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NPABUTENIbCTBO POCCUNCKOW ®EQEPALIUA
NOCTAHOBIJIEHUE
OT 29 UIOHA 2021 TOOA N 1049

O ®EAEPAIIbHOM rOCYOAPCTBEHHOM KOHTPOIJIE (HAA3OPE) B COEPE OBPALLEHUA
NEKAPCTBEHHbIX CPEOCTB

(c n3ameHeHuaMM Ha 25 nioHsa 2024 roga)

NHdbopmaunsi 06 3MeHSIIoLLMX JOKYMEHTaXx

,D,OKyMeHT C NBMEeHEHNAMUN, BHECEHHbIMU:

noctaHoeneHveMm [lpasutensctBa Poccunckon Penepaimm ot 30 Hoa6pa 2021 roaa N 2105 (OdmumanbHbIn UHTEPHET-
nopTan npasoBOW WHdopmaumMm www.pravo.gov.ru, 30.11.2021, N 0001202111300107) (sctynuno B cuny ¢ 1 mapta 2022
roga);

nocraHoeneHvem [lpaButensctea Poccurickon Penepaumm ot 10 moHa 2023 roga N 961 (OdmumanbHbii MHTEPHET-
nopTan npaBoBoOW MHopMauumn www.pravo.gov.ru, 11.06.2023, N 0001202306110006);

nocraHoenexnvem [lpasutensctea Poccurickon Penepaumm ot 25 moHa 2024 rona N 856 (OdpumumanbHbIl MHTEPHET-
nopTarn NpaBoBOW MHOPMaLMN www.pravo.gov.ru, 25.06.2024, Ne 0001202406250032).

B cootBetcTBMM ¢ PeaepanbHbiM 3akoHOM "OO6 obpalleHny NekapCTBEHHbIX CPeAcTB” M NyHKTOM 1 yactu 2 ctatbu 3
®denepanbHoro 3akoHa "O rocyaapCTBEHHOM KOHTRoNe (Haa3ope) v MyHuumnanbHOM KoHTpone B Poccuiickon denepaummn”
MpasuTtenbcTBo Poccuinckon depepavnm

NOCTaHOBNAET.

1. YTBepauTb npunaraemoe [lonoxeHune o dheaepanbHOM rocyAapCTBEHHOM KOHTpone (Haasope) B cdepe obpalleHus
NEKaPCTBEHHbIX CRECTB.

2. MNpusHaTtb yTpaTMBLLUMMK CUNY akTbl U OTAeNbHble NonoxeHusa aktoB [pasutenbctBa Poccuiickon depepauum no
NepeYvHIo COrnacHo NRPUNOXKEHUHO.

3. YcTaHoBUTb, YTO CO AHSI BCTYMMEHWS B CUIy HacTOSILLEro NMocTaHOBIEHUS MMaHOBble MPOBEPKM HOPUONYECKUX MU, 1
WHAMBMAYamNbHbLIX NPpeanpuHMMaTenein, BKIIOUYEHHbIE B €XerodHbIvi NaH NpoBeAeHNst MaHoBbLIX NPOBEPOK No deaepanbHOMyY
rocygapctBeHHOMY Hag3opy B cdepe obpalleHus nekapcTBeHHbIX cpeacTB Ha 2021 roa, nnaHoBble U BHEMfaHOBblE
KOHTpOmnbHble (HaA30pHbIE) MeponpuUATMA B pamKax rocyAapCTBEHHOro KOHTpons (Hagsopa) B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB, peLleHe O NPOBEAEHNM KOTOPbIX MPWHATO OO0 BCTYMNMEHWS B CWUMY HacTOSLWEro NOCTaHOBMEHMs, a
TaKKe KOHTPOSMbHble (HaA30pHbIE) MEePONpPUATUSA, HamnpasfeHHble Ha MPOBEPKY WCMOMHEHWA npeanucaHvin o6 ycTpaHeHum
BbISIBMEHHbIX HapylleHn ob6s3aTtenbHbiX TpeboBaHWI, BblAaHHLIX A0 BCTYNMEHUS B CUMY HACTOSLLEro MOCTaHOBMEHUA B
pamMkax NMLEH3NOHHOIO KOHTPOIS B cdepe hapMaLleBTUHECKON AeATENbHOCTU U beaeparnbHOro rocyaapCcTBEHHOro Haasopa B
cdepe obpalleHns nekapCTBEHHbIX CPeAcTB, MPOBOASATCA B COOTBETCTBUM C [lonoxeHuewm, YTBEPXOEHHbIM HacCTOALLUM
NOCTaHOBIIEHUEM.

4. HacTosiee noctaHoBneHne Bctynaet B cuny ¢ 1 nons 2021 r.

Mpencenatens NpasuTtenscTBa
Poccuinckon denepaumm
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M.MuwyctmnH

YTBEPXXOEHO

nocraHoBneHuem lNpaButenbcTBa
Poccumnckon ®epepauumn

oT 29 noHsa 2021 roga N 1049

MONOXEHWE O ®EAEPAINIbHOM FrOCYOAPCTBEHHOM KOHTPOIJE (HAO3OPE) B CPEPE OBPALLEHUA
NEKAPCTBEHHbIX CPEOCTB

(c n3ameHeHuaMM Ha 25 nioHsa 2024 roga)

I. OBLUUE NOJTOXXEHUA

1. Hactosiwee lMonoxeHne ycTaHaBnuBaeT MOPSAOK OpraHu3aumyM U ocyllecTBneHusi dpegepanbHOro rocygapcTBEHHOIO
KOHTpOns (Hagsopa) B chepe obpalleHnst nekapcTBEHHbIX CpeacTB.

2. MNMpegmeTom chbenepanbHOro rocyaapCTBEHHOro KOHTpons (Haasopa) B cdepe obpalleHns nekapcTBEHHbIX CPEeAcTB
ABNSATCS:

a) cobntofeHne puanyeckuMy nuuaMm U MHAMBMUAyanbHbIMU NPeANPUHUMATENSIMU, OCYLLECTBAAIOWNMU OEATENBHOCTL B
cthepe obpalleHna nekapCTBEHHbIX CPEeACTB (Oanee - KOHTponuvpyemble nuua) obsasatenbHbix TpebosaHui B cdepe
obpalleHns nekapcTBEHHbIX CPEACTB (aanee - obsi3atenbHble TpeboBaHWs), BKIOYas:

cobntogeHne TpeGoBaHWI K OOKIMHWYECKUM WUCCNedOBaHUSIM NEKapCTBEHHbIX CPEACTB, KMUMHUYECKUM WCCREQoBaHUAM
neKapCcTBEHHbIX NpenapaToB, M3rOTOBMEHUIO, XPaHEHUIO, NepeBo3ke, BBO3y B Poccuiickyto depepaumio, OTNycKy, peanusaumu,
nepegave, NpoAaXke JeKapCTBEHHbIX CPeACTB, MPUMEHEHUIO FEKAPCTBEHHbLIX MPENapaToB, YHUYTOXEHWUIO NEKAPCTBEHHbIX
CPeACTB, YCTAHOBMEHUIO NMPOM3BOAUTENSMU NEKapCTBEHHbIX NpenapaToB LieH Ha NekapcTBEHHble npenapaTtbl, BKMOYEHHbIE B
nepeYeHb XU3HEHHO HEOBXOANMbIX U BaXKHEWLLIMX FIeKapCTBEHHbIX NpenapaTos;

COOTBETCTBME J1€KAapPCTBEHHbLIX CPEACTB, HaXoAslMXcs B obpalleHun, nokasatensMm kavectBa, 3(P(EKTUBHOCTM U
6e30nacHOCTU, YCTAaHOBMEHHbLIM B COOTBETCTBUMN C PeaepanbHbiv 3akoHoM "O0 obpallieHnn NeKapCTBEHHbIX cpeacTB”;

0) cobniogeHne KOHTPONMpyeMbIMU uamn TpeboBaHWI, Yka3aHHbIX B YacTn 1 ctatbn 671 PenepanbHoro 3akoHa "O6
o0pallleHn NeKkapcTBEHHbIX CPeacTB”, OrpaHWYeHun, YCTAHOBMNEHHbIX cTatbamu 67 1 u 67 2 PenepanbHoro 3akoHa "O6
obpalllieHnn nekapcTBeHHbIX CPeacTs”;

B) cobntogeHmne NMUEeH3NoHHbIX TPeGoBaHUI K OCYLLECTBMNEHMIO (dapMaLeBTUYECKON AesATENbHOCTY;

r) cobnogeHme KOHTponMpyembiMy nuuamMmu TpeboBaHMi K NpefocTaBneHnio MHpopMaLumum 0 NeKapCTBEHHbBIX CPeacTBax U
(vnn) nekapcTBeHHbIX NpenapaTax, npeaycMoTpeHHon ctatbamu 91, 52_1, 52_2 n 64 PenepanbHoro 3akoHa "O6 obpalleHun
fNieKapCTBeHHbIX cpeacTs”.

(MopnyHkT B pepakumun, BBeaeHHou B Aencteue ¢ 3 monsa 2024 roga noctaHoeneHveM [lpaButensctBa Poccuiickon
DPenepaumu ot 25 mioHa 2024 rona N 856. - CM. npeabIayLLYO peaakLuo)

3. ®enepanbHbIfi roCyaapCTBEHHbIA KOHTPOSb (Haa30p) B cdepe obpalleHns NeKapCTBEHHbIX CPEACTB AN MEAULIMHCKOrO
npuMeHeHus ocyllecTensieTca PenepanbHon cnyxbor No Haasopy B cdepe 30paBOOXpPaAHEHUS U ee TeppuTopuarbHbIMU
opraHamu.

depnepanbHbIN rocyaapCTBEHHbIV KOHTPOMb (Haa3op) B cdepe obpalleHnss nekapcTBEHHbIX CPEACTB ANd BEeTepUHapHOro
npumeHeHnss ocyulectensderca ®egepansHon cnyxbom nNo BeTepuHapHOMY WU (OUTOCaHUTapHOMY Haasopy U ee
TeppuTopuanbHbIMU OpraHamu.

4. [OfMKHOCTHBIMM NWLAMK, YMOSHOMOYEHHbIMU Ha OCYLLECTBIIeHMe (heeparnbHOro TroCyAapCTBEHHOIO KOHTPOIs
(Hap3opa) B chepe 06palLeHNst NEKaPCTBEHHBIX CPEACTB ANt MEAMLIMHCKOTO NPUMEHEHWS, BNSAOTCA:
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a) pykoBoauTenb (3amectutenb pykoBoauTens)) depepanbHor cnykObl N0 Haasopy B cdepe 30paBOOXpPaHEHUsI
(TeppuTtopuransHoro opraHa PegepansHor crnyxobl No HAaA30py B chepe 3qpaBoOOXpaHEHNS);

6) pomkHocTHble nuua depdeparnbHoi crnyx6bl MO Haa3opy B cdepe 34paBoOXpaHeHUs (TeppuTopuanibHOro opraHa
depepanbHoi cnyx6bl Mo Hag3opy B cdepe 34paBOOXpaHeHus), B AOMKHOCTHbIE 06GS13aHHOCTM KOTOPbIX B COOTBETCTBUU C
[AOMKHOCTHLIM PernaMeHTOM WM AOMKHOCTHOM MHCTPYKUMEN BXOAUT OCYLLECTBREHWE MOMTHOMOYMIA MO OCYLLECTBMEHUIO
dbefepanbHOro rocyqapCTBEHHOMO KOHTpONsA (Hagsopa) B ciepe obpalleHns NeKapCTBEeHHbIX CPEACTB AN MEeAULMHCKOro
NpPYMEHEHWs!, B TOM YiCIe NpoBeAeHNe NPOodUNaKTUYECKUX MEPOMNPUATUIA U KOHTPOMbHBIX (HAA30PHBIX) MEPONPUATUN.

5. [OMKHOCTHbIMM FfMUaMK, YMOMHOMOYEHHBIMU Ha OcyllecTBreHue deaepanbHOro rocyAapCTBEHHOTO KOHTPOMS
(Hagsopa) B chepe obpallieHnst NekapCTBEHHbIX CPEACTB AN BETEPUHAPHOTO NPUMEHEHUS], SBMSIOTCS:

a) pykoBoauTernb (3amectuTenb pykoBoauTensi) ®egepanbHon cnyx0bl N0 BETEPUHAPHOMY U bUTOCaHUTApHOMY Haa3opy
(TeppuTopuransHoro opraHa PenepanbHoO Cry»0bl MO BETEPUHAPHOMY U (PUTOCAaHUTaAPHOMY Haa3opy);

6) momkHOCTHble nuua PepepanbHon cnyxObl MO BETEPUHAPHOMY U DUTOCAHUTAPHOMY HaA30py (TepputopuanbHOro
opraHa ®enepanbHon criy0Obl N0 BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HaA30py), B AOIMKHOCTHblE 0653aHHOCTU KOTOPbIX B
COOTBETCTBUM C AOIDKHOCTHBIM PErnamMeHToM WM LOOIPKHOCTHOW WHCTPYKUMEN BXOOWUT OCYLLECTBIEHME MOMHOMOYUA MO
ocyLlecTBneHno defepanbHOro rocyqapCTBEHHOIO KOHTpons (Hag3opa) B cdepe obpallieHnsi nekapcTBEeHHbIX CpeacTB Ans
BETEPUHAPHOIO MPUMEHEHWsI, B TOM 4MUCNe NpOBeAeHWEe NPOUNaKTUYECKUX MEPOMNPUATUA U KOHTPOIbHbIX (HaA30pHbIX)
MepOnNpUATUIA.

6. ﬂ,OJ’I)KHOCTHbIMI/I nmuamu, yYnoJIHOMOYEHHbIMU Ha NpUHATUE peLIJeHVIIZ O npoBeaeHUN KOHTPOJIbHbIX (Haﬂ,30prIX)
MepOI'IpI/IFITVIIZ B OTHOLUEHWUN NNeKapCTBEHHbIX cpeacTs Ana MeaunumnHCKOro npuMeHeHuaA, ABnAroTCcaA:

a) pykosogutenb ®epepanbHoi cnyxObl MO Hagsopy B cdepe 30paBoOOXpaHeHWs (TeppuTopuanbHOro opraHa
depgepanbHoOn cnyxbbl N0 Haasopy B cdhepe 3ApaBOOXPAHEHNS);

6) samecTuTenb pykoBoautens ®egepansHol cnyxobl No Haa3opy B cdepe 34paBooXpaHeHus (TepputopranbHOro opraHa
depnepansHon cnyxbbl Mo Hag3opy B cdepe 3apaBooxpaHeHus) (B cnydae Hanmumst y Hero COOTBETCTBYOLLMX MOSTHOMOYMI B
COOTBETCTBUMN C AOIPKHOCTHLIMU 0653aHHOCTSIMU, AOMMKHOCTHBIM PEFNTaMEHTOM UMW pacnpefeneHmem 06s13aHHOCTEN).

7. [OMmKHOCTHBIMK fMLaMW, YNOJTHOMOYEHHBLIMU Ha MNPUHATUE peLLIeHVIVI O npoBeaeHUn KOHTPOJIbHbIX (Ha,D,30prIX)
MepOI'IpVIFlTVIVI B OTHOLUEHUN NeKapCTBEHHbIX CPeaACTB AJid BETEPUHAPHOIo NpUMEeHEeHUA, ABNAIOTCA:

a) pykoBoauTenb PeaepansHoi Cryx6bl MO BETEPUHAPHOMY U (PUTOCAHUTApPHOMY Haasopy (TeppuTopUasribHOro opraHa
denepanbHol cry6bl No BETEPUHAPHOMY U (PUTOCAHUTAPHOMY Haa30pY);

0) 3amectutenb pykoBoautena depepanbHoM  CrykObl N0 BETEPUHAPHOMY W puTOCaHMTApPHOMY Hagsopy
(TeppuTtopunanbHoro opraHa denepanbHoin crykbbl Mo BETEPMHAPHOMY U (OUTOCAHUTApPHOMY Haa3opy) (B criydae Hanunyus y
HEero COOTBETCTBYIOLLMX MOFTHOMOYMIA B COOTBETCTBUM C AOIHKHOCTHbIMU 0DSA3aHHOCTSIMM, OOMKHOCTHBIM PErfnaMeHToM Wunu
pacnpegeneHmem ob6s3aHHOCTEN).

8. [omkHoCTHble nuua, ocyllecTenswwmne denepanbHbil rocygapCTBEHHbIN KOHTPOmnb (Haasop) B cdepe obpaleHus
nekapcTBeHHbIX CPEACTB, MPU NPOBEAEHUM KOHTPOMbHOro (Hag30pHOro) MeponpusaTvs B npedenax CBOMX MOMHOMOYUA U B
obbeme NpoOBOAMMbBIX KOHTPOIbHbLIX (HaA30pHbIX) AEWUCTBUA MONb3YOTCA NpaBamMu, YCTAHOBMNEHHbIMM YacTbio 2 cTatbu 29
®denepanbHoro 3akoHa "O rocynapcTBEHHOM KOHTPoMe (Haa3ope) v MyHuumnansHOM KoHTpone B Poccuinckon ®eanepaummn”.

9. K OoTHOLWEHNsM, CBSI3aHHbIM C OCyLlecTBneHvem denepansHOro rocyaapcTBEHHOro KOHTponsa (Hagsopa) B cdepe
obpalleHns nekapCTBEHHbIX CPEACTB, NPUMEHSIIOTCA nonoxeHus PenepanbHoro 3akoHa "O rocynapCTBEHHOM KOHTRONE
(Hapsope).u MyHuumMnanbHOM KoHTpone B Poccuiickon ®enepaummn”.

Il. OBBEKTbI ®EAEPAINIbHOIO rOCYOAPCTBEHHOIO KOHTPONA (HAO30OPA) B COEPE OBPALLEHUA
NEKAPCTBEHHbIX CPEOCTB

10. depepanbHasa cnyxba no Haas3opy B cdepe 3ApaBOOXPAHEHWUS U ee TeppuTopuanbHble OpraHbl OCYLLECTBASIHOT
denepanbHbIi TOCYOAPCTBEHHbIV KOHTPOnb (Hags3op) B cdepe obpalleHns NekapCTBEHHbIX CPeACcTB AN MEeAWLIMHCKOro
npumMmeHeHus, a PepepanbHasa cryxba no BeTepuHapHOMy M (PUTOCAHUTApPHOMY HaA30py M ee TeppuTopuarnbHbIE OpraHbl
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OCYLLECTBNSAT hefeparnbHblii roCyAapCTBEHHbIA KOHTPOMb (Hads3op) B cdepe obpallueHust nekapcTBEeHHbIX cpeacTB Ans
BETEPUHAPHOro NMpMMeHeHUs (ganee - opraHbl roCcyAapCTBEHHOIO KOHTPOMs) 3a credyrolwmmy obbekTamu (ganee - obbekTbl
rocyAapCTBEHHOMO KOHTPOSS):

a) AesATeNbHOCTb KOHTPONMpYeMbIX UL B cdhepe obpalleHusi NeKapCTBEeHHbIX CPeaCTs;

6) pesynbraTbl OESATENBHOCTM KOHTPONMUPYeMbIX NuL, B cdepe 0OpallleHns neKkapcTBEHHbIX CPeAcTB (HaxoasLuimecss B
obpalleHnmn Ha TeppuTopum Poccuickon depepauun);

B) MCMOSb3yeMble KOHTPONMPYEMbIMU NULAMU MPU OCYLLECTBIEHNN AEATENBHOCTU B chepe obpalleHusi NeKapCTBEHHbIX
CPeACTB 34aHus, MOMELLEHUS!, COOPYXXEHUs, 0GopyaoBaHUE (farnee - NPOM3BOACTBEHHbIE OOBEKTbI) U TPaHCMNOPTHLIE CPEACTBa,
K KOTOPbIM NpeabsaBnsaoTca obsizaTenbHble TpeboBaHus.

11. Y4yeT 0OBLEKTOB rocydapCTBEHHOrO KOHTPOSS OCYLLEeCTBNSAETCS MocpencTBom cbopa, oOpaboTku, aHanmsa u y4deTa
cBefeHun 06 obbekTax rocyaapCTBEHHONO KOHTPOMs, MHpopMaumy, NpeacTaBnsieMon opraHy rocyapCTBEHHOrO0 KOHTPOrs B
COOTBETCTBUN C HOPMaTUBHbIMKM MpaBoOBbLIMM akTamu Poccunckon degepauun, UHGpOpMauuu, Mory4aemMon B pamkax
MEXBEOMCTBEHHOIO B3aMMOOENCTBUS, a Takke obLiefocTynHonm uHdopmaumm 6e3 B3aMMOL4ENCTBUS C KOHTPONUPYEMbIMU
niuamum.

