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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepanbHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

NPABUTENBLCTBO POCCUNCKON ®EOEPALIMU

NMOCTAHOBIJIEHUE
oT 29 uoHs 2021 r. N 1049

O ®EAEPANIbHOM rOCYAAPCTBEHHOM KOHTPOIJIE (HAA3OPE)
B C®EPE OBPALLEHUA NEKAPCTBEHHbIX CPE[ICTB

CnncoK N3MeHSLWNX JOKYMEHTOB
(B peq. MNMoctaHoBneHwui MNpaeutenbctea PP ot 30.11.2021 N 2105,
ot 10.06.2023 N 961)

B cootBetcTBUM ¢ PeaeparnbHbiM 3akoHOM "O6 obpallleHMn NekapCTBEHHbIX CPeACTB” 1 NyHKTOM 1 yactu 2
ctatbn 3 ®depepanvHoro 3akoHa "O rocygapCTBEHHOM KOHTpone (Hags3ope) M MyHUUMnanbHOM KOHTporne B
Poccuinckon ®egepaunn” MNMpasutensctBo Poccunckon deneparmm nocTaHOBMSIET:

1. YTBepantb npunaraemoe [lonoxeHne o depepanbHOM rocyaapCTBEHHOM KOHTpone (Hag3ope) B cdepe
ob6palLeHNs NekapCTBEHHbIX CPEACTB.

2. lpusHaTb yTpaTMBLUMMMK CWUIY aKTbl WM OTAErNbHble MNONoXeHus akTtoB [lpaButenbctBa Poccuinckon
depnepauunn No NEPEYHIo COrnacHoO NPUNOXKEHNIO.

3. YcTraHoBMTb, 4YTO CO [OHA BCTYN/NIEHWS B CUMYy HAacCTOSALWEro MNOCTAHOBMNEHWS MMaHOBble MPOBEPKM
IOPUAMYECKUX NUL M WHAMBWUAYambHbIX MNPEeAnpuHUMATENen, BKIOYEHHbIE B EXErogHbli nfnaH npoBeAeHus
NNaHoBbIX MPOBEPOK MO dedepanbHOMY rocydapCTBEHHOMY Hagsopy B cdepe obpalleHuss nekapcTBEHHbIX
cpeactB Ha 2021 rog, nnaHoBble M BHEMMaHOBblE KOHTPOSMbHbIE (HAO30pHbIE) MeponpuATUS B paMKax
rocyqapCTBEHHOro KOHTpons (Haasopa) B cdepe obpalleHus NekapCTBEHHbIX CPEACTB, pelleHne O NpoBedeHun
KOTOPbIX MNPUHATO OO BCTYMNMEHWS B CWMYy HACTOSLLEro MOCTAHOBIIEHMS, @ TakkKe KOHTPOmnbHble (Haa3opHble)
MEepONPUNATUS, HanpaBneHHble Ha MPOBEPKY WCMOMHEHWUS NpeanucaHuii 06 YCTPaHEeHUN BbISIBIIEHHbIX HapyLUeHWUi
ob6s3aTenbHbIX TpeboBaHMI, BblAaHHbIX A0 BCTYNSIEHUSs B CUIYy HACTOSILLEro MOCTaHOBMEHMS B pamKax
MMLUEH3NOHHOIO KOHTponsa B cdepe dapMauLeBTMHECKON OesTenbHOCTM U dhedepanbHOro rocyaapCTBEHHOIO
Hagsopa B cdepe obpalleHWs neKkapCTBEHHbIX CPeAcTB, MPOBOOATCA B COOTBETCTBUM C  [lonoxeHuewm,
YTBEPXXAEHHBIM HACTOALLMM NOCTAHOBMEHUEM.

4. HacTosee noctaHoBneHue Bctynaet B cuny ¢ 1 uiona 2021 r.

Mpeacepnatens MNpaBuTenscTBa
Poccuiickon depepaunmn
M.MULWLYCTUH

YTBEpXaeHO

nocrtaHoBneHvem lNpaButenscrea
Poccuiickon denepaunn

oT 29 nioHa 2021 . N 1049

NONOXEHUE

O ®EAEPANIbHOM roCYOAPCTBEHHOM KOHTPOIJIE (HAO3OPE) B COEPE
OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB

Cnucok N3MEHALLNX OOKYMEHTOB
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

(B peq. MNMoctaHoBneHun MNpasutensctea P® ot 30.11.2021 N 2105,
ot 10.06.2023 N 961)

|. O6LwWwme nonoxeHusn

1. Hactosiwee [lonoxeHwe ycTaHaBnMBAEeT MNOPSAOK OpraHM3auMuM K OCyLLecTBreHua deaepanbHOro
rocy4apCTBEHHOrO KOHTponsd (Haa3opa) B cpepe obpalleHnsi NeKapCTBEHHbIX CPEACTB.

2. MNpegmeToM ceaeparnbHOro rocyaapCTBEHHOrO KOHTPONs (Hag3opa) B ccepe obpalleHnst nekapCTBEHHbIX
CPencTB ABMNSOTCS:

a) cobnogeHve pUaNYECKUMN NMuaMn U MHAMBUAYaNbHBIMU NPeanpUHUMATENSMK, OCYLLECTBNSALLMMM
AesaTenbHOCTb B cdhepe obpalleHns nekapCTBEHHbIX CPeAcCTB (Janee - KOHTponuvpyemble nuua) obssaTenbHbIX
TpeboBaHui B chepe obpalleHnss nekapCcTBEHHbIX CPeACTB (ganee - obsizatenbHble TpeboBaHuMs), BKNOYAN:

cobniogeHne TpeboBaHUA K [OKMUHUYECKMM WUCCMedOBaHWSIM JEKAPCTBEHHbIX CPEeACTB, KIUHUYECKUM
nccnefoBaHUsIM NeKapCTBEHHbIX MpenapaToB, W3rOTOBMIEHWIO, XpaHeHW, MepeBo3ke, BBO3y B Poccuiickyto
depepaumto, OTNycKy, peanusauuu, nepegade, Npoaaxe NekapCTBEHHbIX CPEACTB, MPUMEHEHMWI0 NEeKapCTBEHHbIX
npenapaTtoB, YHUYTOXEHWIO FEKApCTBEHHbIX CPEACTB, YCTaHOBMEHMIO MPOW3BOAUTENSIMU  NEKAPCTBEHHbIX
npenapaToB LieH Ha NekapCTBEHHbIE NpenapaTbl, BKIIOYEHHbIE B NEPEYEHb XXU3HEHHO HEODXOAMMbIX Y BaXXHEWLLIMX
neKkapcTBEHHbIX Npenaparos;

COOTBETCTBME FEKAPCTBEHHbIX CPEACTB, Haxogsawmxca B obpaleHun, nokasaTtensm KadecTsa,
a(pdPeKTUBHOCTN 1 GE30NaCHOCTM, YCTAHOBMEHHBIM B COOTBETCTBUMMU ¢ DepepanbHbiM 3akoHoM "O6 obpalieHuu
neKapcTBEHHbIX cpeacTs”;

©0) cobntogeHne KOHTponMpyeMbiMu nuuamm TpeboBaHun, ykasaHHbIX B YyacTu 1 ctatbn 67.1 ®enepanbHoro
3akoHa "O6 obpalleHnn neKapCTBEHHbIX CPEACTB", OrpaHWYeHUn, YCTAHOBMEHHbIX CcTaTbaMmu 67.1 n 67.2
depepanbHoro 3akoHa "O6 obpalleHn nekapcTBEHHbIX CPeacTs”;

B) cobntogeHne NUUEH3NOHHbIX Tpe6OBaHI/Il7I K OCyLLeCTBIIEHNIO d)apmaueBTquCKon OEATENTbHOCTH;

r) cobniogeHne KOHTPOnMpyembiMy nvuamu TpeboBaHU K NpegocTaBneHnto MHpopMaLnm 0 nekapCTBEHHbIX
cpedcTBax W (MnM) nekapCTBeHHbIX Mnpenapatax, npegycmorpeHHom ctatbamu 9.1, 52.1 u 64 degepanbHOro
3akoHa "O6 obpalleHny nekapCTBEHHbIX CPEAcTB".

3. ®egepanbHbIfi TOCYAapCTBEHHBIA KOHTPOMb (Haa3op) B cdepe oOpalleHuss NekapCTBEHHbIX CPEACTB AN
MeAWLIMHCKOro NpuMeHeHnst ocyllecTensieTca ®eaepansHon crykbor no Haasopy B cdepe 30paBoOOXpaHEHUs U
ee TeppuTopuarnbHbLIMU OpraHamMu.

depepanbHbii TOCYAapCTBEHHbIA KOHTPONb (Hag3op) B cdepe obpalleHusi NeKapCTBEHHbLIX CPeacTB OJis
BETEPMHAPHOIO NpUMeHeHus ocyllecTensaetcs ®enepanbHon criykbon no BeTepMHapHOMY U UTOCAHUTAPHOMY
Haa30py 1 ee TeppPUTOPUanbHbIMU OpraHamu.

4. [OMKHOCTHBIMW fuLAaMMK, YMNOSTHOMOYEHHBIMU Ha OCyLUeCTBMeHne deaepanbHOro rocyaapCTBEHHOMo
KOHTpons (Hag3opa) B cdepe obpalleHns NeKapCTBEHHbIX CPeACTB A4S MEAULUHCKOTO NPUMEHEHUS, SBNSAITCS:

a) pykoBoauTenb (3amecTtuTenb pykoBoauTens) depepanbHoOi cnyxObl Mo Hag3opy B cdepe
30paBoOOXpaHeHust (TepputopranbHoro opraHa ®egepanbHon cnyObl Mo HAaA30py B cpepe 30paBOOXPaHEHNS);

0) pomkHocTHble nNuua PegepansHON cnyxObl MO HaA30py B cdepe 30paBOOXpaHEHUs (TeppUTopManbHOro
opraHa PepgepanbHoi cryx6bl N0 Haa30py B cdhepe 30paBOOXPaHEHUS), B JOIMKHOCTHbIE 00S3aHHOCTU KOTOPbIX B
COOTBETCTBUM C [OOJDKHOCTHbIM  pernamMeHToM unu .IJ.OJ'I)KHOCTHOI7I I/IHCprKLI.I/IeI7I BXOoOUT ocyulecTBlieHne
MONTHOMOYMI MO OCYLLEeCTBREeHNo deaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe obpalieHus
NNIeKapCTBEeHHbIX CcpeacTts Anda MeauuUHCKOro npuMmeHeHuda, B TOM 4uUcne npoBeneHue npoq)mnaKquecmx
MEpPONPUATUIA U KOHTPOMbHbIX (HAA30PHBIX) MEPONPUATUN.
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

5. JOMKHOCTHbIMM NWLAMKM, YMNONHOMOYEHHLIMU Ha OCYLIEeCTBleHVe (eaeparibHOro rocyaapCTBEHHOIO
KOHTpOns (Hag3opa) B cdpepe obpalleHns NeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOIO NPUMEHEHUS, ABMNSOTCS:

a) pykoBoauTenb (3amectuTtenb pykoBoauTens)) ®degepanbHonm cnyxbbl NO  BeTepuMHapHOMY U1
utocaHnTapHoMy Haasopy (TepputopuanbHoro opraHa ®epgepanbHoi cnyxbbl No BeTepUHApHOMY W
utocaHnTapHomMy Haasopy);

6) pomkHocTHble nuua ®PepepanbHo cnyxObl NO  BeTEepUMHApPHOMY W (PUTOCAHUTAPHOMY Haa3opy
(TepputopnanbHoro opraHa ®PegepanbHON Cryx0Obl MO BETEPUMHApPHOMY W (UTOCAHUTApPHOMY Haasopy), B
OOIMKHOCTHblE 0BA3aHHOCTW KOTOPbIX B COOTBETCTBMM C AOSMKHOCTHBIM PErnameHToM WM  AOIHKHOCTHON
WHCTPYKUMEN BXOOMT OCYLLEeCTBNEHME MNOMHOMOYMIA MO OCyLlecTBNeHuto deaepansHoOro rocyaapCTBEHHOMO
KOHTpons (Hagsopa) B cdpepe obpalleHns nekapCcTBEHHbIX CPeacTB ANS BETEPUHAPHOTO NPUMEHEHWS, B TOM Yucrne
nposegeHne NpoUNaKTUHECKNUX MEPONPUATUIN U KOHTPOMbHbIX (HAA30PHBLIX) MEPONPUATUN.

6. [OMmKHOCTHBEIMW nnuaMu, YNOJTHOMOYEHHbIMMN Ha TMpuHATNE peLLIeHVIVI O npoBegeHMn KOHTPOJIbHbIX
(Haﬂ,30prIX) MepOHpVIFITMVI B OTHOLUEHWNWN NNeKapCTBEHHbIX CPeaAcTB Ald MEAMUMNHCKOIo NpuMeHeHusA, ABNAKTCA:

a) pykosogutens PegepansHon cryxbbl No Hag3opy B cdepe 3apaBoOOXpaHeHUs (TeppuTopuansbHOro opraHa
degepansHoOn cnyxbbl N0 HaA30py B cdepe 30paBoOOXPaAHEHMS);

6) samectutenb pykoBoauTens denepanbHol cnyxkbbl Mo Hag3opy B cdepe  34paBOOXpaHeHUs!
(TeppuTopmranbHoro opraHa ®egepansHoi cnyx6bl Mo Haa3opy B cdepe 3apaBooxpaHeHust) (B criyyae Hanmuus y
HEero COOTBETCTBYIOLMX MOTHOMOYUA B COOTBETCTBUM C [OOJHKHOCTHbIMKM 0BSI3aHHOCTSIMM, [OOIMKHOCTHBLIM
pernameHToM uUnu pacnpenerneHnem obsa3aHHOCTEN).

7. [OMKHOCTHbIMM NMLAMMU, YNOJTHOMOYEHHbIMU Ha MNPUHATUE pemeanZ O npoBeaeHUN KOHTPOIbHbIX
(Haﬂ,30prIX) MepOI'IpVIFITMVI B OTHOLUEHWNWN NNIeKapCTBEHHbIX CPEeACTB AJ1d BETEPUHAPHOIo NpUMMeHeHns, ABNAKTCA:

a) pykoBogutenb depepanbHOM  cnyxObl MO BETEPUHAPHOMY U (PUTOCAHUTApHOMY  Haa3opy
(TepputopumansHoro opraHa ®eaepanbHon cry6bl MO BETEPUHAPHOMY U (PUTOCAHUTAPHOMY HaZ30pY);

6) saMecTuTenb pykoBoauTens denepanbHoi crnyxbbl Mo BeTEPUHAPHOMY U DUTOCAHUTapHOMY HaA3opy
(TeppuTopuranbHoro opraHa defepansHoit crnyx6bl Mo BeETEpUHAPHOMY U (PUTOCaHWUTapHOMY Haasopy) (B crnydae
HanMyusl y HEro COOTBETCTBYIOLLMX MOJTHOMOYUIA B COOTBETCTBUM C AOIMKHOCTHBIMU 0653aHHOCTAMM, AOSHKHOCTHBLIM
pernameHToOM Unu pacnpenerneHnem oba3aHHOCTEN).

8. [JormkHOCTHbIE Nuua, ocyllecTenawwme deaepanbHbIi FOCYAapCTBEHHbBIM KOHTPOMb (Haasop) B cdepe
obpalleHnsi NnekapCTBEHHbIX CPeacTB, NPy MPOBEAEHUN KOHTPOSbHOIMO (HaA30pHOro) MeponpuaTust B npegenax
CBOMX MOSIHOMOYMIA M B OObeme NPOBOAMMBIX KOHTPOSIbHbLIX (HAO30pHbIX) AEWCTBMI MNONb3YKTCA NpaBamu,
YCTaHOBMNEHHbIMM YacTbio 2 cTatbum 29 degepanbHoro 3akoHa "O rocyaapCTBEHHOM KOHTpone (Hags3ope) u
MyHMUMNanbHOM KoHTpore B Poccuiickon depepaummn”.

9. K oTHOLLEHMAM, CBA3aHHBIM C OCYLLECTBNEHNEM (hefeparnbHOro rocy4apCTBEHHOIO KOHTpOns (Hag3opa) B
chepe oOpalleHuss NeKapCTBEHHbIX CPeAcTB, MPUMEHSAIOTCS nonoxeHus ®PepgepanbHoro 3akoHa "O
rocyaapCTBEHHOM KOHTpore (Hag3ope) u myHuumnanbHOM KoHTpone B Poccuinckon depepaumn”.

Il. O6bekThI thegepanbHOro rocyaapCTBEHHOro KOHTPONA
(Hag3opa) B cchepe obpalleHus reKapCTBEHHbIX CPeaCTB

10. depepanbHas cnyxba Mo Hagsopy B cdepe 30paBOOXPaHEHWA U ee TeppuTopuarnbHble OpraHbl
OCYLLECTBMAT deaeparnbHbli roCyAapCTBEHHbIM KOHTpomnb (Hagsop) B cdepe o6palleHUs neKapCTBEeHHbIX
cpeacTB AN MeavuUMHCKoro npuMeHeHusi, a ®epepanbHas cnyxba no BeTepyMHapHOMY U buTocaHUTapHOMY
HaO3opy W ee TeppuTopuarnbHble opraHbl OCYLLECTBIAT deaepanbHblii rocyadapCTBEHHbIN KOHTPONb (Haasop) B
cthepe obpallieHnst NekapcTBEHHbIX CPeACTB AN BETePMHAPHOIo NPMMEHEHUS (Qanee - opraHbl rocyaapCTBEHHOIo
KOHTPOIS) 3a credyrownMm oGbekTamn (danee - 06beKTbl FoCyAapCTBEHHOITO KOHTPOIS):

a) AesATENbHOCTb KOHTPOINUPYEMbIX NUL, B chepe oBpallieHnsi NEKAapCTBEHHbIX CPEACTB;
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

0) pesynbratbl OEATENbHOCTM KOHTPOMMpyembix nul B cdepe obpalleHus NekapCTBEHHbIX CpeacTs
(Haxogsawmecs B ob6palleHnn Ha Tepputopumn Poccunckon ®egepaunn);

B) UCMNOMb3yeMble KOHTPONMPYEMbIMU MULLAMU MPU OCYLLECTBMEHUM OedATenbHOCTU B cdepe obpalleHus
neKkapCcTBEHHbIX CPEeACTB 3[4aHus, MOMELLEeHUs, COoopyXeHuns, obopyaoBaHue (danee - NPOM3BOACTBEHHbIE
00ObeKTbI) M TPaHCNOPTHbIE CPEACTBa, K KOTOPbIM NpeabaBnanTca obssatenbHble TpeboBaHUS.

11. Y4yeT 06bEKTOB rocygapCTBEHHOIO KOHTPOISA OCYLLECTBNSeTCS nocpeacTBom cbopa, obpaboTku, aHanmaa
n ydyeta cBegeHun 06 ob6bekTax rocyqapCTBEHHOINO KOHTPONS, WHdopmauuu, nNpeacTaBnsieMon opraHy
rocy4apCTBEHHOIO KOHTPONSA B COOTBETCTBUM C HOPMaTUBHbIMM NpPaBOBbIMM akTamu Poccuiickon depepauuum,
WHpopMaumm, nory4yaemMon B paMKax MEXBEAOMCTBEHHONO B3auUMOLENCTBUA, a Takke obLeaocTynHom
nHpopmaunm 6e3 B3aMMOLENCTBUSA C KOHTPONMPYEMbIMU NTMLAMMU.

12. YyeT OGLEKTOB roCydapCTBEHHOrO KOHTPOIMS OCYLUECTBMSIETCS OpraHoOM rocydapCTBEHHOMO KOHTPOSs
NnocpeACcTBOM BefeHUs NepeyHsi 06bEeKTOB rocyaapCTBEHHOMO KOHTPONis. MNepeyeHb 0GBHLEKTOB rocyaapCTBEHHOTO
KOHTPOISi COAEPXKUT CrieayioLLlyto HcbopMaumio:

NnonHoe HauMmeHoBaHWe puaNYEeckoro nuua, hamunus, UMs 1 OTYECTBO (NPW HaNMYMM) MHAMBUAYANBHOIO
npeanpuHumarens;

VID,eHTI/I(*)VIKaLI,I/IOHHbIﬁ HOMED Hanoronnaresnblnka ropngn4eckoro nnuga, nHansngyarnbHOro
npeanpuHnMartensd,

agpec MecTa HaxOXAEHUSI U OCYLLECTBMNEHMST OeATENbHOCTM KOHTPOMMPYEMbIX fWL, U UCMONb3yeMbIX UMUK
NPOn3BOACTBEHHbLIX 0OHLEKTOB;

21701 ) (BVI,EI,bI) AeATernbHOCTN B COOTBETCTBUN C O6LLI,epOCCVIl7ICKVIM KJ'IaCCM(*)VIKaTOpOM BWOOB 3KOHOMUYECKOM
OEeATENTIbHOCTHU;

PEKBU3UTLI peLleHnst 06 OTHEeCEHUM OGbEeKTOB roCcyaapCTBEHHOIO KOHTPONMS K KaTeropum pucka v ykasaHue
Ha KaTeropuio pucka.

