PET'MOHAJIBHAS CJ1YKBA 11O TAPHOAM U
HEHOOBPA30BAHUIO 3ABAUKAJIBCKOI'O KPASA

[TPUKA3 B
30 nexabps 2021 roga Ne2d%
r. Yura

OO0 yTBep:KIeHHMH PYKOBOACTBA MO cO0/1I01eHHI0 00513aTe/bHbIX TpeOOBaHHH,
HCIOJIHEHHE KOTOPBbIX OLlEeHHBAeTCS MPH OCYLIEeCTBJIEHHH pPerHoHa/IbHOI0
rocylapcTBEHHOr0 KOHTpOJsi (HaA3opa) 3a NpPHMEHEHHeM IieH Ha
JIEKapCTBeHHbIEe MpenapaTbl, BKJIIYEeHHble B INepeYyeHb KH3HEHHO
HeoOXOAHMBIX H BaKHEHILMX JIEKAPCTBEHHbIX INpPeNnaparToB, HA TEPPHTOPHH
3abaiikajbCcKOro Kpast

B cootBeTcTBUU co craThei 14 denepanbHoro 3akona ot 31 urons 2020 rona
No 247-®D3 «O6 o6s3aTenbHbIX TpeOoBaHusX B Poccuiickoii @enepannmny, craTbeit
46 denepanproro 3akoHa ot 31 utons 2020 roga Ne 248-®3 «O rocy1apcTBEHHOM
KOHTpoJie (Haa30pe) U MYHULHMIAIbHOM KOHTpoje B Poccuiickon denepaunuu»
[TonoxxenneM o PerwonanpHOW ciy)x6e 1o TapudaM U 1EHOOOPa30BAHUIO
3abaiikaibCKOro  Kpas, YTBEp)KIEHHbIM IOCTaHOBIeHHWEM IIpaButenbcTBa
3abaiikanbckoro kpas ot 16 mast 2017 roga Ne 196, n pu k a 3 bI B a 10:

1. YTBepauTh mpriiaraeMoe pyKOBOJACTBO IO COOJIOJEHUIO 00s3aTeIbHBIX
TpeOOBaHMI, HCIIOJHEHHE KOTOPbIX OLEHHUBAETCS IPU  OCYLIECTBIECHHH
PETHOHAILHOTO TOCYAApCTBEHHOIO KOHTPOJIs (HaA3opa) 3a IMPUMEHEHHEM LIEH Ha
JIeKapCTBEHHBIE MpenapaThl, BKIIOYEHHbIE B NlepeueHb JKU3HEHHO HEOOXOJUMBIX H
Ba)KHEHIIINX JIEKApCTBEHHBIX MPEnapaToB, Ha TEPPUTOPUH 3abalKaIbCKOTro Kpas.

2. Ilpu3HaTh yTpaTHBIINM CUITy puKa3 PernoHansHo# ciyxObl o Tapudam
1 LeHooOpa3oBanuio 3abaiikaibckoro kpas ot 30 aBrycra 2019 roga Ne 204 «O06
YyTBEPXKIEHUH PYKOBOJCTBA [0 COOJIIOJCHUIO 00sA3aTelbHBIX TpPeOOBaHHH,
UCIIOJIHEHHE KOTOPBIX OIIEHWBAETCSl MPU OCYLIECTBICHHMH PETHOHAIBHOIO
roCyJIapCTBEHHOT'O KOHTpPOJIs (Haa30pa) 3a MPUMEHEHUEM LIEH Ha JIEKaPCTBEHHBIE
Iperaparbl, BKIIIOYEHHbIE B IMepedyeHb >KMU3HEHHO HEOOXOIMMBIX M BaKHEMIIUX
JIEeKapCTBEHHBIX MpenapaToB, Ha TEPPUTOPUHN 3a0alKaIbCKOro Kpas».

3. KoHTposb 3a UCHOJHEHHWEM HACTOSILIEro NpHKa3a BO3JIOXKUTH Ha
HaYaJlbHWKa OTJ/ieJia PEeryJUpPOBaHMs LIeH Ha MOTPeOUTENbCKUE TOBAphl U yCIIyTH
PeruonanpHO#M cayx0Obl 1o Tapudam u 1ieHooOpa3zoBaHMIO 3abaliKaabCKOro Kpas
Pynenok Eneny BuktoposHy.