12. YyeT oObekTOB rocygapCTBeHHOIo KOHTPOJA OCYLWEeCTBIIAETCA OpraHOM rocygapCTBEeHHOro KOHTPOIid nocpeancTtBOM
BedeHNA nepeyHs 00beKkToB rocyaapCTtBeHHOIo KOHTPOJA. I'Iepequb 00bekToB rocyaapCTBE€HHOIO0 KOHTPOIiA COOEepPXUT

cneayoLLyo nHpopmaumio:

nonHoe HaunMeHoBaHWe Kpunan4yeckoro nuua, cbamvmvm, nMa " 0OT4eCcTBO (I'Ipl/l HaJ'II/NVII/I) nHamsmgyaribHoro
npeanpuHnmarens;

I/I,D,eHTI/I(*)MKaLI,VIOHHbIVI HOMep Hanoronnatenblinka opungndeckoro nmua, nHaneunayanbHOro npeanpuHnMaTerns;

agpec MecCTa HaxoxXaeHuAa W OoCyllecCTBleHUA OedATelibHOCTU  KOHTpOoJiMpyemMbiX Iy U UCnosb3dyeMbiX UMU
Npon3BOACTBEHHbIX 00BLEKTOB;

BUZ (BMAbI) AEATENBHOCTM B COOTBETCTBUM ¢ OBLLIEROCCUINCKIUM KNAacCUdMKaTOROM BUAOB 9KOHOMUYECKOWN AEATENBHOCTY;

PEKBU3UTBLI peLleHnst 06 OTHECEHUM OGBEKTOB roCyAapCTBEHHOIO KOHTPOSIS K KaTeropun prucka M ykasaHve Ha KaTeroputo
pvcka.

PasmelleHne nHdopmauun, ykasaHHOM B HACTOSILLEM MYHKTE, OCYLLECTBMASIETCA C y4eTOM TpeboBaHMIN 3akoHoAaTeNbCTBa
Poccuinckon ®eneparmm o rocyaapCTBEHHON TalHe.

lll. YNPABNEHUE PUCKAMU NPUHYUHEHUA BPEOA (YLLEPBA) OXPAHAEMbIM 3AKOHOM LIEHHOCTSAM MNMPU
OCYLWUECTBNEHUN ®EAOEPAIIbBHOIO rOCYOAPCTBEHHOIO KOHTPONA (HAO3OPA) B COEPE
OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB

13. OpraH rocynapCTBEHHOrO KOHTPOMsi MpW OCYLLIECTBNEHUN (hefepanbHoro rocyaapcTBEHHOrO KOHTpons (Haasopa) B
cepe obpalleHusi NekapCTBEHHbIX CPEACTB OTHOCUT OOBbEKTLI FOCYAapPCTBEHHOIO KOHTPOIS K OOHON 13 CriedyoLmX KaTeropum
pucka npuyinHeHust Bpeaa (ywepba) (nanee - kareropmm pucka):

a) BbICOKUI PUCK;
(MopnyHKT B pedakumn, BBeaeHHon B genctBue ¢ 19 uioHa 2023 roga nocraHoBneHvem [MpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLY0 peaakumio)

0) 3Ha4YUTENbHbLIN PUCK;
(MopnyHKT B pedakumn, BBeaeHHon B genctBue ¢ 19 uioHa 2023 roga nocraHoBneHvem [MpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLyio peaakumio)

B) CPELHUI pUCK;
(MognyHKT B pepakuuun, BBeAeHHow B gencteue ¢ 19 moHs 2023 roga nocraHoeneHvem [lpaButensctea Poccuickon
Ddenepaumu ot 10 mona 2023 roaa N 961. - Cm. npeabiayLLY0 peaakLu)
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) YMEPEHHbIN PUCK;
(MopnyHKT B pedakuun, BBeaeHHon B gencteue ¢ 19 uwoHa 2023 roga nocraHoBneHvem [MpaButensctBa Poccuiickon
denepaumm ot 10 mioHa 2023 roaa N 961. - Cm. npeablayLLY0 peaakumio)

) HU3KWNIA PUCK.

(MopnyHKT gononHuTenbHO BkNtoYeH ¢ 19 mioHa 2023 roga noctaHoBneHunem [MNpaButenscTBa Poccuickon denepauun ot
10 nona 2023 rona N 961)

14. OTHeceHVe 0ObEKTOB rocyaapCTBEHHOrO KOHTPOMS K onpeaeneHHoN KaTeropum pucka ocyLLeCTBASIeTCS Ha OCHOBaHWUA
KpUTEPUEB OTHECEHMSI OOBEKTOB rOCYy4apCTBEHHOIO KOHTpons (Hagsopa) B cdepe obOpalleHust NekapCTBEHHbIX CpeacTs Ans
MEANLUNHCKOIo NPUMEHEHUS K onpeaenieHHon KaTeropmm pucka cornacHo npunoxenuto N 1.

OTHeceHne OGBLEKTOB rocyapCTBEHHOrO KOHTPOMS K OnpefderneHHON KaTeropum pucka OCYLLEeCTBMSETCS Ha OCHOBaHMU
KpUTEPUEB OTHECEHMSI OOBLEKTOB rOCYNApCTBEHHOIO KOHTpONs (Hagsopa) B cdepe obpalleHus nekapcTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO NPUMEHEHUS K ONpeaenieHHon KaTeropnm pucka cornacHo npunoxenunto N 2.

15. ®enepanbHon cnyxbor No Hag3opy B cdepe 30paBOOXpaHEHMST OCYLLECTBISIIOTCA MEPECMOTP KaTeropum pucka,
NMPUCBOEHHOW paHee OOLEKTY rocygapCTBEHHOIO KOHTPOMs, B TEYEHME NSATU paboumx OHEW CO OHsI MOCTYMNEHUs CBEAEHUNA O
COOTBETCTBMM OOBbEKTA rOCYAapCTBEHHOIO KOHTPOMS KPUTEPUSIM PUCKa MHOW KaTeropum pucka nmbo 06 n3aMeHeHUn Kputepmues
pucka B COOTBETCTBMU C KPUTEPUSMU OTHECEHUSS OOBLEKTOB rOCYOAPCTBEHHOIO KOHTPOMNS K KaTeropusiM  pucka,
npegycMoTpeHHbIMK npunoxeHvem N 1 K HacTosLlemy [onoxeHuto.

d)ep,epaanon CJ'Iy)K60IZ no BeTepunHapHOMY " d.)VITocaHI/ITapHOMy HaA30py OCyLleCTBNAETCA NepeCcMOTp KaTeropmm pucka,
I'IpVICBoeHHOIZ paHee 061>e|<Ty rocygapCTBeHHOIro KOHTpOId, B Te4YeHue 5 pa6oq|/|x OHen co aH4 NOCTynJrieHnA cBedeHnn o
COOTBETCTBUN OObEKTA rocygapCTBEHHOIo KOHTPOIiA KpUTtepuam pucka NHOWN KaTteropumn pucka nnbo 06 n3mMeHeHUn Kputepues
pucka B COOTBETCTBUM C KpUtepndaMm OTHEeCEeHUA obbekToB rocygapCTBeHHOro KOHTpPOJIA K Karteropmam pucka,
npeaycMoTpeHHbIMU NPUNOXEHUEM N 2 k HacTodulemy [MonoxeHuto.

IV. YYET PUCKOB NPNYUHEHUA BPELA (YLLEPBA) OXPAHAEMbIM 3AKOHOM LIEHHOCTSAM NPU
NPOBEAEHUWN KOHTPOJbHbIX (HAA30PHbLIX) MEPONPUATUA

16. MnaHoBble KOHTPOSbHbIE (HaA30pPHbLIE) MEPOMNPUSTUS B OTHOLLEHUN OGLEKTOB rOCYAapCTBEHHOIO KOHTpONs B cdepe
obpalleHnsl NekapcTBeHHbIX CPEeACTB ANs MEeAULIMHCKOrO MPUMEHEHUs B 3aBMCUMMOCTU OT MPUCBOEHHOW KaTeropum pucka
NpPoBOASATCS CO crieayloLein NepruoanyHOCTLHO;

ONS KaTeropumn BbICOKOIO pucka OfHO M3 yKasaHHbIX KOHTPOJbHbIX (HAA30PHbIX) MEPONPUATUNA:
(A63au gononHutensHo BkNtoveH ¢ 19 mioHa 2023 roga noctaHoenenwem [pasutensctea Poccunckon denepaumm ot 10
nioHa 2023 rona N 961)

WHCMEKUMOHHBIN BU3WUT - OQWH pa3 B 2 roaa;
(A63au gononHutensHO BKNtodeH ¢ 19 mioHa 2023 roga noctaHoenenwem [Mpasutensctea Poccunckon denepaumm ot 10
utoHsa 2023 rona N 961)

Bble3qHasi NpoBepka - 0OAuH pa3 B 2 roaa;
(A63au gononHuTenbHO BKNtodeH ¢ 19 mioHa 2023 roga noctaHoenenwem [Mpasutensctea Poccunckon deanepaumm ot 10
utoHsa 2023 rona N 961)

JOKYMeHTapHasi NpoBepka - 0AuH pa3 B 2 roaa;
(A63au gononHutenbHO BKNtodeH ¢ 19 mioHa 2023 roga noctaHoenennem [pasutensctea Poccunckon denepaumm ot 10
utoHs 2023 rona N 961)

TekcTt/Pegakuna aokymeHTa noarotoenersl ACQ "Kopekc"
ana Kateropun 3Ha4YnTesibHOro pnucka oaHoO U3 yKa3aHHbIX KOHTPOJ1bHbIX (Ha/J,30prIX) MepOI'IpMFITI/IVIZ

MHCNEKLMOHHbIN BUSUT - oauH pas B 3 roaa;
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Bble3Hasi NpoBepkKa - OAuH pa3 B 3 roaa;

OOKyMeHTapHas NpoBepKa - OAvH pas B 3 roaa;

AN KaTeropmm cpegHero pMcka ogHoO M3 yKasaHHbIX KOHTPOSbHbIX (HaA30PHbIX) MEPONPUATUIAL
WHCMEKLMOHHbIN BU3UT - OAWH pa3 B 5 neT;

Bble3Hasi NpoBepKa - OAuH pa3 B 5 ner;

OOKyMeHTapHasi NpoBepKa - OAMH pas B 5 ner;

AN KaTeropmm YMepPEeHHOro pMcka 0gHO M3 yKasaHHbIX KOHTPOSbHbIX (HAA30PHbIX) MEPONPUSATUIA
WHCMNEKLMOHHbIN BU3UT - OAWH pa3 B 6 fneT;

Bble3Hasi NpoBepKa - OAMH pas B 6 NneT;

JOKyMeHTapHas npoBepka - oavH pa3 B 6 ner.

B oTHoweHun obbekToB rocygapCTBeHHOro KOHTPOJ1A, OTHECEHHbIX K Kateropum HMU3KOro pucka, niiaHoBbl€ NPOBEPKU HE
npoBOAATCA.

17. TnaHoBble KOHTPOSbHbIE (HAA30PHbIE) MEPOMNPUSATUS B OTHOLLUEHUM OOBEKTOB rOCYAapCTBEHHOrO KOHTPOMNsi B cdepe
oOpalleHnsi NekapCTBEHHbIX CpeacTB AN BETEPUHAPHOIO MPUMEHEHUSI B 3aBUCUMMOCTM OT MPUCBOEHHOW KaTeropum pucka
NPOBOAATCA CO criegyloLen NepuognyHoCTbIo:

AN KaTeropmm 3Ha4nTENbHOMO pUCKa OAHO M3 YKa3aHHbIX KOHTPOSbHbIX (HAA430PHbIX) MEPONPUSATUNR:

WHCNEKLMOHHbIV BU3NT - OAMNH pa3 B 3 roaa;

Bble3Hasi NpoBepkKa - OAuH pa3 B 3 roaa;

OOKyMeHTapHas NpoBepKa - OAvH pa3 B 3 roaa;

AN KaTeropmm cpegHero pMcka ogHoO M3 yKasaHHbIX KOHTPOSbHbIX (HaA30PHbIX) MEPONPUATUIAL

WHCNEKLMOHHbIA BU3NT - OONH pa3 B 4 roaa;

Bble3Hasi NpoBepkKa - OauH pas3 B 4 roga;

OOKyMeHTapHas NpoBepKa - OAVH pas B 4 roaa;

AN KaTeropmm YMepeHHOro pMcka 0gHO M3 yKasaHHbIX KOHTPOSbHbIX (HAA30PHbIX) MEPONPUSATUIA

WHCMNEKLUMOHHbIN BU3UT - OAWH pa3 B 5 NneT;

Bble3Hasi NpoBepKa - 0OAuH pas B 5 ner;

LOKYMeHTapHasi npoBepka - oauH pa3 B 5 ner.

B oTHOLEHMN 0GBLEKTOB roCcyaapCTBEHHOIO KOHTPOSS, OTHECEHHbLIX K KaTeropum HWU3KOrO pUcKa, MraHOBble KOHTPOMbHbIE
(Haa30pHbIE) MeponNpUSATUS HE NPOBOASTCS.

V. MPO®PUNAKTUKA PUCKOB NPUYNHEHUA BPEOA (YLWEPBA) OXPAHAEMbIM 3AKOHOM LIEHHOCTSAM
NMPU OCYLWECTBINEHUN ®EOQEPAINIbHOIO NOCYAAPCTBEHHOIO KOHTPONA (HAA30OPA) B CPEPE
OBPALLEHNA NEKAPCTBEHHbIX CPEACTB
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18. ®epepanbHas cnyxba no Hag3opy B cdepe 30paBOOXPaAHEHWUS €XErogHo YTBEPXAAeT nporpammy npounakTuku
pUCKOB MpuYMHeHUs Bpeda (ywepba) oxpaHsemMbiM 3aKOHOM LEHHOCTSIM, KOTopasl pa3mellaercsl Ha oduumanbHOM cainTe
depepanbHoi cnyxObl N0 Haa3opy B cdepe 30paBOOXpaHEHNs] B MHADOPMALMOHHO-TENEKOMMYHUKAUMOHHON ceTn "MHTepHeT"
(oanee - ceTb "MIHTEpHET").

depepanbHaa cnyxba no BeTepuHapHOMY UK UTOCaHUTapHOMY HaA30pYy €XerogHo YTBepXAaeT nporpaMmmy
NpoUNakTUKN PUCKOB MNpuUMHEeHUs Bpeda (ywepba) oxpaHsembiM 3aKOHOM LIEHHOCTAM, KOTopasi pasMellaercss Ha
oduumnansHoM cante PegepanbHOM CnyXObl N0 BETEPUHAPHOMY U buTOCaHUTapHOMY Haa3opy B ceTn "MIHTepHeT".

19. OpraH rocynapcTBeHHOrO KOHTPOMsi MOXET NPOBOAUTL crieaytoLme npodunakTmieckue MeponpusaTms:

a) HopMuMpoBaHue;

6) 0606LLEeHe NpaBONPUMEHNTENBHON NPAKTUKY;

B) 0ObsIBNEHUE NPEAOCTEPEXEHNS;

) KOHCYNBTUPOBaHUE;

4) NpoUNaKkTUYECKNIN BUINT.

20. depepanbHasa cniyxba no Hagsopy B cdepe 3gpaBooxpaHeHusi u PegepanbHas cnyxba no BeTEpUHaApHOMY U
(PUTOCAHNTAPHOMY HAA30pYy OCYLUECTBASAT MHAOPMUPOBAHME KOHTPONMUPYEMBIX JTML, U MHBIX 3aUHTEPECOBAHHbIX MWL, MO
BOMNpocaMm cobniogeHust 0b6sa3aTenbHbIX TpeboBaHW.

21. WNHdopmupoBaHme ocyLLecTBNSeTCAa MNOCpeACcTBOM pasMelleHus CcBedeHWW, NpefyCMOTPEHHbIX cTatben 46
®denepanbHoro 3akoHa "O rocyaapCcTBEHHOM KOHTROME (HaA30pe) M MyHuumnansHoM KoHTpone B Poccuiickon deaepauuun”, Ha

odmumanbHOM canTe opraHa rocygapCTBEHHOrO KOHTpons B ceTn "MIHTepHeT", B cpeAcTBax MaccoBoW MHAOpMaumu, Yepes
NYHblEe KaBUHETBI KOHTPONMPYEMBbIX MWL, B FOCYAAPCTBEHHbIX MHAPOPMAaLMOHHbIX cucTeMax (Mpu NX Hanuyuu).

22. ®epepanbHasa cnyxba no Hag3opy B cdepe 3apaBooxpaHeHus n degepanbHas cnyxba nNo BeTepuUHaApHOMY U
(hUTOCaHUTApPHOMY Ha30py €XerogHo Mo utoram 0600LleHUst NpaBONPUMEHUTENBHOW MPaKTUKU NOArOTaBNMBaKT AOKNaabl,
cogepxaliue pesynbratbl OCYLLECTBNEHUS dedepanbHOro rocygapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHus
neKapcTBEHHbIX CPEACTB.

23. [doknag O npaBONPUMMEHUTENBHOW NpakTUKe Mpu OCyLlecTBneHun deaepanbHOro rocyaapCTBEHHONo KOHTPOMsS
(Hap3opa) B cdpepe obpalleHus nekapCcTBEHHbIX CpeacTB AN MeAMUUHCKOrO MpUMEHeHUs yTBepXaaeTcs Mpukasom
(pacnopsikeHnem) pykosoauTena PepepanbHon cnyxbbl MO Hag3opy B cdepe 34paBoOOXpaHEHUA W pasMellaeTca Ha
oduuymnansHoM carnte degepanbHON cnyObl N0 HaA30py B cepe 3apaBooxpaHeHus B ceTn "MIHTepHeT" He no3gHee 1 mapTa
roga, crnegyoLlero 3a OTYETHbIM.

24. [oknag O npaBoONpUMEHUTESNTbHOW MNpaKkTUKe Mpu ocywecTBrieHun denepanbHOro rocyaapCTBEHHOMO KOHTPOSs
(Hap3opa) B cdepe obpalleHnss NeKapCTBEHHbIX CPeACTB NS BETEPUHAPHOro MPUMEHEHUS YTBEPXOAEeTCA MpPUKasoMm
(pacnopsikeHnem) pykosoautensa denepanbHoi cnyxbbl N0 BETEPUHAPHOMY U (pUTOCAaHMTAPHOMY HaZ30py M pasMeLlaeTcs Ha
oduuymnansHoM cante PegepanbHon crnyxObl N0 BETEPUHAPHOMY U (DUTOCaAHUTApPHOMY Haa3opy B ceTh "MIHTepHeT" He no3gHee
1 mapTa roga, cneayoLwero 3a OTYETHbIM.

25. B cnyyae Hanuuusa y opraHa rocygapCTBEHHOIO KOHTPOMS CBEAEHWN O FOTOBALUMXCS HapyLUeHUsX obs3aTernbHbIX
TpeboBaHWM Nnu NpuaHakax HapyLeHunn oba3aTeneHblX TpeboBaHui 1 (Mnun) B cnyvae OTCYTCTBMSA MOATBEPXKAEHHbIX AAHHBIX O
TOM, YTO HapyLleHne obsa3aTenbHbiX TpeboBaHui NpuuMHUo Bpea (ywiepb) oxpaHsieMbiM 3aKOHOM LIEHHOCTAM nubo co3farno
yrposy npuuvMHeHus Bpepa (ywepba) oxpaHsembiM 3aKOHOM LEHHOCTSM, OpraH roCyAapCTBEHHOIO KOHTpons obbsasnser
KOHTPONMpyeMOMY fuuy NpedocTepexeHne O HedomnyCTUMOCTM HapyleHus obssatenbHbix TpeboBaHui (ganee -
npegocTepexeHne) n NpegnaraeT NpUHATbL Mepbl MO obecnevyeHmnio cobnogeHus obasatensHbIx TpeboBaHu.

26. KoHTponupyemoe nuuo BrpaBe B TedeHue 15 kaneHAapHbIX AHEN C AaTbl NOMyyYeHusi NpeaocTepexeHns nogatb B
OpraH rocygapCTBEHHOIO KOHTPOMsS BO3paXKeHME B OTHOLUEHWMM YKa3aHHOrO npefocTepexeHus (oanee - BO3paXkeHue).
BospakeHus1 HanpaBNATCA KOHTPONIMPYEMbIM NMLOM B ByMaXXHOM BuUZE MOYTOBbIM OTNPAaBIIEHMEM B OpraH rocygapCcTBEHHOMO
KOHTpons nMbo B BUAE 3MNEKTPOHHOrO AOKYMEHTa, 0OpPMIIsIEMOro B COOTBETCTBMM CO cTatbern 21 PenepansHoro 3akoHa "O
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[OCYAapPCTBEHHOM KOHTpONe (Haf30pe)_ M MyHuuMnanbHOM KoHTpone B Poccuiickon Penepauun”, Ha YyKasaHHbIN B
npenocTepeXXeHnn agpec aNekTPOHHOM NoYTbl opraHa rocy4apCTBEHHOIO KOHTPOSS.

