INPABUTEJIBCTBO CAHKT-IETEPBYPTA

IIOCTAHOBJIEHHUE

O BHeceHNH M3MeHeHMii B IOCTAHOBJICHHE
IIpaButenncrBa Cankr-IleTepGypra
or 25.10.2013 Ne 809

B coorercTBuM co cratheil 8.1 ®@epmepansHOro 3akoHa or 26.12.2008 Ne 294-03
«O  3amuTe NpaB  IOPUAMYCCKHX I M MHIMBHAYAIBHBIX  IIpEANPHHAMATEIICi
IpH OCYIUECTBJICHHH T'OCYIAapCTBEHHOrO KOHTPOJIA (HaJ30pa) U MYHHIHUIIAILHOT'O KOHTPOJIS»
[TpaBurenscTBo Cankr-IleTepOypra

IIOCTAHOBJISIET:

1. Baectn B mocranoBienue IIpasurenscrea Cankt-IlerepOypra ot 25.10.2013 Ne 809
«O6 yrBepxaenun Ilopska opraHu3aIiuy 1 OCYIECTBIEHUS PETHOHAIBHOTO FOCYAapCTBEHHOTO
KOHTpONs (Hag3opa) B 0OTAaCTH pPEryIHpPOBaHWS UeH (TapudoB) Ha TEPPUTOPUM
Cankr-lIlerepOypra W. 0 BHECEHMM M3MCHEHHMH B IIOCTAaHOBJAEHHME IIpaBHMTENHCTBA
Canxr-IlerepGypra ot 13.09.2005 Ne 1346» creayronuye n3MeHEHMS:

1.1. ITyBKT 1 MOCTAaHOBJICHNS ITOCIIE CIIOB «COTIACHO IIPUIIOKEHUIO» JOIOIHUTE LU poit
«In.

1.2. IIpunosxeHue K IOCTAaHOBIEHUIO CIUTATH IPUIOKEHUEM 1.

1.3. IonoIHUTE IOCTaHOBJIEHHE ITYHKTOM 2 CJIEAYIOMIEr0 COAEePIKaHMU:

«2.  YTBepmUTP  KPUTCPHUH  OTHECEHHMs  JEATEILHOCTH  IOPUAMYECKMX  JIHIY
Y HHIUBHAYAJIBHBIX IPEANPUHUMATENIEH, OCYLIECTBIAIOIINX PErYIHPYEMYIO IeSTEIbHOCTD,
K KaTeropusM pHCKAa IIPH OCYIIECTBIEHHHM PETHOHATIBHOIO TOCY/apCTBEHHOTO KOHTPOJIS
(mag3opa) B 00NacTH peryaupyeMBIX TOCYHapCTBOM IieH (TapuoB) Ha TEPPHTOPHU
Cankr-IleTepOypra corinacHO MPUIOKEHHIO 2.

1.4, JIomOMHUTH IOCTAHOBICHUE NPHIOKEHHEM 2 B PEHAKIHM COTJIACHO IIPHJIOKEHHUIO
K HaCTOALIEMY ITIOCTaHOBJICHUIO.

1.5. IIyHKTHI 2 ¥ 3 IIOCTaHOBIEHHUS CUUTATh IYHKTaMH 3 B 4 COOTBETCTBEHHO.

2. KoHTponb 3a BBIIOJIHEHHEM IIOCTAHOBIECHUS BO3JIOKHTh Ha BHIeE-IyOepHATOpa
Cankr-IletrepOypra Anbuna 1.H.

BpeMeHHO HCTIOJIHAIOIMIMIA 00SI3aHHOCTH
I'ydbepnaropa Cankr-lIleTep6ypra A.Jl.Bernos



IIpunoxenune

K IIOCTaHOBJICHUIO

IpasutenscrBa Cankr-IlerepGypra
oT . Ne

KPUTEPUHN OTHECEHUA
AeATeIbHOCTH I0PUANYECKHX JIAI i MHAHBHAYANLHBIX NPeANPUHUMATEIEH,
OCYIIECTBJISIIOLIAX PETYJIUPYEMYIO JesiTeIbHOCTh, K KATerOPHAM PUCKA
HPH OCYIeCTBIEHHH PErHOHANLHOI0 IOCYIaPCTBEHHOr0 KOHTPOJIS (Haa30pa)
B 00JIaCTH peryJupyeMbIX rocyiapcTBoM lieH (TapudoB) Ha TepPUTOPHH
Cankrt-IlerepOypra