Pa3smelueHne uHdopmaumm, ykasaHHOW B HAcCTOSALEM MYyHKTE, OCYLLIECTBRSETCA C yyeTom TpeboBaHui
3akoHogaTtenscTBa Poccunckon ®enepaunm o rocyqapcTBeHHON TanHe.

lll. YnpaBneHue puckamu npuunHeHus Bpeaa (ywepoa)
OXpaHsieMbIM 3aKOHOM LIeHHOCTSIM NMpu ocyliecTBreHun degepanbHOro
rocyaapcTBeHHOro KOHTpons (Hagsopa) B cchepe obpalieHus
NleKapCTBeHHbIX CpeacTB

13. OpraH rocygapCTBEHHOIrO KOHTPOIMS MpWU OCYLLECTBREHUN heaepanbHOro rocyaapCTBEHHOMO KOHTPOrs
(Hap3opa) B cthepe obpalLEeHNs NeKapCTBEHHbIX CPeACTB OTHOCUT OGBbEKTbI rOCYAapCTBEHHOMO KOHTPONS K OfHOM
13 credytoLMX KaTeropuin pucka npuunHeHust Bpeaa (ywepba) (oanee - kateropum puckay:

a) BbICOKUI pUCK;
(noanyHkT B pea. MNoctaHosneHus Mpasutensctea P® ot 10.06.2023 N 961)

©) 3HAUUTENbHbIN PUCK;
(nognyHkT B pen. MoctaHosneHus MNpasutensctea P® ot 10.06.2023 N 961)

B) CPEAHWN PUCK;
(nognyHkT B pea. NoctaHosneHus Mpasutensctea P® ot 10.06.2023 N 961)

) YMEPEHHbIN PUCK;
(nognyHkT B pen. NMoctaHosneHus MNpasutensctea P® ot 10.06.2023 N 961)

) HU3KNIA PUCK.
(mognyHKT B peq. MNMoctaHoeneHus MNpaeutenbctea PP ot 10.06.2023 N 961)
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

14. OTHeceHne OOBbEKTOB roCyAapCTBEHHOIO KOHTPOMS K ONpeaerieHHOW KaTeropmMm pucka ocyLlecTBrsieTcs
Ha OCHOBaHWM KpUTEPUEB OTHECEHUS OOBLEKTOB rocygapCTBEHHOIO KOHTpons (Hagsopa) B cdepe obpalueHus
NeKapCTBEHHbIX CPeacTB ANA  MEeAWLMHCKOrO MNPUMEHEHWs K OMnpedernieHHOW KaTeropum pucka CornacHo
npunoxexuo N 1.

OTHeceHne 06BLEKTOB roCyqapCTBEHHOIO KOHTPOIS K ONpedeneHHON KaTeropMm pucka OCyLLEeCTBASIETCS Ha
OCHOBaHUM KpUTEpMEB OTHEeCEeHUs OOBLEKTOB roCyAapCTBEHHOrO KOHTpomns (Hagsopa) B cdepe obpalieHus
NeKapCTBEHHbIX CPEACTB [AONA BETEPUMHAPHOIO MPUMEHEHUS K OMpederieHHOM KaTeropum pucka CorfacHo
npunoxexuo N 2.

15. degepanbHom cnyxbon no Haasopy B cdepe 30paBOOXpaHEHUS OCYLLECTBASIOTCA NEPECMOTP KaTteropmm
pucka, NMPUCBOEHHOW paHee OObeKkTy rocy4apCTBEHHOro KOHTPONs, B TeyeHue nsaTu paboymx AHEW CO AHS
MOCTYNNEHUsI CBEAEHUA O COOTBETCTBMN OObEKTa rocy4apCTBEHHOMO KOHTPOMS KPUTEPUSIM pUCKa MHOWM KaTeropuu
pucka nmbo 06 M3MEHEeHMU KpuTepueB pucka B COOTBETCTBUM C KPUTEPUAMU OTHECEHUA OOBLEKTOB
rOCy4apCTBEHHOro KOHTPOMsS K KaTeropusiM pucka, npeaycMOTpeHHbiMu npunoxeHvem N 1 K HacToswwemy
lMNonoxeHuto.

®egepanbHon cnyxbon no BeTepuHapHOMY W (pUTOCaHWTApHOMY HaA30py OCYLUECTBASETCA NepecMoTp
KaTeropmm pucka, NPUCBOEHHON paHee OOBLEKTY roCyAapCTBEHHOrO KOHTPOMs, B TedeHne 5 paboumx gHen co aHs
MOCTYMNEHNss CBEAEHNA O COOTBETCTBUN OObEKTa rocy4apCTBEHHOrO KOHTPOMS KPUTEPUSM pUCKa MHOW KaTeropuu
pucka nnbo 06 W3MEHEeHUn KpUTepueB puUcka B COOTBETCTBUM C KPUTEPUSMM OTHECeHUs Ob6bLeKToB

rocy4apCTBEHHOIO KOHTPOMS K KaTeropuMsim pucka, npegycMOTpeHHbIMM npunoxeHnem N 2 K HacToswemy
[MNonoxeHuto.

IV. YyeT puckoB npuinHeHus Bpeaa (ywep6a)
OXpaHsieMbIM 3aKOHOM LIeHHOCTSIM NMpUY NPOBeAeHUU KOHTPONbHbIX
(Hap30pHbIX) MeponNpPUATUIA

16. TlnaHoBble KOHTPOMbHbIE (HAA30PHBLIE) MEPONPUSATUS B OTHOLIEHWM OOLEKTOB rOCYAapPCTBEHHOIO
KOHTpons B cdepe obpalleHusi NeKkapCTBEHHbIX CPeACTB Ans MeAWLMHCKOrO MPUMEHEHUS B 3aBUCUMOCTU OT
NMPUCBOEHHOI KaTeropum pucka npoBoAsiTCS CO crieayoLlen NepmoanyHOCTbIO:

ANsi KaTeropum BbICOKOIO pMUcKa O4HO M3 YKa3aHHbIX KOHTPOSbHbIX (HAA30PHbBIX) MEPONPUATUINA:
(ab3au BBegeH NocTtaHoBneHnem MNpaButenscTea PO ot 10.06.2023 N 961)

WHCNEKLUMOHHbIN BU3UT - O4VH pa3s B 2 roaa;
(ab3ay BBegeH NMoctaHoBneHnem lMpasutensctea PO ot 10.06.2023 N 961)

Bble3Hasi NpoBepKa - OAMH pas B 2 roaa;
(ab3au BBegeH NocTtaHoBneHnem MNpaButenscTea PO ot 10.06.2023 N 961)

AOKyMeHTapHasi NpoBepkKa - oAuH pas B 2 roaa;
(ab3ay BBegeH lNMoctaHoBneHnem lMpaeutensctea PO ot 10.06.2023 N 961)

AnNs KaTeropum 3Ha4YMTernbHOro pUcka oAHO U3 YKasaHHbIX KOHTPOIbHbIX (HaA30PHbLIX) MEPONPUSATUIA:
WHCMEKLUMNOHHBIN BU3UT - OAuH pas B 3 roaa;

Bble3Hasl NpoBepKa - oAWH pa3 B 3 roaa;

[IOKyMeHTapHasi NpoBepKa - 0AuH pa3 B 3 roaa;

ANS KaTeropum CpefiHero p1ucka oaHoO U3 yKasaHHbIX KOHTPOIbHbIX (HaA30PHbIX) MEPONPUATUIA:
WHCMNEKLUNOHHbI BU3WT - oOWH pas B 5 nerT;

Bble3fHasl NpoBepka - oauH pas B 5 nerT;

OOKyMeHTapHad npoBepKa - O 4AMH pa3 B 5 ner;
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

ANS KaTeropmMm YMepeHHOro pucka OfHO M3 yKasaHHbIX KOHTPOSbHbIX (HaA430pHbLIX) MEPONPUATUIAL
WHCMNEKLMOHHbIA BU3UT - OQMH pa3 B 6 NneT;

Bble3Hasi NpoBepKa - OAuH pa3 B 6 feT;

OOKyMeHTapHas npoBepKa - OauH pas B 6 neT.

B oTHOWweHUn ob6bekToB rocyaapCTtBeHHOrNo KOHTPOJiAd, OTHECEHHbIX K KaTteropmm HMU3KOro pucka, niaHoBble
NPOBEPKN HE NPOBOAATCA.

17. TlnaHoBble KOHTPOfbHblE (HAA30PHbIE) MEPONPUATUST B OTHOLUEHUMM OOBLEKTOB rOCYAAPCTBEHHOrO
KOHTpons B cdpepe obpalleHusa nekapcTBEHHbIX CPeACTB ANs BETEePMHAPHOro MpMMEHEHMST B 3aBUCMMOCTU OT
NPUCBOEHHOW KaTeropmm pucka npoBoaaTCs CO crieaytoLlein NepuoanyHOCTbIO:

ANsi KaTeropum 3Ha4YNTENbHOIO pUcka O4HO M3 YKa3aHHbIX KOHTPOSbHbIX (HAA30PHbLIX) MEPONPUATUIA:
WHCNEKLUMOHHBIN BU3UT - O4WH pas B 3 roaa;

Bble3Hasi NpoBepkKa - 0AvH pa3s B 3 roaa;

OOKyMeHTapHas npoBepka - oguH pa3 B 3 roaa;

ONS KaTeropyum CpegHero pyucka O4HO U3 yKasaHHbIX KOHTPOMbHbIX (HAA30PHbIX) MEPONPUATUIAL
WHCMNEKLMOHHbIA BU3UT - OQWH pa3 B 4 roaa;

Bble3Hasi NpoBepKa - OAVH pas B 4 roaa;

OOKYMeHTapHas npoBepKa - oauH pas3 B 4 roaa;

ONSA KaTeropMm yMepeHHOro pucka OfHO U3 yKasaHHbIX KOHTPOMbHbIX (HAA430PHbIX) MEPONPUATUIA:
WHCMNEKLMOHHbIA BU3UT - OQMH pa3 B 5 neT;

Bble3Hasi npoBepka - 0guH pa3 B 5 ner;

OOKyMeHTapHas nposepka - oguH pa3 B 5 nerT.

B oTHOWweHUn ob6bekToB rocyaapcCTBeHHOro KOHTPOJiA, OTHECEHHbIX K Karteropum HU3KOro pucka, niaHoBble
KOHTPOIbHbIE (Ha,EI,SOprIe) MeponpunaTna He NpoBOAATCA.

V. MpodmnakTuka puckoB NpMYnHeHns Bpeaa (ywep6ba)
OXpaHsieMbIM 3aKOHOM LIeHHOCTSIM NMpu ocyliecTBrneHuu degepanbHOro
rocyaapcTBeHHOro KOHTpons (Hagsopa) B cchepe obpalieHus
JNleKapCTBEeHHbIX CPeACTB

18. depepanbHasa cnyxba no Hag3opy B cdepe 30paBOOXPAHEHUs] €XEroqHO YTBEpXOaeT nporpammy
NPOdMNaKTUKN PUCKOB MpUYMHEHMS Bpeaa (ywepba) OXpaHsieMbIM 3aKOHOM LIEHHOCTSIM, KOTOpasi pasMmeLlaeTcs Ha
odmumansHoM cavite PegepansHon crnyxbbl MO Hag3opy B cdepe 34paBOOXpPaHEHUS B MHAOPMALMOHHO-
TenekoMMyHuKaLMoHHon ceTu "VIHTepHeT" (ganee - cetb "UHTepHeT").

depnepanbHas cnyxba No BeTepuHapHOMy 1 (huTocaHUTapHOMY HaA30py eXerogHo yTeepXgaeT nporpammy
NPOMNaKTUKN PUCKOB MPpUYMHEHMS Bpeaa (ywepba) OXpaHsieMbIM 3aKOHOM LIEHHOCTSIM, KOTOpasi pasMmeLlaeTcs Ha
oduymnanbHom cante degeparnbHON CriykObl MO BETEPUHAPHOMY U (PUTOCaHUTAPHOMY HaA30py B ceTh "MIHTepHeT".

19. OpraH rocygapCTBeHHOro KOHTPOId MOXeT NpoBOAUTL creayruine I'IpOd)MJ'IaKTI/ILIeCKI/Ie MepOonpuUATUA:

a) nHPOpPMMpPOBaHKE;
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[aTta coxpaHeHus: 24.01.2024

©0) 0606LLEeHME NPaBONPUMEHNTENBHOW MPaKTUKK;
B) 00bsIBNEHNE NpeocTePEXeHs;

I') KOHCYNETUPOBAHME;

4) NporNakTUYECKNA BU3UT.

20. depepanbHas cnyxba no Haglopy B cdepe 3apaBooxpaHeHuss u PepepanbHast cnyxba no
BETEPUHAPHOMY N (DUTOCAHUTAPHOMY HaA30pYy OCYLLECTBASAT MH(POPMMPOBAHWE KOHTPONMPYEMBbIX JIUL, U UHbIX
3auHTEepeCcOBaHHbIX NUL, MO BONpOcaM cobniogeHmns obasaTernbHbIX TpeGoBaHNN.

21. NIHchopmMmumpoBaHmne ocyLlecTBnsaeTcs nocpeacTBOM pasMeLlleHnst CBeAeHUA, NpeayCMOTPEHHbIX CTaTbewn
46 depepanbHoro 3akoHa "O rocygapCTBEHHOM KOHTpore (Haasope) U MyHuuunanbHOM KOHTporne B Poccuiickon
depepauun”, Ha oduumanbHOM CanTe OpraHa rocy4apCTBEHHOrO KOHTponsa B ceTu "MHTepHeT", B cpeacTtBax
MaccoBOW MHopMauun, Yyepes finvHble KabUHETbI KOHTPONUPYEMbIX MUL, B rOCyAapCTBEHHbIX MHAOPMALMOHHbIX
cucTemax (Npu Ux Hanu4umm).

22. ®depepanbHas cnyxba no Haglopy B cdepe 3apaBooxpaHeHust - PepepanbHasi cnyxba no
BETEPUHAPHOMY M (DUTOCAHUTAPHOMY HaZ30py €XerogHo no utoram oboOLeHns NpaBoONPUMEHNTENBHON NPAKTUKN
Mo4roTaBnNMBAlOT [OKNadbl, CoAepXaliMe pesynbTaTbl OCYLECTBNEHus denepanbHOro rocyaapCTBEHHOMo
KOHTpons (Hag3sopa) B cdepe obpalleHns nekapCTBEHHbIX CPeacTB.

23. [Joknag o NpaBOMPUMEHUTENbHOW MPaKTUKE MPW OCYLLECTBNEHUN (hedepanbHOro rocyaapCTBEHHOro
KOHTpons (Hags3opa) B cdepe obpalleHus IeKapCTBEHHbIX CPeacTB Anst MEAWMLMHCKOro  NPUMEHEHWUS
yTBEpXOaeTca npukasoM (pacnopsbkeHneM) pykoBogutens ®depepanbHow cnyxObl Mo Hag3opy B cdepe
30paBOOXpPaHEHUsT M pasMelaeTcss Ha oduumanbHoMm cante PegepanbHon cnyxbbl No Hagsopy B cdepe
30paBooxpaHeHus B ceTu "UIHTepHeT" He no3gHee 1 mapTa roga, cnegyoLwero 3a OTYETHbIM.

24. [Noknag O NpaBoOMpUMEHWUTENbHOW NPaKTUKE Npu OCyLlecTBneHun deaepansHOro rocygapcTBEHHOro
KOHTpons (Hag3opa) B cdepe obpalweHns nekapCcTBEHHbIX CpeacTB Afs BETEePUMHAPHOro  NPUMEHEHUs
yTBEpXAaeTca npukasom (pacnopsbkeHnem) pykosogutens ®degepanbHow criyxbbl No BeTepUHApHOMY W
dmTOCaHNTapHOMY HaA30opy U pa3MellaeTca Ha oduumansHoM cante PegepanbHON cnyXObl MO BETEPUHAPHOMY U
dutocaHnTapHomMy Haasopy B cetn "MIHTepHeT" He nosgHee 1 MapTa roga, cneayoLlero 3a OTYETHbIM.

25. B cnyvae Hanuuusa y opraHa rocygapCTBEHHOIO KOHTPOSS CBEAEHUA O TOTOBSALUMXCS HapyLUEHWUSX
obsAsaTenbHbIX TpeboBaHW NNW NpuUsHakax HapyLeHun obasaTenbHblX TpeboBaHu 1 (UNKn) B criyyae OTCYyTCTBUSA
NMOATBEPXKOEHHbBIX [OaHHbIX O TOM, YTO HapylleHue obsasaTenbHblx TpeboBaHui npuunHuno Bpen (ywepb)
OXpaHsieMbIM 3aKOHOM LIEHHOCTSIM NMBO co3gano yrposy npuyuMHeHus Bpeda (ywepba) oxpaHAembiM 3aKOHOM
LEHHOCTSAM, OpraH rocygapCTBEHHOIO KOHTPONs OOBbSABMASET KOHTPOMMpyeMOMY nuuy MpedocTepexeHune o
HegonyCTUMOCTU HapylleHus obsizatenbHbix TpeboBaHun (Oanee - nNpegocTepexeHwe) u npeanaraer MpUHSTb
Mepbl No obecneveHuto cobrnogeHns obasaTenbHbIX TPEOOBaHWIA.

26. KoHTponupyemoe nuuo Brnpase B TedyeHne 15 kaneHgapHbIX AHEN ¢ AaTbl MOMyYeHUsA npeaocTepexeHmns
nodaTtb B OpraH rocy4apCTBEHHOTO KOHTPOSS BO3paXKeHMe B OTHOLLEHUW YKa3aHHOro npepoctepexeHus (ganee -
BO3paxeHwue). Bo3paxeHnss HanpaensAlTCA KOHTPONMPYEMbIM NMLOM B DyMaXkHOM BuAe NOYTOBbIM OTNPaBEHVEM
B OpraH rocygapCTBEHHOIO KOHTPONS NMbo B BUAE ANEKTPOHHOIO AOKYMEHTa, 0(pOpMIISEMOro B COOTBETCTBMU CO
ctatbent 21 ®PegepanbHoro 3akoHa "O rocyaapCTBEHHOM KOHTpone (Hag3ope) M MyHUumMnanbHOM KOHTpone B
Poccuiickon ®epepaumn”, Ha yKa3aHHbIN B MNPEAOCTEPEXEHUN adpec IMNEeKTPOHHOW MO4YTbl  opraHa
rocy4apCTBEHHOro KOHTPOnS.

27. B BO3paxxeHUN KOHTPONUPyeMbIM JFMLIOM YKa3blBaloTCA:

HaMMeHOBaHWe tpuaMyeckoro nuua, damMunusl, uMsi, OTYECTBO (NPW Hanmuuum) WHAMBWUAYANbHOMO
npeanpvHUMaTens;

I/I/J,eHTI/I(*)I/IKaLI,I/IOHHbIﬁ HOMEDP HanoronnarenbLluka ropngn4eckoro nmuga, nHaonenayanbHOro
npeanpuHnMaTens,
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garta n HOMep npenocrtepexeHnd, HanpaerleHHOro B agpec puagndyeckoro nuuda, uvHamsuayaribHOro
npeanpuHnMartend,

obocHOBaHME MNO3ULUMW B OTHOLWEHWM YKa3aHHbIX B MNpegocTepexeHun nenctsun  (6esgencrtsums)
IOPMAMNYECKOro nNuua, UHAMBUAYansHOro NpeanpuHUMaTens, KoTopble NPUBOAAT UMM MOTYT NPUBECTU K HAPYLUEHUIO
obsasarenbHbIx TpeboBaHW.

