa-
TENBCTBA O TI'OCYAapCTBEHHOM
peryndpoBaHHH  IE€H  Ha
JKHBIIII;

H — xonu4ecTBO KOHTPONBLHBIX
(namsopHBIX)  MeponpusTHH
(IpoBepKM, CHCTEMATH4YECKOE
HabmoneHue), o pe3ynsTaraM
KOTODHIX BBIABIEHO Hapylne-
HUE 3aKOHOJATENhCTBA O IOCy-
JApCTBEHHOM PETyIMpPOBAHHH

nen Ha JXKHBIT;

B VIHIMKaTHBHBIE IOKA3ATENM, XAPAKTEPH3YIOLIME PA3IUYHbIE acIEKThl KOHTPONBHON (Haf30pHOH) NeATCIBHOCTH
B.1 VHIMKXAaTHBHLIE [I0KA3ATENH, XapaKTepHU3YIOLe HelIOCPEeICTBEHHOE COCTOSHIE IIONKOHTPOIBLHOH cephl, a TAKKe BEraTHBHBIC ABJICHHSL, Ha
yCTpaHeHHe KOTOPEIX HallpaBlieHa KOHTPOIbHas (HAN30pHAas) HEATENBHOCTD
B.1.7 Hona xorrponmsHBIX (Hamsop-|X=HAIx100% |X - jgomi KOHTPONBHBIX JaHHbIE pe3ynsTa-
HBIX) MEpOIpHATHH, IO pe- (Han30pHBIX)  MEpPONpPHATHH, TOB TIPOBEPOK,

IPOBENEHHLX B
paMKax peruo-
HANBHOTO TOCYAap-
CTBEHHOTO  KOH-
TPOILs
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[T — xoMYecTBO MPOBEBEHHBIX
KOHTPONMBGHBIX  (HaJ30PHBIX)
MEDPOIPHATHEI

B.1.8 Obmee  KOMHYECTBO  KOH- O6mmit cymMMapHBIE moOKa3a- HanHble peaynsTa-
TPONBHBIX (HAA30pPHBIX) MEPO- Telb KOHTPOJNBHBIX (Ham30p- TOB IPOBEPOK,
NpuATHH, [TPOBEJCHHBIX B OT- HBIX) MEpOIpHSATUN, IpOBe- IPOBEJCHHEIX B
HOIIEHWA  I[IOJKOHTPONBHBIX IOCHHBIX B OTHOLOEHHM IIOJ- pamKax perzo-
cyOBeKToB, MmO pe3yIbTaraMm KOHTPOJBHBIX CYDOBEKTOB, IIO HaJlBHOrO rocyjap-
KOTOPHIX BBIABICHO Hapylle- pe3yibTaraM KOTOPBIX BBUAB- CTBEHHOTO  KOH-
HHE 3aKOHOJATEJILCTBA O TOCYy- JIEHO HapymeHHEe 3aKOHOAR- Tpons
IOapCTBEHHOM perylupoBaHHH TENBCTBA O TOCYJapCTBEHHOM
neH Ha JXHBIJIIT, B Tom gmcie peryMMpoBaHAM  [eH  Ha
B pa3pe3e KaTeropai pucka JXHBJIIT

B.3 VpyukaTHBHEIE IOKA3ATENH, XAPAKTEPH3YIOLIHE KOMMYeCTBEHHEIE NapaMeTPEl IPOBEAECHHBIX KOHTPONLHEX (HAA30PHBIX) MEPOIPHITHIL

B.3.1 ITpoeepkn

B.3.1.1 |Ofmee KoMmI49ecTBO NMPOBEPOK YcranaBnuBaeTcs oO1u JaHHEle pe3yssTa-

CyMMapHsI IoKa3aTenb IUia- TOB IIPOBEPOK,

HOBBIX M BHEIUTAHOBBIX IpOBeE- MPOBEAEHHEIX B

POK paMKax peruo-
HANIBHOTO rocygap-
CTBEHHOTO KOH-
TpOJIA

B.3.1.4 |KomuuecTBo cyOBEKTOB, B OT- VeranasmmBaeTcs IIOKasarelb Jaunere pesynera-
HOIIEHHN KOTOPBIX OBUMM IIpO- obimero konuyecTsa CcyObek- TOB [IPOBEPOX,
Be[leHb! IPOBEPKH, B TOM HC- TOB, B OTHOIIEHHH KOTOPBIX LPOBEAECHHBIX B
JIe B pa3pe3e Kareropuit packa NPOBENEHBI NIPOBEPKH paMKax perwo-