PykoBoautenb CiyxObI _ 2 P J«’P E.A.Mopo3oBa



I[MTPUIJIOXXEHHME

K IpuKa3y PernoHanbHOM CiryKOBI
1o Tapudam U 11eH00Opa30BaHUIO
3abaiKkaabCKOro Kpast OT
30 nexabps 2021 roma Ne 247/

PYKOBOACTBO
o co0JII0/IeHHI0 00s13aTe/IbHbIX TPeOOBaHUH, HCTIOJIHEHHEe KOTOPbIX
OIIEHHBAETCSI MPH OCYIIECTBJIEHHH PErHOHAJIbHOIO rocy1apcTBeHHOI0
KOHTPOJIsi (Ha/130pa) 32 NpHMeHEeHHeM LieH Ha JIEKapCTBeHHbIe Npenaparhl,
BKJIIOYEHHbIE B NepeYeHb *KU3HEHHO HeOOX0AUMBbIX H BasKHEHIIHX
JIEKAPCTBEHHBbIX NPenapaTos, HA TeppHTOpHH 3a0aliKkaabCKOro Kpas

1. OO1ue noJIoKEHUS

PervoHanbHbBIN rocy1apCTBEHHBIM KOHTPOJIb (Haa30p) 3a MPUMEHEHUEM LIEH
Ha JIEKapCTBEHHbIE MTPeNapaThl, BKIIIOYEHHbIE B IEpeYeHb KU3HEHHO HEOOXOUMBbIX
U BOXHEHIIIMX JIEKaPCTBEHHBIX MpenapaToB, Ha TEPPUTOPUH 3abalKaIbCKOIo Kpas,
ocyIecTBisieTcsl PernoHanbHON ciry)kO0d 1Mo Tapudam U I€HOOOPa30BaHMIO
3abaiikanbckoro kpas (manmee - PCT 3abalikanibckoro kpasi) Ha IpeaMer
cobmofeHnss CyObeKTaMHd KOHTpOJs (Hag3opa) TpeOOBaHUM, YCTaHOBJIEHHBIX
dbenepalbHBIMU 3aKOHAMM M HOPMATHMBHBIMHU IIPaBOBbIMH akTaMu Poccuiickon
denepauny B YacTU YCTAHOBJICHUS U IPUMEHEHUS HA10ABOK:

- nocranoBneHue IIpaBuTenscTBa Poccuiickoit Menepaiuu ot 29 oKTAOpS
2010 roma Ne 865 «O rocy1apCTBEHHOM pEryJMpOBaHUU LI€H Ha JIEKapCTBEHHBIE
rpenapaTbl, BKIIOYEHHbIE B MEpeYeHb XM3HEHHO HEOOXOIMMBIX M BaXKHEMIIMX
JIeKapCTBEHHBIX [IpenapaToBy;

- mocranoBienue [IpaButensctBa Poccuiickoit @enepanuu ot 6 mas 2015
rojga Ne 434 «O pernoHaibHOM roCcyJapCTBEHHOM KOHTpOJIE 3a IPUMEHEHHEM LIEH
Ha JIEKapCTBEHHbIE MPENapaThl, BKIIOUEHHbIE B Iepe4eHb )KU3HEHHO HEOOXOAMMBIX
1 BOKHEWIIINX JIEKapCTBEHHBIX [IPENapaToBy;

- nocranoBienue [IpaButenbcTBa 3abaiikanbckoro kpast ot 13 nexabps 2021
roga Ne 491 «O pervoHajsbHOM TOCYJapCTBEHHOM KOHTpoje (Haasope) 3a
IpUMEHEHHEM IIeH Ha JIeKapCTBEHHbIe Ipenaparsl, BKIIIOUYEHHBIE B II€PEYEHb
KU3HEHHO HEOOXOJAMMBIX M Ba)XXHEHIIMX JIEKapCTBEHHbIX MpernaparoB Ha
TeppuTOpUH 3abaiKaabCKOro Kpas».

[TonHBIE TiEepedYeHb HOPMATUBHBIX IIPAaBOBBIX aKTOB, COZAEpPXaIIMX
obsi3aTeNbHbIE  TpeOOBaHWs, COOMIOZEHHE  KOTOPbIX  OLEHUBAaeTCs  IIpU
OCYIIECTBIIEHHH PErHOHAIBHOrO TOCYJapCTBEHHOro KOHTpois (Hag3opa) 3a
NpUMEHEHHWEM IIeH Ha JIeKapCTBEHHbIe IIpernapaThl, BKIIOYEHHBIE B IIEpEYeHb
KU3HEHHO HEOOXOAMMBIX W BaXHEWIIMX JIEKapCTBEHHBIX IpenapaToB, Ha
TeppUTOpUH 3aballKalbCKOro Kpas, C YyKazaHHeM HHGOpMalMH O Mepax
OTBETCTBEHHOCTH, NPHMEHSEMBIX IMpPU HX HApyLIEHWH, YTBEP)KIAEH IIPUKa30M
PCT 3abaiikanbckoro kpas oT 30 nexabps 2021 ronaNe  (omy6siMkoBaH Ha caiTe