KOHTpOJ'IVIpy&MOG MUOo BNpaBe MNPUNoXnTb K BO3paXeHUo OOKYMEHTbI, noAaTBepKaarolmne 000CHOBaHHOCTb
B03pa>KeHVIIZ, Unn nx 3aBepeHHbIe Konuu.

28. OpraH rocyaapCTBEHHOro KOHTponsi B TedeHne 20 paboumx AHen Co AHS NonyyYeHnsi BO3paXeHus:

a) paccmaTpuBaeT BO3paXeHue nocpeacTtsoM aHanmsa p[oBoAdoB, coaepXawnxca B NOCTYNUBLUMNX
AOOKyMeHTax, Ha npeamMeT Wux 00OOCHOBAHHOCTW, COMOCTaBIEHNA C WUMELIMMUCA B pacnopaxXeHnn opraHa
rocyaapCTBeHHOro KOHTpoJid cBeaeHnAMn, Ha OCHOBaHUN KOTOPbIX ObINio 06bABNEHO npenocrepexeHne;

©) no wuToram paccMOTPEeHUS BO3PAXEHUS HanpasrseT KOHTPONMPYEeMOMY nuuy OTBET B Mopsigke,
yCTaHoBneHHoOM cTtatben 21 degepanbHoro 3akoHa "O rocygapCTBEHHOM KOHTpone (Hagsope) v MyHUuunansHOM
KoHTpone B Poccuiickon ®egepaunn.

29. KoHcynsTupoBaHMe MOXET OCYLLEeCTBNSATLCH AOIMKHOCTHBIM JIMLOM OpraHa rocygapCTBEHHOMO KOHTPONs
no TenedoHy, MNOCPeACTBOM BMOEO-KOH(EPEHU-CBA3W, HA §NMYHOM nMpueme nmbo B Xxode nNpOBeAeHUs
NPOdUNaKTUYECKOro MeponNPUATUS, KOHTPOMbHOIO (Hag30PHOM0) MEPONPUATHUS.

30. KoHcynbsTpoBaHue B xode NpoBeaeHUsi NpodunakTMYeckoro MeponpusTusl, KOHTPOSIbHOMO (HaA30pPHOIO)
MEpPOMNPUSATUA OCYLLECTBNSIETCA A0 3aBEpLUEHUS] COOTBETCTBYIOLLEIO MepOornpusiTUs B Criyyae BONIeU3bsIBIIEHUS
KOHTPOMNMPYEMOro N1ua, 0 YeM [enaeTcss OTMETKA B AOKYMeHTax, oopMIISeMbIX MO UTOraM COOTBETCTBYIOLLETO
MepOonpuUsATHS.

31. [JOmKHOCTHble fnMua opraHa rocy4apCTBEHHOINO KOHTPOMS OCYLUECTBASKT KOHCYNbLTUPOBaHWE Mo
crneayoLlM BoNpocam:

a) Hanu4uve n (Mnun) cogepkaHne obsi3aTenbHbIX TpeboBaHMI B chepe obpalleHns nekapcTBEeHHbIX CPeacTB;
0) nepnoanM4HOCTb 1 NOPSAO0K NPOBEAEHNST KOHTPOSbHbIX (HAA30PHbLIX) MEPONPUATUN;

B) MOPAOOK BbINOMHEHWS 06a3aTenbHbIX TpeboBaHW B cdepe 0bpalleHns nekapCTBEHHbIX CPeacTB;

r) BbINOMHEHWE NpeanucaHns, BbI4aHHOMO NO UTOraM KOHTPOSbHOIO (Hag30pHOT0) MeponpuaTHS.

32. [OmkHOCTHble fMua opraHa [OCYyOApCTBEHHONO  KOHTPOMsS  OCYLUECTBASKT  MUCbMEHHOE
KOHCYNbLTUPOBaHWe Nno Bornpocam, npegyCMOTPEHHbIM NoanyHKTOM "r* nyHkTa 31 HacTodwwero MNonoxeHus.

33. B x04e KOHCYynbsTMPOBaHMS HE MOXET NpeaocTaBnsaTbCs MHopMaums, cogepxallast OLEeHKY KOHKPETHOro
KOHTPOMNMbHOIO  (Hag30pHOro) MeponpuAaTWUs, pewweHun u  (MnvM)  OEWCTBUMWA  OOMMKHOCTHBIX  JiML, — opraHa
rOCyOapCTBEHHOIrO KOHTPOMS, MHbIX YYaCTHWKOB KOHTPOMbHOro (Hag30pHOro) MeponpusaTus, a Takke pesyrnbraTbl
NpoOBeAEeHHbIX B paMKax KOHTPOSbHOIO (HaA30PHOIo) MEPONpPUATUS 3KCMEPTHS.

34. KoHcynbsTupoBaHME MO OAHOTUMMHBIM OOpaLLEHUsIM KOHTPONMUPYEMBIX §UL, U WX MpeacTtaBuTenem
nocpeacTBOM pasMelleHUs Ha oduumManbHOM caWTe opraHa rocyaapCTBEHHOrO KOHTpona B cetu "VIHTepHeT"
NMUCbMEHHOIO Pa3bsiCHEHWUS, MOANMUCAHHOIO YMOMHOMOYEHHbIM OOMKHOCTHBIM JIMLIOM OpraHa rocygapCTBEHHOMO
KOHTPOIS, OCYLLECTBNSETCA B ClNy4Yasix perynsipHoro noctynneHunsa obpalleHuin (6onee 5) no Bonpocy cobnogeHns
OOHUX U TeX e 065a3aTenbHbIX TPeboBaHN.

35. OpraH rocyOapCTBEHHOro KOHTponsi obsisaH MpeanoXuTh MpoBedeHuWe NPOMUNakTUYECKoro Bu3nTa
nvuam, NpUCTYNaloLWMM K OCYLLECTBIEHUIO OEATENbHOCTU B cdpepe 06palleHUsl NeKapCTBEHHbIX CPeacTB, He
nosgHee Yem B TeYEHNE OOHOrO rofla C MOMEHTa Havarna Takon AesATeNbHOCTH.

36. Obsa3aTenbHble NpodnnakTU4YecKMe BU3NTLI NPOBOAATCS B OTHOLLEHWUN;
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"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

a) 0ObEKTOB roCYy4apCTBEHHOIO KOHTPOSSA, OTHECEHHBIX K KaTeropmnsiM BbICOKOTO U 3HAYMTENBbHOIO PUCKOB;
(mn. "a" B pea. NMoctaHoeneHus MNMpasuTtensctea PO ot 10.06.2023 N 961)

©) KOHTpONMMpyeMbIX nUL, NPUCTYNaLWMX K OCYLLECTBMEHUIO AeaTenbHoCTM B cdepe obpalleHns
NeKkapcTBEHHbIX CpeacTB (MONyuMBLUMX NUUEH3UM Ha OcyLlecTBrneHne apMaLeBTUYEeCKON [OeATenbHOCTH,
BHECLUMX M3MEHEHUS B pPeecTp NULIEH3MI B CBA3U C OCYLLECTBMEHMEM He yKa3aHHbIX B paHee OeNCTBOBaBLUEN
nMueH3Mm paboT W ycnyr, COCTaBRSOWMX (apMaueBTUYECKYD OeATeNbHOCTb, W (MM) OCYLLECTBIIEHNEM
hapmaLeBTUYECKOW AeATENBHOCTU MO agpecy, HE YKa3aHHOMY B MULEH3UN).
(B peq. MNMoctaHoeneHus MNpaBuTtensctea PP ot 10.06.2023 N 961)

37. Ob6sa3aTenbHbI NPOUNAKTUYECKUA BU3UT NPOBOAUTCA B COOTBETCTBMM CO CTaTben 52 deaepanbHOro
3akoHa "O rocygapcTBEeHHOM KOHTpore (Hagsope) u MmyHuuunanbHOM koHTpone B Poccuiickon ®depepauun” B
paboyee BpeMs, B Mepuoa, ycTtaHaBnmBaembIvi yBegoMIeHEM O NpoBeaeHun obasaTenbHOro NponnakTnYeckoro
BM3WTA, M He MOXeT npesbiwatb 8 yacos. [lpu npoBeaeHWn 006A3aTENBHOMO NPOUNAKTUYECKOTO BU3UTA
OOMKHOCTHBIMW ~ NMUaMW  opraHa  rocygapCTBEHHONO  KOHTPOMsi  OCYLLEeCcTBNseTcss  MHAOPMUpOBaHMe
KOHTponumpyemoro nuua o6 obasarenbHbix TpeboBaHMAX, NPEABbABNSEMbIX K OCYLLECTBNAEMON UM OEATENBHOCTY B
cepe obpalleHnss nekapCTBEHHbIX CPEACTB NMOO NpuHaanexawmm eMmy o6beKkTamMm rocy4apCTBEHHOIO KOHTPONS,
NX COOTBETCTBUM KPUTEPMSIM pUCKA, OCHOBAHUAX M PEKOMEHOYyEMbIX Cnocobax CHWXKEHMS KaTeropuu pucka, a
Takke 0 BMaax, CoaepXXaHum U MHTEHCMBHOCTM KOHTPOJSIbHO-HaA30PHbIX MEPONPUATUIA, NPOBOANMBIX B OTHOLUEHMWU
obbeKTa rocyaapCTBEHHOIO KOHTPOMS UCXOAs! M3 ero OTHECEHMS K COOTBETCTBYIOLLEW KAaTeropmum pucka.

38. Lensmu npoBeaeHnst npounakTM4ecknx BU3NTOB SABMSIOTCS:

a) npedynpexaeHWe U CoKpalleHVe KONMM4ecTBa HapyLleHUA KOHTPONMpyeMbiMU nvuamu obsizaTenbHbIX
TpeboBaHui;

0) cosgaHve MOTMBaLMW Yy KOHTPONMpYyeMblX nuL, K JOOPOCOBECTHOMY MOBEOEHWIO W, Kak CreacTBue,
CHWXXEeHMe YpoBHS yuepba oxpaHsiemMbiM 3aKOHOM LEEHHOCTSM;

B) (hOpPMMPOBaHME eanMHOro NoHUMaHUs obsa3aTenbHbIX TPEGOBaHUI;

r) BbiSIBNEHME NPUYMH, (PAKTOPOB M YCIOBUI, CMOCOOCTBYHOLUX HapylleHuo obasaTenbHbiXx TpeboBaHun,
onpegeneHne cnocoboB YCTPaHEHUS UM CHMXKEHWUST PUCKOB X BO3HUKHOBEHNS.

39. Mo utoram 3aBepLieHuns I'IpO(bl/IJ'IaKTI/I‘-IeCKOI'O BM3nTa AOOJMKHOCTHOE Innuo oOpraHa rocyaapCtBeHHOro
KOHTPOJ1A COCTaBIIAET aKT NnpoBeaeHnA ﬂpOd)I/IJ'IaKTVI‘-IeCKOFO BM3nTa B 2 3K3eMnndpax, B KOTOPOM YKa3blBatlOTCA:

a) HanuMeHoBaHWe opraHa rocy4apCTBEHHOTO KOHTPONS;

6) HauMeHOBaHWe KOHTPONMPYEMOro NnLa;

B) AaTta, BpEMs M MeCTO COCTaBIEeHNUs akTa NpogunakTMYeckoro BU3NUTa;

r) peKBM3WTbI MpKKasa, Ha OCHOBAHWUM KOTOPOTro NPOBOAMICH NPOMUNAKTUYECKUN BUSUT,;

D,) d’)aMMJ'II/II/I, MMEeHa, OoT4yecCTBa (I'Ipl/l HaJ'II/I‘-II/II/I), HaMMEHOBaHUsI OOMKHOCTEN OOIMKHOCTHLIX NnL, opraHa
rocygapCTtBeHHOro KOHTposa, npoBoaMBLLNX ﬂpO(bI/IﬂaKTVI‘-IeCKVIﬂ BU3UT,

e) pata, BpeMsl, NPOoAOIMHKUTENbHOCTb U MECTO NPoBeaeHUs NPOMUIaKTUYECKOro BU3UTA;
X) NepeYeHb MeponpuaTUIA, MPOBEAEHHbIX B XOAe NPOguiakTM4eckoro BU3unTa;

3) cBeOeHUs 0 pesynkTaTtax NpoBedeHUs NPOUNaKTUYECKOTO BU3NUTA;

1) nepeyveHb npunaraeMbix 4OKYMEHTOB U MaTepumarnos (Npu Hanu4um);

K) moanuMcKM OOMMKHOCTHBIX NUL, OpraHa rocydapCTBEHHOrO KOHTPOIS, MPOBOAMBLUMX MpOdMnakTUyYecKuin
BU3WUT.
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(I'Ipc;c;ag:al%eggez glzps)amenbcma P® ot 29.06.2021 N 1049 [loKyMeHT NpeaocTaBneH KoHcynbTaHTIioc

"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop... Hata coxparenua: 24.01.2024

VI. OcyuwecTtBneHue degepanbHOro rocyaapCTBEHHOroO KOHTpons
(Hap30pa) B chepe oGpalleHUst NeKapCTBEHHbIX CPeAcTB

40. [lMnaHoBble KOHTPOMbHblE (HAO30pHbLIE) MEPONPUATUS NPOBOAATCA OpraHamMu rocyaapCTBEHHOro
KOHTPONS Ha OCHOBaHWW MnaHa NpoBeAeHUs MMNaHOBbIX KOHTPOMbHbIX (HAA30PHbIX) MEPONPUATUIA Ha oYepeaHou
KaneHaapHbIN rofl, CornacoBaHHOro C opraHamMmu NPoKypaTypbl.

41. B peweHnn O nNpOBEAEHUM KOHTPOSIbHOIO (HAA30pPHOr0) MEPOMNPUATUSA YKa3blBaAlOTCA CBeOEHNs,
npeaycMoTpeHHble 4YacTblo 1 ctatbn 64 ®depepanbHoro 3akoHa "O rocyaapCTBEHHOM KOHTporne (Hagsope) u
MYyHULMNanbHOM KOHTpone B Poccuiickon ®epepaumn’.

42. [Ona dwukcauun AOOMKHOCTHBIMM NUUAaMK, YMNOMHOMOYEHHBIMWM Ha npoBedeHne deaepanbHOro
rocyqapCTBEHHOrO KOHTponsi (Hags3opa) B cdepe obpalleHuss nekapCTBEHHbIX CPeacTs, M nvuamu,
npvBneKaemMbiM1 K COBEPLUEHMIO KOHTPOMbHbIX (HAA30PHbIX) AENCTBUI, AOKa3aTeNnbCTB HapyLLeHn oba3aTenbHbIX
TpeboBaHM MOTYT UCMONb30BaTbCA POTOCHEMKA, ayamno- U BUOEO03annch B Cny4ae:

a) NpoBeAEeHNs KOHTPOSBLHOW 3aKyMKK;

©) npoBegeHWs BbIE3OHOW NPOBEPKY;

B) NPOBEAEeHUS MHCNEKLIMOHHOTO BU3MTA.

43. ®oTo-, ayano- 1 Buaeo3anmcb OCYLLECTBASIOTCS B CNneayoLwem nopsake:

a) Ona dukcauuyM xoga M pesynbTaToB KOHTPOSIbHOTO (Ha[30pHOro) MeponpusaTUS OCYLLECTBISOTCS
opvieHTUpYytoLLlas, 063opHasi, y3noBas 1 aeTanbHas (oTocbeMka U BUOE03anuch;

0) doTo-, ayguo-, BuaeodUKcauMs MNPOBOAUTCA WHCMEKTOPOM, Ha3HaYeHHbIM OTBETCTBEHHbIM 3a
npoBedeHNe KOHTPOMbHOMO (HaAg30pHOr0) MeponpusaTUs, MOCPeacTBOM  MCMONb3oBaHWs  ¢oToannaparos,
AVKTOPOHOB, BUAEOKaMep, a Takke MOBUIbHBIX YCTPOWUCTB (TenedOHbl, CMapTdOHbI, NNaHLWeTbI);

B) O60py,D,OBaHI/Ie, ncnonb3dyemoe Ond nposeneHus (*)OTO- n BVID,GOC*)VIKcaU,I/IVI, OOJDKHO UMETb TEXHUYECKYH
BO3MOXXHOCTb OTO6pa)KeHVIFI Ha (bOTOCHI/IMKaX n Bngeosanncu TeKyLI.l,el7| AaTbl N BpEMEHU, a TakKkKe COXpaHeHud
AaHHbIX O MEeCTE€ CbEMKU (KOOpﬂ,MHaT);

r) ayguosanucb BeOeT WHCMNEKTOp, Ha3HaYeHHbI OTBETCTBEHHbIM OOMKHOCTHBIM MMLOM 3a npoBedeHue
KOHTPOIbHOIO (HaA30PHOIO) MEPONPUATUS;

A) Npy NpoBefeHnn hoTo- 1 BuaeoguKcaLum OomKHbI cobnioaaTtbes creaytowme TpeboBaHus:

HeobXoAMMO NPUMEHATL NpueMbl MKcaumm, NPy KOTOPbLIX UCKIHOYAETCs BO3MOXHOCTb UCKaXKeHUs1 CBONCTB
obbekTa KOHTpons;

cnenyetr obecneynBaTtb ycnosusa d)VIKC&LI,MM, npu  KOTOPbIX MNONy4YeHHble (bOTOCHI/IMKI/l, Bnaeo3anncb
MakcunmMmalibHO TOYHO U NOJTHO 0T06pa)KaPOT CBOWCTBa 0O6BHEKTOB KOHTPOIA;

e) wHdopmauuMsa O nposBedeHun GOTo-, ayguo- W BMAEO3anNuCu OTpaXaeTcs B akTe KOHTPOMbHOro
(Hag30pHOro) MEeponNpUATUS C yKasaHMeM Tuna M Mapku obopygoBaHMs, C MOMOLLbIO KOTOPOro NpoBOAMIIach
dukcauns;

X) coTo-, ayauo- u BuOeomaTepuasnbl SABMNAKTCS MPUIOXKEHUEM K aKTy KOHTPOSbHOro (HaA3opHOro)
MeponpusATHS.

44. NngveugyanbHbld NpeanpuHUMaTenb, rpaxaaHuH, sIBMSOWMECs KOHTPONMpyeMbIMU nuuamu, Bnpase
npencTaBuTb B OpraH rocy4apCTBEHHOro KOHTPOrs MHOpMaLMIO O HEBO3MOXHOCTU NPUCYTCTBUSI NPY NPoBeAeHNM
KOHTPOSbHOIO (HaA30PHOM0) MeponpusTUs, B criyyae:

a) BPEMEHHOI HETPYAOCNOCOGHOCTM MHAMBUAYANbHOMO NpeanpyHUMAaTENs, rpaXxaaHuHa;
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

6) HaxoXAeHVs1 VHOMBUAYANbHOMO MpearnpuHMMaTens B CrykebHOW KOMaHAMPOBKE B WMHOM HaceneHHOM
MyHKTE.

45. lMpu ocywecteneHnn denepanbHOro rocygapCTBEHHONO KOHTponsi (Hagsopa) B cdepe obpalieHus
nekapcTBEHHbIX CPEACTB NPOBOAATCA CneaytoLmMe Buabl KOHTPOMNbHbIX (HAA30PHbIX) MEPONPUATUIA:

a) AOKyMeHTapHasi NpoBepKa;

©0) Bble3aHasi NpoBepKa;

B) BbIDOPOYHbI KOHTPOSb Ka4ecTBa;
) KOHTPOIbHAasA 3aKyrka;

4) WHCMEKUNOHHBIN BU3UT;

e) HabnopgeHne 3a cobnogeHveM  obsizaTtenbHbiX  TpeboBaHWMA  (MOHMTOPUHI  ©e3onacHoCcTM)
(dbapmakoHaasop).

46. B xoge [OOKyYMEHTapHOW NpPOBEPKM MOryT COBepLlUaTbCs Criedytolime KOHTPOmbHble (Hag30pHbIE)
OencTBUS:

a) nonyyeHne NUCbMEHHbLIX OOBACHEHWN;
©) uctpeboBaHne JOKYMEHTOB;
B) aKcnepTusa.

47. [lokymeHTapHas npoBepka MpPOBOAWUTCS MO MECTY HaxOXO4eHWsi opraHa rocydapCTBEHHOrO KOHTPOIs,
npegMeToM KOTOPOW SIBMSIOTCS MCKIHOYMTENbHO CBEAEHUS, COAepKaliMecs B AOKYMEHTax KOHTPONMpyeMbiX nuL,
YyCTaHaBNUBAKLLMX WX OpraHu3auuoHHO-NPaBoBYylD (OpMYy, fnpaBa W 00s13aHHOCTW, a TakkKe [OOKYMEHThI,
ncrnonb3yemMble Npu OCYyLLECTBNEHUN AeATENbHOCTU KOHTPONMPYEMbIMU UL EAMK U CBSA3aHHbIE C UCMONTHEHWMEM UMK
obsizaTenbHbIX TpeboBaHUIA.