27. B BO3paxkeHUM KOHTPONMMPYEMbIM JIULIOM YKa3blBatoTCS:

HanMeHOBaHWe IOPUANYECKOro Nuua, hamMunmus, UMsi, OTYECTBO (MPU HANUYMW) UHOUBUAYANbHOIO NPeAnpPUHUMaTEns;
NOEHTUMMKALNOHHBIN HOMep HanoronnaTesnbLyyKa pUMaUYEecKoro nuua, HAMBMAYanbHOro npeanpuHuMaTens;

AaTta 1 HoMep npefocTepexeHusl, HarpaeneHHOro B aApec puandeckoro nuua, HAUBMAYyanbHOro NnpeanpuHuMaTens;

00OCHOBaHME MO3NLMM B OTHOLUEHWM YKa3aHHbIX B MPeaocTepexeHun aencteui (besgenctens) opuanveckoro nuiua,
WHOMBUAOYaNbHOro NpeanpUHNUMATENsl, KOTOpble NPUBOAAT UMM MOTYT MPUBECTU K HAapyLLEHUIO 00sA3aTeNbHbIX TpeboBaHWA.

KoHTponupyemoe nvuo BnpaBe NPUMOXUTb K BO3PaXKEHUIO JOKYMEHTbI, MoATBepXaaroLwme 060CHOBAHHOCTL BO3pPaXKeHWH,
UINW NX 3aBEPEHHbIE KOMUMU.

28. OpraH rocyfapCTBEHHOrO KOHTporis B TedeHue 20 paboumx AHen Co AHS NONy4YeHUs BO3PaXKEHUS:
a) paccMmaTpuBaeT BO3paXKeHMe NocpeacTBOM aHanv3a AOBOAOB, COAepXKaLlLUXCs B MOCTYNMBLUUX JOKYMEHTaXx, Ha npeameT
nx 060CHOBAHHOCTW, COMOCTaBMNEHUS C UMEKLLMMUCS B PacropsbKeHNM OpraHa rocygapCTBEHHOTO KOHTPOMNS CBeAEHUsIMU, Ha

OCHOBaHUN KOTOPbIX ObINo 06bsIBNEHO npenocrtepexeHune;

6) Mo MTOram pacCMOTPEHUsT BO3paXKeHUs HanpaBnseT KOHTPONUPYEMOMY NULLY OTBET B NOPSAKE, YCTAHOBINEHHOM CTaTben
21 ®enepanbHoro 3akoHa "O rocynapcTBeHHOM KOHTRONE (HaA30pe) U MyHMLmMnanbHoM KoHTpone B Poccuickon ®eaepativ”.

29. KoHcynbeTrpoBaHne MOXeT OCYLLECTBATLCA AOMKHOCTHBLIM MMLOM OpraHa rocygapCTBEHHOTO KOHTPONs no TenedoHy,
nocpeacTBOM BUOEO-KOHEPEHL-CBA3N, Ha NUYHOM npueme nNnbo B xode NpoBeAeHWUs NPodUNakTUHEecKoro MeponpuaTus,
KOHTPOMbHOIo (HaA30PHOr0) MEPONPUATUS.

30. KoHcynbTupoBaHue B xoAe NpoBeaeHUst NPodunakTM4eckoro MepornpusaTus, KOHTPOIMLHOO (HaA30PHOro) MeponpUATUS
OCYLLIECTBNSAETCA [0 3aBepLUEHNs COOTBETCTBYIOLLENO MEPONPUATUSA B CryYae BONEUIbABNEHNUS KOHTPONMMPYEMOTO NnLa, 0 Yem
Aenaetca oTMeTKa B JOKYMEHTax, 0popmMnsieMblX MO UTOram COOTBETCTBYIOLLENO MEPONPUATUS.

31. [OmKHOCTHblE nuua OopraHa rocygapCTBeHHOro KOHTPOJ1A OCYLUECTBNAKT KOHCYNbTUpOBaHWE nNO creayrwnm
Bonpocam:

a) Hanun4une n (Mnn) copepkaHne obasartenbHbIX TpeboBaHU B cdhepe obpalleHns nekapCTBEHHbIX CPEACTB;
0) NeprMognYHOCTL 1 NOPSOOK NPOBEAEHUS KOHTPOSbHbIX (HaA30PHbIX) MEPONPUATUIA;

B) NOPSIAOK BbINOSIHEHMS 00513aTenbHbIX TpeboBaHMI B cdhepe oOpaLleHnsi TeKapCTBEHHbIX CPeacTB;

r) BbINOMHEHMWE NpeanucaHmsl, Bbl4aHHOMO NO MTOraM KOHTPOSbHOMO (HaA30pHOM0) MEPONPUSATUS.

32. [omKHOCTHble nuua opraHa roCy4apCTBEHHOTO KOHTPOSS OCYLUECTBMSAT MUCbMEHHOE KOHCYNbTUPOBaHWe Mo

BOrMpocam, npegycMoTpeHHbIM noanyHKToM "r" nyHkTa 31 HacTogulero [NonoxeHus.

33. B xoge KOHCYyNbTMpPOBaHWS He MOXEeT MpefoCcTaBnAaTbCa MH@OpMauns, copepxalias OUEHKY KOHKPETHOro
KOHTPOMNMbHOrO (HaZ30pHOr0) MEepOoNpPUATUS, peleHnA u (unu) [EeVCTBUA LOIMKHOCTHBIX FWL, opraHa rocygapCTBEHHOro
KOHTPOS!, WHBbIX YYAaCTHUMKOB KOHTPOIbHOIO (HaA30pPHOro) MEeponpuATUS, a Takke pesyrnbraTel NPOBEAEHHbIX B paMKax
KOHTPOIbHOIO (HaA30PHOI0) MEPONPUATUST SKCNEPTUS.

34. KoHcynbTuMpoBaHME MO OOHOTUMHBLIM OOpaLLeHUsAM KOHTPONMPYEMbIX UL, U WX MpeacTaBuTeneil NocpeacTBOM
pasmelleHns Ha oduumanbHOM canTe opraHa rocygapCTBEHHOro KOHTponda B cet "MIHTepHeT" MUCbMEHHOro pasbsCHEHWS,
NoANMCaHHOIO YNOMIHOMOYEHHbIM AOMKHOCTHBIM FINLIOM OpraHa rocygapCTBEHHOMO KOHTPOMS, OCYLUECTBSETCH B Cry4vasx
perynsipHoro nocTynneHus obpalleHuii (bonee 5) no Bonpocy cobrogeHns ogHUX 1 Tex e 0b6sa3atenbHbIX TpeboBaHWN.
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35. OpraH rocyfapCTBEHHOIO KOHTpons 06si3aH NpeanoXxuTb NpoBedeHVe NPodUIIaKTUYeCKoro BU3UTa nuuam,
NPUCTYNAIOLLMM K OCYLLECTBIIEHUIO AEATENBHOCTM B cdpepe obpalleHNs NekapCTBEHHbIX CPeACTB, He Mo3gHee YeM B TeyeHve
OfHOro rofa C MoOMeHTa Hayarna Takon AeATenbHOCTM.

36. O6sa3aTenbHble NpodhnnakTUYeckne BU3NTbI NPOBOOATCHA B OTHOLLEHUN:
a) 0ObeKTOB rocyaapCTBEHHOIO KOHTPOSS, OTHECEHHbIX K KATEFOPWsIM BbICOKOrO U 3HAYMTENbHOMO PUCKOB;

(MopnyHKT B pedakumn, BBeaeHHon B genctBue ¢ 19 uioHa 2023 roga nocraHoBneHvem [MpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLY0 peaakumio)

0) KOHTpONUpyembIX N1L, NPUCTYNALWMNX K OCYLLECTBNEHNIO AEATENbHOCTM B cdhepe obpalleHns NekapCTBEHHbIX CPeaCcTB
(mony4YmBLUMX NUUEH3MM Ha ocyllecTBrieHMe hapMaueBTUHECKON OEeATENbHOCTUN, BHECLUMX U3MEHEHUSI B PEECTP NIULEH3UI B
CBSI3W C OCYLUECTBNIEHMEM HE YyKasaHHbIX B paHee [OeNCTBOBaBLUEM IMUEH3MM paboT M yCnyr, COCTaBNSALMX
dapmMaLeBTMYECKYI0 OEATENBHOCTbL, U (M) ocyLecTBNeHneM hapMaLeBTUHECKON AEeATENBHOCTM NO agpecy, He Yyka3aHHOMY B
nMueH3nm).

(MopgnyHKT B pepakumun, BBeAeHHou B gencteue ¢ 19 moHs 2023 roga nocraHoeneHvem [lpaButensctea Poccuickon
Ddenepaumu ot 10 moHa 2023 roaa N 961. - Cm. npeabiayLLY0 peaakLu)

37. Ob6s3atenbHbIi NPOUNaKTUYECKUA BU3MT NMPOBOAMTCH B COOTBETCTBMU CO cTatben 52 denepanbHoro 3akoHa "O
[OCYNapCTBEHHOM KOHTpoONe (Haa3ope) v MyHuuMnansHOM KoHTpone B Poccuiickon ®enepaumn” B paboyee BpeMsi, B nepuog,
yCTaHaBNMBAEMbI YBEAOMMEHUEM O MPOBEAEHUM 00s3aTenbHOro NpounakTUYeckoro BM3UTa, U HE MOXET MpeBbiatb 8
yacoB. [lpyn npoBegeHMM 06A3aTENBHOMO NPOMUNAKTUYECKOTO BU3WTA OOIMKHOCTHBIMU MMLAMKU OpraHa rocyaapCTBEHHOrO
KOHTPOMNS OCYLLECTBNSETCA MHPOPMUPOBAHNE KOHTPONUpyeMoro nuua ob obssatenbHbix TpeboBaHMsAX, NpeobsBrAsieMbiX K
OCYLLECTBINSIEMON UM OesaATenbHOCTM B cchepe obpalleHusi nekapCTBEHHbIX CPeacTB NMbo npuHagnexawmm emy obbektam
rocyAapCTBEHHOIO KOHTPOIMS, WX COOTBETCTBUM KPUTEPUSIM PUCKA, OCHOBAHMSX U PEKOMEHAYEMbIX crnocobax CHWXeHUus
KaTeropum pucka, a Takke O BMAAX, COOAEPXaHUM U MHTEHCMBHOCTU KOHTPOIbHO-HAA30PHbIX MEPONpPUATUA, NPOBOAMMbIX B
OTHOLLEHUN 0ObEKTa roCyAapCTBEHHOIO KOHTPOSS MCXOAS U3 ero OTHECEHUS! K COOTBETCTBYHOLLIEN KaTeropmum pucka.

38. Llenamu nposeneHnsi NpoMUNakTM4ecknx BU3UTOB ABMAIOTCS:
a) NpeaynpexaeHne 1 cokpalleH1e KONMYecTBa HapyLeHUiA KOHTPONMPYEeMbIMU NULAMKN 06s13aTenbHbIX TpeGoBaHMii;

6) co3gaHne MoTuBauun y KOHTpONnpyemblxX nul K D,O6pOCOBeCTHOMy nosegeHno n, Kak cneacrteme, CHMXeHmne ypoBHA
yLu,ep6a OXpaHAeMblM 3aKOHOM LIEHHOCTAM;

B) hopMmnpoBaHmME e4MHOIro NOHUMaHUA 0ba3aTenbHbIX TpeboBaHNiA;

r) BbisIBNEHME NMPUYMH, (DaKTOPOB M YCMOBUI, CNOCOBCTBYIOWMX HapyLleHuio obsisaTenbHblX TpeGoBaHuiA, onpeaeneHune
CNocoBOB YCTPaHEeHUs UM CHUXKEHUS PUCKOB UX BOSHUKHOBEHMSI.

39. Mo wuTtoram 3aBeplleHMs MNpPOMNaKTUYECKOro BM3UTa AOSMKHOCTHOE JSIMUO oOpraHa rocyaapCTBEHHOrO KOHTPOSs
COCTaBMSAET akT NpoBeAeHNs NPOhNNaKkTUYECKOro BU3MTa B 2 3K3eMnnsapax, B KOTOPOM YKa3blBalOTCS:

a) HaMMeHOBaHWe opraHa rocy4apCTBEHHOIO KOHTPOS;

0) HaMMeHOBaHMe KOHTPONMPYEMOTrO NNLa;

B) AaTa, BPEMS U MECTO COCTaBIEHNsI akTa NPoUnakTUYeCKoro BU3nTa;

r) PEKBU3UTBLI NpUKa3a, Ha OCHOBAHMM KOTOPOIo MPOBOANICS NPOMUNAKTUYECKUA BUSUT;

ﬂ) d)aMI/IJ'IVII/I, MMEeHa, OoT4eCTBa (I'Ipl/l HaJ'IVI‘-II/II/I), HaUMEHOBaHMWS OOIMKHOCTEN OOMKHOCTHBIX NN, OpraHa rocygapCrtBeHHOro
KOHTpONnA, NnpoBOANBLUNX I'IpO(bI/IJ'IaKTVNeCKVIIZ BU3UT;

e) Aarta, Bpemsa, NpoaoJKUTENIbHOCTb U MEeCTO NpoBeaeHnA I'IpOd)I/IJ'IaKTVILIeCKOFO BU3NTA,

)K) nepevyeHb MepOI'IpVIﬂTI/IVI, npoBedeHHbIX B Xoae I'IpO(*)VIJ'IaKTI/NeCKOFO BU3NTA,
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3) cBeieH1s 0 pesyrnbTaTax NpoBeAeH s NPOMUNaKTUYECKOTO BUNTA;
1) NepeyeHb NpunaraeMbix JOKYMEHTOB U MaTepuanos (Mpy Hanu4um);
K) NOAMNMUCY OOMMKHOCTHBIX fUL, OpraHa rocyaapCTBEHHOMO KOHTPOSS, MPOBOAMBLLUMX NPOMUNAKTUYECKUIA BUSWT.

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"

VI. OCYLWWECTBJIEHUE ®EOEPAJIbHOIO NOCYOAPCTBEHHOIO KOHTPONA (HAA30OPA) B CPEPE
OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB

40. TnaHoBble KOHTPOMbHble (HAA30pPHbLIE) MEPONPUSTUS MPOBOASTCA OpraHaMu rOCY4ApPCTBEHHOIO KOHTPONs Ha
OCHOBaHWM NfiaHa MPOBEAEHMS MIAHOBbLIX KOHTPOMbHbIX (HAA30pHbLIX) MEpPonpuUATMIA Ha O4YepedHOW KaneHgapHbln rof,
COrnacoBaHHOMO C opraHaMu NpoKypaTypbl.

41. B pelleHnn O MpoBeAEHUN KOHTPOMbHOIO (HaA30PHOro) MepOonpUATUS YKa3blBalOTCSt CBEAEHUS, MPEAYyCMOTPEHHbIE
yacTtbto 1 cratbu 64 PenepanbHoro 3akoHa "O rocynapCTBEHHOM KOHTpone (Haasope) M MYHUUMNanibHOM KOHTpone B
Poccurickon ®enepaumn”.

42. Ona dwukcaumMm [OOMKHOCTHbIMM NWULAMW, YMNONMHOMOYEHHBIMU Ha npoBedeHue deaepanbHOro rocyaapCTBEHHOO
KOHTponsi (Hag3opa) B cdepe obpalleHns NekapCTBEHHbIX CPEACTB, U NULLAaMU, NPUBIEKAEMbIMW K COBEPLUEHNIO KOHTPOIbHbIX
(Haa30pHbIX) OENCTBUIA, [OKa3aTeNbCTB HapyLLeHW oba3aTenbHbiX TpeboBaHMiA MOryT MCMNoNb3oBaThCs POTOCHLEMKA, ayamno- u
BMAEO3anuch B criyyae:

a) NpoBeeHUsi KOHTPOIbLHOWM 3aKyMKu;

0) NnpoBeaeHWs BbIE3OHOM NPOBEPKY;

B) NPOBEOEHUS MHCMEKLNOHHOTO BU3NTA.

43. d®oTo-, ayano- 1 BUAEO3aNUCh OCYLLIECTBNAKOTCSA B CrieayloLeM Nopsiake:

a) ans dukcaumy xoda M pesynbTaToB KOHTPOSIbHOMO (HaA30pHOM0) MEPONPUSATUSI OCYLLECTBISIOTCS OPUEHTUPYIOLLAS,
0630pHasi, y3noBas u AeTanbHas oToCbeMKa U BUAEe03anuchb;

6) doto-, ayamo-, BuaeodUKCauUsi NPOBOAMTCS WHCMEKTOPOM, Ha3HaYeHHbIM OTBETCTBEHHbIM 3a MpoBedAeHue
KOHTPOSbHOroO (Ha430pPHOM0) MEePONPUSTUS, MOCPEACTBOM UCMONb30BaHUs hoToannapaToB, AMKTOOHOB, BUAEOKAMED, a Takke
MOBUMbHbIX YCTPOUCTB (TenedoHbl, CMapTgOHbI, MraHLeTb);

B) o6opyAoBaHue, ncnorb3yemoe Ans nposeaeHns oTo- 1 BUAeOMUKCaLMMW, OOMMKHO UMETb TEXHUYECKYHOD BO3MOXHOCTb
oTOOpaXeHUss Ha (POTOCHMMKax M BUOEO3aMnuUCK TeKyllel AaTbl U BPEMEHW, a TakkKe COXPaHEHWUs! AaHHbIX O MECTe CbeMKU

(koopguHar);

r) ayavosanucb BeAeT WMHCMEKTOP, Ha3HAYeHHbI OTBETCTBEHHbIM AOSMKHOCTHBLIM JfIMLUOM 3a NPOBEeAEHUE KOHTPOIbHOIo
(Haa30pHOrO) MEepPONPUATUS;

4) Npu nposeaeHnn oTo- 1 BuaeodmnKcaLmm AormkHbl cobnogatbcs cnegyolwme TpeboBaHns:

HeobxoQMmo NPUMEHATb NMpPUeMbl d)I/IKcaLLI/II/I, Npn KOTOPbIX WUCKINKYaeTCA BO3MOXHOCTb WCKaXeHudA CBOWCTB 0OObekTa
KOHTpPONA;

cnepyeT obecneunBatb ycrnoBusi oukcaumm, Npyv KOTOpbIX NoflyYeHHble hOTOCHUMKW, BUAEO03aNUCb MaKCUMarbHO TOYHO U
NofnHo oTobpakaloT CBOMCTBA OOBLEKTOB KOHTPONS;

e) uHdopmauus o npoBedeHWn OTO-, ayauMo- U BMOEO3anucK OTpakaeTcsl B akTe KOHTPONbHOro (Hag3opHOro)
MepOonpUATUSA C yKkasaHneM Tuna 1 Mapkvm 06opyaoBaHus, ¢ MOMOLLbIO KOTOPOro NPoBoAMIIachk UKcaums;

X) hoTO-, ayamo- 1 BuaeomaTepmanbl ABNAOTCA NPUMNOXKEHUEM K aKTy KOHTPONbHOIO (HaA30pPHOM0) MeponpUaTUS.
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44. HgueupayanbHbii NpeanpuHMmaTtenb, rpaykaaHuH, ABNAWMecs KOHTPONMPYeMbIMU NMLaMu, Bpaee NpeacTaBuTb B
opraH rocylapCTBEHHOIO KOHTPONS WHMOPMauUMio O HEBO3MOXHOCTM MNPUCYTCTBUSI MpU  MPOBEAEHWU  KOHTPOIbHOMO
(HaQ30pHOr0) MEPONPUATUS, B Criyyae:

a) BpeMeHHOW HeTpyaoCnocoBHOCTY UHAMBUAYANBHOTO NPeAnpUHUMATENS, rpaXkaaHuHa;

6) HaxoXAeHWs MHOMBUAYANBHOMO NpeanpUHUMATENS B CNy>XeOHOW KOMaHAMPOBKE B MHOM HACeSIeHHOM MyHKTE.

45, Mpu ocywecTeneHmn deaepanbHOro rocyqapcTBEHHONO KOHTponsa (Hagsopa) B cdepe obpalleHus NekapCTBEHHbIX
CcpeacTB NPOBOAATCH crefylolime BUAbl KOHTPOMbHbIX (HAA30PHbBIX) MEPONPUATUIA:

a) JOKYMeHTapHas NpoBEpPKa;

0) BbleaaHas NpoBepKa;

B) BbIGOPOYHBIN KOHTPOIb Ka4ecTBa;

r) KOHTPOrbHas 3aKyrnka;

4) VUHCMEKLNOHHBIN BU3WT;

€) HabnogeHne 3a cobrnrogeHnem obasaTtenbHbIX TpeboBaHW (MOHUTOPUHT B6e3onacHocTu) (hapmakoHaasop).

