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KOHCYJIbTAHTINIOC
(pen. ot 05.09.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" v [aTta coxpaHeHus: 22.09.2020
06 onpeaeneHnn CoOoTBETCTBUA NPONU3BOAUTENEN NEK...

NPABUTENbCTBO POCCUUCKOW ®EOEPALIUU

NMOCTAHOBINEHUE
ot 3 nekabpsa 2015 r. N 1314

OB ONMPEQEJIEHUA
COOTBETCTBUA NMPON3BOAUTENEWN JIEKAPCTBEHHbIX CPE[ICTB
TPEBOBAHUAM NPABUI HAOJNEXALLEW NMPON3BOACTBEHHOU NPAKTUKA

Cnu1coK 3MEHSIIOLLIMX JOKYMEHTOB
(B pen. MNMoctaHoeneHun MNpasutenbctBa PO ot 29.05.2020 N 789,
ot 05.09.2020 N 1361)

B cootBeTcTBMM cO cratben 45 depepancHoro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”
MpaeuTtenscTBo Poccuiickon ®egepaumy NoCTaHOBMSET:

1. YTBepauTb npunaraemMble [MpaBuna opraHusauuyM v NpoBeAeHWs MHCMEKTMPOBaHWUSA MpOoM3BOAUTENEN
NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TPEGOBaHUSM MpaBuIl HaAnexallen NpovM3BOACTBEHHON NPaKTUKK, a
TakKe BblAayn 3aKMioYeHnn 0 COOTBETCTBUM NPOM3BOAUTENS NEKapCTBEHHbIX CPEACTB YKasaHHbIM TpeGoBaHUAM.

2. [ononHutb MepeyeHb YCNyr, KOTopble SABMSTCA HeOoOXOAMMbIMM U obsA3aTenbHbIMKM  ONd
npegoctaBneHns  degepanbHbIMW - OpraHaMuM  UCMOMHUTENbHOW  BNAcTM  FOCYQAPCTBEHHBIX — YCAyr U
NpegoCTaBnATCA OpraHn3auusMy, y4acTBYOLWUMI B MPeoCTaBEHNM FOCYAapCTBEHHbIX YCYT, YTBEPXKAEHHbIN
noctaHoBneHmem lNpaBuTtenbctBa Poccunckon depepaumm ot 6 masa 2011 r. N 352 "O6 yTBep>geHUn nepeyHs
yCnyr, KOTopble ABNATCA HEObXoanMbIMU U 06A3aTeNbHBIMKU OIS NpeaocTaBneHns denepanbHbIMU OpraHamm
WCNOSMHUTENBHOM BRacTM FOCY4apCTBEHHbIX YCMNyr WU MpefocTaBnsioTCA opraHu3aumsmMu, y4acTBYHOLMMU B
NpefoCTaBNeEHUN TFOCYAAPCTBEHHbLIX YCMyr, W OnNpedeneHun pasmMepa nnatbl 3a Mx okasaHue" (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®egepaunn, 2011, N 20, cT. 2829; 2012, N 14, c1. 1655; N 36, c1. 4922; 2013, N
49, cT. 6421; N 52, c1. 7207; 2014, N 21, cT. 2712), nyHKTOM 36 CnegyloLwero cogepXXaHus:

"36. WHcnekTMpoBaHME  NpPOM3BOAMUTENEN  NEKApPCTBEHHbIX  CPeAcTB, MPOM3BOACTBO  KOTOPbIX
ocylecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumm, Ha cOOTBETCTBME TpeOOBaHMAM NpaBun Hagnexatlemn
NPOV3BOACTBEHHOW MPaKTUKM B LIENSAX Bbldayu 3aKSIFOYEHUMIA O COOTBETCTBUM MPOU3BOAMTENS NEKapPCTBEHHbIX
CcpeAcTB TpeboBaHMSIM MpaBu HageXallen NPpon3BOACTBEHHON NPAKTUKN <*>.".

3. YcraHoBUTb, 4YTO pasmMep nnatbl 3a Bblgady 3akfiOYeHUs O COOTBETCTBUM NPOU3BOAUTENS
NeKkapcTBEHHbIX cpeacTB TpebGoBaHUsIM [paBWUil HaAnexallel NpovM3BOACTBEHHOW MpakTuku cocTaenset 7500
pybnen.

4. Peanusauus norTHOMOYUIA, NPEenyCMOTPEHHbIX HACTOSALWMM MNOCTAHOBMEHMEM, OCYLLECTBMASETCS
COOTBETCTBYWOLWMMN  deaepanbHbiMM  OpraHaMn  UCMOSNHUTENbHOW BRacTM B npedenax YCTaHOBEHHOW
MpauTtenbcTBom Poccuiickon ®egepaunm npegenbHon YMCNeHHOCTN 1 dhoHaa onnarthbl Tpyaa ux paboTHMKOB, a
Takke OIOKETHBIX aCCUTHOBAHUN, NPeayCMOTPEHHbIX B doefepanbHOM BrogxeTe Ha pyKoBOACTBO M ynpaBreHue
B YCTAHOBJIEHHbIX cdhepax AesATENTbHOCTH.