O npoBeaeHUn JOKYMEHTapHOW NPOBEPKM KOHTPONMpyemMoe Nuuo YBEAOMMSETCS B COOTBETCTBUM C YacTbio 4
ctatbn 21 ®depepanbHoro 3akoHa "O rocygapCTBEHHOM KOHTpone (Hag3ope) M MyHUUMnanbHOM KOHTpone B
Poccuiickon ®egepaumn”.

48. [lokymeHTapHas NpoBepka, NPeAMETOM KOTOPOWN ABMAKTCA CBEAEHUS, COCTaBMNSALINE FOCYAapCTBEHHYIO
TanHy, NPOBOAUTCS B COOTBETCTBUM C nonoxeHusamu 3akoHa Poccuiickon ®epepaumm "O rocygapcTBeHHON TanHe".

49. B xoae Bble34HOWM NPOBEPKM MOMYT COBEPLUATLCS CNeayoLwmne KOHTPONbHbIe (HaA30pHbIE) 4ENCTBUSA:
a) ocMoTp;

©) onpoc;

B) NOny4eHne NUCbMEHHbIX OO bACHEHUI;

r) uctpeboBaHne JOKYMEHTOB;

A) otbop npob (o6pasuoB);

€) MHCTpPyMeHTanbHoe obcrnenoBaHue;

X) ucnblTaHue;

3) aKcnepTum3a.

50. BvblesgHas npoeepka npoBOoAUTCA NO MeECTy HaxXoXaeHus (OCyLI.I,eCTBJ'IeHI/IFl ,El,eﬂTeJ'IbHOCTM)
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

KOHTpONMpyemMoro nvua (ero dunuanos, NpeacTaBUTENbCTB, 060COBMNEHHbIX CTPYKTYPHbIX MoApasnerieHvin) B
Lensax OueHKM cobntogeHns obsisaTenibHbiX TpeboBaHWA, a Takke OLEHKM BbINOMHEeHWs NpeanucaHusi opraHa
rocy4apCTBEHHOIO KOHTPOIS 06 yCTpaHeHUN BbISIBIIEHHbIX HapyLLUEeHU 0bsi3aTenbHbIX TpeGoBaHUIA.

51. Cpok npoBeaeHus Bble3gHoW npoBepku coctasnsetr 10 pabounx gHen. B oTHowweHUU ogHoro cybbekTa
Maroro npeanpuHMMmaTtenbCcTBa oOLWMii CPOK B3aUMOAENCTBUSA B XOA4E NPOBEAEHUS Bbl€3OHOW NPOBEPKM HE MOXET
npesbiwaTh 50 YacoB Ansg manoro npeanpuaTMa u 15 yacoB Anst MUKPONPEANnpUATHS.

52. B xoae BbIGOPOYHOIO KOHTPOMSt MOMyT COBEpLUATLCS CrieayoLlme KOHTPOrbHbIE (HAA30pHbIE) AENCTBUS:
a) ocMoTp;

©0) nony4eHne NUCbMEHHbIX OOBbSICHEHNI;

B) uctpeboBaHne JOKYMEHTOB;

r) otéop npo6 (o06pasLoB);

A) UHCTpyMeHTanbHoe obcrnegosaHme;

€) UCMbITaHueE;

X) aKcnepTusa.

53. NnaHoBbIV BEIBOPOYHBIN KOHTPOIb Ka4ecTBa He MPOBOANTCS.

54. BHennaHoBbIi BbIGOPOYHBI KOHTPOSb KayecTBa MPOBOAUTCS, B TOM YMCIle HA OCHOBaHWM MporpamMmbi
NPOBEPOK.

55. Tlporpamma npoBepok dopmMmmpyeTca Ha KaneHgapHeld rogq B cpok go 30 pgekabps roaa,
npeLwecTByOLWEro rogy NpoBeAeHUs BbIBOPOYHOro KOHTPOIS Ka4ecTBa.

56. B cnyyae OTCYTCTBMSI KOHTPONMpPYeMOro fnuvua WnuM ero npeacraButens oTbop npoG (o6pasuos)
NpoayKuun (TOBapOB) OCYLLIECTBNSAETCA C NPUMEHEHNEM BUOEO3aMNncK.

57. B uensax npoBegeHUa WMHCTPYMEHTarbHOro obcneaoBaHusl, UCMbITAHURN, SKCMEepPTU3bl NEKapCTBEHHbIX
CpencTB Ha cooTBeTcTBME TpeboBaHMAM HOPMATUBHOW OOKYMEHTauuu (HOPMaTUBHOMO JOKYMEHTa MO KayecTBy)
opraH rocyaapCTBEHHOIO KOHTPOMS MpuBMeKaeT cneuuanucta u (MnmM) akkpeauTOBaHHbIE B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®epepauum 06 akkpegutauum B HaUMOHANBHOW CUCTEME akKpeautauuu
3KCMEPTHY opraHu3auuto unu denepanbHOe rocyaapCTBEHHOE OHOIKETHOE YyYpexaeHue, NoABEAOMCTBEHHOE
opraHy rocygapCcTBEHHOrO KOHTpon4 (Janee - akcnepTHasi opraHusauus).

58. OT60p Npob (06pasLOB) NMeKkapCTBEHHbLIX CPEACTB OCYLLECTBISETCS OOSPKHOCTHbIMU NULAMKM opraHa
rOCy4apCTBEHHOro KOHTpons (TepputopuanbHOro opraHa) B COOTBETCTBMM CO CBOMMM  [OMKHOCTHbIMMU
MONMHOMOYNAMN.

59. Ot60p Npob (06pa3LoB) NekapCTBEHHbIX CPeaCTB Ans NPOBeAEHUs] MHCTPYMEeHTanbHoro obcneaoBaHus,
UCMbITaHWI, 3KCMEPTM3bl MO BCEM WNWN OTAEMbHbLIM MoOKasaTensM HOPMAaTWBHON AOKyMeHTauuu (HOpMaTWMBHOMO
OOKyMeHTa) OCYLLEeCTBMAETCA B KONM4yecTBax, HeoOXooMMbIX AN ABYKPATHOrO BOCNPOM3BEAEHWS METOAO0B
KOHTpONSs Ka4yecTBa fiekapCTBEHHOro CPeACTBa C y4eToM TpeboBaHWU HOpMaTUBHOW AOKYMEHTauum (HOpMaTUBHOMO
OOKYMEHTa) Ha Hero.

60. [ns npoBedeHUss MHCTPYMeHTanbHoro obcnenoBaHusl, MWCMbITAHWWA, 3KCNEpTU3bl  MeTodamu
Hepaspyllalowero adHanus3a otbupatoTca 3  ynakoBKM JlekapcTBEHHoOro npenapata wnu 10  rpammoB
dhapmaLeBTUYECKOM cybcTaHumumn.

61. MNpn coBnageHnM CNekTpoB OTOOpaHHbIX Mpob (06pa3uoB) NEKapCTBEHHbIX CPeacTB C ATanOHHbIM
CMEKTPOM, YCTAHOBIEHHbIM B COOTBETCTBUM C (hapmakoneriHbiMu TpeboBaHusMKU, oToOpaHHble NpoObl (06pasLbl)
NeKapCTBEHHbIX CpeACTB BO3BPALLAKTCH KOHTPONMUPYEMOMY 5vuy, y KOTOPOro OHuW 6binv oTobpaHbl And
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npoBedeHNs 3KCMepTusbl, C OdOpMIIeHMEM akTa Bo3Bpata o06pasuoB, ¢opma KOTOporo yTBepXgaeTcs
depepanbHoii cnyx6oi no Hag3opy B chepe 3opaBOOXpaHEHUS.

62. Mpn HecoBnageHWM cnekTpa NnekapcTBEHHOro CpeacTBa C 3TanoOHHbIM CNEKTPOM OCYLLEeCTBNSeTcs oTbop
npo6 (obpasuoB) ANA NpoBeAeHWs 3KCMEepPTU3bl NEKApPCTBEHHOro cpeacTsa MO MokasaTtensM HOPMaTUBHOM
OOKYMeHTaumMm (HOpMaTMBHOTO [OOKYMEHTAa) MO KayecTBy B COOTBETCTBUMM C MyHKTamu 63 n 64 Hactoswero
MonoxeHus.

63. MNpobbl (0bpasLbl) NeKkapCTBEHHbIX CPEeACTB HamnpaBnsAloTCS OpPraHoM roCyAapCTBEHHOMO KOHTPOIs
(TeppuTOopManbHbIM OpraHoOM) B 3KCMEPTHYH OpraHM3auuvio C MNpUNoXeHWeM Konun npotokona otbopa npob
(obpasuos).

64. OkcnepTusa OCYLLECTBISETCA 9KCMEPTOM WM IKCTepTHOW oOpraHusauven no MopyveHuio opraHa
rocylapCTBEHHOIO KOHTPONS (TeppuTopuarbHOrO opraHa) Ha OCHOBaHMWU 3KCMEPTHOMo 3afaHusl, KOTOPOE MOXET
BKIOYaTb OAHY MIM HECKOMbKO 13 Credytolmx 3aaa4y aKCnepTusbl:

a) ycTaHoBrneHue aktoB, 06CTOATENBCTB;
©) ycTaHOBNEeHWe TOXXAECTBA UMW pasnmyns;

B) yCTaHOBMEHNWE OObEKTUBHbIX CBOMCTB M COCTOSHUN MMEIOLUMXCA B Hanuyinu o6pasuoB fnekapCTBEHHbIX
CPeAcCTs;

F) npoeegeHmne oUueHKn o6pa3u,a JIeKapCTBEHHOro cpeacTtBa Ha COOTBETCTBME 3aaHHbIM KPUTEPUAM;

,D,) yCTaHOBJIEHNE COOTBETCTBUA o6pa3u,a JNIeKapCTBEHHOIo cpeacrtea Tpe6OBaHVIFIM HOpMaTVIBHOI7I
AOOKyMeHTauunun (HOpMaTVIBHOI'O D,OKYMeHTa).

65. BpemMs oCyLLEeCTBNEHUSA 3KCNEPTM3bl 3aBUCUT OT BUAA SKCMEPTU3bl U YyCTaHABNUBAETCA UHOUBMAYANBHO B
KakAOM KOHKPETHOM Criy4ae Mo COrMnalleHUio Mexay OpraHoM rocy4apCTBEHHOIO KOHTPOMS M 9KCMEepTOM UMM
3KCNepTHOWN opraHnsaumen.

66. B xoge KOHTPOMbHOM 3aKynku MOryT COBEpLUaTbLCS CriedyioLme KOHTPOrbHble (HaA30pHbIE) AeNCTBUS:
OCMOTP;
9KCMEPUMEHT.

OKCMepuMEHT MPOBOAMTCSH MHCMEKTOPOM MO MECTY HaXOXAEHWsi KOHTPONMpyemoro nuua nocpencTtsoM
UMUTaLUKN HapyLLeHnst obs3aTenbHbIX TpeboBaHWiA B YacTu OTNyCcKa U peanusaunm nekapCTBEHHOrO npenapara.

67. B xone npoBedeHUs aKCnepuMeHTa MHCMNEKTOP:

a) ocywecTBnsAeT BbIOOP NEKapCTBEHHOro npenaparta camocToATenbHO NMnbo ¢ npvBnedYeHnem paboTHUKa
(MpepcTaBuTEns) KOHTPONMMPYEMOTO NNLA;

6) coBepLUaloT AeACTBUSA, HeobxoayMble AN NpMobpeTeHNs NekapCcTBEHHOrO Nnpenapara;

B) 3anpalumBaoT AOKYMEHThI U (M) MHAOPMaLUIO O NIeKapCTBEHHOM Mpenapare, NpeAoCTaBeHne KOTOPbIX
noTpebuTento npegycMoTPEHO 3akoHoaaTenbcTBoM Poccuickon degepaumm o 3awimTte npae notpeduTenen.

68. KoHTponbHasi 3akynka npoBOAMTCA B LENsX MpOBepKU cobrodeHnss cybbektamu obpalleHust
NeKapCTBEHHbIX CPeAcTB, OCYLIECTBMSAIWMNMM PO3HUYHYIO TOPFOBMI0 J1eKapCTBEHHbIMU npenapaTtamu  Ans
MeOULMHCKOTO MPUMEHEHUsl, NpaBun OTMNycKa eKapCTBEHHbIX NpenapaTtoB Ans MEeAULMHCKOrOo MpUMEHeHuUs U
(unwn) 3anpeta Npogaxu ganbCMULIMPOBaHHbIX NEKAPCTBEHHBLIX CPEACTB, HeJ0BPOKaUYECTBEHHbIX NTIEKAPCTBEHHbIX
CPencTB M KOHTpadaKTHbIX TeKapCTBEHHbIX CPeaCTB.

69. KoHTporbHasi 3akynka MpOBOAMTCA B LEMNsSX MPOBEpKM cobnogeHus cybbektamu obpalleHust
NEeKapCTBEHHbIX CPeACTB, OCYLIECTBNSAWMUMM PO3HUYHYIO TOPFOBM J1€KapCTBEHHbIMW npenapaTtamu  Ans
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

BETEPMHAPHOTO TMPUMEHEHWS, MpPaBWN Hadfexallei anTevyHOW npakTUKM JeKapCTBEHHbIX MpenapaToB Ans
BETEPWHAPHOTO MPUMEHEHWS, NPaBWIT U3TOTOBIIEHNS U OTMYCKa JNIEKapCTBEHHbIX MpernapaToB A BETePUHapHOro
npUMeHeHnst 1 (Mnn) 3anpeTa NpoAaXkun anbCUPUUNPOBAHHBIX NTEKAPCTBEHHbLIX CPEACTB, HEA0OPOKAYECTBEHHBIX
NeKapCTBEHHbIX CPEACTB U KOHTPAMaKTHbIX NEKapCTBEHHbLIX CPEACTB.

70. B xoae MHCNEKUMOHHOTO BM3nUTa MOMYT COBEPLLATLCS CreaytoLmne KOHTPOrbHble (HAaA30pHbIE) AENCTBUS:
a) ocMoTp;

©) onpoc;

B) NoMy4YeHne NUCbMEHHbIX OOBbSCHEHUI;

r) mctpeboBaHMe [OKYMEHTOB, KOTOpble B COOTBETCTBUM C 0ObBA3aTenbHbiMU TpebGoBaHWSAMM  LOSKHbI
HaxoaMTbCA B MECTe HaxoXAeHusi (OCYLLUEeCTBMEHUS AEeATENbHOCTU) KOHTponupyemoro nuua (ero cmnmanos,
npeacTaBuTenbLCTB, 060COBNEHHbIX CTPYKTYPHbIX nogpasgeneHuin) nnbo obbekTa rocyaapCTBEHHOIO KOHTPONS.

VIl. HabnogeHue 3a cobnrogeHnem obsa3aTenbHbIX TPe60BaHUN
(MOHUTOpPUHr 6e3onacHocTH) (dapmakoHap3op)

71. HabniogeHve 3a cobniogeHnem obsa3aTtenbHbiX  TpeboBaHun  (MOHUTOPWMHT  Be3onacHocTH)
(dbapmakoHa30p) OCYLIECTBASIETCS B LENAX BbIABNEHMS MOOOYHbIX OENCTBUIA, HEeXenaTenbHbIX peakuun,
CEpbEe3HbIX HexenaTenbHbIX peakuun, HenpeaBuAEHHbIX HeXenaTernbHbIX peakuun npu  MpUMEHEHUU
NleKapCTBEHHbIX NpenapaToB, UHAUBMAYANbHOW HEMNEPEeHOCUMOCTU, OTCYTCTBUM 3DEHEKTUBHOCTM NEKAPCTBEHHbIX
npenapaTtoB, a Takke UHbIX hakTax u 06CTosATENbCTBAX, NPEACTABMNAOLLMX YIPO3Y XKMU3HM UK 300POBbI0 YenoBeka
N KMBOTHbIX MpPU MNPUMEHEHMM NEKapCTBEHHLIX MNpenapaToB, BbISIBMEHHLIX Ha Bcex 3Tanax obpalleHus
nekapcTBeHHbIX npenapatoB B Poccuiickon ®egepaunv n gpyrnx rocygapcraax.

72. ®apmakoHag3op B OTHOLUEHWW FeKapCTBEHHbIX CpeacTB  Ans  MeOMLUMHCKOro  MpUMeHeHus
ocyuecTensieTcs PefepanbHon cnyx0on No Hag3opy B cepe 30paBoOXpaHeHUs, dapMakoHaa3op B OTHOLLEHUN
NeKapCTBEHHbLIX CpeacTB ONA  BETEPUHAPHOrO MpUMeEHeHUsA ocyulectensietcs depepanbHon cnyxbor no
BETEPUHAPHOMY U bUTOCaAHMTApPHOMY HaA30py B COOTBETCTBUM CO cTaTben 64 PepepanbHoro 3akoHa "O6
obpalleHnn nekapCcTBEHHbIX CpeacTs".

VIII. Pe3ynbTaTbl KOHTPONbLHOrO (HAA30PHOI0) MEPONPUATUA

73. Mo pesynbratamMm KOHTPOSNbHOIO (HaA30PHOro) MEPONPUATUS MPUHUMAKOTCS PeLUeHUsi, NPeayCMOTPEHHbIE
ctatbert 90 depepanbHOro 3akoHa "O rocyaapCTBEHHOM KOHTpone (Hag3ope) M MyHUuMnanbHOM KOHTpone B
Poccuinckon ®epepaumn” n cratbsimm 9, 52.1 n 59 depepanbHoro 3akoHa "OO6 obpalleHuMM nekapCTBEHHbIX
cpeacts".

74. PeayanaTb| MHCTPYyMEHTallbHOro OGCﬂe.ElOBaHVIFI, MCNblTaHUA UNN 3KCNepPTU3bl NIEKapCTBEHHbIX CpeacTs
NPeAoCTaBNAOTCS KOHTPONMMPYEMOMY Ivuy, nuuy, Yy KOTOpOro ocyuwectenanca oroop npob (obpasuos)
JleKapCTBEeHHbIX cpeancTB, B Te4vyeHue 24 vyacoB nocre nonyyYyeHna AaHHbIX MHCTPYMEHTallbHOro O6CJ‘I€LI,OBaHI/IF|,
MCNbITaHUA UK 3KCNEepPTU3bl NOCPeaCcTBOM HanpaBlieHUA No agpecy 3]'I€KTpOHHOI7I NoYTbl KOHTpONMpyemoro nuua,
CBEeLEHUs1 O KOTOPOM NOMyYeHbl NPy NPOBEAEHUN KOHTPONBHOMO (HAA30PHOMO) MEPONPUATUS.

75. o pesynstataMm pacCMOTPEHMS, aHanuM3a M OLEHKM CBedEeHWW, MNPOTOKONOB WIWN  3aKIoYeHWUn,
NPOBEAEHHbIX MHCTPYMEHTarbHbIX 06CrneaoBaHNA, UCMbITAHUIA U 3KCNEPTU3 OPraHOM roCyAapCTBEHHOIO KOHTPONs
OCYLLeCTBRSAETCA AoBedeHne uHdopmMaumm Ao CyObekToB obpalleHuss nekapcTBeHHbIX CPeAcTB MocpeacTBOM
pasMeLLeHns COOTBETCTBYIOLWMNX MHAPOPMALMOHHBLIX NMUCEM Ha oduuUManbHOM canTe opraHa rocygapCTBEHHOro
KoHTpons B cetn "MHTepHeT":

a) O BbIABIIEHUU NMAPTUN, CEPUN HeD,06pOKa'~IeCTBeHHOFO JIeKapCTBEHHOIO cpeacTBa, He3aperncTpmnpoBaHHOIo
J1eKapCTBEHHOIo CpeacTBa, (baJ'IbCI/I(bVILI,I/IpOBaHHOFO J1eKapCTBEHHOIo CpeacTBa;

0) 06 n3bATUM N3 OBpaLLEHUS N YHUUTOXEHUN NAPTUN UNN cepumn HegobpoKaYeCTBEHHOMO NIEKAPCTBEHHOIO
CpencTBa, He3apermcTpupoBaHHOIO JIEKAPCTBEHHOTO CpeacTBa,  anbCUULMPOBAHHOIO  NIEKAPCTBEHHOIO
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(I'Ipc;c;ag:al%eggez glzps)amenbcma P® ot 29.06.2021 N 1049 [loKyMeHT NpeaocTaBneH KoHcynbTaHTIioc

"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop... Hata coxparenua: 24.01.2024

CcpencTBa;
B) O NpekpaLleHnm obpalleHns cepmm HegobpokayeCcTBEHHOIO NEKAPCTBEHHOTO CPeaCTBa;
r) 0 nepeBoge Ha NOCEPUIAHbLIN BbIBOPOYHbIN KOHTPOSb IEKAPCTBEHHOIO CPeACTBa;
4) O CHATUM C NOCEPUNHOIO BbIBOPOYHOIO KOHTPONSA NeKapCTBEHHOrO CpeacTBa.