46. B xoge AOKyMeHTapHOW NPOBEPKU MOMYyT COBepLUATbCS CreaytoLime KOHTPOrbHbIe (Haa30pHbIe) OeNCTBUS:

a) nony4eHne NUCbMEHHbIX 0ObACHEHWN;

0) nctpeboBaHne AOKYMEHTOB;

B) aKcnepTmsa.

47. [lokymeHTapHas npoBepka MNpOBOAUTCHA MO MECTY HaxoXAeHUs opraHa rocygapCTBEHHOro KOHTPOMs, NpeaMeToM
KOTOpPOMN SABNAKOTCA MCKNIOYUTENBHO CBEAEHMUS, CoaepXaliuecs B AOKYMEHTax KOHTPOMMpyeMmblX nul, YCTaHaBMMBAOLMX WX
OopraHu3aLnoHHO-NpaBoBylo PopMy, MpaBa W 0BSA3aHHOCTW, a Takke [OKYMEHTbl, UCMOmnb3yemMble MpU OCYLLECTBNEHUN

0eATEeNbHOCTU KOHTPONMUpyeEMbIMU NLl@aMn N CBA3aHHbIE C UCMNOJTHEHNEM MU obsasarenbHbIX Tpe6OBaHMl71.

O npoBefeHNM OOKYMEHTapHOW MPOBEPKM KOHTPONMpyeMoe NULI0 YBeOOMIAETCS B COOTBETCTBUM C YacTbio 4 ctatbun 21
denepanbHoro 3akoHa "O rocyaapcTBEHHOM KOHTRoNe (Haa3ope) M MyHuLmnansHoM KoHTpone B Poccuiickon Penepaumn’.

48. [JokymeHTapHas npoBepka, NpeaMeToM KOTOPOW SBASAOTCA CBeOEeHUsl, COCTaBnAloLlMe rocyaapCTBEHHYHO TauHy,
NpoBOAUTCS B COOTBETCTBUM C NonoxeHusammn 3akoHa Poccuiickon Penepauum "O rocyaapCTBEHHOM TanHe".

49. B xoae Bble3gHOWM NMPOBEPKN MOTYT COBEPLLATHLCS CeayoLmMe KOHTPONbHbIE (HaA30pHbIE) AENCTBUS:
a) ocMoTp;

6) onpoc;

B) NOMyYeHne NMCbMEHHbIX OObSCHEHNI;

r) nctpeboBaHne JOKYMEHTOB;

4) otoop npob (o6pasLoB);

€) MHCTpyMeHTanbHoe obcnenoBaHue;

X) ucnblTaHue;
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3) aKcnepTmaa.

50. BbleagHasi npoBepka NpoBOAUTCS NO MECTY HaxXOXAeHUs (OCyLLEeCTBNeHNs AeATernbHOCTM) KOHTponupyemoro nuua (ero
dunmnanos, NpeacTaBUTENbLCTB, 060COBMNEHHBbIX CTPYKTYPHbIX MogpasgerneHnin) B Lensx oueHkn cobrniogeHns obsasaTenbHbIX
TpeboBaHWI, a Takke OLEHKU BbINOMHEHWUs NpeanMcaHus opraHa rocyaapCTBEHHOro KOHTpons o6 ycTpaHeHUW BbISIBIEHHbIX
HapyLeHun obasaTenbHbIX TpeboBaHNN.

51. Cpok npoBefeHusi Bble3aHoM npoBepkn coctaendeTr 10 pabouymx gHen. B oTHoweHuMM ogHoro cyObekta Marnoro
npeanpMHUMaTenbLCTBa OOLWMIA CPOK B3aMMOAEWCTBUS B XOA4E MPOBEAEHMsI BbIE3OHOW MPOBEPKM HE MOXET npeBbiwatb 50
YacoB A8 Marnoro NpeanpuaTusa 1 15 yacos ANs MUKpONPeanpUATUS.

52. B xoge BbIGOPOYHOrO KOHTPOSt MOTYT COBEPLLATLCS CNeayoLmMe KOHTPONbHbIE (HaA30pHbIE) AENCTBUS:

a) ocMoTp;

6) nony4yeHne NMCbMEHHbIX OO BbACHEHW;

B) nctpeboBaHne JOKYMEHTOB;

r) ot6op npo6 (o6pa3uoB.);

4) VHCTpyMeHTanbHoe obcrefoBaHue;

€) UcnbiTaHue;

X) aKcnepTusa.

53. MNnaHoBbIN BbIGOPOUHbLIA KOHTPOMb Ka4ecTBa He MPOBOAUTCS.

54. BHennaHoBbIn Bbl60p0‘-IHbII7I KOHTPOJIb Ka4ecTBa NpoBoAUTCA, B TOM YMUCIle Ha OCHOBaHUK nporpamMmmbl NpoOBEpPOK.

55. Mporpamma npoBepok hopMUpYeTCs Ha kaneHaapHbli rog B cpok Ao 30 aekabpsi rofda, NpeawecTBylOWEro rogy
NpoBeAeHNs BbIGOPOYHOTO KOHTPOSIA KayecTea.

56. B cnyyae oTCyTCTBMA KOHTPONMPYEMOrO fMua Unu ero npegcrasutens otéop npod (obpasuos) npodykumm (ToBapoB)
OCYLLIECTBNSIETCSA C NPYMEHEHNEM BMOEO3ANNCH.

57. B uensix NpoBeAeHUss UHCTPYMEHTarbHOro oGcrefoBaHusl, UCMbITaHWI, SKCMepTU3bl NEeKapCTBEHHbIX CPEeACTB Ha
COOTBETCTBME TPEGOBaHUAM HOPMATUBHOW AOKYMEHTaLMM (HOPMaTMBHOIO JOKYMEHTa Mo KayecTBY) opraH rocyaapCTBEHHOO
KOHTPONS NMpUBMeKaeT cneumanucta u (Unu) akkpeamToBaHHbIE B COOTBETCTBUM C 3akoHoAaTeNbCTBOM Poccuiickoin depepaumm
006 akkpeguTauuM B HaLMOHamNbHOM CUCTEME aKKpeAMTaLMKU SKCMEPTHYI opraHu3aumio unu denepancHoe rocyaapcTBeHHoe
GlomKeTHoe yupexaeHue, NoaBeOMCTBEHHOE OpraHy rocy4japCTBEHHOrO KOHTPONS (faree - akcnepTHas opraHv3auus).

58. OT60p Npob (00pa3uoB) NNeKapPCTBEHHbIX CPEACTB OCYLLUECTBNSAETCA LOMMKHOCTHBIMU NMLAMK OpraHa rocyaapCTBEHHOro
KOHTpOns (TeppuUTOpMarnbHOro opraHa) B COOTBETCTBUMN CO CBOUMMW AOSMKHOCTHBIMU MOSTHOMOYMSIMU.

59. OT6op nNpob (06pasLoB) NekapCTBEHHbIX CPeACTB AnMsi NPOBEAEHUS] MHCTPYMEHTanbHOro obcnenoBaHusi, UCNbITaHWN,
9KCMEePTM3bl MO BCEM MNW OTAENbHBIM NoKasaTensiM HOpMaTUBHOWM JAOKYMeHTauun (HOPMaTUBHOIO AOKYMEHTa) OCyLLEeCTBISETCS
B KONMMYecTBax, HeobxoaumbIx Ansi ABYKPATHOrO BOCMPOM3BELEHMST METOAOB KOHTPOIS KayecTBa JIekapCTBEHHOMO cpeacTea ¢
y4eToM TpeboBaHU HOpMaTUBHOWM JOKYMEHTALMN (HOPMATUBHOIO JOKYMEHTA) Ha Hero.

60. Ona nposeneHnda MHCTpyMeHTaribHOro obcnenoBaHns, UCTbITAHWUIA, 9KCNepTn3bl METO4aMN Hepa3pyLllawLlero aHanmsa
OT6VIpaIOTCF| 3 YNaKoOBKUM NNEeKapCTBEHHOIo npenapara nim 10 rpamMmmosB daapmaueBqueCKon CY6CTaHLI,I/II/I.

61. Mpu coBnageHMn crnekTpoB OTOOpPaHHbLIX MNpob (00pa3LUoB) NEKAPCTBEHHBLIX CPEACTB C 3STaNOHHbIM CMEKTPOM,
yCTaHOBIEHHLIM B COOTBETCTBMM C chapMakoneliHbiMu TpeboBaHusIMU, 0ToBpaHHble Npobbl (06pasLibl) NekapCTBEHHbIX CPeaCTB
BO3BPALLAOTCA KOHTPOIIMPYEMOMY LY, Y KOTOPOro OHU GbINm oToGpaHbl Ans NpoBeAeHNUst 3KCnepTu3sbl, ¢ 0hopMIIeHNeM akTa
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BO3Bpara obpasLos, hopma koToporo yTeepxaaetca deaepansHon cnyxbom no Hag3opy B cdepe 3apaBooXpaHeHms.

62. lMpu HecoBnageHUM cnekTpa rfekapCTBEHHOrO CPEeACTBa C 3TalrlOHHbIM CMEKTPOM OCYLLECTBRASETCA OTOOp npob
(obpasuoB) ANsi NpoBedeHWs 3KCMepTU3bl NEeKapCTBEHHONO CpeacTBa MO MNokasaTensM HOPMAaTMBHOW  AOKyMeHTauuu
(HopmaTMBHOrO JOKYMEHTA) NO KayecTBY B COOTBETCTBUM C NyHKTamu 63 1 64 HacTosuwlero [NonoxeHus.

63. MNMpobbl (06pasLbl) NekapCTBEHHLIX CPEACTB HaNPaBsaTCA OPraHOM rocy4apCTBEHHOMO KOHTPONSA (TepputopuanbHbIM
OpraHom) B 3KCNEPTHYO OpraHn3aLmio C NPUITOXKEHNEM KOMUIA NpoToKosa otbopa npob (o6pasLos).

64. DKcnepTu3a OCYLLECTBMASIETCA 3KCMEPTOM MM 3KCMEPTHOW OpraHumsaumern no nopyvyeHuio opraHa rocygapCTBEHHOMO
KOHTpOns (TeppuUTOpManbHOro opraHa) Ha OCHOBaHMM SKCNEPTHOro 3aflaHusl, KOTOPOE MOXET BKIMOYAaTb OAHY UIN HECKOMNbKO 13
crnefyloLMxX 3agay aKCNepTusbl:

a) ycTaHoBreHne akToB, 06CTOATENBLCTB;

0) ycTaHOBNEHME TOXAECTBA UMW pasnmuns;

B) yCTaAHOBEHWE OGLEKTUBHBLIX CBOWCTB M COCTOSIHUIA MMEIOLLMXCS B HAaNN4nmM obpasLoB NIeKapCTBEHHbIX CPELCTB;
r) npoBefeHne oLeHkn obpasLia NekapCTBEHHOrO CpeacTBa Ha COOTBETCTBUE 3afaHHbIM KpUTEPUSIM;

[) YyCTaHOBMeHWe CoOTBETCTBUS obpasua nekapCTBEHHOro cpedcTBa TpeboBaHUSIM HOPMAaTUBHOW OOKYMEHTauuu
(HopmaTMBHOIO AOKYMEHTA).

65. BpeMsi oCyLLeCTBNEeHUs 3KCNepTu3bl 3aBUCUT OT BUOA IKCMEPTU3bl U yCTaHaBNUBAETCA WHAMBUMAYANbHO B KaXKOoM
KOHKPETHOM crfydyae Mo COorfaweHuo MeXay OpraHoM roCydapCTBEHHOro KOHTPOMS M 3KCNepTOM WM 3KCMEepTHOM
opraHusaumen.

66. B xoae KOHTPOMbHOW 3aKyMNKXU MOTYT COBEPLUATLCS CriefytoLinMe KOHTPOSbHbIE (HAA30pHbIE) AENCTBUS:
OCMOTP;
9KCMNEPUMEHT.

3KCI'IepVIMeHT npoBOANUTCA WHCNEKTOPOM MO MEeCTYy HaxoXAeHWUA KOHTponunpyemoro nuua nocpeactsomM wMMUTaunm
HapyLwleHna obsasarenbHbIX Tpe6OBaHVIl71 B 4aCTh OTnyCKa U peanun3auun nekapCTtBeHHOro npenapara.

67. B xoe npoBeaeHWsi 9KCNepuMeHTa MHCNEeKTop:

a) ocyuwecTtBnsieT BbIOOpP IEKAapCTBEHHOrO Mpenapara CaMOCTOATENbHO NMOO C  npuBnedeHMeM paboTHMKa
(NnpencTaBnTENs) KOHTPONMMPYEMOTrO NULA;

0) coBepLlatoT AENCTBUSA, HEOOXoauMbIE AN NPMOBPETEHUS NEKAPCTBEHHOIO Npenapara;

B) 3anpawmvBalT [[OKYMEeHTbl M (M) uHOpMaUMIo O NekapCcTBEHHOM Mpenapate, NpefoCTaBneHue KOTOPbIX
noTpeduTento NpegycMoTPEHO 3akoHodaTeNnbCTBoM Poccuiickon ®egepaumm o 3awwmte npaB NoTpeduTenen.

68. KoHTporbHast 3akynka NpoBOANUTCS B LEENsIX NPOBEPKM cobntopgeHust cybbekTammn obpalleHunsi nekapcTBEHHbIX CPEACTB,
OCYLLECTBSOWMMN PO3HUYHYIO TOPrOBMIO NIEKAPCTBEHHbLIMY NpenapataMy Ans MeaULMHCKOro NpUMEHEHUS, NpaBun OTriycka
neKapcTBEHHbIX MpenapaTtoB Ans  MEeOWULMHCKOrO TMpPUMEHEHMsT U (Mnn) 3anpeTa npopaxu  anbcuULMpOBaHHbIX
rneKapcTBEHHbIX CPEACTB, He[OBPOKaYEeCTBEHHLIX JIEKAPCTBEHHbIX CPEACTB M KOHTpadaKTHLIX JIeKapCTBEHHbIX CPEACTB.

69. KOHTpOJ'IbHaFI 3aKynka npoBOAUTCA B LEenAX NnpoBepKu COGJ'IPO,D,GHVIH Cy6'beKTaMVI o6pau.|,eH|/|9| JNIeKapCTBEeHHbIX CpeacCTB,
OCyLLECTBIALWNMNA  PO3HUYHYKO TOPrOBIIKO JEeKapCTBEHHbIMM TMNpenapatamMun AOnd BeTepUHapHOro npuMeHeHud, npaBur
Hagnexawlen antevyHou NPaKTUKN NeKapCTBEHHbIX npenapaTtoB AONnd BETEPUHAPHOIo npuMeHeHud, npaBuil N3rotoBlieHNA U
OTnyCKa J1eKapCTBEHHbIX npenapartoB A51d BETEPUHApPHOro rnpuMeHeHua u (I/IJ'II/I) 3anpeta npogaxwu q:)aJ'IbCI/Id)I/ILI,I/IpOBaHHbIX
JNIeKapCTBEeHHbIX CpeacTs, He,D,OGpOKaLIeCTBeHHbIX JNeKapCTBEeHHbIX CpeacTB n KOHTpa(,baKTHbIX JNIeKapCTBEHHbIX CpeacTB.
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70. B xoge MHCMNEKLMOHHOIO B13uTa MOTYT COBEpLLATLCS CreAyoLLIMe KOHTPOIbHbIE (HAA30pHbIE) AENCTBUS:
a) ocMoTp;

©) onpoc;

B) NOsfly4YeHMe NMCbMEHHbLIX OObSCHEHUN;

r) uctpeboBaHve OOKYMEHTOB, KOTOpbIE B COOTBETCTBUWN C 00si3aTenbHbIMU TpeBOBaHMAMY OOMKHBI HAXOOUTLCA B MeCTe
HaxoXaeHnsa (OCYLLECTBMEHUSA AESATENbHOCTM) KOHTpONMpyemMoro nvua (ero cdmnmanoB, NpeactaBUTENbCTB, 060COGNEHHbIX
CTPYKTYPHbIX NogpasneneHnin) nmbo obbekTa rocyaapCTBEHHOrO KOHTPOSS.

VIl. HABTIOAEHUE 3A COBNIOAEHUEM OBA3ATENbHbIX TPEBOBAHUN (MOHUTOPUHI BE3OMACHOCTMH)
(®PAPMAKOHAL30P)

71. HabniogeHne 3a cobniogeHnem obasatenbHbiX TpeboBaHun (MOHUTOPUHI GesonacHocTn) (dpapmakoHagsop)
OCYLLECTBNSETCA B LENAX BbIIBNEHUS NOBOYHbIX AENCTBUIA, HEXeNnaTenbHbIX peakLMii, Cepbe3HbIX HeXenaTenbHbIX peakumii,
HenpeaBUOEHHbIX  HeXenaTenbHbIX  peakuuMin  Npu  MPUMEHEHUU  JIEKAPCTBEHHbLIX  MpenapaToB,  WHAMBWUAYarnbHOW
HenepeHoOCUMOCTUN, OTCYTCTBUM I(PEKTUBHOCTM NEKAPCTBEHHbLIX MPenapaToB, a Takke WHbIX hakTax M 06CTOATENLCTBAX,
NPeACTaBnNSWMX YIPO3y XU3HU UMW 300POBLI0 YENoBeKa U KMBOTHBLIX NPU MPUMEHEHUU NEeKapCTBEHHbLIX MpenapaTos,
BbISIBMEHHbIX Ha BCeX aTanax obpalleHns nekapcTBeHHbIX npenapaTtoB B Poccuiickon ®epgepauum u opyrnx rocynapcraax.

72. ®dapmakoHag3op B OTHOLUEHUW NEKapCTBEHHbIX CPeacTB ANA MEAMLMHCKOrO MpPUMMEHEHUSI OCYLLEeCTBMSIETCA
depnepanbHoOn cnyxbor No Hag3opy B cpepe 30paBooXpaHeHus, (hapmMakoHaa30p B OTHOLUEHUM NEKapPCTBEHHbIX CPeacTB Ans
BETEPUHAPHOro MpuMeHeHus1 ocyllecTernsieTca denepanbHOn criyxbor nNo BeTepMHAPHOMY M pUTOCAHUTApPHOMY Haa3opy B
COOTBETCTBUM CO cTaTben 64 PenepanbHoro 3akoHa "O6 obpallleHUn NekapCTBEHHbIX CREACTB".

Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"
VIIl. PE3YNIbTATblI KOHTPOJIbHOIO (HAO30OPHOI'O) MEPOIMPUATUA

73. Mo pesynkTatam KOHTPONbHOIMO (HaA30pHOM0) MEpPONPUATUS MPUHMMAKOTCS PeLUeHUs, NpeayCcMoTpeHHble cTatben 90
denepansHoro 3akoHa "O rocyaapCTBEHHOM KOHTROME (Haa3ope) v MyHuumnanbHOM KoHTpone B Poccuiickon ®enepaummn” un
cratbamu 9, 52_1 n 59 denepanbHoro 3akoHa "O6 obpallieHnM NeKapCTBEHHbIX CpeacTB'.

74. PesynbraTbl MHCTPYMEHTANbHOIO OOCNEeAoBaHWS, WCMbITaHUA WM 3KCMEpPTU3bl  NEKapCTBEHHbIX CPeacTB
NPEAOCTaBNSAOTCS KOHTPOMMPYEMOMY nuuUy, Nuuy, Y KOTOpOro ocyulectensinca otbop npo6 (06pasuoB) nekapCTBEHHbIX
CpeacTB, B TeyeHue 24 4yacoB Mocre NomnyyYeHnst AaHHbIX MHCTPYMEHTarbHOro obcnefoBaHusi, UCMbITaHUSE UMM SKCMEepTU3bI
NOCPEACTBOM HanpaBneHusi Mo afpecy SMeKTPOHHOMW MOYTbl KOHTPONMUPYEMOro Nnuua, CBEAEHWS O KOTOPOM MOMyYeHbl npu
NpoBeaeHNN KOHTPOSBHOMO (HaA430PHOI0) MEPONPUATHS.