1.  Hacrosmme  KpUTEpHH  OTHECEHHS  HEATENBHOCTH  IOPUAMIECKHX  JIMIY
H MHIUBHIYAJIbHBIX MPCANPUHUMATENIEH, OCYINECTBIAIOIIMX PEryJIupyeMyi0 IeATEbHOCT
(manee — X03HCTBYIOIME CYOBEKTHI), K KATErOPHsAM PHCKA IIPH OCYLIECTBAEHNH PErHOHATHHOIO
FOCY/IapCTBEHHOTO KOHTpONsA (Hajg3opa) B OOJACTH pPEryJUpyeMBIX TOCYJapCTBOM LEH
(tapudos) Ha TeppuTopun Canxr-IlerepOypra (manee — KpuTepuu) pa3paGoOTaHBl B LEILIX
peanuzanuy moyoxkeHud craten 8.1 dexepanbHoro 3akoHa or 26.12.2008 Ne 294-03
«O zammure nOpaB  IOPHUAMYECKMX JIMI M WHAMBUAYAIbHBIX  IIpeAlpUHMMATeNeH
IPU OCYIIECTBJICHUN TOCYAapCTBEHHOTO KOHTPOJA (HaA30pa) M MYHHUIMIIAIBHOTO KOHTPOJISDY
u B cootBerctBMM ¢ IlpaBmiamMm OTHECEHMS JEATEIBHOCTH  IOPMOMYECKMX  JIHII
U MHIMBUAYAJBbHBIX IpPEANPUHUMATENEH M (MIM) HUCHOMB3YEMBIX HMH IPOM3BOACTBEHHBIX
O0BEKTOB K ONpENEIEeHHOH KAaTeTOPUH PHCKAa WM ONPEIEIEHHOMY Kiaccy (KaTerOphH)
ONIaCHOCTH, YTBEPKACHHBEIMH 1ocTaHOBIeHHEM ‘[IpaBurensctBa Poccuiickoit ®eneparuu
ot 17.08.2016 Ne 806.

2. PervoHanbHBI TOCYHapCTBEHHBIM KOHTPOJb (HAA30p) B OOIACTH PETYIHPYEMBIX
rocyaapcTsoM 1ieH (Tapudos) Ha Tepputopun Cankt-IlerepOypra ocymectpisercs KomureTom
no tapudam Canxr-IlerepGypra B coorBerctBun ¢ Ilonoxenunem o Komurere mo Tapudam
Canxr-IletepOypra, yTBep)KACHHBIM IocTaHOBIeHHeM IlpasurensctBa Canxr-IletepOypra
or 13.09.2005 Ne 1346, B cdepax 3meKTpoCHAOKEHNSA, TEIIOCHAOKEHHUS, Ta30CHAOKEHMS,
BOJOCHAOXEHHS M BOJOOTBEICHUS, OOPAINCHHSA C TBEPHBIMH KOMMYHAJIBHBIMH OTXOIaMH,
TPaHCIIOPTHOrO  OOCIY)XMBaHHS, a TaKXKe pealn3alud JIEKapCTBEHHBIX IIPENapaTos,
BKJIIOYEHHBIX B I1IEPEYEHDb JKU3HEHHO HEOOXOIMMBIX U BaXKHEHIITNX JIEKAPCTBEHHBIX IIPEIapaToB.

3. OTHeceHHME AEATEIBHOCTH XO3SHCTBYIOIMX CYOBEKTOB K OIPEICIICHHON KaTeropuu
PHCKa IIPH OCYLIECTBJIIEHUN PErHOHAIBHOIO TOCYAAPCTBEHHOTO KOHTpPOJNIA (Hax3opa) B 00yacTH
perylupyeMsIX rocyaapctBoM 1eH (tapudoB) Ha Teppuropum Cankt-IlerepOypra
OCYILIECTBJIACTCA C YYETOM TSDKECTH NOTEHUIUANbHBIX HETAaTUBHBIX IOCIEICTBUI BO3MOKHOTO
HecoOmoaeHus TpeOOoBaHUH 3aKOHOJATENECTBA B Cepe rocyJapCTBEHHOI0 PETYIHMPOBAaHUS LIEH
(TapudoB), OLEHKH BEPOATHOCTH HX HECOONIONEHMS, a TaKxke MacumTaba 3KOHOMHYECKOM
IESTEIbHOCTH U COIMATBbHO-9KOHOMHYECKOH 3HAYUMOCTH OTpaciu (Cepbl) OCYILECTBIIEMON
PETYIHUPYEMOH EATEIHHOCTH B COOTBETCTBUHU C IIPUIOKEHUEM K HACTOAIIUM KPUTEPUSIM.