76. B cnyyae BbISBNEHUS HECOOTBETCTBMA KayecTBa J1I€KApCTBEHHOIO CpeacTBa YCTaHOBIEHHbLIM
TpeboBaHMAM  OpraH rOCY4ApPCTBEHHONO  KOHTPOMs  He3aMeanuTeNnbHO  MPUMHUMAET  NpedyCMOTPEHHble
3akoHogaTtenbcTBOM Poccuiickon ®epepaumu Mepbl MO HEOOMYLEHWIO MNpuuvMHeHWs Bpeda (ywepba) XuaHu,
300pOBbS  JIOAEW M KMBOTHBIX MOCPEACTBOM BbLIHECEHUS pEeLIeHUs O MpekpalleHnn obpalleHnss cepumn
NeKapCTBEHHOIO CpeacTBa, O HanpaBneHMN COOTBETCTBYHOLLEN MHpopMaLMK B YNONMTHOMOYEHHbIV [1paBUTeNbCTBOM
Poccuinckon ®epepaumn denepanbHbli  OpraH  UCNOMHUTENBHOW BRacTM ANs  pacCMOTPEHUA Bonpoca o
HeobXoAMMOCTM MPUOCTAHOBIEHNS MPUMEHEHUSA FEKAPCTBEHHOro npenapata nNMbo OTMEHbl FoCy4apCTBEHHON
permctpaumMm fnekapcTBEHHOro npenapara U UCKMIOYEeHWM ero u3 roCyaapCTBEHHOro peecTtpa fekapCTBEHHbIX
cpeacTB B COOTBETCTBUM C NMyHKTOM 1 cTatbn 32 PegepanbHoro 3akoHa "O6 obpalleHnn nekapcTBeHHbIX CpeacTs”.

VIII(1). KntoueBon nokasaTtenb ¢eaepanbHOro rocygapcTtBeHHOro
KOHTpons (Hap3opa) B chepe obpaLieHus nekapCcTBeHHbIX CPeaAcTB
M ero ueneBoe 3Ha4YeHue
(sBepeH lNoctaHoBneHnem MNpasutenbctea PP ot 30.11.2021 N 2105)

76(1). KntoueBbiM nokasarenem degepanbHOro rocyaapCTBEHHOIO KOHTpons (Hag3opa) B cdepe obpalleHums
neKkapcTBEHHbIX CPeACTB ABMSAETCHA OTHOLIEHME KONMYeCcTBa Cepuit NeKkapCTBEHHbIX CPeacTB, He COOTBETCTBYOLLIMX
TpeboBaHuam degepanbHoro 3akoHa "O6 obpalleHnn NekapcTBEHHbIX CPEeACTB" 1 BbIBEAEHHbIX U3 MPaXK4aHCKOro
obopoTa B OTYETHOM rofy, K KONMYECTBY CEPUI NEKapCTBEHHbIX CPeACTB, CBEAEHMS O KOTOPbIX MpeacTaBneHbl B
COOTBETCTBUMN C 4acTbio 2 cTatb 9.1 demepanbHoro 3akoHa "OO6 obpalleHuMn nekapCTBEHHbIX cpeacTs” 3a
OTYETHbIN rog.

76(2). LleneBoe 3HayeHuWe knio4eBOro nokasatens deaepanbHOro rocygapcTBEHHOro KOHTpons (Hagsopa) B
chepe obpalleHnsa NekapCTBEHHbBIX CPeACTB ONPeaensaeTcs:

B 2022 rogy - 0,2 1 MeHee;
B 2023 rogy - 0,17 1 meHee;
B 2024 rogy - 0,14 u meHee;

B 2025 rogy - 0,11 1 meHee.

IX. O6xxanoBaHue peLeHNN KOHTPONbHbIX (HaA30PHbIX) OPraHoB,
pencTBun (6e3aencTBmA) NX AOIMKHOCTHbIX NULY

77. MNpaBoM Ha obOXxanoBaHWe peLUeHWIn OpraHa rocyapCTBEHHOIO KOHTPONS, OENCTBUNA (Oe3nencTBus) nux
OOIMKHOCTHBIX NUL, 06nagaer KOHTponupyemMoe n1uo, B OTHOLLEHMW KOTOPOTO MPUHATBLI PELUEHUS UNU COBEpPLUEHbI
Oevicteus (GesgencTeme), ykaszaHHble B Yactu 4 ctatbu 40 PegepanbHoro 3akoHa "O rocygapCTBEHHOM KOHTpore
(Hagsope) 1 MyHuuMnansHoM KoHTpone B Poccunckon ®epepaumn’.

78. XXanoba nogaercst KOHTPONMPYEMbIM NULIOM B OpraH rocyapCTBEHHOTO KOHTPOMS B 31IEKTPOHHOM BUAE C
NCMNONb3oBaHNMEM €4MHOro noprana rocyAapCTBEHHbLIX M MyHULMNANbHBLIX YCYr U (MNU) permoHanbHOro noprana
roCy4apCTBEHHbIX M MyHMLUMNanbHbIX ycnyr. [py nogade xanobbl rpaxaaHMHOM OHa [OSKHa ObiTb nognucaHa
NPOCTOW 3MEKTPOHHOW MOANUCHIO, MO0 YCUMEHHOW KBanNUMUUPOBAHHOWM 3MNeKTPOHHOW noanucbto. Mpu nogave
XanoObl opraHM3aumel oHa AOMKHA ObITb NoANMcaHa yCUeHHOM KBannguuMpoBaHHOM 3N1EKTPOHHOW NOAMMUCHIO.

79. XXanoba Ha pelweHusa, gencteus (6e3gencTBME) YNOMHOMOYEHHBIX JUL, OpraHa rocygapCTBEHHOIO
KOHTpOMs, NpeaMeTOM KOTOPOW SBNSAKTCA CBEAEHUS, COCTaBMSIOWME FOCYAapCTBEHHYIO TanHy, HanpaBnsieTcs C
cobntogeHnem TpeboBaHun 3akoHa Poccuickon ®enepaumm "O rocyqapcTBEHHOM TanHe".
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

80. XXanoba Ha peleHnsi, AeictBus (6e3geiicTBUE) HOOMKHOCTHBLIX JIAL TeppuTopuaribHOro opraHa
rocyAapCTBEHHOIO KOHTPOs, AeicTBus (6e3neincTeme) ero JOMKHOCTHBIX NUL, paccMaTpuBaeTcsl pyKOBOAMTENEM
(3aMecTuTENnem pyKoBOAMTENS) TEPPUTOPMANbHOMO OpraHa rocyaapCTBEHHOTO KOHTPOSIS.

81. JKanmoba Ha peweHns, pencreua (6esgencTsve) pykoBoauTens (3amMecTuTens PyKOBOAMTENS)
TEppUTOpManbHOro  opraHa  roCydapCTBEHHOrO  KOHTPOMsS  pacCMaTpuBaeTCsl  BbILIECTOSIUMM  OpraHoMm
rocyapCTBEHHOIO KOHTPOISI.

82. XKanoba Ha pelueHus, gencteus (6e3nencTBMe) AOMKHOCTHBLIX NUL LIeHTpanbHOro annapara opraHa
rocy4apCTBEHHOIO KOHTPONSA paccMaTpmBaEeTCa PYKOBOAUTENEM OpraHa rocyaapCTBEHHOrO KOHTPONS.

83. KoHTponupyemble nuua, NpaBa U 3aKOHHblE MHTEPECHI KOTOPbIX, MO WX MHEHWUIO, ObiNM HapylleHbl B
pamKax OCYLLeCTBNeHUs dpedepanbHOro rocyaapCTBEHHOTO KOHTpomns (Hagsopa) B cdepe  obpalleHus
NeKkapcTBEHHbIX CPeacTB, MMetoT NpaBo Ha AocyaebHoe obxanoBaHue:

a) peleHni 0 NPOBEAEHNN KOHTPOSbHbIX (HAA30PHBLIX) MEPONPUATUN;
6) aKTOB KOHTPOSbHBIX (HAA30PHbIX) MEPOMPUATUIA, MpeanncaHuii 06 ycTpaHeHUM BbISBMEHHbIX HAapyLUEHWI;

B) AencTBuii (6e3aeicTBUSA) OOMKHOCTHBIX NUL KOHTPOMBbHOMO (HaA30pPHOr0) opraHa B paMkaxX KOHTPObHbIX
(Hag30pHbIX) MEPOMPUATUN.

84. XKanobsbl, ykasaHHble B nyHkTax 80 - 82, nognexart pacCMOTPEHMIO OPraHOM rocy4apCTBEHHOIO KOHTPONS
B TeyeHue 20 pabounx gHewn Co AHA ee perucTpaumn.

85. OpraH rocygapCTBEHHOTO KOHTPOMS UMK ero TeppUTopUarbHblid opraH NpUHUMaEeT pelueHne o6 oTkase B
paccMOTpPeHUN xarnobbl B TedeHne 5 pabounx AHe co AHS NonyyYeHns kanobbl, ecru:

a) xanoba nogaHa nocrie UCTeYeHns CPOKOB MoAaun xanobbl, yCTAHOBMEHHbIX YacTamu 5 u 6 ctatem 40
depepansHoro 3akoHa "O rocygapCTBEHHOM KOHTpone (Hagsope) M MyHuuMnanbHOM KOHTpone B Poccuickon
denepauun”, n He cogepXnUT xoaaTtancTea 0 BOCCTAHOBMEHUN MPOMYLLEHHOIO Cpoka Ha nogavy xanobbl;

6) B yOOBNETBOPEHUWN XOAaTalncTBa O BOCCTAHOBMEHUM MPOMYLLEHHOMO CPOKa Ha nopady xanobbl 0TKa3aHo;

B) 00 MPUHATUA pelueHna no Xanobe ot KOHTpOnMpyemMoro nuua, ee nogasLlero, noctynuio 3aselieHune 06
OT3blIBe Xanookl;

r) UMeeTcs peLleHne cyaa no Bonpocam, NoCTaBNeHHbIM B Xxanooe;

[) paHee B YNOMHOMOYEHHbIA opraH Obina nogaHa apyras anoba OT TOro e KOHTPONMpyemoro nuiua no
TEM € OCHOBaHUSAM;

e) Xanoba COOEepPXNT HeLeH3ypHble nmbo OCKOp6MTeﬂbeIe BblpaXeHusd, Yrpodbl >XuU3HW, 300POBbIO U
MMyLLeCTBY OOIMKHOCTHbIX JTUL KOHTPOJNbHOIO (Ha,D,30pHOFO) opraHa, a TaKkke 4neHoB nX cemen;

X) paHee MonyyeH OTKa3 B PaCCMOTPEHWUM Xanobbl No TOMY Ke MPEeaMETY, WUCKMoYaloLmMin BO3MOXHOCTb
NOBTOPHOro o6palleHns AaHHOroO KOHTPOMMpYyeMoro nuua ¢ anoboi, U He MpUBOOATCA HOBble AOOBOAbLI UMK
06CTOATENbLCTBA;

3) xanoba nogaHa B HeHagnexalun ynoriHOMOYEHHbIV OpraH;

n) 3akoHogaTtenbcTBoM Poccuiickon Pepepauum npenyCMOTPEH TONbKO CyAeOHbIN nMopsgok obxanoBaHus
PELLUEHUN KOHTPOIIbHOIO (HaA30pPHOr0) opraHa.

86. OpraH rocyqapcCTBeHHOTO KOHTPOIS BripaBe 3anpocuTb Y KOHTPONMPYEeMOoro nuua, nodasLiero xanoby,
[AOMNOMNHUTENbHYI0 MHGOPMAaLNIO U JOKYMEHTbI, OTHOCSALLMECS K NpeaMeTy anobbl. KoHTponupyemMoe nuuo Brnpaee
NPeacTaBuTb YKasaHHble WHAOPMAaLMIO U OOKYMEHTbl B TeyeHue 5 pabouux OHel ¢ MOMeHTa HanpasneHus
3anpoca. TeyeHMe Cpoka pPacCMOTpPeHUsi anobbl MPUMOCTaHaBNMBAaETCS C MOMEHTa HamnpaBrieHust 3anpoca o
npeacTaBrneHny OOMOMHUTENBbHBIX JOKYMEHTOB M MHGOPMaLMK, OTHOCSLUMXCS K NpeaMeTy arnobbl, 40 MOMeHTa
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(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

Mony4YeHUsi UX OpraHOM rOCyAapCTBEHHOIO KOHTpoOns (TeppuTopuanbHbIM OpraHom), HO He Gonee 4eM Ha 5
pabounx OHen ¢ MOMeHTa HanpaefeHust 3anpoca. HenonyyeHne OT KOHTPONMPYEMOro nvua LONOSNHUTENbHBLIX
OOKYMEHTOB W WHopMaumm, OTHOCSILLUMXCA K npeameTy Xamnobbl, He SBNSETCA OCHOBaHMEM Afs OTKasa B
pacCcMOTPEHNM XKanoobbl.

87. He ponyckaeTcs 3anpawumBaTtb Yy KOHTPOMMPYEMOro nvua, nodaBllero xanoby, [OKYMEHTbl |
NHOPMaLIMIO, KOTOPblE HaxodsiTCH B PaCMOPsKEHUW opraHa rocyAapCTBEHHOMO KOHTPOMs (TeppuTopuanbHOro
opraHa).

88. O6s13aHHOCTbL 4OKa3bIBaHWSI 3aKOHHOCTU M 06OCHOBAHHOCTU MPUHATOrO peLleHust U (M) COBEPLUEHHOTO
aencteus (6e3nencTeus) Bo3naraeTcsi Ha opraH rocy4apCTBEHHOro KOHTPONS (TeppuTopuanbHbI OpraH).

89. Mo utoram paccmoTpeHust xanobbl opraH rocyapCTBEHHOIO KOHTPONS (TeppUTOpUanbHbIA OpraH):
a) octaBnisieT xanoby 6e3 yaoBneTBOpeHus;

0) OTMeHsieT peLLeHne NOMHOCTBLIO MU YaCTUYHO;

B) OTMEHSIET peLLeHME NOMHOCTLIO U NPUHMMAET HOBOE pELLEHME;

r) Nnpu3Haet gencreus (6esgencTene) AOMKHOCTHLIX MWL, OpraHa rocyaapCTBEHHOMO KOHTPOMS HE3AaKOHHbLIMU
N BbIHOCWT peLleHMe MO CylecTBy, B TOM 4ucrne o6 OcCylecTBreHnM npu HeobxoammocTu onpeaerneHHbIX
OeVCTBUN.

90. PelueHre opraHa rocygapCTBEHHOIO KOHTPONs (TeppUTopuanbHOro opraHa), cogepxallee o6ocHoBaHue
MPUHSATOrO PELLEHNS, CPOK 1 MOPSAOK ero UCMOSTHEHUS!, pa3MeLLaeTcsl B IMYHOM KabuHeTe KOHTponupyemoro niua
Ha edMHOM nopTarsie rocyaapCTBEHHbIX U MyHUUMNANbHLIX YCIYT B CPOK He NMo3gHee oAHOro paboyero AHS co OHS
€ro NPUHATKS.

Mpunoxexne N 1

K MonoxeHuto o degepanbHOM
rocyaapcTBEHHOM KOHTpose
(Hap3ope) B chepe obpalleHus
nekapCcTBEHHbIX CPeACTB

KPUTEPUU
OTHECEHUA OBBEKTOB ®ENEPAJIbHOIMO rOCYAAPCTBEHHOIO KOHTPOIA
(HAO3O0PA) B COEPE OBPALLEHUA NEKAPCTBEHHbLIX CPEACTB
ansa MEAUUMHCKOIO NPUMEHEHUSA K ONPEQENEHHON
KATEFOPUU PUCKA

Cnncok N3MeHsIIoLLMX JOKYMEHTOB
(B pea. MNMoctaHoBneHus MNpasutensctea P® ot 10.06.2023 N 961)

|. O6LWwume nonoxeHusn

1. Mpu ocywecTBneHnn denepanbHOro rocygapCTBEHHOIO KOHTponsl (Hagsopa) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB OTHECEHWE AEATENbHOCTU IOPUAMYECKMX MWL, U UHAMBUAYANbHbIX NpeanpuH1UMaTenei B
chepe obOpalleHuss neKapCTBEHHbIX CpPeacTB AN MeOUUMHCKOTO  MpUMMEHeHust (ganee -  OObeKThl
rocy4apCTBEHHOIO KOHTPOSS) K ONpeaAeneHHON KaTeropum pyucka OCYLLECTBMSIETCA B COOTBETCTBUMN C KPUTEPUSIMU
TSKECTW MOTEHUManbHbIX HEraTUBHbIX MOCNEACTBUA BO3MOXHOIO HecobnogeHusa obssatenbHbix TpeboBaHun 1 ¢
YYETOM KpUTEPUEB BO3MOXHOIO HECODNIOAEHNS 0bs3aTeNnbHbIX TPeboBaHMWIA.
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2. OTHeceHVe OOBEKTOB rocygapCTBEHHOIO KOHTPOMS K KaTeropusiM pucka OCYLLECTBISAETCH C y4eToOM
MHdOpMaLMK, copepxallenca B peecTpax NUUEH3UA Ha OcyLlecTBreHne dapmaueBTUYECKON OesATEeNnbHOCTH,
MEeAVLIMHCKOW OEeATENbHOCTU U AeATENbHOCTU NOo 000POTY HAPKOTUYECKMX CPEACTB, NMCUXOTPOMHbIX BELLECTB U UX
NMPeKypCopOB, KyNbLTUBUMPOBAHWIO HapKoCOAEePKalLMX pacTeHWi, BeAeHMe KOTOpbIX ocyllecTBnsieT denepanbHas
cnyxba no Hagsopy B cdepe 34paBOOXpPaHEHMs, B rOCyAapCTBEHHOM peecTpe IeKapCTBEHHbIX CPeacTB Ans
MEONLIMHCKOrO MPUMEHEHUST U PeecTpe BblOAHHbLIX pa3pelleHnii Ha NPOBEAEHUE KIMHUYECKUX WCCreaoBaHui
NeKapCTBEHHbIX MpenapaTtoB AN MEOUUUHCKOrO MPUMEHEHUs!, BEAEHWE KOTOPbIX OcyliecTBnsieT MuHMCTEpCTBO
3npaBooxpaHeHus Poccunckon depepauumn, a Takke peecTpe INUUEH3UA Ha NpOM3BOACTBO NEKAPCTBEHHbIX
cpeacTB Anst MEOUUMHCKOTO MPUMEHEHUS, BEAEHUE KOTOPOro ocyliectensieT MUHUCTEPCTBO NMPOMBILLNIEHHOCTU U
Toproenu Poccwuiickon depepaumm, M B CUCTEME MOHWUTOPWMHIa ABWKEHWS NEKapCTBEHHbIX MnpenapaTtoB And
MEANLIMHCKOTO NMPUMEHEHMS.