75. o pesynbratam pacCMOTPEHUs, aHanuM3a M OLEHKM CBeAeHWA, MPOTOKOSIOB WIM  3aKMYeHW, NPOBeAEHHbIX
WHCTPYMEHTanbHbIX 00CreaoBaHWin, WUCMbITAHUA W 3KCMEPTU3 OPraHOM rOCYLAPCTBEHHOTO KOHTPONSA OCYLLECTBrsSiETCA
JoBefieHne nHdpopmaummn 0o cybbekToB obpalleHNsi NeKapCTBEHHbIX CPEACTB NMOCPEACTBOM pa3MeELLEHUs COOTBETCTBYHOLLMX
WMHOPMAaLIMOHHLIX NMCEM Ha ourumManbHOM canTe opraHa rocyaapCTBeHHOro KOHTpons B cetn "HTepHeT":

a) O BbISIBNEHUM NapTMn, cepum HedoOPOKAYEeCTBEHHOIO JIEKApCTBEHHOIO CpeacTBa, He3aperncTpuMpoBaHHOIO
nekapcTBeHHOro cpeAcTsa, hanbcnULMPOBaHHOIO NEKapCTBEHHOro CpeacTBa;

6) 00 n3bATUM K13 o6pau.|,eH|/|9| N YHUHTOXEHUN naptmm unm cepun Heﬂ,O6pOKa‘-leCTBeHHOFO JNIeKapCTBEHHOro cpeacrTea,
He3aperncTpnpoBaHHOro nekapCcTtBeHHOro cpeacTBa, (*)aJ'IbCI/I(*)I/ILI,I/IpOBaHHOFO JNIeKapCTBEeHHOIro cpeacTtBa;

B) O NpekpalleHun obpalleHns cepum HegobpokavyeCTBEHHOIO NeKapCTBEHHOIO CPEACTBa;
r) 0 nepeBofe Ha NOCEPUNHbIV BbIGOPOYHBIN KOHTPOSb fIEKapCTBEHHOIO CPeacTBa;

) O CHATUM C NOCEPUNHOIO BbIBOPOYHOIO KOHTPOIS NIeKapCTBEHHOIO CPEeACTBa.
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76. B cny4yae BbISIBNEHUS HECOOTBETCTBUSI KadeCcTBa JEKApCTBEHHOrO CpeacTBa YCTaHOBIEHHbIM TpeboBaHMsIM opraH
rocyAapCTBEHHOIrO KOHTPOMNS He3aMeaSIMTENbHO NpUHUMAaET NPeayCMOTPeHHble 3akoHodaTenbCTBOM Poccuiickon degepauun
Mepbl MO HedonyLeHWio NpuYnHeHus Bpeda (ywepba) KU3HM, 300pOBbs NOAEN W XKMBOTHbLIX MOCPEACTBOM BblHECEHUS
peLleHns o npekpalieHMn obpalleHns cepum nekapCTBEHHOMO CpeacTBa, O HanpaBrieHWM COOTBETCTBYIOLWEN MHdopMaLun B
yrnonHoMoueHHbIn  [MpaButensctBoM Poccuiickon dPegepauumn  denepanbHbiil  OpraH  UCMOMHUTENbHOW  BriacTn  ans
paccMOTpeHuUs Bompoca O HeoBXOAMMOCTU NPUOCTAHOBMEHMST MPUMEHEHUS NEeKapCTBEHHOro npenapata NMbo OTMeHbI
rocyaapCTBEHHON perncrpauumn nekapcTBeHHOro npenaparta U UCKMYeHUN ero U3 rocy1apCTBEHHOIO PeecTpa fekapCTBEHHbIX
CREACTB B COOTBETCTBMM C NyHKTOM 1 cTatbm 32 PenepanbHoro 3akoHa "O6 obpallieHUn NekapCTBEHHbIX CREACTB".

VIII_1. KNIOYEBOW MOKA3ATEJIb ®EQEPANIbHOIO FOCYOAAPCTBEHHOIO KOHTPONA (HAQ3OPA) B
C®PEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB U EIO LIEJIEBOE 3HAYEHUE

(Pasgen gononHuTenbHo BktodeH ¢ 1 mapTa 2022 roga noctaHosneHvem MNpaeuTtensctea Poccuiickon Pepepauum ot 30
Hos16psa 2021 ropna N 2105)

76_1. KnoyeBbiM nokasatenem denepanbHOro rocyqapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpaweHus
NEKapCTBEHHbIX CPEACTB SBMSIETCS OTHOLUEHME KONMMYEecTBa CEPUI  NEKAPCTBEHHbIX CPEACTB, HE COOTBETCTBYHOLLMX
TpeboBaHuam PenepanbHoro 3akoHa "O6 obpalleHnn NeKapCTBEHHbLIX CREACTB" M BbIBEOEHHbIX U3 rpaxaaHCckoro obopoTa B
OTYETHOM roAly, K KONMYECTBY CEPUIA NIEKapCTBEHHBLIX CPEACTB, CBEOEHNSA O KOTOPbIX NpeacTaBneHbl B COOTBETCTBMMU C YaCTbto 2
ctatbn 9_1 PenepansHoro 3akoHa "O6 obpalleHnn NekapCcTBEHHbLIX CPEACTB" 3a OTYETHbIN rog,.

76_2. LleneBoe 3HayeHue KNOYEBOro nokasaTtens deanepanbHOro rocygapCTBEHHOIO KOHTponst (Hagsopa) B cdepe
obpalLeHns NekapCcTBEHHbIX CPeACTB onpeaensercs:

B 2022 rogy - 0,2 n meHee;

B 2023 roay - 0,17 n meHee;
B 2024 roay - 0,14 n meHee;
B 2025 roay - 0,11 u meHee.

IX. OBXXANNIOBAHME PELLEHUA KOHTPOJIbHbIX (HAA30PHbIX) OPFTAHOB, OEACTBUW (BEE3OENCTBUSA) UX
JOMKHOCTHbIX nny,

77. NpaBom Ha oGXanoBaHWe pELLEHMI OopraHa rocyaapCTBEHHOrO KOHTpoOns, AercTBui (6e3neicTBrs) UX AOMMKHOCTHBIX
nvy obnagaeT KOHTPONMPyeMoe NULO, B OTHOLLEHWM KOTOPOro MPUHSITHI PELUEHNUS UK CoBepLUEHbl AencTBus (besgenictame),
yKkasaHHble B YacTtu 4 ctatbn 40 PenepansHoro 3akoHa "O rocyaapCTBEHHOM KOHTpoONE (Haasope) v MyHUUMNansHOM KOHTpoNe
B Poccuiickon Penepaviymn”.

78. JXanoba nopaeTcs KOHTPONMMPYEMbIM JWULOM B OpPraH roCyAapCTBEHHONO KOHTPOMsS B 3MEKTPOHHOM Buae C
MCNonb3oBaHMEM €AMHOro nopTana rocyAapCTBEHHbIX W MyHUUMMAnbHbIX YCAyr W (MnM) pernoHanbHOro noprtana
rocyAapCTBEHHbIX M MyHMUMNanbHbIX ycnyr. [pyu nogadve xanobbl rpaxgaHMHOM OHa [OMKHa ObiTb mognucaHa MnpocTow
3MNEKTPOHHOM MOANUCHI0, NGO YCUNEHHON KBAaNnMULUPOBAHHOW 3NEKTPOHHON nognuckto. MNpu nogaye xanobbl opraHu3aumen
OHa JosmkHa 6bITb NoOANMCcaHa YCUNEHHON KBanUULMPOBAHHOW 3MEKTPOHHOM NOAMNUCHIO.

79. Xanoba Ha pelweHus, fencteus (6e3gencTBue) YMNOMHOMOYEHHbLIX fUL OpraHa rocyaapCTBEHHOrO KOHTPOIs,
npeamMeToM KOTOPOW SBNAIOTCA CBeAEHUsl, COCTaBMsIOWME TOCYAApPCTBEHHYIO TawHy, HanpaBngeTca ¢ cobniogeHvem
TpebosaHun 3akoHa Poccunckon Penepauum "O rocynapcTBEHHON TanHe".

80. >Kanoba Ha pelleHns, genctena (6e3nenctene) OOSMKHOCTHBIX MWL TEPPUTOPMANbHOrO opraHa rocyaapCTBEHHOro
KOHTpoOnsi, AeNcTBUsi (6e30eNCTBUE) ero OOMMKHOCTHBIX MWL, paccMaTpuBaeTcsl pyKoBOAUTENEM (3aMecTUTENEM PyKOBOAUTENS)
TeppuUTopranbHOro opraHa rocy4apCTBEHHONO KOHTPONS.

81. Xanoba Ha peweHus, gencteua (6e3gencTBue) pykoBoauTens (3amMecTUTens PyKOBOAUTENS) TepputopuarnbHOro
opraHa rocyjapCTBEHHOIO KOHTPOIS pacCMaTpUBaETCS BhILLECTOSILLMM OPraHOM rocy4apCTBEHHOMO KOHTPONS.
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82. XXano6a Ha pelueHns, aencteuma (6esgencrane) 4OMKHOCTHLIX MWL, LLEHTPaNbHOro annaparta opraHa rocyaapCTBEHHOro
KOHTpOMsi paccMaTpuBaeTCsl PyKOBOAMTENEM opraHa rocy4apCTBEHHOIO KOHTPONSI.

83. KoHTponupyemble nuua, npaBa W 3aKOHHblE MHTEPECHI KOTOPbIX, MO WX MHEHWI0, ObiNMM HapylleHbl B pamkax
OCyLLeCTBNEeHUs chegepanbHOro rocyAapCTBEHHOIO KOHTPONs (Hag3opa) B cdepe obpalleHusi NekapCTBEHHbIX CPEACTB, UMEIT
npaeo Ha gocynebHoe obxanoBaHue:

a) peLLeHNn O NPOBEAEHUN KOHTPOSbHLIX (HAA30PHbIX) MEPOMPUATUN;

0) aKTOB KOHTPOSbHbIX (HAaA30PHbLIX) MEPONPUATMIA, NPEANMCaHMI 06 YCTPaHEHNN BbISIBNIEHHbLIX HapyLUEHWI;

B) gencTBun (6e3aencTBms) AOMKHOCTHBIX ML KOHTPOSMBbHOMO (Hag430pHOrO) opraHa B pamMKaxX KOHTPOSbHbIX (HaA30pHbIX)
MEpPONPUATUNA.

84. YKanobbl, ykazaHHble B nyHkTax 80-82, noanexar pacCMOTPEHMIO OpraHOM roCy4apCTBEHHOIO KOHTporns B TedeHue 20
pabounx AHEen co AHSA ee perncTpauum.

85. OpraH rocynapCTBeHHOrO KOHTPOMS UMK ero TeppuTopuarbHbIi opraH NPpUHMMaET pelleHne 06 oTkase B pacCMOTPEHUM
Xanobbl B Te4yeHne 5 pabounx gHel co AHs NonyyYeHus xanobbl, ecnu:

a) xanoba nogaHa nocre UCTeYeHNs CPOKOB Mofayu xanobbl, yCTaHOBIEHHbIX YacTaMmu 5 n 6 ctaten 40 PenepanbHoro
3aKkoHa "O rocynapCTBeHHOM KOHTROMe (Hagsope) v MyHuumnanbHOM KoHTpone B Poccunckon Pepepauun”, n He coaepxut
xofaTancTBa O BOCCTaHOBIEHWUM NPOMYLLEHHOrO Cpoka Ha nogady >anoobi;

6) B yAOBIIETBOPEHUN xogatancTea O BOCCTAaHOBNEHUN nponyLweHHOro cpoka Ha nogavy »anobbl 0TKa3aHo;

B) OO MPUHATUS peLleHus no xanobe OT KOHTpPONMpyemoro nuua, ee nogasLlero, MocTynuno 3asiefieHve ob oT3biBe
»anoobl;

r) UMeeTcs peLleHve cyaa no Bonpocam, NoCTaBneHHbIM B xanobe;

[) paHee B YMNOJIHOMOYEHHbIV OpraH Gbina nodaHa Apyras kanoba OT TOro ke KOHTPONMpyemoro nuvua no Tem xe
OCHOBaHUSM;

e) kanoba coOepXUT HeueH3ypHble NGO OCKOpPOUTENbHble BbIPAKEHMWS, YrpPO3bl XU3HM, 3OOPOBLID U UMYLLECTBY
JAOMKHOCTHbBIX JL, KOHTPOSBHOTO (HaA30PHOIO) OpraHa, a Takke YSIeHOB UX cemel;

X) paHee nonyyeH OTKa3 B PacCMOTPEHUW Xanobbl MO TOMY e MpeaMeTy, WCKIoYaloLWmniA BO3SMOXHOCTbL MOBTOPHOIO
06pallleHNs AaHHOTo KOHTPONMPYEMOro NiLia C Xanobo, U He NPUMBOAATCA HOBble 10BO/bl UMK 0BCTOATENbLCTBA;

3) xanoba nogaHa B HeHagnexaluin yrnonHOMOYEHHbIN opraH;

n) 3akoHopaTenbcTBOM Poccuiickonn Pepepaunm npegyCcMOTpPeH TONMbKO CyAeOHbLIM Mopsgok OoOXanoBaHWsl peLueHun
KOHTPOJbHOIo (Ha430pHOro) opraxa.

86. OpraH rocydapCTBEHHOrO KOHTPOSS BrpaBe 3arnpocuTb Y KOHTPONMPYEMOro nuua, nodasluero >anooy,
JOMONMHUTENBHYIO MHOPMaLUUIO UM OOKYMEHTbI, OTHOCSLLUMECS K npegMeTy kanobbl. KoHTponupyemoe nuuo Bripase
npeacTaBuTb YKasaHHble MHpOPMaLUo 1 OOKYMEHTLI B TedeHUe 5 pabounx OHEN ¢ MOMeHTa HanpaereHus 3anpoca. TeyeHue
CpoKa paccMOTPeHUsi Kanobbl NpPUOCTaHABMNMBAETCS C MOMEHTa HanpaBneHusi 3anpoca O MpeacTaBeHNM AONONMHUTENbHbIX
AOKYMEHTOB U MHOPMALIMKN, OTHOCALLMXCS K MpPeaMeTy kanobbl, 4O MOMEHTa MOSlyYeHUss UX OpPraHoOM rocyAapCTBEHHOrO
KOHTponsi (TeppuTopuanbHbiM OpraHom), HO He 6Gonee 4em Ha 5 pabounx OHeNM C MOMeEHTa HampasneHus 3anpoca.
HenonyyeHne OT KOHTPONMMPYEMOro nuua AONOMHUTENbHBLIX AOKYMEHTOB M UH(OPMALIMK, OTHOCSLLMUXCS K NPeaMeTy Karobbl,
He SIBNSEeTCS OCHOBaHMEM A1 OTKa3a B paCCMOTPEHMU Kanobbl.

87. He OonycKkaeTca 3anpalwinBaTtb Y KOHTpOJMpyemMoro nuua, nogasLiero >+<ano6y, OOKYMEHTbI U I/IHd)OpMaLI,I/HO, KOTOpble
HaxoaATcA B pacnopAaXeHun opraHa rocygapCrBeHHOro KOHTpornd (TepleToleaanoro opraHa).
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88. O6sA3aHHOCTb A0Ka3blBaHMSA 3aKOHHOCTU U 0HOCHOBAHHOCTU MPUHATOrO pelleHns M (UnM) COBEPLUEHHOro OeNCTBUS
(6e3pencTeus) Bo3naraeTcsa Ha opraH rocyaAapCTBEHHOrO KOHTPONSA (TeppUTOPUAnbHBIN OpraH).

89. Mo nToram paccMoTpeHuUst anobbl opraH rocyaapCTBEHHOIO KOHTPONS (TEPPUTOPUASIbHbIN OpraH):
a) ocTaBnseT xanoby 6e3 ygoBNeTBOPEHUS;

0) OTMeHSIET peLleHne NOMHOCTBIO I YaCTUYHO;

B) OTMEHSIET pPeLUEHNE MOMHOCTLIO U NMPUHUMAET HOBOE pELLEHUE;

r) npusHaet geiicteust (6esgencTBre) AOMKHOCTHBIX MWL, OpraHa rocyapCTBEHHOrO0 KOHTPOSS HE3aKOHHLIMU U BbIHOCUT
peLLeHne No CyLeCTBY, B TOM Yuncrie 06 OCyLLECTBEHUN NPU HEOOXOAMMOCTU onpeaerieHHbIX EeUCTBUM.

90. PelueHne opraHa rocyqapCTBEHHOTO KOHTPONsA (TEpPUTOpMAanbHOrO opraHa), codepxallee 0BOCHOBaHWE MPUHSATOMO
peLUeHnsi, CPOK W MOPSAOK ero UCMOMHEHMUs!, pasMellaeTcs B NIMYHOM KaBGUHeTe KOHTPOMMPYEMOro nuua Ha egquHoMm noprane
rocyaapCTBEHHbIX U MyHULIMMAMbHBIX YCIYT B CPOK He Mo3aHee 04HOro paboyvero OHSA CO AHSA ero NMPUHATMS.

MpunoxeHue N 1

K MNonoxeHuto o heaepansHOM
rocyaapCcTBeHHOM KOHTpore
(Hag3ope) B cchepe obpalueHus
NeKapcTBeHHbIX CpeacTB

KPUTEPUMN OTHECEHUSA OB BEKTOB ®EAOEPAJIbBHOIO rOCYAAPCTBEHHOIO KOHTPONA (HAO3O0PA) B
C®EPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB ANA MEANLUWHCKOIO NPUMEHEHUA K
ONPEOENEHHOW KATEFTOPUU PUCKA

(c nameHeHmamm Ha 10 nioHsa 2023 roga)

I. OBLUUE NMNOJTOXXEHUA

1. Mpwn ocywectBneHnn degepanbHOro rocyaapCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalleHnss nekapCTBEHHbIX
cpeacTB OTHECEHWE [OeATEeNnbHOCTU OPUAMYECKUX NUL, U MHAMBMAYaNbHLIX NpeanpuHumatenein B cdepe obpalleHus
nekapcTBEHHbIX CPeacTB AN MeAUUMHCKOro NpUMeEHeHUs (fanee - oObekTbl roCyAapCTBEHHONO KOHTPOMS) K onpedeneHHon
KaTeropum pucka OCYLLECTBNSIETCA B COOTBETCTBUM C KPUTEPUSIMU TSHKECTU MOTEHUMANbHbIX HEraTMBHBLIX MOCNEACTBUNA
BO3MOXHOIO HecobntofeHunsi obs3atenbHbIX TpeboBaHU U C Y4EeTOM KpUTEPMEB BO3MOXHOIO HecobnioaeHns obs3aTternbHbIX
TpeboBaHui.

2. OTHeceHne 0OBLEKTOB roCcy4apCTBEHHOIO KOHTPOMS K KaTeropusmM pucka OCYLLECTBNSAETCA C y4eToM MHdopmaumu,
cofepalenca B peecTtpax fMuUeH3nn Ha ocyllecTBneHne dapmaueBTUYECKON AeATENbHOCTU, MEOULNHCKON AeATENbHOCTU U
OeATenbHOCTM No 00OpPOTY HAPKOTUYECKMX CPEACTB, MCUXOTPOMHbIX BELWECTB UM UX MNPEKYPCOPOB, KYNbTUBUPOBAHWIO
HapKocodepXalmx pacTeHun, BegeHne KOTopbiX ocywecTBnser dPepepanbHasa cnyxba no Hagsopy B cdepe
30paBOOXpPaHEHNs, B [OCYOdapPCTBEHHOM peecTpe MeKapCTBEHHbIX CPeACTB ANd MEeOUUWHCKOro MNpUMEHEHUSt U peecTpe
BblAaHHbIX paspeLleHnii Ha MPOBEAEHUE KIMHUYECKUX WCCREeOOBaHMIM NEKApCTBEHHbIX MpenapatoB Ans MEeOULMHCKOro
NPUMEHEHNS, BEAEHME KOTOPbIX OCyLLuecTBnseT MMHUCTEPCTBO 3apaBooxpaHeHnsa Poccuickon deanepaumm, a Takke peecrpe
NULUEH3NIA Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB ANs MEOULMHCKOrO NPUMEHEHWsi, BEAEHME KOTOPOro OCYLLECTBSET
MWHMCTEPCTBO NPOMbILLFIEHHOCTM 1 Toproenun Poccuiickon ®egepaunm, 1 B CUCTEME MOHUTOPUHIa ABMXKEHUSA NEKAPCTBEHHbIX
npenapaToB 4151 MEQULMHCKOTO NPUMEHEHNS.

(MyHKT B pepakumu, BBegeHHow B genctBue ¢ 19 umioHa 2023 roga nocraHoBneHveM [lpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLyio peaakumio)

Il. KPUTEPUU TAXKECTU NOTEHUUAINBbHbIX HEFTATUBHbIX I'IOCJ'IEJJ,C'I:BVIVI BO3MOXXHOIO
HECOBNIOAEHUA OBA3ATENbHbIX TPEBOBAHUN
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3. KpVITepVIM TSXKECTN NOTEHUManbHbIX HEraTMBHbBIX NOCNEACTBUN BO3MOXHOIo HecobnogeHnsa oba3aTenbHbIX Tpe6OBaHV|l7I
NPUMEHAKTCA NnyTemM pa3feribHOro OTHeCeHUA obbekTa roCyaapCTBEHHOIoO KOHTPONA K KaTteropum pucka no Kaxaomy us
cneayrowmnx BnaoB AeATENbHOCTU!

a) onToBasa ToOproena nNekapCTtBeHHbIMK cpeacTBamMn Anda MeanumMHCKOro npuMeHeHus;

6) OOKINnHMn4eckmne nccrnegoBaHnda nekapcTtBeHHbIX cpencTB And MeanumHCKoro npuMmeHeHusa, KnmHn4eckne ncernegoBaHunaA
NNeKapCTBEHHbIX npenapartoB AnA MeOAUUUHCKOro npuMeHeHudA, po3HUYHaA TOProBlA JeKapCTBEHHbIMU npenapataMy ana
MeOULIMHCKOIo NpuMeHeHna n yHUYTOXXeHe NnekapCcTBeHHbIX cpeacTB AnAa MeauLlMHCKOro npuMeHeHu4.