PCT 3a6aiikanbckoro kpas (https://rst.75.ru/) B pasnmene «/lesrensHoCTh /
["ocymapcTBeHHBIH KOHTpOb (Haa3op) / I'ocynapcTBeHHBIM KOHTPOJIb (Haa30p) 3a
NpUMEHEeHHEeM IIeH Ha JIeKapCTBEHHbIE IpernapaThl, BKIIOYEHHbIE B II€pEYEHb
XHBJIIT / Ilepeuenr HITA ¢ o0s3arenbHbIMH TpeOOBaHUAMHU U Mepax
OTBETCTBEHHOCTH 32 UX HapyLIECHHUE).

2. Pa3bsicHEHUE KpUTEPUEB MPABOMEPHOTO
NOBEJICHHUS 10 HapyIIeHUsIM 00s13aTeNIbHBIX TpeOOBaHUH,
HauboJee yacto BeisiBisieMbix PCT 3abaiikanbckoro kpas

[Ip  OCYLIECTBIIEHHH PErMOHAJIBHOIO TOCYJAapCTBEHHOIO  KOHTPOJIA
(Ham3opa) 3a MpUMEHEHHEM LIeH Ha JIeKapCTBEHHbIE MperapaTsl, BKIOYEHHBIE B
nepeyeHb )KIU3HEHHO HeOOXOIMMBIX U BAYKHEHIIIMX JI€KapCTBEHHBIX [TPENapaToB, Ha
Tepputopun 3abalikanbckoro Kkpas, 3a 2021 rox HapylleHHs IIOpsiaKa
IEeHOOOpa30BaHusl, BBIPAKCHHBIE B 3aBBILLIEHUHU peryJupyeMbIX
PCT 3abaiikanbckoro Kpas MpeIeibHbIX PO3HHYHBIX HaI0aBOK K (aKTUYECKUM
OTITyCKHBIM II€HaM MPOU3BOJAUTENEH JIeKapCTBEHHBIX [IPENapaToB, BKIIOUYEHHBIX B
repeveHb )XKU3HEHHO HEOOXOIUMBIX U Ba)KHEHIIMX JIEKapCTBEHHBIX IPEnapaToB
(mamee — mpemenbHbIE PO3HUYHbIE HAAOaBKH), OTBETCTBEHHOCTh 3a KOTODbIE
npexycmotpena cratbeil 14.6. KoAIl PD He BbisiBiIeHBI. AIMHUHUCTPAaTUBHBIE
HaKa3aHUs 3a YyKa3aHHble HaApyLIeHWs HaKIaAbIBAlOTCSI HAa WHIAUBUOYaJIbHBIX
npeanpyuHAMATEe, Ha OpUIMYEeCKHe W JODKHOCTHBIE JMIa B BHAE
aIMUHUCTPATUBHBIX IITPa(OB.

Heobxonumo OTMETUTD, 4TO HOPMAaTHBHO-IIPABOBBIE aKTBI
PCT 3abaiikanbckoro kpas 00 yCTaHOBIEHHH IpelebHbIX POZHUYHBIX Hag0aBoOK
nyonukyoTes Ha  obpunmanbHoM caiite  PCT  3abaiikanbckoro — Kpas:
http://pcr.3abaiikansckuiikpaid.pd/, B  pazpmene esrenbHocts /  Cdepsl
perynupoBanusi / CouunanbHast chepa / JlekapcTBeHHbIe npenapatsl/ MHGopManys
s notpedureneid XKHBJILL

HauGonee pacnpocTpaHeHHble MPUYUHBI 3aBBILIEHUS YCTAaHOBIEHHBIX
HpeJebHbIX PO3HUYHBIX HAI0AaBOK CyObeKTaMH KOHTpOJs (Haa3opa), a TakKxke
KPUTEPHUH MTPABOMEPHOTO MOBEIEHHSI, 103BOJISIOLINE IPEJOTBPATUTH COBEPLIEHHE
HapyIIeHHH 0053aTeNIbHBIX TPeOOBaHUH MpecTaBlIeHbl B TabauLe 1.