(B peq. MNMoctaHoeneHus MNpaBuTtensctea PP ot 10.06.2023 N 961)

Il. Kputepun TaxecTn NoTeHUManbHbIX HeraTUBHbIX NOCneacTBUN
BO3MOXHOro HecobnogeHus obs3arefnibHbIX TpeboBaHUM

3. Kputepum TskecTn noTeHumManbHbIX HEraTUBHbIX NOCNEACTBUN BO3MOXHOIO HecobnoaeHms oba3aTenbHbIX
TpeboBaHMI NPUMEHAIOTCA NyTEM pa3fdernbHOro OTHECEHUs oObekTa rocyAapCTBEHHOrO KOHTPOMS K KaTeropuu
pucka No KaXxaoMy 13 CrnefyLwmx BUOOB OEeATENbHOCTH:

a) onToBagd ToproenAa JiekapCTtBeHHbIMU cpeacTBaMn AnAd MeANLIMHCKOIo NpUMEeHEeHUA;

6) OOKINMUHN4eCKne mnccrieqoBaHmna nekapcrtBeHHbIX cpeacTts And MeauumHCKOro npuMeHeHusa, KrnnmHun4veckue
nccneaoBaHUA  NeKapCTBeHHbIX  npenapartoB  AnNA MEeONLUUNHCKOIo  NpMMeHeHUd, pO3HMYHaA  TOproenA
NeKkapCTBeHHbIMW npenapatamMn ona MeamuuHCKOro npuMeHeHua 1 yHUYTOXeHWe NeKapCTBEeHHbIX CcpencTB AanA
MEeONLNHCKOro NnpuMeHeHn4.

4. [ns onToBOW TOProBNW neKapCTBEHHbIMWU CpeAcTBaMu ONA MEeAWMLUMHCKOrO MPUMEHEHUs OTHeceHue
o0bekTa rocygapCTBEHHOTO KOHTPOMSA K KaTeropum pucka OCYLLEeCTBASETCH C YYETOM CNeaylLMX 3HayYeHui
nokasatens pucka (K):

a) BbICOKUI PUCK - B criydae, ecnu nokasarternb pucka (K) coctaBnsieT cBbiwe 49 6annos;
(nognyHkT B pen. MNMoctaHosneHus MNpaesutensctea P® ot 10.06.2023 N 961)

©) 3HaunTenbHbIN PUCK - B cny4vae, ecnu nokasartens pucka (K) coctaensiet ot 39 go 49 6annos;
(noanyHkT B pea. NoctaHosneHus Mpasutensctea P® ot 10.06.2023 N 961)

B) CPedHMWI PUCK - B Crlyyae, ecrniv nokasatenb pucka (K) coctaBnsaet ot 27 go 39 6annos;
(nognyHkT B pen. MNMoctaHosneHus MNpasutensctea P® ot 10.06.2023 N 961)

) YMEPEHHbIN PUCK - B Cny4dae, ecnu nokasartens pucka (K) coctaensiet ot 16 oo 26 6annos;
(nognyHkT B pea. NoctaHosneHus Mpasutensctea P® ot 10.06.2023 N 961)

4) HM3KUIA puUcK - B crny4vae, ecnu nokasatens pucka (K) cocraensiet meHee 16 6annos.
(nognyHkT B pea. MoctaHosneHus MNpasutensctea P® ot 10.06.2023 N 961)

5. 3HayeHune nokasatens pucka (K) onpegenserca no coopmyne:
K=K1+K2+K3+ K4 + K5 + K6,

rae K1, K2, K3, K4, K5, K6 - nokasatenu pucka, npucsavBaemble A5 ONTOBOW TOProBNv NeKapCTBEHHbIMU
cpedcTBamu AN MegMUUHCKOro NPUMEHEHNS, cornacHo npunoxeHunio N 1 K HaCTOALLUMM KPUTEPUSIM.
(n. 5 B pea. MNocTtaHosneHus MNMpasutensctea PO ot 10.06.2023 N 961)

6. 3HaueHune nokasatenen K1, K2, K3, K4, K5, K6 onpegensietcsi nytem Bbibopa OOHOW U3 XapaKTepUCTUK Mo
KaXXgoMy M3 YCIOBUIA (MPOLECCOB) OCYLLECTBINEHNST AESATENBHOCTU, NPUBELAEHHBIX B NpunoxeHnn N 1 K HacToAWMM
KpuUTEepUsaMm.

(B peq. MoctaHoeneHus MNpaBuTtensctBa PP ot 10.06.2023 N 961)
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B clniy4yae OCYyLWLEeCTBI/IEHNA KOHTPOIMPYyEMbIM JIMLUOM LOEeATEeSIbHOCTU MO HECKOJIbKMM ajpecaM 3HadYeHue
nokasarens K onpeagendeTca ncxoga U3 agpeca, MMeroulero HamebiCllee 3Ha4eHne nokasarens.

7. Ona [OOKMMHUYECKUX WCCMNedoBaHUM NeKapCTBEHHbIX CPeacTB ANs  MEAULMHCKOrO NPUMEHEHUs,
KNUHUYECKUX UCCMenoBaHWUii NekapcTBeHHbIX NpenapaTtos Ans MeaULMHCKOrO NPUMEHEHUS, PO3HUYHONM TOProBMu
neKkapcTBEHHbIMM MpenapaTaMmu AN MeaUUMHCKOrO MPUMEHEHMSI U YHUYTOXEHUS] NEKApCTBEHHbIX CPEACTB Ans
MEeONLIMHCKOro NPUMEHEHNs1 OTHeCeHNe obbekTa rocyapCTBEHHOIO KOHTPOSS K KaTeropum pucka ocyLLecTBrseTcs
C YY4ETOM crieqytoLmx 3Ha4eHun nokasaTens pucka (I1):

a) BbICOKUI PUCK - B criydae, ecnu nokasartens pucka (1) coctaenseT cebiwe 36 6annos;
(nognyHkT B pea. MNMoctaHosneHus MNpasutensctea P® ot 10.06.2023 N 961)

©) 3HauUMTENbHbLIN PUCK - B CNy4ae, ecnu nokasartenb pucka (J1) coctaenset ot 29 go 36 6annos;
(noanyHkT B peq. NoctaHoeneHus Mpasutensctea PP ot 10.06.2023 N 961)

B) CpegoHun puck - B criydae, ecnu nokasarenes pucka (J1) coctaensiet ot 21 go 28 6annos;
(noanyHkT B pea. NoctaHosneHus Mpasutensctea P® ot 10.06.2023 N 961)

r) YMEPEHHbIV PUCK - B CNydae, ecnu nokasarternb pucka (1) coctaensiet ot 15 go 20 6annos;
(noanyHkT B peq. NoctaHoeneHus Mpasutensctea PP ot 10.06.2023 N 961)

A) HU3KU pUCK - B Crny4vae, ecnu nokasatens pucka (J1) coctasnset meHee 15 6annos.
(noanyHkT B pea. NoctaHosneHus Mpasutensctea PP ot 10.06.2023 N 961)

8. 3HayeHune nokasartens pUCKa (ﬂ) onpegendeTca nytem CrioXeHud 0annoB B 3aBUCMMOCTK OT npoueccos,
ocyulecTBnAeMbIX 0ObeKTOM rocygapcCTtBeHHOro Haagsopa, corfiacHo npuiioXeHuro N 2 K HacToALWNM KpUtepunam.

lll. Kputepun BO3MOXHOIro HecobnogeHus
06s13aTenbHbIX TPeGoBaHUMN

9. O6beKkTbl rocygapCTBEHHOIO KOHTPOMS, MOAnexalime OTHEeCEeHUMI0 B COOTBETCTBMM C pasgernom |l
HaCTOSALLMX KPUTEPUEB K KaTeropusM 3HAYMTENbHOro, CPedHero, YMEpPEHHOro W HW3KOrO PUCKOB, Moanexar
OTHECEHUIO K KaTeropusiM BbICOKOrO, 3HAYUTENbHOrO, CPEAHero M YMEPEHHOrO PUCKOB COOTBETCTBEHHO MNpwu
HanMMuMM BCTYMMBLUMX B 3a@KOHHYK CUNYy B TeYeHWe 2 neT, NpealecTByWuX AaTe NpuHATUS pelleHus 06
OTHeceHUn obbekTa rocygapCTBEHHOIO KOHTPONS K KaTeropum pucka, 2 nnm 6onee nocTaHOBNEHWI O NPUBAEYEHUN
K agMWHUCTPaTMBHOW OTBETCTBEHHOCTW OPUAMYECKOro fnua, €ro AOMKHOCTHBLIX MWL WM WHAUBUOYanbHOro
npeanpvHUMaTens ¢ Ha3HavyeHvem agMWHUCTPAaTMBHOIO HakasaHus B BuAe aAMUHUCTPATMBHOIO wWTpada wunu
aAMWHUCTPATMBHOMO MPUOCTAHOBMNEHNS AEATENbHOCTM 3a COBEpLUEHWEe agMWHUCTPaTMBHBLIX MpaBOHapYLUEHWUN,
nNpeayCMOTPEHHbIX:

(B peq. MNMoctaHoBneHus MNpasuTtensctea P® ot 10.06.2023 N 961)

a) ctatben 6.33 Kogekca Poccuiickon ®Pegepaumn 06 agMMHUCTPaTUMBHBIX MPaBOHAPYLUEHUAX B 4acTu
npogaxun unm BBo3a Ha TeppuTopuio Poccuiickon Pegepaumn anbCnULMPOBaHHbIX NEKapCTBEHHbIX CPEACTB
AN MeAVLMHCKOro NPUMEHEHWs, NPOAaXn UM BBO3a Ha Tepputoputo Poccuiickon Pegepauumn KoHTpadaKTHbIX
neKapCcTBEHHbIX CpeacTB ANS MeOUUMHCKOrO NPUMEHEHWUs, NPOAaXu WUNU BBO3a Ha Tepputoputo Poccuickon
®egepaunn HegoOpOKAYECTBEHHbIX JIEKAPCTBEHHbIX CPEACTB AN MEAMUMHCKOrO MNPUMEHEHWs, a Takke
HE3aKOHHbIX Mpodaxu unuM BBO3a Ha Tepputoputo Poccuiickon ®defepaumm  HesaperncTpmpoBaHHbIX
neKapCTBEHHbIX CPEACTB ANA MEAMLNHCKOIo NPUMEHEHUS;

a(1)) cratben 6.34 Kogekca Poccuiickon Pepgepauumn 06 agMUHUCTPATUBHBIX NPABOHAPYLLEHUSX;
(nn. "a(1)" BBegeH MNoctaHoBneHnem lMNpasutensctea PP ot 10.06.2023 N 961)

0) ctateen 14.4.2 Kogekca Poccuickon ®Pegepauyum 06 agMUHUCTPATUBHBIX NPaBOHAPYLUEHUSX;

B) yactbto 21 ctatbn 19.5 Kogekca Poccuiickon ®Pegepauumn o6 agMMHUCTPATUBHBIX NMPaBOHAPYLUEHUAX 3a
HEBLIMNOSIHEHME B YCTAHOBMEHHbIN CPOK 3aKOHHOMO npeanvcaHms degepanbHOro opraHa UCMNOMHUTENBHOW BACTH,
ocyulecTBrsiowero yHKUUM MO KOHTPOSMKO M HaA30py B cdepe 34paBOOXPAHEHUs, UM ero TeppUTOPUanbHOro
opraHa 00 yCTpaHEHWM BbISIBIEHHbIX HapyLIEHUn obsa3atenbHbix TpeboBaHum B cdepe obpalleHus
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(I'Ipc;c;ag:al%eggez glzps)amenbcma P® ot 29.06.2021 N 1049 [loKyMeHT NpeaocTaBneH KoHcynbTaHTIioc

"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop... Hata coxparenua: 24.01.2024

NNeKapCTBEHHbIX CpencTB And MmeanunHCKOro npnMeHeHus, Kacarwmnxcda n3rotoBfieHund, nepeBo3Ku, peanm3aumm n
XpaHeHUA NneKkapCTBeHHbIX CpeacTB And MeAULUNHCKOIo NpuMeHeHuns.

r) cratben 19.7.8 Kopekca Poccuiickon ®depepaumn 06 agMUHUCTPATMBHLIX MNPaBOHAPYLUEHUAX 3a
HenpeacTaBneHne uUnuM HeCcBOEBPEMEHHOE NpeAcTaBneHne CBefeHUn B dpedepanbHbli OpraH UCMNONMHUTENbHOW
BMacCTW, OCYLLECTBSAIOWNA (OYHKLMN NO KOHTPOMNIO M Haf30py B cepe 34paBoOOXpPaHEHUs], ero TeppuTopuarnbHbIi
opraH, ecnv NpeAacTaBneHne Takux CBeAEeHUN SABNseTca obs3aTenbHbiM B COOTBETCTBMM C 3aKOHOAATENbCTBOM B
cdepe oxpaHbl 340POBbSI.

10. OOGbeKkTbl rocyaapCTBEHHOIO KOHTPOMsi, OTHECEHHble B COOTBETCTBUM C pasgernom |l HacTosAwmx
KpUTEpMEB K KaTeropmsiM BbICOKOrO, 3HAYMTENbHOrO, CPEAHEro M yMEepPeHHOr0 PUCKOB, MoAafiexaT OTHECEHWIO K
KaTeropmsiMm 3Ha4YMTErNbHOro, CPEAHEro, yMEPEHHOIO U HU3KOrO PUCKOB COOTBETCTBEHHO MPU OTCYTCTBUM B TeYEHME
2 net, npeawecTByOWMX AaTe MNpPUHATMSA peleHns o6 OTHeceHMn obbekTa roCydapCTBEHHOro KOHTPOMsS K
KaTeropuv pucka, BCTYMMBLUMX B 3aKOHHYKD CWUIy MOCTAHOBMAEHUA O MPUBIEYEHUM K aaMUHUCTPAaTMBHON
OTBETCTBEHHOCTW OPUAMYECKOrO nNuua, ero AOIMKHOCTHbIX JUL, MNU MHAMBMAYANbHOrO npeanpuHuMarens C
HasHa4YeHVeM UM agMUHUCTPATMBHOIO Hakas3aHusl B BUAE aAMUHWUCTPATMBHOIO WTpada nnv agMUHUCTPaTUBHOIO
NPMOCTAHOBMNEHUS X OEATENbHOCTU 3a COBEpLUEHNE aAMUHUCTPATMBHBIX NPaBOHAPYLUIEHUA, YKa3aHHbIX B MyHKTE
9 HacToALLMX KPUTEPUEB.

(8 pen. MocTtaHoBneHus MpaBuTenbcTea PO ot 10.06.2023 N 961)

Mpunoxexne N 1

K KpUTEPUSIM OTHECEHUSA OOBHEKTOB
deepanbHOro rocyaapcTBEHHOIO
KOHTpons (Hagsopa) B cdepe
obpalleHnsa NekapCcTBEHHbIX CPeacTB
ONst MEQULMHCKOTO NPUMEHEHNS

K onpefeneHHom KaTeropmm pucka

MOKA3ATEJIN
PUCKA, MPUCBAUBAEMbBIE 0114 ONTOBOU TOPIroBIi NEKAPCTBEHHbLIMW
CPEOCTBAMU AN MEANUMHCKOIO NPUMEHEHUA

Cn1coK N3MeHSILWNX JOKYMEHTOB
(B pea. MNMoctaHoBneHusa MNMpaeutensctea PO ot 10.06.2023 N 961)

Mokazarten | YcnoBusa (npouecchbl) XapakTepucTukm Bannbl
" OCYLLIECTBIEHNSA
AeATeNnbHOCTY
K1 Hanuune nnowaaku aBTOMaTM4Yeckue BopoTa JOKOBOro Tuna ¢ 3
AN pasrpy3ku MOrpy304HO-pa3rpy304HbIMM MoLLaaKaMm
aBTOTpaHcnopTa perynupyemoli BbICOTbl
TamOypHO-LUN030Bas pa3rpy3ka 7
MexaHU3npoBaHHbIE BOpPOTa LOKOBOMO Tuna ¢ 8

NOorpy3o4HO-pasrpy3oyHbiMy niowagakamMmum

naHgyc AN pasrpysku ToBapa, B TOM 4ucre ¢ 10
UCnonb3oBaHWEM paMnbl

www.consultant.ru CrpaHnuua 21 u3 34
HageXHasa npaBoBas noaaepXKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=465969&dst=4702
https://login.consultant.ru/link/?req=doc&base=LAW&n=449293&dst=100048
https://login.consultant.ru/link/?req=doc&base=LAW&n=449293&dst=100049

MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049

(peg. ot 10.06.2023)

"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 24.01.2024

K2 CTerneHb MexaHusauum
CKNaAcKux onepauumn

K3 BbIlCOTa yKIagKu rpysa

K4 nogaepxaHve
cneumanbHOro pexmnma
Temneparypsbl

K5 PEXUM XpPaHEeHMs

K6 peanusauusi
onpeaeneHHom
Kareropuu
NleKapCTBEHHbIX
npenaparos <*>

aBTOMaTM4eckune
aBTOMaTM3NPOBaHHbIE
KOMMJIEKCHO-MEXaHU3NPOBaHHbIE
HeMeXaHU3MpOBaHHbIEe
BbICOTHOCTENNaxHble (6onee 10 m)
oAHo3TaxHble (6bonee 6 n go 10 m)
oAHoaTaxHble (6onee 3 n 4o 6 m)
nannetHoe xpaHeHue (ao 3 M)
aBTOMaTM4ecKoe
aBTOMaTM3NpOBaHHOE

XxonogunbHble KaMepbl, NPOMbILUNEHHbIe
xonogunnbHUKK

XONOAMNBbHUKN dapMaLeBTMYECKME

C buKCMpoBaHHbLIM TeMMNepaTypHO-
BNaXXHOCTHBLIM PEXNMOM

oTannnBaemMblie LeHTpallbHbIM CHabxeHuem

oTanjimBaemMmblie aBTOHOMHO

oTanfimBaemMble OTOMNMUTENbHbIMU r|pv|60paMV|

NleKapCTBeHHbIe npenapartbl Ana MeanunHCKoro

NpMMeHeHus, noanexalune npeameTHoO-
KONMMYECTBEHHOMY YYeTY

10

45

<*> Onpep,enﬂeTc;l Ha OCHOBaHWM CBEOEHMM U3 CUCTEMBI
npenaparoB AnAa MeauumnMHCKOro npumMmeHeHnsa 3a ﬂpe,El,LueCTByPOLLI,VIVI KaneH,u,apr||7| rog.

MOHUTOPUHIa [OBWXEHUA JeKapCTBEHHbIX

Mpunoxexne N 2

K KpUTEPUSIM OTHECEHUS 0OHLEKTOB
dhegepanbHOro rocyaapcTBEHHOIO
KOHTpons (Hagsopa) B cdepe

06paLIJ,eHVI$| JNIeKapCTBEHHbIX CpeacTB

NMOKA3ATENU

ana meanuunHCKoro npuMeHeHuna
K onpe/J,eneHHoﬁ KaTeropmun pmucka
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049
(pen. ot 10.06.2023)
"O depepansHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

PUCKA, MPUCBAUBAEMBIE AN AOKIMHUYECKUX MCCIEQOBAHUNA
JNNEKAPCTBEHHbLIX CPEACTB Ansd MEAULMHCKOIO NPUMEHEHWUA,
KIMUMHUYECKUX UCCNEQOBAHUNA NEKAPCTBEHHbIX MPEMAPATOB

AnA MEAUUUHCKOIO NPUMEHEHUA, PO3HUYHOW TOPIOBNU
JIEKAPCTBEHHbIMU NMPENAPATAMU ANA MEAULMHCKOIO NPUMEHEHUA
N YHUYTOXEHUA NEKAPCTBEHHbIX CPELCTB
ansda MEANUUHCKOro nPUMEHEHUA

CnMcoK N3MeHsLWNX JOKYMEHTOB
(B pea. MNMoctaHoeneHus MNpaBuTtensctBa PP ot 10.06.2023 N 961)
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MoctaHosneHue MNpasutenscrtea PO ot 29.06.2021 N 1049

(pen. ot 10.06.2023)

"O depepanbHOM rocyaapcTBEHHOM KOHTpone (Haa3op...