4. [Ons ONTOBOM TOPrOBNM JEKApCTBEHHbIMM CPeacTBaMu AN MEeAMUMHCKOrO NpUMEHEeHUsI OTHeceHne obbekTa
rocyapCTBEHHOIO KOHTPOSSi K KaTeropum pucka OCyLLECTBIISIETCS C YY4ETOM Credytowmnx s3HadeHunii nokasatens pucka (K):

a) BbICOKUI pUCK - B Cnyyae, ecnu nokasarenb pucka (K) coctaBnset cBbiwe 49 6annos;
(MognyHKT B pepakumun, BBeAeHHow B gencteue ¢ 19 moHs 2023 roga nocraHoeneHvem [lpaButensctea Poccuickon
Ddenepaumu ot 10 moHa 2023 roaa N 961. - Cm. npeabiayLLY0 peaakLu)

0) 3HauUTENbHBIN PUCK - B Criyyae, ecnu nokasatens pucka (K) coctasnset ot 39 po 49 6annos;
(MognyHKT B pepakuuun, BBeAeHHoW B gencteue ¢ 19 mioHs 2023 roga noctaHoeneHvem [lpaButensctea Poccuickon
Ddenepaumu ot 10 uoHa 2023 roaa N 961. - Cm. npeabiayLLYyo peaakLu)

B) CpPeLHU pUCK - B Cryvae, ecnuv nokasarenb pucka (K) coctaensiet ot 27 go 39 6annos;
(MognyHKT B pepakuuu, BBedeHHon B gencteue ¢ 19 uwoHa 2023 roga noctaHoBneHvem [pasutensctea Poccuiickon
®denepaumm ot 10 mioHa 2023 roaa N 961. - CM. npeablayLLyo peaakuuio)

r) yMEpPEHHbIV PUCK - B Criyyae, ecrniv nokasatens pucka (K) coctasnset ot 16 go 26 6annos;
(MopnyHKT B pedakuuun, BBedeHHon B gencteue ¢ 19 uwoHa 2023 roga noctaHoBneHvem [MpaButenscrBa Poccuiickon
®denepaumm ot 10 mioHa 2023 roaa N 961. - CM. npeablayLLy0 peaakLuuio)

[) H3KNIA pUCK - B cryyae, ecnu nokasatenb pucka (K) coctaeBnset MmeHee 16 6annos.
(MopnyHKT gononHuTenbHO BKNtoYeH ¢ 19 mioHa 2023 roga noctaHosneHvem [MNpaButenscrBa Poccuickon depepauun ot
10 uroHa 2023 rona N 961)

5. 3HaveHune nokasartens pucka (K) onpegensierca no opmyne:
K =K1 +K2+K3+K4 + K5 + K6,

rae K1, K2, K3, K4, K5, K6 - nokasatenu pucka, npucesanBaemMble st ONTOBOW TOProBfv NEKapCTBEHHLIMM CpeacTBamMmn s
MeaMLIMHCKOro NpuMeHeHuns, cornacHo npunoxeHunto N 1 K HacToALLMM KPUTEPUAM.

(MyHkT B pepakumu, BBegeHHow B genctBue ¢ 19 umioHa 2023 roga nocraHoeneHveM [lpaButensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLYy0 peaakumio)

6. 3HaueHune nokasatenen K1, K2, K3, K4, K5, K6 onpeaensietcs nytem Bblbopa O4HON M3 XapakTEPUCTUK MO KaKOoMy U3
yCcnosui (NpoOLLECCOB) OCYLLIECTBINEHNSI AEATENbHOCTU, MPUBEAEHHbIX B NpunoxeHun N 1 K HACTOALLIMM KPUTERUAM.

(A63au B pepakumn, BBegeHHon B pgenctBue ¢ 19 moHs 2023 roga noctaHoeneHvewm [lpaButenscrtBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLyio peaakumio)

B Cllydae OCyLlleCTBNneHUA KOHTponupyemMbiM JNULUOM OeATEeNIbHOCTU NO HEeCKOJNIbKMM ajpecaM 3HadeHune nokasartend K
onpeaenderca ncxoaa U3 agpeca, umeroLlero HamsbicLee 3Ha4eHne nokasartens.

7. ONns [OOKMMHUMYECKUX WUCCMNEAOBaHWA NEeKapCTBEHHbIX CpeacTB A MeOMLUMHCKOrO MPUMEHEHUS,  KIMHUYeCKUX
uccnefoBaHWn fNiekapCTBEHHbIX NpenapaToB AN MEeOUUUHCKOrO MNPUMEHEHUs, PO3HUYHOW TOProBMAWM flekapCTBEHHbIMU
npenapatamm Ang MeAWUMHCKOrO MPUMEHEHUS U YHUYTOXEHMSI NEeKapCTBEHHbIX CPeAcTB AN MeOMLMHCKOro NpUMeHeHus
OTHeceHne oObEeKTa rocy4apCTBEHHOrO KOHTPOMNSA K KaTeropum pucka OCYLLECTBMSIETCA C YYETOM CReayrolMx 3HadYeHuin
nokasatens pucka (J1):

a) BbICOKUI PUCK - B Crny4vae, ecnv nokasarenb pucka (J1) coctaensieT cBbiwe 36 6annos;
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(MopnyHKT B pepakumn, BBeaeHHon B aencteue ¢ 19 uwoHa 2023 roga nocraHoBneHvem [MpasutensctBa Poccuiickon
denepaumm ot 10 mioHa 2023 roaa N 961. - Cm. npeablayLLY0 peaaKkuuio)

TekcT/Pegakuma aokymenTa noarotoenerel AQ "Kopekc"

0) 3HaunTENbLHBIN PUCK - B CriyyYae, ecnu nokasartenb pucka (J1) coctaenset ot 29 go 36 6annos;
(MopnyHKT B pedakuun, BBedeHHon B gencteue ¢ 19 uwoHa 2023 roga noctaHoBneHuvem [paButensctBa Poccuiickon
denepaumm ot 10 mioHa 2023 roaa N 961. - CM. npeablayLLyo peaakuuio)

B) CpegHuin puck - B cnyyae, ecnu nokasarens pucka (J1) coctaenset ot 21 go 28 6annos;
(MopnyHKT B pedakuun, BBeaeHHon B gencteue ¢ 19 uwoHa 2023 roga nocraHoBneHvem [Mpasutenscrea Poccuiickon
denepaumm ot 10 mioHa 2023 roaa N 961. - Cm. npeablayLLY0 peaakuuio)

) YMEPEHHbIN PUCK - B Crnyvae, ecnu nokasarens pucka (J1) coctaenaet ot 15 go 20 6annos;
(MopnyHKT B pedakuun, BBeaeHHon B gencteue ¢ 19 uwoHa 2023 roga nocraHoBneHvem [MpaButensctBa Poccuiickon
denepaumm ot 10 mioHa 2023 roaa N 961. - CM. npeablayLLYi0 peaakuunio)

) HU3KNIA PUCK - B Cryvae, ecnu nokasatenb pucka (J1) coctaensieT meHee 15 6annos.
(MopgnyHKT gononHuTenbHO BkNtoYeH ¢ 19 mioHa 2023 roga noctaHoeneHunem [MNpaButenscTBa Poccuickon denepauun ot
10 nona 2023 rona N 961)

8. 3HaueHne nokasatensa pwucka (J1) onpemensietcs NyTeM CrnoxeHust GannoB B 3aBMCMMOCTU OT MPOLECCOB,
ocylLLecTBNsieMbIX 06bEKTOM rocy4apCTBEHHOMO HaA30pa, CornacHo npunoxeHuo N 2 K HACTOSALLIMM KPUTERUSM.

lll. KPUTEPUU BO3MOXXHOIO HECOBNIOAEHNA OBA3ATEJIbHbIX TPEBOBAHUN

9. OBbekThbl rocyAapCTBEHHOIO KOHTPOSs, Noanexallne OTHECEHUI0 B COOTBETCTBUM C pasaenom |l HacTodauimx kputepmues
K KaTeropusiM 3HauuMTeNbHOro, CpeaHero, YMEpPEeHHOro M HU3KOrO PUCKOB, MOAMEeXaT OTHECEHWIO K KaTeropusiM BbICOKOrO,
3HaYUTENBbHOro, CPEAHEro U YMEPEHHOrO PUCKOB COOTBETCTBEHHO NPV HAaNU4Mn BCTYNUBLUMX B 3aKOHHYIO CUNY B TeYeHue 2 ner,
npeaLwecTBYOWNX AaTe NPUHATUSA pelleHnst 06 oTHeceHnn obbekTa rocydapCTBEHHOro KOHTPOMS K KaTeropum pucka, 2 unm
6onee MOCTAHOBMEHUA O MPUBMEYEHUU K afMUHUCTPATUBHOW OTBETCTBEHHOCTU HOPUAMYECKOrO Nnuua, ero AOMMKHOCTHBLIX ML
N WHOMBWAYaNbHOrO MpeanpuHUMaTenss ¢ HasHadyeHueM agMUHUCTPATMBHOIO HakasaHwsi B BuAe aJMUHUCTPATMBHOMO
wtpada N agMUHUCTPaATMBHOIO NPUOCTAHOBMNEHMS AEATENbHOCTN 3a COBEpLUEHVE aAMWHUCTPATUBHbLIX MpaBOHApYLUEHUNR,
npeaycMOTPEHHbIX:

(AB3ay B pepmakuuu, BBefeHHoM B paencteue ¢ 19 uwoHs 2023 roga nocrtaHoBnenwem [paBuTtenbcTBa Poccuinckon
Ddenepaumu ot 10 mona 2023 roaa N 961. - Cm. npeabiayLLY0 peaakLuo)

a) ctatben 6.33 Konekca Poccuiickon Penepauum 06 afAMUMHUCTRATUBHBIX MPABOHARYLLEHUAX B YAaCTV MPOAaXM MU BBO3a
Ha Tepputoputo Poccuinckon Pepepaunm danbcnurumMpoBaHHbIX NEKAPCTBEHHbIX CPEeACTB AN MEeAULUMHCKOro NpUMEeHeHNs,
npoaaxu mnv Beo3a Ha TeppuTtoputo Poccuiickorn ®edepaumm KOHTpadaKTHbIX NIeKapCTBEHHbIX CPEACTB ANs MeOULMHCKOro
NpPUMeHeHNs, NPoAaXn Unn Beo3a Ha TeppuToputo Poccuickon degepaumm HegoObpoKaYeCTBEHHLIX IEKAapCTBEHHLIX CPEACTB
Ans MeOuUMHCKOTO MPMMEHEHUs, a TakKe He3aKOHHbIX MpodaXku unu BBO3a Ha Tepputoputo Poccuiickorn depepauuu
He3apermcTpUpPoBaHHbIX NEKAPCTBEHHbLIX CPEACTB AN MEAULMHCKOrO NMPUMEHEHUS;

a_1) ctatbeli 6.34 Koaekca Poccuiickon Penepatimm 06 agMUHUCTRATUBHBIX MPABOHARYLLEHUSX;
(MopgnyHKT pononHuTenbHO BKNtoYeH ¢ 19 mioHa 2023 roga noctaHosneHvem [MNpaButenscrea Poccuiickon denepauuu ot
10 mtoHa 2023 rona N 961)

6) ctatbent 14.4_2 Kopekca Poccurickon PenepaLimmn 06 agMUHUCTRATMBHBIX NPaBOHaRYLLEHUSX;

B) YacTbto 21 ctaTtbu 19.5 Koaekca Poccunckon Peneparimm 06 aaMUHUCTRATMBHBIX NPaBOHAaPRYLUEHUAX 38 HEBLIMNONHEHWE
B YCTaHOBIEHHBIN CPOK 3aKOHHOTO NMpeanncaHns degepanbHOro opraHa UCNOMHUTENBHOW BNAacTW, OCYLLIECTBNSIOWEro (OYHKLUM
Mo KOHTPOMO M Haasopy B cdpepe 30paBOOXpPaHEHWs, UMM ero TeppuTopuanbHOro opraHa o6 ycTpaHeHWM BbISIBIIEHHbIX
HapyLLeHun obsi3aTenbHbIX TpeboBaHM B cdpepe obpalleHust nekapCTBEHHbIX CPEACTB AN MeOMLMHCKOrO MpUMEHEHUS,
KacatoLMXCcsl U3roTOBINEHUs!, MEPEBO3KU, peann3auum n XpaHeHUsi NNEKAPCTBEHHbLIX CPEACTB ANsl MEAULMHCKOIO NPUMEHEHMS.

r) ctatben 19.7_8 Konekca Poccuiickon ®eaepaumm 06 aagMUHUCTRATUBHbLIX MPaBOHARYLUEHUSX 3a HENPEACTaBNeHNe unu
HecBOeBpeMeHHOe NpeacTaBrneHne ceegeHnin B doegeparnbHblii OpraH UCMOMHUTESNbHOW BNacTu, OCYLLECTBSOWMIA (OYHKLUN NO
KOHTPOMK M Haasopy B cdepe 34paBOOXPaHEHMs, €ro TeppuTopuanbHbLI OpraH, ecnu npeacTaBfeHne Takux CBedeHui
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aBngaeTcsa obsi3aTenbHbIM B COOTBETCTBMM C 3aKOHO4ATENBLCTBOM B Cq)epe OXpaHbl 300P0BbA.

10. O6bekTbI

rocyapCTBEHHOIO KOHTPOSNS, OTHECEHHble B COOTBETCTBUM C pasgenom |l HacTosuimMx kputepues K

KaTeropnam BbICOKOro, 3Ha4nTenbHOro, cpeaHero u yMepeHHoro puckoB, noanexart OTHeCEeHU0 K KaTteropnam 3Ha4ynTeribHoro,
cpegHero, ymepeHHoro 1 HU3KOro puckoB COOTBETCTBEHHO MNMPU OTCYTCTBUN B TEYEHUE 2 ner, npegwecTByrOWNX gaTte NPpUHATUA

peweHuna o0 oTHeceHun obbekTa rocyaapCTBEHHOIO KOHTPONA K KaTteropun pucka,

BCTYNMMBLUMX B 3aKOHHYIKO cCuUny

NOCTaHOBMIEHUN O npuBrevyeHnn K aﬂ,MVIHI/ICTpaTVIBHOVI OTBETCTBEHHOCTU topungn4yecKkoro nuda, ero AOJDKHOCTHbLIX Nl Uinn
nHamBmnayarnbHOro npeanpuHuMaTtena ¢ HasHad4eHmem MM aaMUMHUCTPATUBHOIO Haka3daHuAa B Bae aaMUHNCTPaTUBHOIO LUTpaCba
nnn agMMHUCTPaTUBHOIO MNPUOCTAaHOBNEHNUA WX [OeATENbHOCTU 3a coBeplleHne agMUHUCTPaTUBHbIX I'IpaBOHapyLueHI/IVI,

YKa3aHHbIX B MYHKTE 9 HacToAWNX KPUTEPUEB.

(MyHkT B pepakumu, BBegeHHow B genctBue ¢ 19 umioHa 2023 roga nocraHoeneHveM [lpaBuTtensctBa Poccuiickon
denepaumm ot 10 mtoHa 2023 roaa N 961. - Cm. npeablayLLY0 peaakumio)

MpunoxeHne N 1

K KPUTEpPUSAAM OTHECEHUSI 06 bLEKTOB
cdeaepanbHOro rocyngapcTBeHHOro KOHTpons
(Hap3opa) B chepe obpaLeHns
reKapcTBeHHbIX CPeACTB ANA MeAULIMHCKOro
npUMeHeHUsA K onpeaeneHHoON KaTeropum

pucka

(B peaakuun, BBegeHHOM B AencTBUe
¢ 19 nioHsa 2023 ropa
nocraHoBneHnem MpaBuTenbLCTBA

Poccuiickon denepatrimu

ot 10 uroHsa 2023 rona N 961. -

Cm. npeAbIAyLYI0 peaaKLuio)

MOKA3ATENN PUCKA, NPUCBAUBAEMbIE 719 ONTOBOW TOPIrOBNU NNEKAPCTBEHHbLIMU CPEACTBAMU
anda MEgULUMHCKOIo NPUMEHEHUA

MokasaTtenu

K1

K2

K3

K4

Ycnosus (npouecchbl)
OCYLLECTBMNEHUS
[AEesATeNnbHOCTM

XapakTepucTuku

Hanuyne nnowankn ona pasrpy3kn aBroMatudeckme BopoTa AOKOBOIo Tuna C norpy3o4Ho-pasrpy3oyHbiMu

aBTOTpaHcnopTa

cTeneHb MexaHu3aumu cKrnagckmx
onepaumn

BbICOTa YKNagku rpysa

noAaepkaHue cneumasnbHoro
pexxuMa Temneparypbl

nrnoLaakaMu perynmpyemoii BbiCOTb

TamGypHO-LLNI030Bas pasrpyska

MexXaHW3VpOoBaHHbIe BOPOTa AOKOBOTO TWMa C NOrPy304HO-
pasrpy3o4HbIMK NoLlaakamu

naHayc Ans pasrpysku ToBapa, B TOM YKCIe C UCMOoNb30BaHNEM paMbl
aBTOMaTUYeckue

ABTOMAaTU3NPOBaHHbIE
KOMMFEKCHO-MEXaHN3MPOBaHHbIe
HEeMexXaHU3MpPOBaHHbIE
BblCOTHOCTEMNaxHbIe (6onee 10 m)
oaHoaTaxHble (bonee 6 1 oo 10 m)
ogHo3TaxHble (bonee 3 1 oo 6 m)
nannetHoe xpaHexue (8o 3 m)
aBTOMaTU4eckoe

aBToMaTu3npoBaHHoe
XonogunbHble KamMepbil,
NPOMbILUJIEHHbIE XOnoaAUIbHUKA
XonogunbHUKN (bapMaLLEBTW-IGCKI/Ie

W NaNn -

N

10

Bannbl
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K5 PEXNM XpaHEHUSA ¢ MKCUPOBAHHBLIM TEMMEPATYPHO- 5
BMAXXHOCTHbIM PEXMMOM
oTannMBaeMble LeHTpanbHbIM CHabXeHnem 6
oTannvMBaemble aBTOHOMHO 9
oTannvMBaemble OTONUTENbHLIMK Npubopamm 10
K6 peanusauns nekapcTBeHHble npenapaTtbl 49 MeAULUHCKOro NMpUMeHeHus, 45
onpegeneHHom nognexaiime npegMeTHO-KONMYECTBEHHOMY YYETY
KaTeropuu
neKapCTBEHHbIX
npenapaTos*

* OnpepensieTcad Ha OCHOBaHWW CBEOEeHW W3 CUCTEMbl MOHWUTOPUHra [ABWXEHWUS NeKapCTBEHHbIX npenapartoB AOns
MeMLMHCKOrO NPUMEHEHNs 3a NpeLlecTBYHOLLMIA KaneHaapHbIi ro.