4. TlepuoAMYHOCTH IPOBEACHHUS IUIAHOBEIX IIPOBEPOK XO3AMCTBYIOIIUX CYOBEKTOB
Ha Tepputopun Cankr-llerepbypra ycTaHaBiuBaeTcs B 3aBUCHMOCTH OT IIPUCBOCHHOHM
UX JIEITEIbHOCTH KaTeTOPHUHU PUCKa, €CJIM UHOE HE YCTAaHOBJICHO (efepalbHBIMH 3aKOHAMH:

JUIA KaTETOPUH CPEIHEro pUCKa — He Jallle 4e€M OAMH pa3 B 3 roxa;

JUISI KAaTEeTOpPHU YMEPEHHOr0 PUCKa — He Halle YeM OJUH pa3 B 5 J€T;

JUISL HU3KOM KaTeropuu pHCcKa — IUTAHOBbIE IPOBEPKH HE HPOBOAATCS.

5. OTcuer nepuoaoB, yKa3aHHBIX B IIYHKTE 4 HACTOSIIMX KPUTEPHUEB, HAUMHACTCA CO JHA:



rocyIapcTBEHHOM perucTpanuu IOPUIAYECKOTO TULA, HHAMBUYaIEHOTO
HPCANPUHUMATEIIS,  OCYIECTBIAIOUIETO PETYIHPYEMYIO  JESTEIBbHOCTh Ha TEPPUTOPHH
Cankr-Ilerep6ypra;

OKOHYaHMS IpPOBENCHHA MOCIHENHEH INIAHOBOH IpOBEpKM IOPUIMYECKOTO  JIMIA
(ero  dunmanos, [IPEACTaBUTENBCTB,  OOOCOONEHHBIX  CTPYKTYPHBIX NoJApa3IereHuit),
MHANBHAYAJIIBHOTO  IPEMIPHMHAMATENS, OCYIIECTBIMIONIETO PETYIUPYEMYIO  JIEATEIHLHOCTD
Ha Tepputopur Caukr-IleTepGypra;

Hadaa OCYIIECTBICHUS IOPHANYECKHM JHLOM (€ro (uIMazaMi, IIPEJICTABUTEIbCTBAMH,
060COONIEHHBIMA  CTPYKTYPHBIMH IIO/Ipa3/IeNIeHUAIMM), WHAMBUIYAIbHEIM TIPEAIPHHAMATEIEM
pPerynupyemMoil NesSTEeIbHOCTH B Canxr-Ilerepbypre B COOTBETCTBHH C NIPEJICTABIIEHHLIM
B YHOJIHOMOYEHHBIH B COOTBETCTBYIOLIEH cepe OpraH HCIONHMTETHHON BIACTH cyOnexTa
Poccuiickoit  ®enepanun YBEIOMJICHHEM O Hadale OCYIIECTBIEHHS TaKOrO BHIA
IPEAIPHHAMATENECKON /IEATENPHOCTH, THOO BCTYILICHHEM B 3aKOHHYIO CHJIy HOPMATHBHO-
IIpaBOBOrO aKTa yIOJHOMOYEHHOI'O B COOTBETCTBYIOIIEH cdhepe OpraHa HCIONHATETHHOM BIACTH
cydbekta Poccuiickoii @enepau 06 YTBEPKICHHU LEH (Tapn¢oB) IOPUIMYECKOTO JTHIA
(ero  (QWIMaNoOB, NPENCTABHTENBCTB, 000COGICHHBIX CTPYKTYPHBEIX  IIOJpa3/ieJICHHI),
HHIBHUIYaIBHOTO IPEIIPUHUMATEIS.



IIpunoxeHne K KPUTEPUSIM OTHECEHHS
JEATEIbHOCTH I0PUINIECKUX JIMI]

U MHAVBUAYATbHBIX IPEANPUHAMATEIIEH,
OCYLIECTBIIAIONINX PETYIHPYEMYIO
JEATENLHOCTD, K KATETOPHSM PUCKA IIPU
OCYILIECTBIICHHH PETHOHAIBLHOTO
rOCYapCTBEHHOIO KOHTPOJIA (HaI30pa)
B 00JIaCTH PETYIHPYEMBIX FOCYIaPCTBOM
1eH (TapudoB) Ha TEPPUTOPUN

KATEI'OPUU PUCKA
NpH OCYLUECTBJICHHH PErHOHAILHOr0 roCyJapcTBEeHHOI0 KOHTPOIN (Haa30pa)
B 00J1aCTH peryMpyeMbIX rocyaapcTBOM IieH (Tapu()0B) HA TEPPUTOPHA

Cankr-IlerepOypra

Canxr-IlerepOypra

HHb1e x034icTBYIOIKE
CyOBEKTEI, Y KOTOPBIX
OTCYTCTBYIOT B TEUEHHE
3 neT Ha JIeHb NPUHATUSA
pEHIEHUS O IPUCBOCHUH
(U3MEHEHHH) KaTeropun