[lokyMeHT npefoctasneH KoHcynbTaHTl0C
[aTa coxpaHeHnus: 24.01.2024

OpraHnzauun Mpouecchl 0bpalleHnsi NekapCTBEHHbLIX CPEACTB AN MEAULMHCKOIO NPUMEHEHMS
(MHOouBMAyanbHble
npeanpvHumarenm) OOKIMMHWY | KITMHUYECK | 3roTOBIE | NepeBo3Ka | OTMyCK YHUYTOXE | peanus3al | XpaHeHue | peanusay, | po3HMYHas
eckne ve Hue nekapcTBe | fiekapcTee Hue us nekapcrtee ns TOproens
nccnenoBa | UccrieioBa | fiekapcTee HHbIX HHbIX nekapcTBe | fiekapcTee HHbIX nekapctee | (OTnyck)
HUSA HUS HHbIX CpeacTB | npenaparto HHbIX HHbIX cpencTs HHbIX nekapcrtee
nekapcTBe | nekapcTBe | npenaparo ans B Ons CpeacTB | npenaparto ans npenapato| HHbIMU
HHBbIX HHBbIX B Ons MeauUMHC | MeguLnHC ans B Ons MeauLMHC B Ons npenaparta
CpencTB | mpenaparo | MeguuuHC Koro Koro MeauLUMHC | MeguLnHC Koro MeauUMHC | Mu ons
ans B Ons Koro NPUMEHEH | MPUMEHEH Koro Koro NnpuMeHeH Koro MeauLMHC
MeOUUMHC | MEAUUUHC | NPUMEHEH ms ms NMPUMEHEH | NPUMEHEH ns npuMeHeH Koro
Koro Koro ms ms ms ns npuMeHeH
NPUMEHEH | MPUMEHEH aucTaHumo us,
us us HHbIM noanexaty,
crnocobom nMmn
npeameTH
O_
KonuyecTB
€HHOMY
yyeTy <*>
HayuHo- 1 - - - - - - - - -
nccrnegoBaTtenbckas
opraHusaums
O6pasoBaTenbHas 1 - - - - - - - - -
opraHu3aums BbICLLEro
obpasoBaHus,
opraHusaums
JOMNONHUTENBHOIO
npodeccnoHanbHoro
obpasoBaHus
MeguuuHckas - 3 - 4 3 3 - 5 40
opraHusaums
AnTeka rotoBbIX - - - 4 3 3 5 4 3 40

nekapcTBeHHbIX (hopm
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AnTeka npon3BoacTBEHHAsA - -
C NpaBOM WN3rOTOBMEHMS

acenTU4ecknx

NeKapCTBEHHbIX

npenapatoB

AnTeka nponsBoacTBEHHAsA - -
C NpaBOM WN3rOTOBMEHMS

NEeKapCTBEHHbIX

npenapatoB

AnTeka Nnpon3BoACTBEHHAS - -
C NPaBOM U3rOTOBMEHUS
paguodapmaLeBTUYECKUX

neKkapcTBEHHbIX

npenapaToB

ANTEYHbIN NYyHKT - -
ANTEYHbIN KMOCK - -

WHavBuayansHbin - -
npegnpuHuMaTens

O6ocobneHHoe - -
CTPYKTYpHOE
nogpasgeneHue
MeaULIMHCKOWN
opraHusauumm
(ambynatopus,
dhenbaLepCcKnn NyHKT,
enbalepcko-
aKyLUEpPCKUI NYHKT, LLEHTP
(oToeneHne) obLen
BpayebHoI (cemMeliHon)
NpPaKTUKN)

10

10

4 3
4 3
9 8
4 3
4 -
4 3
4 -

10

10

3 40
3 40
9 40
3 40
3 -

- 40
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(pen. ot 10.06.2023)
"O depepanbHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

<*> OﬂpeﬂeﬂﬂeTCﬂ Ha OCHOBaHWM CBEOEHWA U3 CUCTEMBI MOHUTOPUHIA [OBWXEHUA TJeKapCTBEHHbIX
npenaparoB AnAa MeauumnMHCKOro npumMmeHeHnsa 3a I'Ipe,EI,LIJeCTByIOLIJ,MIZ KaneH,u,apr||7| rog.

Mpunoxexne N 2

K lMonoxeHuto o degepanbHOM
rocyaapCTBEHHOM KOHTpone
(Hap3ope) B chepe obpalyeHus
nekapcTBEHHbIX CPeacTB

KPUTEPUU
OTHECEHUA OBBEKTOB ®ENEPAJIbHOINO rOCYAAPCTBEHHOIO KOHTPOIA
(HAO3OPA) B COEPE OBPALLEHNA NEKAPCTBEHHbLIX CPEACTB
ONs BETEPUHAPHOIO NPUMEHEHWSA K ONPEOENEHHON
KATETOPUU PUCKA

|. O6LwWwue nonoxeHus

1. Mpu ocywecTBneHun denepanbHOro0 rocyaapCTBEHHOTO KOHTpons (Hag3opa) B cdepe obpalleHus
NeKapCTBEHHbIX CPEACTB OTHECEHWEe AesATeNbHOCTU HpUaNYEeCcKUX Nul, MHOUBMAYanbHbIX npeanpuHumarenei B
chepe o0OpalleHMs NEeKapCTBEHHbIX CpPeacTB ANA  BETEPUMHApPHOro npuMeHeHus (ganee - 06bekThl
rOCy4apCTBEHHOro KOHTPOIs) K onpedeneHHoN KaTeropum pyUcka OCyLLECTBISIETCA B COOTBETCTBMM C KPUTEPUSMM
TSKECTU MOTEHLManNbHbIX HeraTUBHbIX MOCNEACTBUIA BO3MOXHOMO HecobntogeHuss obsisatenbHbix TpebGoBaHWUM,
NpegycMOTPEHHbIMU pa3genoM |l HacToAWMX KpUTepueB, U C YYETOM KPUTEPUEB BEPOATHOCTU HecobnoaeHus
obs3aTenbHbIX TpeboBaHWA, NPefyCMOTPEHHbIX pa3genom |l HacToAwmx kpuTepues.

2. OTHeceHVe OOBLEKTOB rocygapCTBEHHOIO KOHTPOMS K KaTeropuMsm pucka OCYLLECTBNSAETCH C y4eToM
WHpopmaunm, copepxalwencs B peecTpe IUUEH3MW Ha MPOM3BOACTBO JIeKapCTBEHHbLIX CPeacTB  Ans
BETEPMHAaPHOro NPUMEHeHNs, peecTpe NULEH3N Ha OCyLLeCTBIeHne dapmMaLeBTUYeCcKon AeATenbHOCTN B cdepe
obpalleHns nekapCcTBEHHbIX CpPeacTB AN BETEePUMHAPHOrO MPUMEHEHUS, BedeHVMEe KOTOPbIX OCYyLIeCTBAseT
depgepansHasa cnyxba no BetepuHapHOMy U OUTOCAHUTAPHOMY Haas3opy, U B dedepanbHOn rocyaapCTBEHHOW
NMHOPMALIMOHHON cucTeme B 0brnactu BeTepuHapumn.

1. KpVITepMM TAXEeCTU NOTEeHUUanbHbIX HeraTUBHbIX NOCNeACTBUN
BO3MOXHOrO HecobnoaeHus obs3aTenbHbIX TpeGOBaHMVI

3. Kputepum TspkecTu noTeHumanbHbIX HeraTMBHbBIX NOCNEACTBUIN BO3MOXHOMO HecobntofeHust obasaTenbHbixX
TpeboBaHMIN MPUMEHSIIOTCS NMyTEM pa3fenibHOr0 OTHeCeHWsi obbekTa rocy4apCTBEHHOIO KOHTPOMSi K KaTeropuu
pycka Nno Kaxxgomy M3 criefyroLmx BUOOB OeSTENbHOCTY:

a) onToBagd TOproenAa iekapCTtBeHHbIMU cpeacTBaMu ANA BETEPUHAPHOIo NpuMeHeHus;

6) pO3HUYHasA TOProBnsl fieKapCTBEHHbIMW Npenapatamy Ans BETEPUHAPHOIO NPUMEHEHUs!, OOKIUHUYECKNE
nccnegoBaHusl  NIEKapCTBEHHbIX CPeACTB AN BETEPUHAPHOTO NPUMMEHEHUs, KIMHWYECKUE UCCrneaoBaHust
NeKapCTBEHHbIX MpenapaTtoB ANl BETEPUHAPHOTO MNPUMEHEHWsI, XpaHEeHWe neKapCTBEHHbIX CpeacTB Ans
BETEPMHAPHOIO NPUMEHEHUS (3a UCKITIOYEHNEM XPaHEHUS], OCYLLECTBSEMOro Npu NPOM3BOACTBE NIEKAPCTBEHHBLIX
CpeacTs [Aflsi BETEPUHAPHOIO MNPUMEHEHUst M NpPW ONTOBOW TOProBMe FEeKapCTBEHHbIMU CpeacTBaMu Ans
BETEPMHAPHOTO MNPUMMEHEHNs), MePeBO3Ka FEKapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NpuUMeHeHus (3a
WCKIMIOYEHMEM NEPEBO3KWU, OCYLLECTBIISIEMON NPV NPOW3BOACTBE JIEKAPCTBEHHBLIX CPEACTB AN BETEPUHAPHOro
NPUMEHEHMS W MpW ONTOBOW TOProOBMe JeKapCTBEHHbIMU CPeACTBaMU AN BETEPUHAPHOTO NPUMEHEHWS),
YHUUTOXEHMWE NeKapCTBEHHbIX CPeACTB Afsi BETEPMHAPHOIO NPUMEHEHHS;
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B) NPOM3BOACTBO JIEKAPCTBEHHbBIX CPEACTB ANsi BETEPUHAPHOTO NPUMEHEHNS.

4. [Ina onToBOW TOProBNM NEKapCTBEHHbIMW CpeacTBaMW AN BETEPUHAPHOIO NPUMEHEHUS OTHeCceHue
obbekTa rocygapCTBEHHOIO KOHTPOMsS K KaTeropuMm pucka OCYLLECTBMASIETCA C Yy4eTOM Criegylowmx 3HavyeHumn
nokasatens pucka (K):

a) 3HauUTEnNbHbIA pUCK - B crnyvae, ecnu nokasartens pucka (K) coctaenset cebiwe 39 6annos;

©) cpegHwi puck - B cnyyae, ecnu nokasatens pucka (K) coctaensiet ot 27 po 39 6annos;

B) YMEPEHHbIN pUCK - B Crly4yae, ecrnu nokasatenbs pucka (K) coctaensiet ot 16 go 26 6annos;

) HU3KNI PUCK - B Cryyae, ecnu nokasatenb pucka (K) coctaesnset 15 6annos n meHee.

5. 3HayeHure nokasatens pucka (K) onpegensietcs no opmyre:
K=K1+ K2+ K3 + K4 + K5 + K6,

rae K1, K2, K3, K4, K5, K6 - nokasarenu pucka, npucBanBaemble A5 ONTOBOW TOProBMW fieKapCTBEHHbIMM
cpeacTBamu AN BETEPMHAPHOIO NPUMEHEHUS, cornacHo npunoxeHnto N 1 K HAaCTOSILLMM KpUTEPUSM.

6. 3HaveHne nokasatenen K1, K2, K3, K4, K5, K6 onpegensetca nytem Bblbopa 0OgHON M3 XapakTepUCTUK MO
KaXaoMy W3 YCMNOBUM OCYLLECTBMEHUA AeATenbHOCTM, MpPegyCMOTPeHHbIX npunoxeHneM N 1 K HacToswwmm
KpuTepumsam.

7. Ons po3HNYHOWM TOProBnM fekapCTBEHHbIMU NpenapaTaMmu Ans BeTePUHAPHOro NpUMeEHeHUs, NPOBEAeHWS
OOKINVHUYECKMX WCCMNedOBaHUA NeKapCTBEHHbIX CpeaCcTB Afs BETEPUHAPHOrO MPUMEHEHWS,  KIMHUYECKUX
nccrnegoBaHvi NeKkapCTBEHHbIX NpenapaToB ANS BETEPUHAPHOIO NPUMEHEHUS, XpaHEHWs NeKapCTBEHHbIX CPEACTB
AN BETEPUMHAPHOTO MNPUMEHEHWUs (3@ WCKIIOYEHVMEM XpaHeHus, OCYLLEeCTBMSAeMOoro mnpu Mpou3BoACTBe
neKapCcTBEHHbIX CpeacTB ANs BETEPUMHAPHOINO MPUMMEHEHWS W MpyM  ONTOBOW TOProBre neKapCTBEHHbIMU
cpeactBamMu  ONS BETEPUMHAPHOIO MNPUMEHEHWs), NEepeBO3KW NeKapCTBEHHbIX CPEACTB ANA BEeTepMHapHOro
NMPUMEHEHMs (3a UCKNIOYEHMEM NepeBO3KW, OCYLLECTBASEMON Mpu NPOM3BOACTBE MEKapCTBEHHbLIX CPeacTB Ans
BETEPMHAPHOIO MPUMEHEHWS W MpW OMTOBOW TOProBfie IEeKapCTBEHHbIMW CpeacTBamMu Afs BeTepuHapHOro
NPUMEHEHWS), YHUYTOXEHUS NeKapCTBEHHbIX CPEeACTB ANS BETEpPUHaApPHOro MpPUMEHEHUs OTHeceHue obbekTa
rocy4apCTBEHHOTO KOHTPONS K KaTeropuu pucka OCYLLECTBMSAETCA C YY4eTOM crefylolmx 3Ha4YyeHun nokasartens
pucka (I1):

a) 3HauUTenNbHbIA PUCK - B Cnyvae, ecnu nokasatens pucka (J1) coctasnseT cabiwe 20 6annos;
©) cpegHun puck - B cny4vae, ecnu nokasartenb pucka (1) coctaensiet ot 16 go 20 6annos;

B) YMEPEHHBIN PUCK - B Crly4Yae, ecnu nokasartens pucka (J1) coctaensiet ot 10 go 15 6annos;
I) HU3KUI PUCK - B Crydae, ecnu nokasaTternb pucka (1) coctaBnset 9 6anmnoB n MeHee.

8. 3HauyeHune nokasaTensd pUCKa (ﬂ) onpenendaeTcda nytem CrioxXeHud 0annoB B 3aBUCMMOCTU OT npoueccos,
OCyLlecTBIAeMbIX 0ObeKTOM rocygapCTBEHHOIo KOHTPOIA, CornacHO npunoXXeHuo N 2 K HacToAWMUM Kputepuam.

9. [Ins npou3BOACTBa JIEKAPCTBEHHbIX CPEeACTB AN BETEPUMHAPHOr0 MNPUMEHEHUsI OTHeceHne OObekTa
rocy4apCTBEHHOrO KOHTPOMS K KaTeropum pucka OCYLLECTBIISIETCSt C YYETOM CreayloLlmnx 3HauYeHuin nokasatenem
pucka (M):

a) 3HaunTENbHbIN PUCK - B Crlyvae, ecnu nokasarens pucka (M) coctaBnsieT cBbile 8 6annos;

©0) cpegHw puck - B criyyae, ecnu nokasarternb pucka (M) coctaensieT ot 6 o 8 6annos;

B) YMEPEHHBbIV pUCK - B cryvae, ecnu nokasarens pucka (M) coctaBnseT 4 unu 5 6annos;

I') HU3KUI PUCK - B CIly4ae, ecrnu nokasaTtenb pucka (M) coctaensieT 3 6anna n meHee.
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10. 3HadeHune nokasartens pucka (M) onpeagensieTcs no oopmyne:
M =M1 x M2 x M3,

rae M1, M2, M3 - nokasatenu pucka, npMcBanmBaeMble AN NPOM3BOACTBA NEKapPCTBEHHbIX CPeAcTB AN
BETEPMHAPHOrO NPUMEHEHUS, CornacHo nNpunoxeHuto N 3 K HaCTOALLMM KpUTEPUAM.

11. Ecnu oGbekT rocygapCTtBeHHOIro KOHTPOJ1A OCYLUECTBIIAET BbIMYCK HECKOJIbKUX BUOOB NpoayKuun wUin
OHOBPEMEHHO C BbIMYCKOM NpoAayKUunn OCyLLUEeCTBIAET OEATEJSIbHOCTb MO yNaKoBKe JIEKapCTBEHHbIX npenapartos,
BbI6VIpaeTCF| OfHa CTpOKa C HanbonbLINM KONM4YecTBOM Gannos.

lll. Kputepun BO3MOXHOIro HecobnogeHus
ob6si3aTenbHbIX TPe6oBaHUM

12. OOGbekTbl roCygapCTBEHHOIO KOHTPOMS, MoArfexaliue OTHECEeHW0 B COOTBETCTBMM C pasgernom |l
HacToOSALWMX KPUTEPUEB K KaTeropusMm CcpegHero, YMEpPEeHHOr0 W HU3KOro PUCKOB, Noanexar OTHECEHWIo K
KaTeropusim 3HaYUTENbHOrO, CPedHEero U YMEPEHHOro PUCKOB COOTBETCTBEHHO MpPM HanMMyun BCTYNUBLUMX B
3aKOHHYIO CUMy B TeuyeHwe 2 neT, NpealecTByloWmuxX AaTe MpUHATUSA pelleHus o6 oTHeceHun obbekTa
rocyqapCTBEHHOTO KOHTPONMS K KaTeropum pucka, 2 unu 6Gonee MOCTAaHOBEHUA O MPMBIEYEHUM K
aAMVHUCTPATMBHOW OTBETCTBEHHOCTM OPUANYECKOrO fvua, ero AOSHKHOCTHbIX NWL WMAW  MHAUBUAOYanbHOro
npeanpvHUMaTens 3a CoBepLUeHne agMUHUCTPATUBHbBIX MPaBOHAPYLUEHUA, NpegyCMOTPEHHbIX cTaTbel 6.33, nMbo
ctatbert 10.6, nnbo vactamm 3 n 4 craten 14.1, nmbo crtatben 14.43 (B 4YacTM COOTBETCTBUSI NEKAPCTBEHHbIX
CPEeACTB AN BeTepMHApPHOro NPUMEHEHWS, HAaXOA4ALWMXCS B rpaxKgaHCKoM 06opoTe, yCTaHOBNEHHbIM TpebGoBaHMAM
K X Ka4eCTBy, a Takke B YaCTU XpaHeHusl, NepeBO3KM U peannsauumn nekapCcTBEHHbIX CPEACTB ANA BETEPUHApPHOro
npuMmeHeHus), ctatben 14.4.2, nnbo vactbto 1 ctatbn 19.4, nmbo yactbio 1 ctatbn 19.5, nubo ctateen 19.6, nnbo
ctatben 19.7 Kogekca Poccuinckon ®egepauum 06 agMMHUCTPaTUBHBIX NPaBOHAPYLUEHUSX.

13. OG6beKTbl roCy4apCTBEHHOTO KOHTPONSl, OTHECEHHble B COOTBETCTBMM C pasgenom |l HacTosiumx
KPUTEPUEB K KaTEropusiM 3HaYUTEMBLHOIO, CPEAHEro Y YMEPEHHOTO PUCKOB, MOANexXaT OTHECEHWUID K KaTeropusm
cpenHero, YMepeHHOro M HU3KOrO PUCKOB COOTBETCTBEHHO NPV OTCYTCTBUM B TEYEHWE 2 IeT, NpeALlecTBYOLLMX
fAate NpUHATUSA pelleHns 06 oTHeceHUN obbekTa rocyapCTBEHHOMO KOHTPOMS K KaTeropuv pucka, BCTYNUBLUKX B
3aKOHHYIO CUIy NMOCTAHOBIIEHWIA O NPUBIEYEHUN K aAMUHUCTPATUBHOW OTBETCTBEHHOCTM HOPUANYECKOTO NuLa, ero
OOIMKHOCTHBIX NUL, MW MHAVBMAYANbHOrO NpeanpuHMMaTtens ¢ HasHa4YeHneM agMWHUCTPATMBHOIO HakasaHus 3a
coBepLUeHne agMUHUCTPATUBHBIX NPaBOHAPYLLUEHWUI, YKa3aHHbIX B MyHKTE 12 HAaCTOALLMX KpUTEPUEB.