HaJIBHOTO TOCymap-
CTBEHHOTI'O KOH-
TponA

B.3.1.5 |O6mee xonM4YeCTBO MIAHOBEIX O6muit cymmapHsii noxasa- Jannsle

IPOBCPOK, IIPOBCACHHEIX B

TCJIE INIAHOBEIX IPOBEPOK

pe3yIabTaToB  mpo-




OTHOINIEHHH CyOBEKTOB, B TOM
9HCIIE B Pa3pe3e KareropHii
pHcKa

BEPOK, IPOBEACH-
HBEIX B paMKax pe-
THOHANBHOTO IOCYy-
ZAApCTBEHHOTO KOH-
TPOJIS

B.3.1.6

Ob1inee xonuyecTBO BHEILIA-
HOBEIX [IPOBEPOK, IPOBECH-
HBIX B OTHOIIEHHH CYOBEXTOB,
B TOM YHCNe B pa3pese Karero-
pHii pucka

O6muit cymMmMapHEL Mokaza-
TeJb [UIAHOBLIX MPOBEPOK

JlaHHBIe pe3yrsTa-
TOB IIPOBEpOK,
NpPOBENCHHEIX B
pamMkax peruo-
HAILHOIO TOCYHap-
CTBEHHOTO  KOH-
TpOII

B.3.1.24

Jong mnpoBepok, pe3yakTaThl
KOTOpHIX OBIIM NMPH3HAHE! He-
IelCTBATe NEHBIMH

C/Dx 100%

Ilokaszarens ycraHaBNHBaeTCs
B IPOLCHTAX ¥ YIMUTHIBAET JO-
JIO TPOBEPOK, pe3ylbTaThl KO-
TOpBIX OBUIH DIPH3HAHBI He-
JeHCTBUTENBHEIMH, B TOM THC-
Je N0 pelleHHIO0 cyia H IO
[IPEONHCAHUIO OpraHoB IIpo-
KypaTypsl:

C - Koamu4ecTBO IPOBEPOK,
pe3yAbTaTEl  KOTOPBIX  ObUTH
[PM3HAHEl HERCHCTBHTENBHEL-
MH;

D - obmee xomuwecTBo mpo-
BEHEHHBIX POBEPOK

Jaunsie peaynera-
TOB MIPOBEPOK,
IIPOBENEHHBIX B
pamkax pereo-
HaJIBHOrO Trocynap-
CTBEHHOIO KOH-
TpONS

B.3.6

np0H3BOJICTBO 110 AciiaM o6 aIMHHHCTPATHBHBIX

I[PABORAPYINEHHSX

B.3.6.1

Konauectso mpotoxonoe 06
aJIMHAHHCTPATUBHBIX IpaBoHa-
PYIOIEHHSX 32 HapylieHHe 3a-
KOHOZATENLCTBA O Trocynap-
CTBEHHOM DETyHPOBAHHH IIEH
Ha JXKHBJII1

KonrgecTBo MpOTOKOIOB 00
aJMUEMCTPATHBHBIX IIPABOHA-
PYLIEHHSAX 38 HApYIIEHHE 3a-
KOHOJATENBLCTBA O ToCynap-
CTBCHHOM PETYIHPOBAHHH NEH
Ha JKHBJIII

Hanuple pesynera-
TOB IIPOBEPOK,
IpOBENCHHBIX B
pamMkax peruo-
HAJILHOTO rocygap-
CTBEHHOIO KOH-




TPOJst

B.3.6.2

KonugecTBo OCTaHOBIEHHEH O
NpexpalieHdyl  IPOH3BOACTB
o Jenam o6 aJMHUHHCTPATHB-
HBIX TIpaBOHAPYIIECHHAX, BO3-
Oy)KOSHHBIX 32 HapylmICHHE
3aKOHOMATENECTBA O TOCyHap-
CTBEHHOM pEerynHpOBaHHH LIEH
Ha XXHBJIIT

KonmrdecTBO NOCTAHOBREHHI O
TIpeKpalfeHHH POM3BOACTBA
110 Jeny 00 aIMHEHMCTpaTHB-
HOM TIPaBOHAPYINCHHH

JauHele pe3ynsTa-
TOB TIPOBEPOK,
OpOBEAEHHEIX B
paMkax peruo-
HanpHOIO rocyzap-
CTBEHHOTO KOH-
Tpond