MpunoxeHune N 2

K KpUTEpPUSAM OTHECEHUs1 OO BLEKTOB
chepepanbHOro rocygapcTBeHHOIo
KOHTponsA (Haa3opa) B cchepe
obGpalleHus nekapCcTBeHHbIX CPeacTB
Ansi MeAULIMHCKOro NpUMeHeHus

K onpeneneHHon Kateropum pucka

(B peaakuun, BBegeHHOM B AelcTBUe
¢ 19 nroHa 2023 ropa
nocraHoBneHuvem MpaButenbLcTBa
Poccuirckon denepavuun

ot 10 nroHa 2023 ropa N 961. -

CM. npeabIAyLyI0 peaakuumio)

NMOKA3ATEJNIN PUCKA, MPUCBAUBAEMbIE AN OOKNMUHUYECKUX UCCIEQOBAHUN NEKAPCTBEHHbIX
CPEQCTB Ans MEAULMHCKOIO NPUMEHEHWUSA, KMTMHWYECKUX NCCNEAOBAHUN NEKAPCTBEHHbIX
NMPENAPATOB AN MEAULUMHCKOIO NPUMEHEHWUA, PO3HUYHON TOPIrOBJIN NEKAPCTBEHHbLIMU
NPENAPATAMU ANA MEOULUMHCKOIO NPUMEHEHUA U YHUYTOXEHUA NEKAPCTBEHHbLIX CPEACTB ANA
MEOWLUUHCKOIO NPUMEHEHUA

I'Ipou,eccu 06pau.|,eHm| JleKapCTBeHHbIX cpeacTB Ana MeanunHCKOro npuMeHeHna

OpraHusauum OOKNW- KNWHW- W3ro- Mepe- OTMYCK YHWY- peanu- xpaHe- pearnu- PO3HWYHast
(VHaMBUAYanbHble HU4Yec- Yeckue TOBMe- BO3Ka fnekap- TOXe- 3auusi  HWe  3aumsi  Toprosns (OTMyck)
npeanpuHMMaTenu) KMe  uccre- HWe nekap- CTBEH- HWE fekap- Nekap- nekapcr- nekapcTt-

nccne- [OBa- NeKap- CTBEH- HbIX Jlekap- CTBEH- CTBEH- BEHHbIX BEHHbIMW Npenapa-
[OBaHWsl HUSl CTBEH- HbIX Mpena- CTBeH- HbIX  HbIX  Mpena- TaMu Ans
nekapcT- nekap- HbIX cped- paToB  HbIX Npena- cped- — paTtoB MeaULMH-
BEHHbIX CTBEH- nMpenma- CTB  [Ans  CPeA- patoB  CTB ans CKOro npumeHe-
CPEeACTB HbIX patoB Ans  MeaW- CTB Ana AnS Meau- HUs, Noanexa-

Ons npena- Ans Meau- UMH-  ANS MeAu- MEOU- LIMHCKOTO LUMMW NPeaMeTHO-
Meau- paToB Meau- UMH-  CKOTrO Medu- LUMH-  UMH-  NpUMe-  KONMYeCTBEHHOMY

UMHCKOrO AN UWH- CKOTO NPUMME- LWH- CKOfO CKOTO  HEHUs yyery*
npume- MegmM- CKOTO MNPUME- HEHMSI CKOro npumMe- Npume- OUCTaH-
HEHUSI  UMH- NpUMe- HEeHUs NpUMe- HEHUSI HEeHWs  LNOH-
CKOr0  HeHust HeHus HbIM
npumve- cnoco-
HeHus oom
HayuyHo- 1 - - - - - - - - -

ncecnegoBarternbckaa
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opraHusaums
Ob6pa3soBaTenbHas 1 - - - - - - -
opraHusaums

BbICLLEro

obpasoBaHus,

opraHusaums

JOMNOMHUTENBHOIO

nNpogeCCUOHanbHOro

obpasoBaHus

MegumumnHckas opraHusauus - 3 - 4 3 3 - 5
AnTeka rotoBbIxX - - - 4 3 3 5 4
neKkapCcTBeHHbIX hopM

AnTeka Npom3BOACTBEHHAs C - - 10 4 3 3 10 7
npaBoOM U3rOTOBMEHNS

acenTU4ecKnx

NeKapCTBEHHbIX MpenapaTos

AnTteka - - 9 4 3 3 9 6
NPOV3BOACTBEHHAS

C NpaBoM

N3roTOBINEHUS

neKapCTBEHHbIX

npenaparos

AnTteka - - 10 9 8 7 9 10
NPOV3BOACTBEHHAS C MPaBOM

U3roTOBMNEHNs pagmo

(hapmaLeBTUHECKNX

neKapCTBEHHbIX MpenapaTos

ANTEYHbIN MYHKT - - - 4 3 3 8 8
ANTEYHBIN KNOCK - - -
NHaveuayanbHbIn - - 9 4 3 3 4 8
npeanpuHUMaTens

O6ocobneHHoe CTPYKTYpHOE - - - 4 - - 2 4
nogpasgeneHune

MELULIMHCKOM OpraHu3aumm

(ambynatopus,

henbaLepckuii MyHKT,

denbaLlepcko-

aKyLLIepCKUI MYHKT,

LeHTp (oTaeneHue) obLen

BpayebHoW (CemeriHoN)

NpaKTUKK)

N
1
w
N
N

40
40

40

40

40

40

40

* OI'Ipe,D,eJ'IﬂeTCFl Ha OCHOBaHWW CBEOEHUWA W3 CUCTEMBbI MOHUTOPUHIA AOABWXEHUA JeKapCTBEeHHbIX npenapatoB And

MeaNLUMNHCKOIo NnpuMeHeHun4d 3a I'Ipeﬂ,LIJeCTBy+OLLI,VII7I KaJ'IeH,EI,aprII;I roa.

MpunoxeHue N 2

K MNonoxeHuto o heaepansHOM
rocyaapCTBeHHOM KOHTpore
(Hap3ope) B cchepe obpalleHus

NeKapCcTBeHHbIX CPeacTB

KPUTEPUN OTHECEHUA OB BEKTOB ®EAOEPAJIbHOIO rOCYOAPCTBEHHOIO KOHTPONA (HAO30PA) B

C®EPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB ANA BETEPUHAPHOIO NPUMEHEHUA K
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OMNPEAENEHHOW KATEFOPUU PUCKA

I. OBLUUE NMNOJNOXEHUA

1. Mpwn ocywecTBneHnn eaepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpaleHns NnekapCTBEHHbIX
CcpeacTB OTHeCeHue [edATenbHOCTM  puanYecknx nul, WHAMBMAYyanbHbIX MpeanpuHuMartenen B cdepe obpalieHus
nekapcTBeHHbIX CPeACTB AMS BETEPUHAPHOro NpUMEHeEHUs (danee - 00beKTbl roCyAapCTBEHHOrO KOHTPONS) K onpeaeneHHon
KaTteropum pucka OCYLLECTBNSETCA B COOTBETCTBUM C KPUTEPUSIMU TSHXKECTU MOTEHUMANbHbIX HEraTMBHbLIX MOCNEACTBUNA
BO3MOXHOro HecobntogeHus obssarenbHbix TpeboBaHWi, NPeayCMOTPEHHbIMY pasaenoM Il HacToALIMX KPUTERPUEB, U C YYETOM
KpUTEPMEB BEPOSATHOCTU HECOOMNoaeHNst obsi3aTenbHbIX TpeboBaHUA, NPeayCMOTPEHHbIX pasaenom |l HacToAWKX KPUTEPUEB.

2. OTHeceHne OOLEKTOB FOCydapCTBEHHONO KOHTPOSsSl K KaTeropusiM pucka OCYLUECTBIISIETCS C Y4YeTOM WHdpopmauuu,
coaepalleincs B peectpe NULEH3UA Ha NPOu3BOACTBO fleKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NMPUMEHEHUs!, peecTpe
NMUEH3NA Ha ocyllecTBeHne dapMaueBTUYECKON AesTenbHOCTM B cdepe obpalleHusi NeKkapCTBEeHHbIX CPeacTB Ans
BETEPMHAPHOIrO MPUMEHEHMWs, BedeHWe KOTopbiX ocywectensieT PegepanbHas cnyxba no  BeTepuHapHOMy U
hTOCaHUTApHOMY Haa3opy, U B dheeparbHON rocyaapCTBEHHON MHGOPMALMOHHONM cucTemMe B 06rnacTn BETepuHapuun.

Il. KPUTEPUU TAXKECTU NOTEHUUAIbHbIX HETATUBHbIX ﬂOCﬂEﬂC'I:BVIVI BO3MOXHOIo
HECOBNIOAEHNA OBA3ATENbHbLIX TPEBOBAHUN

3. KpI/ITepI/IVI TSDKECTU NOTEeHUMarnbHbIX HEraTMBHbIX MNOCNEACTBMIA BO3MOXHOMO HeCOGJ'II-OJJ,eHVIﬂ obsizaTenbHbIX Tpe6OBaHVIIZ

NMPUMEHAKTCA NyTeM pa3feribHOro OTHeCeHUd obbekTa roCyaapCTBEHHOIO KOHTPONA K Karteropmm pucka no Kaxaomy us
cnegyrwmx BnaooB OeATEeNIbHOCTUL

a) onToBad TOproenA iekapCTtBeHHbIMU cpeacTtBamMn onga BeETEPUHAPHOIO NpMMEHEeHUA;

6) PO3HNYHAA TOProBA NeKapCTBEeHHbIMU NpenapatamMn AnAa BeTepnHapHOro npuMeHeHund, AOKInmMHn4eckmne ncerieqoBaHmnd
JNIeKapCTBeHHbIX CpeAcTB ANA BETEepPUHAPHOIro npuMeHeHud, KInMHU4YeCkKne uccrnenoBaHua nekapCTBEHHbIX MpenapatoB AnA
BETEPUHAPHOIo MNMpuUMEeHeHUA, XpaHeHue JeKapCTBeHHbIX CpeacTB A1 BEeTepUHapHOro npuMmeHeHud (3a NUCKINo4YeHnem
XpaHeHUdA, OCyLUuecTBdeMOoro npun npoun3BoacTBe JNieKapCTBEHHbIX CpeAcTB ANd BETEPUHAapPHOro npMMeHeHua n npu OnTOBOWN
TOproerie JnekapCTBeHHbIMM cCpeactBamMn Ana BeTepuHapHOro I'IpI/IMeHeHI/Iﬂ), nepeBo3Ka JieKapCTBEHHbIX Cpeacrtes And
BETEPUHAPHOIro NnpuMeHeHuna (38 NCKIo4YeHnemM nepeBo3Ku, OcyLIJ,eCTBﬂFIeMOVI npuv Npon3BOACTBE J1IeKapCTBEHHbIX CpencTB aAna
BETEPUHAPHOIo NMpuUMeHeHua n npu ONTOBOW TOoproene nekapCTBeHHbIMM cpeacTBaMy AnA BEeTepUHApPHOro ﬂpVIMeHeHVIFl),
YHUYTOXEHNE NeKapCTBEHHbIX CPpencTB A1A BETepUHAPHOIo NpuMeHeHN4A;

B) npon3BoACTBO JieKapCTBEHHbIX CPEACTB OJ1A BETEPUHAPHOIo NpUMeHEeHUA.

4. [ns onToBoW TOProBNM NEKapCTBEHHLIMU CPeaCTBaMU AN BETEPUHAPHOrO MNpUMEHEHUSI OTHeceHue oGbekTa
rocyAapCTBEHHOTO KOHTPOMS K KaTeropun pucka oCyLLEeCTBAETCS C YYeTOM CredyoLumx 3HadeHuii nokasaTens pucka (K):

a) 3HauUTENbHBIN PUCK - B Criy4Yae, ecnu nokasaternb pucka (K) coctaensiet cbilwe 39 6annos;
0) cpegHuii puckK - B criyvae, ecnu nokasatenb pucka (K) coctaenset ot 27 go 39 6annos;
TekcTt/Pegakuna aokymeHTa noarotoenersl ACQ "Kopekc"
B) YMEPEHHbIV PUCK - B Crlyvae, ecnu nokasatenb pucka (K) coctaensiet ot 16 o 26 6annos;
r) HU3KMIA PUCK - B cryvae, ecnu nokasatenb pucka (K) coctaensaet 15 6annoB 1 meHee.
5. 3HaueHune nokasartens pucka (K) onpegensietca no dopmyne:
K=K1+K2+K3+K4 +K5 + K6,

roe K1, K2, K3, K4, K5, K6 - nokasatenu pucka, npucsanBaemMble 45151 ONTOBOW TOProBIiv fIeKapCTBEHHbIMU CpeacTBamMun Angd
BETEPUHAPHOIo NPUMEHeHUs, cornacHo NpuNoxeHuto N 1 K HACTOALLIMM KPUTEPUAM.
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6. 3HavyeHme nokasatenen K1, K2, K3, K4, K5, K6 onpeaensetcs nytem Bblbopa O4HON M3 XapakTEPUCTUK MO KaKOOMY U3
YCMOBMWI OCYLLECTBMNEHUS AeATENBHOCTU, NPEeAYCMOTPEHHbIX NpunoxeHnem N 1 kK HACTOALLMM KPUTERUSAM.

7. [Ons  pO3HWMYHON TOProBMW FEeKapCTBEHHbIMKM MNpenapataMu [Afs BETEPUHAPHOTO MPWMEHEHUs, MpoBeAeHUs
AOKMUHUYECKUX UCCIEeOOBaHUIN NEKapCTBEHHbIX CPEACTB NS BETEPUMHAPHOrO MPUMEHEHWS, KIIMHUYECKUX WCCrenoBaHui
NeKapCTBEHHbIX MpenapaToB [Ansl BETEPUHAPHOTO MPUMEHEHUS,, XPaHEHWUs! NEeKapCTBEHHbIX CPEACTB AMnsl BETEPUHAPHOTO
NpUMeHeHus (3a UCKIIOYEHNEM XPaHEHUS!, OCYLLIECTBNSIEMOrO NpY NPOVU3BOACTBE NeKapCTBEHHbIX CPeCTB AN BETEPUHApPHOTo
NPUMEHeHNsT U MpW ONTOBOW TOProBre FEKapCTBEHHbIMM CpeAcTBamMy AN BETEPUHAPHOIO MNPUMEHEHWs!), NepeBO3KU
neKapCTBEHHbIX CPeACTB Ans BETEPUHAPHOrO NPUMEHEHUS (3a UCKITIOYEHNEM NepPeBO3KM, OCYLLECTBNAEMON NPU NPOM3BOACTBE
NeKapCcTBEHHbIX CPeacTB AN BETEPUHAPHOTO MPUMEHEHWS U MpWU OMTOBOW TOProBfiEe JNEKAPCTBEHHLIMU CpeacTBaMu Afis
BETEPUHAPHOTO NMPUMEHEHWS), YHUUTOXEHUSI NEKAPCTBEHHBIX CPEeACTB ANs BETEPUHAPHOIO NMPUMMEHEHUSI OTHECEHME OObekTa
rocyaapCTBEHHOIO KOHTPOSISi K KaTeropum pucka OCyLLECTBIISIETCS C YYETOM CreayoWwmnx s3HadeHnin nokasarens pucka (1):

a) 3HauUUTENbHBIN PUCK - B CITy4Yae, ecnu nokasatenb pucka (J1) coctaensieT cBbiwe 20 6annos;
0) cpenHuiA puck - B criyyae, ecnv nokasaternb pucka (J1) coctasnsiet ot 16 go 20 6annos;

B) YMEPEHHbBIN PUCK - B Crydae, ecnu nokasartens pucka (J1) coctaenger ot 10 go 15 6annos;
r) HU3KWUIA PUCK - B Cry4Yae, ecnuv nokasarenb pucka (1) coctaenset 9 6annos n MeHee.

8. 3HaueHvne nokasartens PUCKa (J'I) onpegendeTca nyTeM CrioXeHUd 0annoe B 3aBUCMMOCTU OT npoueccos,
OoCyLlecCTBIdeMbIX 0bObeKkTOM rocyaapCTBE€HHOIo KOHTPOIJIA, COrnacHO NpuioXXeHuw N 2 K HacTOdLLMM KPUTERUAM.

9. D,J'Iﬂ npon3BOoACTBa J1eKapCTBEHHbIX CpeACTB ONA BEeTEPUHAPHOIo npnMeHeHnAa oTtHeceHue obbekTa rocygapCTtBeHHOro
KOHTPOJIA K KaTeropmn pucka oCyLecCTBIIAEeTCA C y4eTOM creyrownx 3HaYeHUN nokasarenemn PUCKa (M)

a) 3HauYUTEnNbHBIN PUCK - B CrlyYae, ecnu nokasartens pucka (M) coctaenseT cBbiwe 8 6annos;
0) cpeaHuii puckK - B criydae, ecnu nokasarternb pucka (M) coctasnsieT ot 6 go 8 6annos;
B) YMEPEHHbIV PUCK - B Cryvae, ecnuv nokasatenb pucka (M) coctasnset 4 unu 5 6annos;
) HU3KWIA PUCK - B Cryvae, ecnu nokasatenb pucka (M) coctaensieT 3 6anna n meHee.
10. 3HaueHune nokasatens pucka (M) onpegensetca no dopmyne:
M =M1 x M2 x M3,

rae M1, M2, M3 - nokasaTenu pucka, npMcBanBaeMble Afsl MPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB A BETEPUHAPHOro
NPUMEHeHUs, cornacHo apunoxexuto N 3 K HACTOALLIMM KPUTERUAM.

11. Ecnn o6bekT rocyaapCTBEHHOIO KOHTPOMSI OCYLLECTBISAET BbiMyCK HECKONbKUX BUAOB NPOAYKLUUM UM OQHOBPEMEHHO C
BbIMYCKOM MPOAYKLUUWN OCYLLECTBNSET AEATENbHOCTb MO YMNaKOBKE IeKapCTBEHHbLIX NMpenapaToB, BblbMpaeTcs ogHa CTpoka ¢
HambornbLUXUM Konmn4yecTBoM 6annos.

lll. KPUTEPUU BO3MOXXHOIO HECOBNIOAEHNA OBA3ATEJIbHbIX TPEBOBAHUN

12. O6beKTbI rOCYyOapCTBEHHOIO KOHTPOMS, nognexaliue OTHECEHUI0 B COOTBETCTBUM C pasaenom |l HacTodAwmnx Kputepmes
K KaTeropuvsiM CpefHero, YMEpeHHOro M HU3KOro PUCKOB, MOAMEeXaT OTHECEHWUI K KaTeropuMsM 3Ha4YMTenbHOro, cpedHero u
YMEPEHHOro PUCKOB COOTBETCTBEHHO NPY HanuyMn BCTYMMBLUMX B 3aKOHHYIO CUIy B TedeHue 2 neT, npedlecTByolWmMX AaTte
NPUHATUSA pelleHns 06 OTHeceHUn obbekTa rocyaapCTBEHHOrO KOHTPOIS K Kateropum pucka, 2 unu bornee nocTtaHOBNEHUNA O
NpyBAeYEHUN K agMUHUCTPATMBHOM OTBETCTBEHHOCTW HOPUAMYECKOrO nuua, ero OOMKHOCTHbIX NUL, MW MHOVBUAYaNbHOro
npeanpuHUMaTens 3a COBeplUeHMe aAMWHUCTPATUBHLIX MpaBOHapYLUEHWUA, NPegyCMOTPEHHbIX cTatben 6.33, nubo craTtben
10.6, nnb6o yactamum 3 n 4 cratbn 14.1, nubo cratben 14.43 (B 4acTM COOTBETCTBUS JNEKAPCTBEHHbLIX CPeacTB Afis
BETEPUHAPHOIO NPUMEHEHNS!, HAXOASALLMXCS B rpaXkaaHCcKom obopoTe, YyCTaHOBMNEHHbIM TPEOOBaHUSIM K MX Ka4eCTBy, a Takke B
YacTU XpaHeHWs1, NEPEBO3KM 1 peann3auun NekapcTBEHHbIX CPeACTB ANsl BETEPMHAPHOIO NpuMeHeHus), ctatben 14.4 2, nubo
yacTtbio 1 ctatbn 19.4, nnbo Yactbio 1 ctatbu 19.5, nubo crtathen 19.6, nnbo ctatben 19.7 Koaekca Poccuiickon PenepaLium
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006 aaMVHUCTRATUBHbLIX NPaBOHARYLLEHUSX.

13.

OGbeKTbl rocyaapCTBEHHONO KOHTPONS, OTHECEHHble B COOTBETCTBMWM C pasfdenom |l HacTosumx KpuUTEpUEB K
KaTeropusiM 3Ha4YMTENbHOIO, CPEQHEro U YMEPEHHOTO PUCKOB, MOANEXAT OTHECEHUIO K KaTeropusiM CpegHero, YMEpPEHHOro U
HMU3KOrO PUCKOB COOTBETCTBEHHO MPU OTCYTCTBUM B TEYEHUE 2 NET, NPEALUIECTBYIOWNX AaTe NPUHATUS pelleHnst 06 OTHECEHWUU
obbekTa rocydapCTBEHHOTO KOHTPONS K KaTeropuMm pucka, BCTYNMBLUMX B 3aKOHHYK CUMY MOCTAHOBMEHWIA O MPUBMEYEHUU K
aAMWUHUCTPATUBHOWN OTBETCTBEHHOCTM HOPUAMNYECKOrO NMLa, ero AOSMKHOCTHBIX JWL, UMW MHAMBMAOYaNbHOTO NpeanpuHuMmaTens ¢
Ha3Ha4YeHWeM agMUHUCTPATMBHOIO HaKa3aHUs 3a COBepLUEHVEe afMUHUCTPATUBHbLIX NPaBOHAPYLUEHWUN, YKa3aHHbIX B NyHkTe 12
HacTOSLLIMX KPUTEPUEB.