Tabnuua 1
Kpurepuu npaBoMepHOIro noBeAeHUs
No [Ipuunna HapyLIeHUS PHTEP p p & ’
IpeIoTBpalllatolIe COBEPIIEHHE
/i nopsiJika LIeHO0Opa30BaHUs . o
HapyIIeHu! 00s3aTebHBIX TPeOOBaHUH
OmunboyHoe OTHECEHUE [IpuMeHsTh NIpy ONpeneIeHUN
(haKTUYECKOU OTIIYCKHOU MpelIeIbHOrO pa3Mepa pO3HUYHON
1 LIEHbI IIPOU3BOAUTEIIS Han0aBKH, yTBepxaeHHbIe [ [pukazamu
JIEKapCTBEHHOIO Iperapara K PCT 3abaiikaibCKOro Kpas, ¢
HEBEPHOM LIEHOBOM OTHEeCeHHEeM (PaKTUYECKOH OTITyCKHOH
KaTeropuu, B pe3ysibTaTe [IEHbI TPOU3BOIUTEIIS JIEKAPCTBEHHOIO
KOTOPOr0 NPOUCXOAUT npernapara K COOTBETCTBYIOLIEH




3aBbIIIIeHHE TapUu(OB. LICHOBOM KaTEropuH.

3. HoBble TpeOoBaHUsS HOPMATUBHBIX IPABOBBIX aKTOB,
coOJII0/IeHUe KOTOPBIX OLIEHUBAETCS ITPHU OCYILIECTBIEHUU
PCT 3abaiikanbCcKoro Kpasi KOHTPOJIbHOU IeSITeTbHOCTU

Corpynnukamu PCT 3abaiikanbckoro Kpass Ha peryjsipHOd OCHOBe
MTPOBOJIUTCS MOHUTOPUHT HOBOBBE/IEHUH J€HCTBYIOIIErO 3aKOHOAATENbCTRA.

B cootrBerctBun ¢ npukazom D®AC Poccun or 9 centssops 2020 roma
Ne  820/20 «O6 yrtBepxaeHuH MeTONMKHA  YCTAHOBJEHUS OpraHaMHu
UCIIOJTHUTEBHON BiacTu cyObekToB Pocculickoit ®enepauuu mnpenenbHbIX
pa3MepoB ONTOBBIX U MTPeAeNbHBIX pa3MePOB PO3HUYHBIX HAI0ABOK K (PaKTUYECKUM
OTIIYCKHBIM  II€HaM, YCTaHOBJIEHHbIM IPOU3BOJUTEISIMU  JIEKaPCTBEHHBIX
npernaparoB, Ha JIEKapCTBEHHbIE Mpenaparhl, BKIIOYEHHbIE B EpEeYEHb KU3ZHEHHO
HEOOXOAMMBIX W BaKHEWIIMX JIEKapCTBEHHBIX IpenaparoB» H3MEHUIach
b depeHManus pa3MepoB CpeHEB3BEILIECHHON Ha0aBKH 110 EHOBBIM IPyIIIaM:

10 100 py6uieil BKIIFOUUTENBHO;

ot 100 no 500 pyGelt BKIFOYUTEILHO;

csbire 500 pyOneid.

Panee ObLM 11IEHOBBIE TPYIIIHI:

10 50 py6ieil BKIIFOUUTENBHO;

ot 50 no 500 pyOsneit BKJIFOUHTENBHO;

cBbliie 500 pyOunei.

B cBs3u ¢ atim 3a 2021 rox B cdepe neHooOpazoBaHUs Ha JIeKapCTBEHHbIE
npenapaThl, BKJIIOYEHHbIE B MepeyeHb JKU3HEHHO HEOOXOOUMBIX U BaKHEHIIHMX
JIEKapCTBEHHBIX NpernapaToB, HOBble TPeOOBaHUS HOPMATUBHBIX IIPABOBBIX AKTOB,
HapylieHus:  o0s3aTelbHbIX  TpeOOBaHM  KOTOPBIX  OLEHUBAIOTCS  IIpU
OCYIIECTBIICHMM KOHTPOJBHOM JesiTelbHOCTH (B oOsiactu Haubosee dYacto
BBISIBIISIEMBIX HapyIlIeHWi) NpPOM30LUIM CO BCTYIUIEHHEM B CHIy IpHKasza
PCT 3a0aiikansckoro kpas oT | oktsaops 2021 roma Ne 153-HITA «O6
YCTaHOBJICHMM TIPEAENIbHBIX pa3MepoOB OINTOBBIX HaA0aBOK M MpeHesbHbIX
pasMepoB  pO3HMYHBIX HaA0aBOK K (aKTUYECKHMM OTIYCKHBIM Li€HaM,
YCTaHOBJIEHHBIM  TNPOU3BOJUTENSIMM  JIEKAPCTBEHHBIX  IIperaparoB,  Ha
JIeKapCTBEHHbIE MpenapaThl, BKIIOYEHHbIE B IEpeYeHb KU3HEHHO HEOOXOIUMBIX U
BaXHEUIINX JIEKaPCTBEHHBIX MIPENapaToB, Ha TEPPUTOPUHU 3abalKaIbCKOTO Kpas».