Mpunoxexne N 1

K KpUTEPUSIM OTHECEHUSI OOBLEKTOB
deepanbHOro rocyaapcTBEHHOIO
KOHTpoOns (Hagsopa) B cdepe
obpalleHns nekapcTBEHHbIX CPEACTB
0N BETEPMHAPHOTO NPUMEHEHUS

K onpegeneHHon KaTeropum pucka

NMOKA3ATEIN
PUCKA, NPUCBAMBAEMbIE A11 ONTOBOW TOPrOB/U IEKAPCTBEHHbIMU
CPEOCTBAMU ANnA BETEPUHAPHOIO NPUMEHEHUA

MokasaTten Ycnosus XapakTepucTunku Bannel
" OCYyLLIeCTBNEHNA
OEeATEenbHOCTU
K1 Hanu4yme NnoLaaKku aBToOMaTU4eCcKne BopoTa AOKOBOro Tvna C 3
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MoctaHosneHue MpasuTenscTea PO ot 29.06.2021 N 1049

(peg. ot 10.06.2023)

"O depepanbHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 24.01.2024

ONsi pasrpy3ku
aBTOTpaHcnopTa

K2 CTerneHb MexaHusauum
CKnaackux nomeLleHunin

K3 BbIlCOTa yKIagKku rpysa

K4 nogaepxaHve
creumanbHOro pexunma
Temnepartypbl

K5 peXuUM XpaHeHus

K6 nepeso3ka

MOrpy304HO-pa3rpy304HbIMUM MIoLLaaKaMm
perynmpyemoit BbiCOTbl

TaMOypHO-LLM030Basi pa3rpyska

MexXaHn3npoBaHHbIE BOPOTa AOKOBOIo Tuna Cc
Nnorpy3o4HoO-pa3rpy3o4HbiMy niowagkamm

naHgyc Oona pasrpys3kum toeapa, B TOM 4ucne C
ncnonb3oBaHnem pamnbl

aBToMatnyeckmne

aBTOMAaTM3NPOBaHHbIE
KOMMIEKCHO-MEeXaHU3NPOBaHHbIE
HemexaHU3MpoBaHHblEe
BbICOTHOCTENNaxHble (6onee 10 m)
ogHoaTaxHble (oT 6 4o 10 m)
ogHo3TaxHble (0T 3 4o 6 M)
nanneTHoe xpaHeHue (0o 3 m)

aBToMatn4yeckoe

aBToMaTtn3npoBaHHOEe

xonogwuribHble KamMepbl, NPOMbILLIEHHbIE
xonogunbHUKN

xonogurnbHUKN (*)apMaLl,eBTVI‘-IeCKVIe

C (PUKCUPOBAHHbLIM TEMMEpPATYPHO-
BMa)XHOCTHbIM PEXMMOM

oTanfimBaemble LeHTpalribHbIM cHabxxeHnem
oTanfimBaemMmblie aBTOHOMHO

oTanfimBaemMble OTONMUTENbHbIMU npm6opaMV|
He OCYLLEeCTBIIAETCA NnepeBo3Ka

nepeBo3ka B TPAHCMOPTHOM CPeacTBe C
perynmpyembimM TeMnepaTypHbIM PEXMMOM

nepeBo3Ka B TPaHCNOPTHOM CpeacTBe C
HeperynmpyemMmbiMm TeMnepaTtypHbIM PEXNMOM
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10

10
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"O depepanbHOM rocyaapCTBEHHOM KOHTpone (Haasop...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 24.01.2024

OOKNMUHNYECKUX UCCNEQOBAHUA NEKAPCTBEHHbLIX CPEACTB

MOKA3ATEIIN
PUCKA, NPUCBAUBAEMBbIE AnA PO3HUYHOWU TOPIroBiin NEKAPCTBEHHbIMU
NPENAPATAMU ONA BETEPUHAPHOIO NPUMEHEHWA, NPOBEAEHUA

Mpunoxexne N 2

K KpUTEPUSIM OTHECEHUSA OOBHEKTOB
denepansHOro rocyaapCTBEHHOro

KOHTpoOns (Hagsopa) B cdepe

obpalLieHVs NeKkapCTBEHHbIX CPeaCTB
AN BETEPMHAPHOIO NPUMEHEHUS
K onpeaeneHHon KkaTeropum pucka

ONA BETEPUHAPHOIO NMPUMEHEHUSA, KTMHUYECKUX NCCNEQOBAHUN
JIEKAPCTBEHHbIX NMPEMAPATOB ANnA BETEPUHAPHOIO NMPUMEHEHWA,
XPAHEHUA NEKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOIO NMPUMEHEHWA
(3A UCKNHOYEHMEM XPAHEHUA, OCYLLECTBIAEMOIO NPU NPON3BOACTBE
NEKAPCTBEHHbIX CPEACTB ANnA BETEPUHAPHOIO NPUMEHEHUA

W NPU ONTOBOW TOPIrOBJE NEKAPCTBEHHbIMW CPEQCTBAMU

AnA BETEPMHAPHOIO NMPUMEHEHWUA), NEPEBO3KU NEKAPCTBEHHbIX
CPEACTB AnA BETEPUHAPHOIO NPUMEHEHWA (3A UCKNIOYEHUEM
NMEPEBO3KW, OCYLLECTBNAEMOW NPU NPOU3BOACTBE JIEKAPCTBEHHbIX
CPEACTB ANnsi BETEPUHAPHOIO NPUMEHEHWSA U NMPU ONTOBOW TOPIrOBJIE
NEKAPCTBEHHbIMW CPEOCTBAMWU ANA BETEPUHAPHOIO NMPUMEHEHWUA),
YHUYTOXEHUA NEKAPCTBEHHbIX CPEACTB
ansa BETEPUHAPHOIO NPUMEHEHUA

OObeKTbI rocyAapCTBEHHOIO KOHTPOSA Mpouecchbl
OOKMWH | KIUHWUY | M3rOTOB | MEPEB | YHUYT | peanu | xpaHe
nyeckue | eckme |neHue n| o3ka |OXeHu | 3aums | Hue
uccnen | uccneq | OoTnyck | nekap e nekap | nekap
OBaHUS | OBaHMSA | NeKapcT | CTBEH | neKkap | CTBEH | CTBEH
NneKapcT | NEeKapCT | BEHHbIX | HbIX | CTBEH | HbIX HbIX
BEHHbIX | BEHHbIX | Mpenap | cpeac | HbIX | npena | npena
cpeacTB | npenap | aTtoB | TB ANs | cpeac | patos | paTtoB
ans aToB ans BeTep |TB ANs| Ans ans
BETEpUH | [ONd |BeTepuVH | UHapH | BeTep | BeTep | BeTep
apHOro | BETEpU | apHOro | Oro | MHapH | MHApPH | MHapH
NPUMEH | HAPHOTO | NPUMEH | NpUMe |  Oro oro oro
€HUS | MPMMEH | €HUS | HEeHWs | TpMMe | MpUMe | Npuve
eHus HEHWs1 | HEHUS | HEHUS
BetepuHapHas ante4yHas - - 10 7 2 8 6
opraHusaumd
BeTepuHapHble opraHusauum - 10 - 7 2 - 6
OpraHunsaumm unm nHgMBuayarnbHble - 10 7 2 - 7
npegnpuHUMaTenu, ocyLecTensoLwme
pasBefeHue, BblpallmBaHue,
coepkaHue XMBOTHbIX
WHgusugyansHble npeanpuHumaTenu, - - 10 7 2 8 6

3a UCKn4veHnem nHonsmayanbHbIX
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npeanpuHuMarene,
OCYLLECTBSIOLMX pa3BefeHune,
BblpallyBaHWe, cogepxaHue
JKMBOTHbIX, UMEIOLLUX NTULIEH3UIO Ha
(hapmMaLieBTUYECKYIO AesTENBHOCTb

KOpugmnyeckme nuua, -
MHOUBMAYyanbHble NPeanpUHUMaTENH,
OCYLLIECTBIAIOLLNE MPON3BOACTBO

KOpMoOB

VcnbiTatensHble nabopatopum: 10
a) ucnolTatensHble nabopartopum

(ueHTpbI), HE NpoLueaLune

akkpeguTaumio B HaLMOHaNbHON

cucTeMe akkpeauTauum

0) ucneiTatenbHble nabopaTtopum 5
(LueHTpbI), NpoLleaLIne akkpeamTaumto

B HaLUMOHanNbLHOM cucteme

akkpeauTaumm

B) ucnbiTaTenbHble naboparopuu 1
(LUeHTpbI), BKIKOYEHHbIE B pEecTp
ucnblTatenbHbIX nabopartopun
(LeHTpOB), COOTBETCTBYIOLLMX
nNpUHUMNaM Hagnexatiemn
nabopaTopHOW NPaKTUKK,
COOTBETCTBYIOLLMM MPUHLMNAM
Hagnexatuen nabopaTopHom
npaktukn OpraHusauum
9KOHOMWYECKOro COTpyAHMYeCTBa 1
pa3BuTus

WHble opraHunsauumm, -
OCYLLECTBISAIOLLME NEePEBO3KY
nekapcTBEHHbIX CpeacTs Ans
BETEPMHApPHOro NpUMeHeHs

MpunoxexHne N 3

K KpUTEPUSIM OTHECEHUSI OOBLEKTOB
degepanbHOro rocyaapCcTBEHHOIO
KOHTpons (Hagsopa) B cdepe
ob6palleHns NekapCcTBEHHbIX CPeacTs
ONsi BETEPMHAPHOIO NPUMEHEHNS

K OnpefeneHHom kKaTeropmm pucka

NMOKA3ATENN

PUCKA, MPUCBAUBAEMbDIE O5A NPON3BOACTBA NEKAPCTBEHHbIX CPELCTB
ansa BETEPUHAPHOIO NPUMEHEHUA

I. 3Ha4yeHMe nokasatens pucka M1
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Bua Beinyckaemoi NpoayKuum, AeATenbHOCTb Bannbl

1.  WVHbEeKUMOHHbIE N MH(PY3MOHHBLIE CTEPUIIbHBIE NEKAPCTBEHHbIE Npenaparb! 4
ONsi BETEPUHAPHOIO NPUMEHEHUSI

2. NmmyHoOGuWonormvyeckne npenapartbl 49 BETEPUHAPHOIO NPUMEHEHUS 4
3. [llpenapaTbl KPOBY ANSA BETEPUHAPHOIO NPUMEHEHNS 4
4. HectepunbHble nekapcTBeHHble (POpMbl ANs BETEPUHAPHOIO NPUMEHEHMS, 3

hapmMaueBTUYECKME CyGCTaHLMK

5. [eatenbHOCTb MO yrnakoBKe JieKapCTBEHHbIX NnpenaparoB Ald 2
BETEPMHAPHOIo NpMMeHeHnA

6. PaguodapmaueBTuyeckme npenapartbl A5si BETEPUHAPHOIO NPUMEHEHUS 2

Il. 3HayeHune nokasaTtens pucka M2

KonunyecTBo BbiNyckaeMbIX HaMMEHOBaHWIA NeKapCTBEHHbIX CPEACTB Bannbl
1. Bonee 50 3
2. 01100050 2
3. MeHee 10 1

lll. 3Ha4yeHue nokasartens pucka M3

CooTBeTCTBME NPOMN3BOACTBA NEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOIO Bannbl
NPUMEHEHWS NpaBunam Haanexallen NpoM3BoACTBEHHON MPaKTUKK

1. CoortBeTCcTBYET 1

2. He cooteetcTByeT 4

MpunoxeHune

K noctaHoBneHuto NpaBuTenbCcTBa
Poccuiickon denepaunn

oT 29 nioHa 2021 . N 1049

NMEPEYEHDb 5
YTPATUBLLUX CUITY AKTOB U OTAENBbHbIX MONOXEHUN AKTOB
NMPABUTENbCTBA POCCUNCKOU ®EOEPALINA

1. ToctaHoBnenne [lpaButensctBa Poccuiickon ®Pepepaumm ot 15 okTsabpa 2012 r. N 1043 "O6
yTBepxaeHun lonoxeHus o denepanbHOM rocyaapCTBEHHOM Haasope B cdepe obpalleHus fnekapCTBEHHbIX
cpeacTB" (CobpaHue 3akoHogatensctBa Poccuiickon ®epepaumm, 2012, N 43, ct. 5877).

2. MNyHKT 34 n3mMeHeHn, KOTopble BHOCATCA B HeKoTopble akThl MNMpaBuTtenscTBa Poccuiickon ®enepaunm no
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BOMpPOCaM rocy4apCTBEHHOIO KOHTPOMs (Hag3opa), YTBEPKAEHHbIX nocTtaHoBneHnem lNpaButensctea Poccuinckon
depepauumn ot 5 moHsa 2013 . N 476 "O Bonpocax rocygapCTBEHHONO KOHTpons (Hag3opa) U MpU3HaHUM
yTpaTUBLLMMMK CUITy HeKOTOopbiX akToB [lpaBuTtenbctBa Poccuiickon Pepepaummn” (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®egepaumn, 2013, N 24, ct. 2999).

3. TNoctaHoBneHne [MpaButenbctBa Poccunckon depepauumn ot 16 moHa 2015 . N 591 "O BHeceHuu
nameHeHn B lonoxeHne o cenepanbHOM roCyaAapCTBEHHOM Haasope B cdepe oOpalleHusi NeKkapCTBEHHbIX
cpencTtB" (CobpaHune 3akoHogatenbcTBa Poccunckon ®egepaunn, 2015, N 25, cT. 3672).

4. TlyHKT 61 M3MeHeHun, KoTopble BHOCATCS B akTbl [paBuTtenbctBa Poccunckon depepauuun B CBA3M C
ynpasgHeHnem ®epepanbHo cnyxbbl no  Tapudpam, YyTBepXAEHHbIX MocTaHoBneHnem [lpaBuTenbcTBa
Poccuiickon ®epepaumm ot 4 ceHTabpa 2015 . N 941 "O BHeCeHUN N3MEHEHUI, NPU3HAHWUM YTPATUBLUMMW CUNY
HekoTopbix akToB lMpaButensctBa Poccuickon ®egepaunn B CBS3U € ynpasgHeHvem depepanbHor cryxbbl no
Tapudam n o6 yrtBepxgeHun [lpaBun npuHATMA PegepanbHOW aHTUMOHOMOMNBHOW CRY>KO0W pelueHni 06
onpegeneHnn (yCtaHoBrneHnm) UeH (tTapndoB) n (nu) nx npeaenbHbIX YpoBHeN B cdepe OesTernbHOCTM CybbekToB
€CTECTBEHHbIX MOHOMOMMIA WU WHbIX perynupyembix opraHudaumi” (CobpaHune 3akoHogaTenbcTBa Poccuinckon
®epnepauun, 2015, N 37, ct. 5153).

5. TlyHKT 2 nameHeHui, KOoTopble BHOCATCS B akTol [paBuTensctBa Poccuickon degepaumm, yTBEPKAEHHbIX
noctaHoBneHnem lNpaButensctea Poccuiickon denepaumm ot 14 ceHtabpsa 2016 r. N 923 "O BHeCceHUN n3MeHeHun
B HekoTopble akTbl [lpaButenbctBa Poccunckon ®epepaumm (CobpaHve 3akoHogaTenbcTBa Poccuickon
depepauun, 2016, N 38, cT. 5567).

6. lNyHKT 2 mM3aMeHeHuin, KoTopble BHOCATCA B akTbl [lpaBuTenbctBa Poccuiickon ®denepaumm B 4acTtu
yCTaHOBMEHMA O00A3aHHOCTWM MCMONb30BaHUS MPOBEPOYHbIX FIMCTOB (CMMCKOB KOHTPOMbHBIX BOMPOCOB) Mpw
NpoBeAeHNM NNaHOBbIX NMPOBEPOK, YTBEPKAEHHbIX NocTaHoBneHneMm [NpasuTtenbcTBa Poccuiickon Pegepaummn ot
14 wions 2017 r. N 840 "O BHeceHun M3meHeHUn B HekoTopble akTbl lNMpaButenscteBa Poccuickon degepaumm B
YacTW yCTaHOBMEHUs1 0BA3aHHOCTM MCMONb30BaHNS NPOBEPOYHBLIX NIMCTOB (CMMCKOB KOHTPOMbHbLIX BOMPOCOB) Mpwu
npoBegeHunn nnaHoBbix nposepok” (CobpaHne 3akoHogaTenbcTBa Poccunckon ®egepauun, 2017, N 30, cT. 4673).

7. MNoctaHoBneHne [MpaButenbctBa Poccuiickon Pepepaummn ot 31 mona 2017 r. N 907 "O BHeceHun
nameHeHn B lNonoxeHne o degepanbHOM rocyaapCTBEHHOM Hag3ope B cdepe obpalleHusi nekapCTBEHHbIX
cpeacTB" (CobpaHue 3akoHogaTtenscTBa Poccuiickon ®epgepaumm, 2017, N 32, ct. 5087).

8. MNoctaHoBneHune lNMpasutensctBa Poccuiickon Pegepauun ot 23 oktabpsa 2017 . N 1286 "O BHeceHwun
nameHeHnn B lNonoxeHne o dedepansHOM rocyaapCTBEHHOM Hag3ope B cdepe obpalleHus nekapCTBEHHbIX
cpeactB B 4acTU  MNPUMEHEHUS  PUCK-OPUEHTUPOBAHHOIO nogxoda npu  opraHu3aumm  dhegepanbHOro
rocygapcTBeHHOro Hagsopa B cdepe obpalleHuss NekapCTBEHHbIX CPeAcTB ONA BETEPUMHAPHOro npuMeHeHus"
(CobpaHue 3akoHogatenscTBa Poccuiickon ®epepaunun, 2017, N 44, c1. 6517).

9. MyHKT 2 n3aMeHeHuIn, KOTOpble BHOCATCSA B akThbl [paBuTenscTBa Poccuiickon degepaumu, yTBepKAEHHbIX
noctaHoeneHnem lNMpasutensctea Poccunckon ®enepaumm ot 9 HoA6pst 2019 . N 1433 "O BHECEHUN U3MEHEHUI B
HekoTopble akTbl [lpaButenbctBa Poccuiickon ®depepauun” (Cobpanne 3akoHogartenbcTBa Poccuiickon
depepauun, 2019, N 46, cT. 6499).

10. MNyHKT 3 n3aMeHeHWi, KOoTopble BHOCATCS B akThl [NpaButensctBa Poccuiickon ®eanepaLmm, yTBepKOeHHbIX
noctaHoeneHnem lMpaBuTtenscTBa Poccuiickonn ®eaepaumm ot 15 Hosbpsa 2019 . N 1459 "O BHeceHUU N3MEHEHUI
B HekoTopble akTbl [MpaBuTenbctBa Poccuiickon Pepepaumn” (CobpaHve 3akoHopaTenbctBa Poccuickon
®epnepauun, 2019, N 47, cT. 6667).

11. TlyHKT 4 n3MeHeHun, KoTopble BHOCATCHA B akThbl lNMpaBuTensctBa Poccuiickon depgepaumm no sBonpocam
oOpalleHns NeKapCTBEHHbIX CPEeACTB AN BETEPUHAPHOIO MPUMEHEHMUS, YTBEPXOEHHbIX MOCTAHOBIEHUEM
MpasutensctBa Poccuinckon ®egepaunmn ot 30 mapta 2020 r. N 365 "O BHECEHMM U3MEHEHWNIN B HEKOTOPbIE aKThI
MpasuTtenbcTBa Poccuiickon depepaumm no Bonpocam obpalleHnsi NTeKapCTBEHHbIX CPeACTB ANs BETEPUHAPHOIo
npumeHeHus" (CobpaHue 3akoHogaTenbcTBa Poccunckon Pepepaumm, 2020, N 14, ct. 2119).

12. TyHKT 2 n3mMeHeHun, koTopble BHocATCA B [MonoxeHne o ®enepanbHon cnyxbe no Hag3opy B cdepe
3gpaBooxpaHeHuss u  [lonoxeHne o dedepanbHOM rOCyAapCTBEHHOM Hagsope B cdepe obpalleHus
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NeKapCTBEHHbIX CpeacTB, YTBEpPXKAEHHbIX nocTaHoBneHvem [lpaButensctBa Poccuiickon ®epepauun ot 4
ceHTa6pa 2020 r. N 1344 "O BHeceHun nameHeHui B NonoxeHne o degepanbHon crykbe no Hagsopy B cdepe
3gpaBooxpaHeHuss u  [lonoxeHne o dedepanbHOM rOCyAapCTBEHHOM Hags3ope B cdepe obpalleHus
nekapcTtBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Penepauun, 2020, N 37, c1. 5719).

13. IMyHKT 8 M3MeHeHnn, KoTopble BHOCATCA B akThl lNMpaBuTtensctBa Poccuinckon degepauumn no sonpocam
COBEpLLUEHCTBOBAHMS OCYLLECTBINEHMS dpedeparnibHOro rocy4apCTBEHHOIO BETEPUHAPHOIO HaA30pa, YTBEPXKAEHHbIX
noctaHoeneHnem lNpaeutenbctea Poccunckon Pepgepauum ot 4 despans 2021 r. N 114 "O BHeCEHUM N3MEHEHWI
B HekoTopble akTbl NMpaBuTenbctBa Poccuickon Pegepauum no BoNpocam COBEPLUEHCTBOBAHMS OCYLLECTBIEHNWS
denepanbHOro  rocygapCTBEHHOIO  BeTepuHapHoro Hapgsopa" (CobpaHnme 3akoHogaTtenbctBa Poccumnckon
depepauun, 2021, N 7, cT. 1119).
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