MpunoxeHne N 1

K KpUTEpPUsIM OTHECEHUS1 OO BLEKTOB
cdepepanbHOro rocynqapcTBEHHOro
KOHTponsA (Hag3opa) B cdepe
obpalueHusi NneKapCTBEHHbIX CPeAcTB
AN BeTepUHapHOro NpMMeHeHus

K onpeaeneHHOM KaTeropum pucka

NMOKA3ATENIN PUCKA, NPUCBAUBAEMbIE AN ONTOBOW TOPrOBNU NEKAPCTBEHHbLIMU CPEACTBAMM
Ansa BETEPUMHAPHOIO NPUMEHEHUA

Mokasa-
TEnun

K1

K2

K3

K4

K5

K6

YcnoBus ocyLlecTBneHus
OeaTenbHOCTU

Hanu4Kue NoLLaaK1 Ans pasrpysku
aBTOTpaHcnopTa

cTeneHb MexaHn3aLUumy CKNnaackux
nomeLLeHnmn

BbICOTa yKnaaku rpysa

noaaepxaHue cneuyanbHoro
pexumva
Temneparypbl

pPeXnm XpaHeHusA

nepeBO3Ka

XapakTepucTukm

aBTOMaTM4yeckue BOpOTa JOKOBOTO TUMa C NOrpy304HO-Pasrpy304HbIMU
nroLiagkamMu perynupyemon BbiCOTbI

TambypHO-LLN030Basi pasrpyska

MeXaHW3VpOoBaHHble BOPOTa AOKOBOTO TWMa C MOrpy304HO-
pasrpy304HbIMU MrioLLagKaMu

naHayc Ans pasrpy3kv ToBapa, B TOM YMCHe C UCMONb30BaHUEM paMrbi
aBTOMaTU4eckue

aBTOMaTU3MPOBAHHbIE
KOMIMIIEKCHO-MEXaHN3MPOBaHHbIE
HeMexaHN3MpOoBaHHble
BbICOTHOCTEMMaXHbIE (6onee 10 m)
0fHO3TaxHbIe (0T 6 A0 10 M)
OfHO3TaXHbIe (0T 3 40 6 M)
nanneTHoe xpaHeHue (4o 3 m)
aBTOMaTU4ecKoe

aBTOMATU3MPOBaHHOE
XonoaunbHble kKamMepbl, MPOMBbILLIIEHHbBIE XONOAUMBHUKM
XONoAnIbHUKK hapmaLeBTUYECKUE

C (hUKCMPOBaHHBLIM TEMMEPATYPHO-BAXHOCTHLIM PEXUMOM
oTannuBaeMble LeHTparbHbIM CHaGxeHnem
oTannveaemMble aBTOHOMHO

oTannvBaeMble OToNUTeNbHLIMU NpUGopamm

He OCYLLECTBISIeTCs nepeso3ka

nepeBo3ka B TPAHCMOPTHOM CPEeACTBE C PerynmpyeMbiM TemnepaTypHbIM
PEXMMOM

nepeBo3ka B TPAHCMOPTHOM CPeACTBE C HEPETynuUpyeMbIM
TemnepaTypHbIM PEXMMOM

Bannebl

N NN -~ [e<]

—_— —_—
wo oo A S NW
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MpunoxeHue N 2

K KPUTEePUSIM OTHECEHUSI 06 bLEKTOB
denepanbHOro rocyaapcTBeHHOro
KOHTponsA (Hapsopa) B cdepe
obpalleHus nekapcTBeHHbIX CPeaAcTB
AnNs BeTepUHaApPHOro NpUMeHeHus

K onpeaeneHHOW KaTeropumn pucka

NMOKA3ATENIN PUCKA, NPUCBAMBAEMbIE AN PO3HWYHOW TOPIOBNU NEKAPCTBEHHbIMU
NPENAPATAMU ANA BETEPUHAPHOIO NPUMEHEHUSA, NPOBEAEHUA OOKNMUHUYECKUX UCCNEQOBAHUN
NEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUA, KMMHUYECKUX UCCNEQOBAHUN
NEKAPCTBEHHbIX NMPEMAPATOB Asd BETEPUHAPHOIO NPUMEHEHUA, XPAHEHUA NEKAPCTBEHHbIX
CPEACTB AN BETEPUHAPHOIO NPUMEHEHUA (3A UCKITFOYEHUEM XPAHEHWUA, OCYLLUECTBIIAEMOIO
NMPU NPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB And BETEPUHAPHOIO NMPUMEHEHWUA U NPU
ONTOBOW TOPIOBJIE JIEKAPCTBEHHbIMU CPEACTBAMU ANA BETEPUHAPHOIO MPUMEHEHUSA),
NMEPEBO3KU NEKAPCTBEHHbIX CPEACTB Al BETEPUHAPHOIO NPUMEHEHUA (3A UCKINIOYEHUEM
NEPEBO3KW, OCYLLECTBIIAEMOW NPU NPOU3BOACTBE NEKAPCTBEHHbIX CPEACTB ANA
BETEPMHAPHOI'O MPUMEHEHWSA U NMPU ONTOBOW TOPIOBJE NEKAPCTBEHHBLIMU CPEACTBAMU ANA
BETEPUHAPHOIO NPUMEHEHUA), YHUYTOXEHUA NEKAPCTBEHHbBIX CPEACTB AJ1A1 BETEPUHAPHOIO

NMPUMEHEHUA
Ob6bekTbl Mpouecchl
rocyaapCTBEHHOIO KOHTPONs JOKMUHW-  KMUHK- nsro- nepe- YHUYTO-  peanu- XpaHeHue
YeckMe  4Yeckme TOBMEHME  BO3Ka XeHue 3auus  nekapcTt-
nuccne-  WUCCre- M OTNYCK NeKapcT- JeKapcT- eKapcT-  BeHHbIX
[OBaHUS [OBaHWA NeKapCT- BeHHbIX  BEHHbIX BEHHbIX  npena-
nekapcT- nekapcT- BeHHbIX  CPeAcTB  CpeacTB  Mpena- partoB Ans
BEHHbIX  BEHHbIX  npena- ans ans patoB  BeTepu-
CpeacTBs  npena- paToB AN BeTepu-  BETepw- ans HapHOro
ans paToB  BETepW-  HApPHOTO HApHOro BeTepu-  npume-
BETEPYU- ans HapHOro  npuvme-  MPWMEe- HApPHOTO  HEeHus
HapHOro BeTepu-  NpumMe- HeHus HeHVs1  npume-
npyMe-  HapHOTO  HeHwus HeHus
HeHus npume-
HeHns!
BetepuHapHas ante4Has opraHusauus - - 10 7 2 8 6
BeTepuHapHble opraHusauunm - 10 - 7 2 - 6
OpraHu3aumun unm nHauBuayanbHble - 10 - 7 2 - 7
npeanpuHMMaTenu, ocyLLecTBsLLMe
pasBefeHue, BbipallMBaHue, CoAepxaHne
XXMBOTHbIX
WHavBuayanbHble npeanpuHumaTeni, 3a - - 10 7 2 8 6
UCKIIOYEHMEM MHAMBUAYASBHBIX
npeanpuHMMaTenei, ocyLLeCTBSIOLLMX
pasBefeHune, BbipalluMBaHue, CoaepxaHne
YKMBOTHbIX, UMEIOLLMX NIULEH3NIO Ha
hapmaueBTNYECKYH0 AeATENBHOCTD
tOpuanyeckme nuua, MHAMBUAYanbHbIe - - - - - - 10
npeanpuHUMaTenu, ocyLecTBRsoLLIMe
NpPOV3BOACTBO KOPMOB
WcnbitatensHble nabopartopum: 10 10 - - - - -
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a) ucnelTatenbHble nabopatopmu (LEHTPbI), HE

npowleaLume akkpeamTaumio B HaLMOHaNbHOW

cucTeme akkpeautaumm

6) ncnbiTatenbHble nabopaTtopumn (LEHTPBI), 5 5 - - - - -
npoLUeALLre akkpeauTaLmio B HaLMOHaIbHOM

cucTemMe akkpegmTaumm

B) UCMbITaTenNbHble nabopatopumn (LEeHTpb), 1 1 - - - - -
BKITHOYEHHbIE B PEECTP UCMbITATENbHBIX

nabopatopui (LEHTPOB), COOTBETCTBYOLLMX

npuHUMNaM Hagnexatien nabopaTopHon

NpaKTWUKW, COOTBETCTBYIOLLMM NPUHLMMIAM

Hagnexallien nabopaTopHON NpPaKTUKN

OpraHusaumnm 3KOHOMUYECKOro COTPYAHUYECTBa

W pasBUTHS

WHble opraHunsaumm, ocyLuecTensaowmne - - - 10 - - -
nepeBOo3Ky NeKapCTBEHHbIX CPeACTB Als

BETEPUHAPHOIO NPUMEHEHWS

MpunoxeHne N 3

K KpUTEpUsIM OTHECEHUS1 OO BEKTOB
cdepepanbHOro rocynapcTBEHHOro
KOHTponsA (Hag3opa) B cdepe
obpalueHus nekapcTBEHHbIX CPeacTB
AN BeTepUHapHOro NpMMeHeHus

K onpeaeneHHOM KaTeropum pucka

NMOKA3ATEJIN PUCKA, MPUCBAUBAEMBbIE ONA NPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB AnA
BETEPUHAPHOI'O NPUMEHEHUA

I. SHAYEHUE NOKA3ATENA PUCKA M1

Bua Bbinyckaemon npogykumm, oesaTensHOCTb Bannebl
1. VIHbeKunoHHbIEe N NHAY3NOHHbIE CTePUIbHbIE NeKapCTBEHHbIE NpenapaThl ANg BeTepUHapHOro npuMmeHeHus 4
2. UmmyHoBMonoruyeckme npenapatbl 4nsi BETEPUHAPHOIO NPUMEHEHNs
3.Mpenapatbl KPOBW 41151 BETEPUHAPHOIO NPUMEHEHNSA
4. HecTtepunbHble nekapcTBeHHble (POPMbI AN BETEPMHAPHOIO NPUMEHeHWs, (hbapmaLeBTnyeckue cybctaHuum
5. leaTenbHOCTb MO YNaKoBKE NeKapCTBEHHbIX NpenapaToB 4115 BEeTepUHapPHOro NpUMeHeHns
6. PaguodapmaueBTmyeckne npenaparbl A4ns BETEPUHAPHOro NpuMeHeHns

NN WA D

Il. BHAYEHUE NOKA3ATENA PUCKA M2

Konunyectso BbIMyCKaeMbIX HanMeHOBaHMN NeKapCTBEeHHbIX CpeacTB bannbl

1. Bonee 50 3
2. O110 oo 50 2
3. Menee 10 1

TekcT/Pegakuma aokymenTa noarotoenerel AQ "Kopekc"
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lll. BHAYEHUE NMOKA3ATENA PUCKA M3

CootBetcTBUE npon3BoAcTBa JiIeKapCTBEHHbIX CpeacTB And BETEPUHAPHOIo NpUMEeHEeHNA npasunam Hagnexatluemn Bbannel
HpOVI3BO,CI,CTBeHHOl7I MNPAaKTUKN

1. CootBetcTBYyET 1
2. He cooTBeTcTBYET 4
NMpunoxeHune

K noctaHoBneHuto lNpaButenbLcTBa
Poccunckon depepauyuu
oT 29 noHsa 2021 roga N 1049

NEPEYEHb YTPATUBLUUX CUINY AKTOB U OTAENbHbIX NMONOXXEHUW AKTOB NPABUTENbCTBA
POCCUNCKOUN ®EOEPALINA

1. DocTaHoBnenue MNpaButensctea Poccunckon Peneparimm ot 15 okrsa6psa 2012 . N 1043 "O6 yTBepxaeHun MNonoxeHuns
0 _chedepanbHOM rocyaapcTBeHHOM Haagope B cdepe obpalleHnsa nekapcTBeHHbix cpeactB” (CobpaHue 3akoHodaTenbCcTBa
Poccuiickon ®egepaunmn, 2012, N 43, cT.5877).

2. MNyHKT 34 n3mMeHeHur, KOTOpble BHOCATCA B HEKOTOPble akThbl [paButenbctBa Poccurickon Penepaummn no Bonpocam
rOCY0apCTBEHHOIO KOHTRONA (Haa3opa), YTBepXXAeHHbIX NocTaHoBneHveM MNpaButenscrea Poccuiickon ®enepauum ot 5 uioHS
2013 . N 476 "O Bonpocax rocygapCTBEHHOro KOHTRoNsA (Hagsopa) v NpU3HAHWW YTRaTUBLUMMUK CUIY HEKOTOPRbIX aKToB
NpaButenscrea Poccuiickon ®enepaummn” (CobpaHne 3akoHogatenbcTBa Poccuiickon ®epepaumm, 2013, N 24, ¢1.2999).

3. MNocTtaHoeneHnve [MpaButensctBa Poccuickon Pepepaumm ot 16 umioHa 2015 . N 591 "O BHeceHun n3MeHeHun B
MonoxeHne o dheaepanbHOM rocyAapcCTBEHHOM Haa3ope B cdhepe obpalleHusa nekapcTBeHHbix cpeacts” (Cobpanuve
3akoHogaTenbcTBa Poccunckon ®epepaunn, 2015, N 25, c1.3672).

4. MyHKT 61 n3MeHeHW, KOTOpPble BHOCATCA B akThbl [NpaBuTtensctBa Poccurickon Peaepauun B CBA3W C yNpasgHEHUEM
denepansHon cnyxbbl N0 Tapudam, yTBEPXKAEHHbIX NocTaHoBNeHnem Mpasutensctea Poccuiickon Peneparimmn ot 4 ceHTabpsa
2015 . N 941 "O BHECEHUW W3MEHEHWUN, MPU3HAHWUW YTRPATUBLLUMMW CUMY HEKOTOPbIX akToB [lpaBuTenbctea Poccuiickon
denepaumm B cBA3M ¢ ynpasgHeHnem PenepansHon cnyxbbl no Tapudam n o6 yreepxaeHumn MNpasun npuHatua PenepansHon
aHTUMOHOMNONbHOWM CNY>»K00W pelleHnt 06 onpeaeneHun (ycraHoBneHum) LieH (TapudoB) K (Unn)_mUx npeaenbHbIX YPOBHEN B

o

cchepe  neAaTenbHocTU — CyOLEKTOB — €CTECTBEHHbIX MOHOMOMWMN W WHbIX  perynvpyemblx opraHusaumin” (CobpaHue
3akoHogaTenbcTBa Poccuiickon degepauun, 2015, N 37, c1.5153).

5. MyHKT 2 w3MeHeHWN, KOTOpble BHOCATCA B akTbl [lpaButenbctBa Poccuiickon Penepaumu, YTBEPXKAEHHbIX
noctaHoBneHveM [NpaButenbctBa Poccuinckon Penepaumm ot 14 centabpa 2016 . N 923 "O BHeECEHUU WN3MEHEHUN B
HekoTopble akTbl MpaButensctBa Poccuinckon Penepaummn” (CobpaHme 3akoHogaTtensctBa Poccunckon depepaunn, 2016, N
38, c1.5567).

6. [yHKT 2 M3MeHeHWNn, KOTopble BHOCATCA B akTbl [MpaButenbctBa Poccuiickon Penepaumm B YacTu yCTaHOBNEHUS
0653aHHOCTU NCNONb30BaHUS NPOBEPOYHbIX NIUCTOB (CMUCKOB KOHTROIMbHbLIX BOMPOCOB)_NPW NPOBEAEHUN NNAHOBbLIX MPOBEPOK,
YyTBEPXAEHHbIX NocTaHoBneHveM [Npaeutensctea Poccuickon Penepauum ot 14 nona 2017 r. N 840 "O BHECEHWUW U3MEHEHUI
B HekoTopble akTbl [lpaButensctBa Poccuiickon Penepauum B YacTW yCTaHOBMEHWs OOA3@HHOCTM MCNOMNb30BaHUA
NPOBEPOYHbIX JIMCTOB (COMCKOB KOHTPOMbHbIX BOMNPOCOB)_NPU NPOBeAeHMM nnaHoBbix npoBepok” (CobpaHne 3akoHogaTenbCcTBa
Poccuiickon ®epgepaunm, 2017, N 30, cT.4673).

7. MNoctaHoBnenue [NpaButenbciBa Poccwuiickon Penepaummn ot 31 mong 2017 . N 907 "O BHeceHUWM U3MEHeHW B
[MonoxeHne o dhenepanbHOM rOoCyNapCTBEHHOM Haasope B cdhepe obpalleHunss nekapcTBeHHbix cpeacts” (CobpaHue
3akoHogatenbcTBa Poccuiickon ®epgepaunm, 2017, N 32, c1.5087).
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8. MocTaHoenenwue MpaButenbctea Poccuickon Penepaumm ot 23 oktabpa 2017 . N 1286 "O BHeceHUM M3MEHEHU B
[MonoxeHne o dheaepanbHOM rOCyAaPCTBEHHOM Haa30pe B cdhepe obpalleHnsa NekapcTBEHHbIX CPEACTB B YacTu NPUMEHEHMS
PUCK-OPUEHTMPOBAHHOIO NOAXOAa MpW opraHvsaumv deaepanbHOro rocyAapcTBEHHOro Haagopa B cdepe  obpalleHus
NIEKapPCTBEHHbIX CREACTB ANA BeTepuHapHoro npumeHenns" (CobpaHue 3akoHogatenscTBa Poccuiickon ®egepaumn, 2017, N
44, c1.6517).

9. MyHKT 2 wn3MeHeHWN, KOTOpble BHOCATCA B akTbl [lpaButenbctBa Poccuiickon Penepaumu, YTBEPXKAEHHbIX
noctaHoBneHveM lNpaButensctBa Poccurickon Penepaumm o1 9 Hosabpsa 2019 . N 1433 "O BHECEHUN U3MEHEHWUN B HEKOTOPbIE
akTbl MpaBuTtenscTBa Poccunckon Genepaummn” (CobpaHune 3akoHogaTtenscTBa Poccuinckon degepauun, 2019, N 46, c1.6499).

10. [yHKT 3 W3MeEHEeHWN, KOTopble BHOCATCA B akTbl [lpaButenbctBa Poccuiickor Penepaumm, YTBEPXKOAEHHbIX
noctaHoBneHveM [IpaButenbctBa Poccuiickon Penepaumm ot 15 Hosb6ps 2019 r N 1459 "O BHeceHUM W3MEHEHUN B
HekoTopble akTbl [NpaButenscta Poccuinckon Penepaummn” (CobpaHme 3akoHogaTtensctBa Poccunckon degepaunn, 2019, N
47, cT.6667).

11. [yHKT 4 M3MEHEeHWN, KOTOopble BHOCATCA B akThbl [MpaButensctBa Poccuiickon Penepaumm no Bonpocam obpaiieHus
TNIeKaPCTBEHHbIX CPEACTB AN BETEPUHAPHOrO MPUMEHEeHUd, YTBEPXAEHHbIX NocTaHoBneHuem [paButenbcrBa Poccuinckon
denepaumm o1 30 mapta 2020 . N 365 "O BHeceHUU M3MeHeHur B HeKOTopble akThbl MpaButenbcTBa Poccuiickon denepatimm
Nno BOMpocaM 0bpalleHVs NEeKapCTBEHHbIX CPeaCcTB ANnd BeTepuHapHoro npumeHeHus" (CobpaHue 3akoHopaTenbcTBa
Poccuiickon ®epgepauun, 2020, N 14, c1.2119).

12. [yHKT 2 uW3MeHeHWn, KoTopble BHocATca B [lonoxeHue o PepepanbHor cnyxbe no Haasopy B cdepe
30paBooxpaHerus v MonoxeHve 0 dhefepanbHOM rocyapCTBEHHOM Haa3ope B cdhepe obpallleHnst NekapcTBEHHbIX CREACTB,
YyTBEPXAEHHbIX NocTaHoBneHvem [paButenbctBa Poccuiickon Penepauum or 4 ceHtabpa 2020 . N 1344 "O BHeceHun
usMmeHeHu B NonoxeHne o PenepanbHoN cnyxbe No Haasopy B cdepe 3apaBooxpaHeHus u lMonoxeHve o deaepanbHOM
roCcynapcTBeHHOM Hafa3ope B cchepe obpalleHusa nekapcTBeHHbiX cpeacTtB” (CobpaHue 3akoHopaTenbcTBa Poccuickon
degepauun, 2020, N 37, c1.5719).

13. TyHKT 8 wn3MeHeHuUN, KOTOpble BHOCATCA B akThbl [lpaButenbctBa Poccuiickon Penepauum Mo BoNpocam
COBEPLUEHCTBOBaHNA _ OCYLLIECTBleHNsA  (heaepanbHoro  rocyaapCTBEHHOIO  BETePUHapPHOro  HaA3opa,  YTBEPXAEHHbIX
noctaHoenenvem lMpasutensctea Poccuickon ®eaeparimm ot 4 dhespana 2021 . N 114 "O BHeCEeHUN U3MEHEHWI B HEKOTORbLIE
akTbl [MpaButenbctBa Poccunckon Penepaumm no  BOMPOCaM COBEPLUEHCTBOBAHWA OcyullecTeieHus dheaepanbHoro
[OCYyAapCTBEHHOro BeTEpMHapHoro Haasopa" (CobpaHue 3akoHogaTtenscTBa Poccunckon ®enepaumm, 2021, N 7, cT.1119).

Pepakunsa ookymeHTa ¢ y4eTom

M3MEHEHUN N /J,OI'IOJ'IHeHVIﬁ nogrotosneHa

AO "Kopgekc"

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"
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