4. OcHOBHBIE pPEKOMEH/IAIIUHU 10 COOJIIOICHHUIO 00s3aTeNbHbIX
TpeOOBaHUI HOPMaFUBHBIX AKTOB C YYETOM IIPABOIIPUMEHUTEIbHOMN
npaktuku PCT 3abaiikanbckoro kpas

C  ydetoM  pe3ynabTaToB  KOHTPOJBHO-HAA30pDHOW  JesTEeIbHOCTU
PCT 3abaiikanbckoro kpas B 2019-2021 romax npezncraBisieTcsi HEOOXOIAUMBIM
pPEKOMEHI0BaTh MOAKOHTPOJIbHBIM CyOBEKTaM clieyoliee:



— TPUMEHATh NpU pealu3alvM JEeKapCTBEHHBIX IpenaparoB Haa0aBKH,
cootBeTcTBYIOIIME yTBepkieHHbIM PCT 3abalikasibckoro kpas;

— CBOEBPEMEHHO U B IIOJHOM OOBeMe OCYIIECTBISTh pPacKpHITHE
UHQOpPMaLlMd O CBOEH JeATeNbHOCTH M HaNpaBisATh COOTBETCTBYIOIIHE
yBenomiueHus B aapec PCT 3abalikanbckoro kpasi;

— co0moaTh YCTaHOBJIEHHBIE 3aKOHOAATEIbCTBOM CPOKH OOpalleHHs C
3asiBlIEHUEM 00 YCTaHOBIIEHUMHU Ha/10aBOK Ha OYepeIHOM IMeprol peryIUpOBaHHS;

- obpamatecss B azapec PCT 3abaiikanbckoro kpasi ¢ 3asBiIeHHEM 00
YCTaHOBJIEHUU Tapu(OB B KpaTdaIlMii CPOK C MOMEHTa Haydajga OCYIIECTBIECHUS
peryjaupyeMoro BHJa JesTEIbHOCTH, C MOMEHTAa W3MEHEHHS CHCTEMBI
HAJIOroO0JIOXKEeHHs,  peOpraHu3aldd  IOPUIUYECKOro  JIMLA,  H3MEHEHHs
UMYIIECTBEHHOI0 KOMIUIEKCa, UCIIOIb3yEeMOrO Uil OCYIIECTBIICHHS PETYIUPYEMOM
JeSTEIbHOCTH U MPOYMX CYLIECTBEHHBIX H3MEHEHHMH;

— He jomyckartb (akToB npenocrasieHus B agpec PCT 3abaiikambckoro
Kpasi 3aBeIOMO HEeIOCTOBEPHBIX TOKYMEHTOB U HH(GOPMAIIUH;

— IPOBOJUTH MOHUTOPUHI M3MEHEHUN HOPMATUBHBIX NPABOBHIX aKTOB B
peryiaupyeMbIx cepax, myOauKyeMbIX B TOM 4rciie, Ha caiite PCT 3abaikansckoro
Kpasi;

— ofecnieuuBaTh  B3aMMOJAEWCTBHE C  JO/DKHOCTHBIMH  JIHI[AMH
PCT 3abaiikanbckoro kpas 1o BoIpocam coOIoieHus 00s3aTeNbHbIX TPeOOBaHUN;

— obecnedynTh OOHOBIEHHE TMPOTrpaMM aBTOMATH3MPOBAHHOIO YydYeTa
JIEKapCTBEHHBIX IIpenapaTroB JUisi CBOCBPEMEHHOW aKTyalM3allid Haa0aBOK Ha
JIEKapCTBEHHBIE IIpenaparhl, BKIIOYEHHbIE B IEPeYeHb KU3HEHHO HEOOXOAMMBIX U
BaXHENIINX JIEKAPCTBEHHBIX MPENapaTos;

— ofecneunuTh MNpaBUIIbHOE 3aHECeHHWE (DAKTHUYECKOH OTIYCKHOM IIEHEI
NPOU3BOAMTENS JIEKAPCTBEHHOrO Ipernapara K BEepHOW IEHOBOW KaTeropHH B
IpPOrpaMMbl aBTOMATU3UPOBAHHOIO yUueTa JIEKapCTBEHHBIX IPENapaToB.