Xo3siicTByromue pHCKa BCTYIIHBIIIEE
CYOBEKTHI B 3aKOHHYIO CHITY
C YCTaHOBJICHHBIM IIOCTaHOBJICHHE
00BeMOM 0 Ha3HaYCHUH
HeoOxoaumon aJIMUHUCTPATHBHOT'O
BaJIOBOM BBIPYUKH HaKa3aHUA I0PUIUIECKOMY
6o st JIULLY, €r0 JODKHOCTHBIM
Ne 9KBUBaJICHTHBIM . JVILaM, HHANBUIYATEHOMY
Bun nestensHOCTH XO3SICTBYIONTHE
/n nokasaTesneM CyGbeKTHI IIpEANPUHUMATEITIO
IO PETYINPyEeMOi 3a COBEpIICHNE HAPYIICHUS
JesTEeNHHOCTH 3aKOHOJATEILCTBA
Ha roj Poccuiickoit ®enepanuu
HPEIIIECTB YOI B O0JIaCTH peryIupyeMBIX
IOy IIPOBEPKHU rOCY/IapCTBOM IICH
Oosee (TapudoB), KOTOpEIMHU
200 MutH. pyo. IIPUYUHEH MaTepHaTbHBIN
yiep6 rpaxaaHam,
OpraHM3auaM U(Hin)
rOCyAapcTBY, a TAKXKe
IIpUYUHEH Bpex (yuiep0)
HHBIM BUJIAM OXPaHAEMBIM
3aKOHOM IIEHHOCTAM
1 2 3 4 5
1 |HesarenpHOCTH
B cepax KaTeropus
KaTeropus
JNEeKTPOCHAOKEHHS, YMEPEHHOT O KaTeropus HU3KOTO PHCKa
CpEHEro pucka
TEIUIOCHAOKEHU S, pHcKa
ra3zoCcHabXXeHusl,

BOJOCHAOXEHUSA




U BOJTOOTBEJ/ICHMS,
obpareHus

C TBEPALIMU
KOMMYHAJIBHEIMU
OTXOHaMH,
TPaHCIIOPTHOTO
00CITy KUBAHUS

2 |lesTeNnsHOCTE

B cdepe peanuszanuu
JIEKapPCTBEHHBIX
[IpenapaTos,
BKIJTFOUEHHBIX

B IIEPEYEHB )KU3HEHHO
HEO0XOUMBIX

¥ BaXXHEHIIIHIX
JIEKapCTBEHHBIX
mpenapaTop™*

KaTeropud yMEpCHHOI'O pHUCKa

* B ciydae OCYIIECTBIEHHS XO3AHCTBYHOIIUM CyOBEKTOM HECKONILKUX BHJIOB
PETYIHPYeMOH HEATENBPHOCTH YCTAaHOBJIEHHBIH 00beM HEOOXOMUMON BaJIOBO BEIpYYKH
00 OSKBHBAJIEHTHBI I[IOKAa3aTeNb ONPEAEIICTCS CYMMapHO II0 BMJAM PErYIAPYEMOM
JeATENBHOCTH.

** XozsifcTByoImue CyOBEKTHI, OCYIIECTBIIIONIAE AEATEILHOCTD B chepe peanusanuu
JICKapCTBCHHEBIX NPENApPaTOB, BKIIOYEHHEBIX B IEPEYCHD KXKU3HEHHO HEOOXOAUMBIX M BaXKHEMIIINX
JIEKapCTBCHHBIX TPENapaTOB, OTHECEHBI K KATETODMH YMEPEHHOTO pPHUCKa 0e3 BO3MOXKHOCTH
OTHECCHHMS K KaTErOpUH HU3KOI'O PHUCKA 10 IIPHYMHE 3HAUUMOCTH HOTEHIIMAIBHEIX HETaTHBHBIX
COLMANLHBIX ~ MOCHENCTBUH  BO3MOXHOTO  HECOOMIOACHWS HaHHBIMA  XO3SHCTBYIOIIMMH
cyObeKTaMH 00s3aTeNbHBIX TpeGOBaHMI, a TaKke OTCYTCTBHEM BO3MOXXHOCTH OIpEIEICHUS
TIOKA3aTeNeH, 9KBUBAJICHTHEIX YCTAHOBICHHOMY 06heMy HE06XO0MMOM BATOBOI BEIPYYKH.
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Haganeauk OTzena HOpMAaTUBHO-IIPABOBOK

u cyne6Hoi paborsr Komutera
o Tapudam Cankr-IlerepOypra
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