B.3.6.3

KommyecTBo nmocranoBreduit o
HasHa49eHHH aAMHHHCTPATHB-
HHIX HakasaHwii, BO3OyXXReH-
HBIX 33 HapyIIeHHE 3aKOHOAa-
TENRCTBA O TOCYAAPCTBEHHOM
pETYIHPOBaHAK eH Ha
JXHBJII, B TOM 4uHCHE:

- mrrpad;

- OpenyIpexAcHue

KonuuecTBO MOCTAHOBIEHHH O
Ha3HAYCHUM aJMUHHCTpPaTHB-
HBIX HaKa3aHK#, BCETO

HauHble peayneTa-
TOB MIPOBEPOK,
TIPOBEACHHBIX B
pamMKax peruo-
H&JIBHOTO TOCYIap-
CTBEHHOI'O KOH-
TpOJIA

B.3.6.4

KonxgecTso aXfMUHHCTPATHE-
HBIX HaKasaHHH 32 HapylIeHHe
3aKOHOJATENBCTBE O IOCYyNap-
CTBEHHOM DETYIIMPOBAHUH LIEH
ga JXHBJIII, mo xoTopsIM aj-
MHHHCTPaTHBHBIN mTpad OpUT
3aMeHeH IpeRyNpexIeHIEeM

KoimgecTBO MOCTAHOBIEHHH 0
HasHaYeHUH aJMHHHCTPAaTHB-
HBIX HaKa3aHKHK B BHIE NpEIy-
OpexIeHUAL

HaHHble pe3yneTa-
TOB IIPOBEPOK,
IPOBEAEHHEIX B
pamkax peruo-
HaIBHOTO TOCYAap-
CTBEHHOTO KOH-
TPOIA

SelEvayuy

[ S BT




YTBEPXAEH

IOCTaHOBIIEHHEM
IIpaBuTenscrBa
ActpaxaHckoil obnacTi

oT 3I.I2.2021 k 702-II

IlepeyeHs HHAMKATOPOB PHCKA HAPYLIEHHUS 00s3aTENbHEIX TpeOOBaHUH
PErnOoHaIEHOIO NOCY@pCTBEHHOTO KOHTPONA (Han30pa) 3a MpUMEHEeHueM
IIeH Ha JIEKApCTBEHHBIE NIpeNaparsl, BKIIIOYEHHEBIE B [TepeYeHb XXH3HEHHO HeoOXo-
JHUMBIX M BaXXHEHIIHMX JIeKapCTBEHHBIX IIPEIapaToB, Ha TEPPHTOPHH ACTpaxXaHCKOMH
obnactu

IIpu ocymiecTBIeHHE pErHOHAIBHOIO MOCYJapCTBEHHOIO KOHTpOA (Haa3o-
pa) 3a IPUMEHEHUEM 1IeH Ha JIEKapCTBEHHbIE NIpeIaparsl, BKIKYEHHBIE B [IepEYEHb
JKHM3HEHHO HEOOXOAUMBIX ¥ BaKHEHIIHX eKapCTBEHHEIX MPEapaToB, Ha TEPPHUTO-
pux AcrpaxaHckof oOnacTu ycTaHaBIMBAaeTCA CHENYIOIHA HHAMKATOP PHCKa
HapyileHus o0a3aTebHBIX TpeOoBaHMIA:

HecoOIoleHHe OpraHH3alMIMH OIITOBOM TOProBIIH JIEKapCTBEHHBIMH Cpefl-
CTBaMH, alTeYHBIMH OpPraHM3allMAMM, MHAMBUAYAIBHBIMH NpeaIpHHHMAaTelsIMH,
HMEIOUIUMH JIMIIEH3HI0O Ha OCYIIECTBIEHHE (apMalleBTHYECCKON AesTEIBbHOCTH,
IIPH peau3alliy JeKapCTBEHHBIX IpenaparoB TpeOoBaHUIl IO NMPHMEHEHUIO pas-
Mepa OITOBOI HafbaBKH M (MIH) pa3Mepa po3HHUHON HaA0aBKH, YCTAaHOBIEHHBIX
B ActpaxaHckoi obnacTH i JIeKapCTBEHHBIX NPENapaToB, BIJIIOYEHHBIX B Mepe-
YeHb )KM3HEHHO HEOOXOAMMBIX ¥ BayKHEHIIIUX JIEKAPCTBEHHBIX NIPenaparos.