Mpencenatens MNpaBuTenscTea
Poccuiickon depepavmm
O.MEOBEJOEB

YTBEPXKOEHDI

noctaHoBrieHnem lNpaBuTenLcTBa
Poccuiickon degepaumm

ot 3 gekabpa 2015r. N 1314

www.consultant.ru Crpanvua 1wu3 7
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BEF20C043CF3A11DD04C439BC9DFB474AAEFE0CE88E7A08CD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BEF20C043CF3A11DD04C439BC9DFB474AAEFE0CE88E7A08CD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BDF704033CF3A11DD04C439BC9DFB474AAEFE0CE88E7A08CD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BDF704033CF3A11DD04C439BC9DFB474AAEFE0CE88E7A08CD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BEF10D0639F3A11DD04C439BC9DFB474AAEFE5C78AECF4D896F9A25F08B2DAD83B1E2486t3tEF
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61D8BEF10D0639F3A11DD04C439BC9DFB474AAEFE5C78AECF4D896F9A25F08B2DAD83B1E2486t3tEF
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61DABDF50F013EF3A11DD04C439BC9DFB474AAEFE0CE88E7A38BD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61DABDF50F013EF3A11DD04C439BC9DFB474AAEFE0CE88E7A38BD9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61DAB2F704003DF3A11DD04C439BC9DFB474AAEFE0CE88E7A189D9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
consultantplus://offline/ref=461FDCB0627AE200BFFBB6A41F654B61DAB2F704003DF3A11DD04C439BC9DFB474AAEFE0CE88E7A189D9F8FE195FA1D8D33B1C2D9A3CF5C7tAt8F
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MoctaHoBneHue lMpasutensctea PO ot 03.12.2015 N 1314 K n
KOHCYJIbTAHTINIOC
(pen. ot 05.09.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" v [aTta coxpaHeHus: 22.09.2020
06 onpeaeneHnn CoOoTBETCTBUA NPONU3BOAUTENEN NEK...

NMPABUNA
OPrAHMU3ALMN N NPOBEOEHUA UHCTIEKTUPOBAHUA
NPOU3BOAUTENEW NEKAPCTBEHHbIX CPEACTB HA COOTBETCTBUE
TPEBOBAHUAM MPABUIN HAQUTEXALLEA NPOU3BOACTBEHHOW NPAKTUKM,
A TAKXE BbIOAYN 3AKITIOYEHUA O COOTBETCTBUU NPOU3BOAUTENSA
NEKAPCTBEHHbBIX CPEOCTB YKA3AHHbIM TPEBOBAHUAM

Cnu1CcoK U3MEHSIIOLLIMX JOKYMEHTOB
(B pea. MoctaHoBneHun MNMpasutenbctea PO ot 29.05.2020 N 789,
ot 05.09.2020 N 1361)

l. O6wme nonoxeHus

1. Hacrosiune [MpaBuna ycTaHaBnNUBalT MOPAOOK OpraHM3auMmM U NpPOBEAEHUS WMHCNEKTMPOBAHMUS
NPOM3BOAMTENEN NEKAPCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM [OpaBuil  Haanexaiiew
NPON3BOACTBEHHON MPAKTUKW, @ Takke BbiAauu 3aKMOYEHUA O COOTBETCTBUM MPOU3BOAMTENS NEeKapCTBEHHbIX
cpeacTs TpeboBaHUsIM NpaBun Haanexalleln NPou3BOACTBEHHON NPaKTUKK (fanee - 3aknioyeHue).

2. Vicnonb3yemble B HacTosAwmx NpaBunax NOHATMS O3HavatoT criegyrollee:

"MHCNEeKTUpoBaHue" - AeAaATenbHoCcTb MuHMCTEpCTBaA NPOMBILWNEHHOCTM UM TOproBnn Poccuiickom
depepaumm (B OTHOLLEHNM NEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOro npumMmeHeHuns) n ®egepanbHon cnyxobl
Mo BETEPUHAPHOMY M (PUTOCAHUTApPHOMY Haa3opy (B OTHOLLEHWM NEeKapCTBEHHbIX CPeACTB Ans BETEPUHAPHOro
NpUMeHeHWs) (panee - YMNOMHOMOYEHHbIE OpraHbl) unuM degepanbHOro rocy4apCTBEHHOro  GroaKeTHOro
yupexaeHusi, noaBeOMCTBEHHOrO YMNOMHOMOYEHHOMY oOpraHy (ganee - YMNONMHOMOYEHHOE YyudpexaeHue),
HanpaBfeHHass Ha noATBEpXXAEHME COOTBETCTBUS MPOU3BOOUTENSI JEKAapPCTBEHHbLIX cpeacte TpeboBaHMAM
OpaBui Hagnexallen Npon3BoaCTBEHHOW NPAKTUKK;

"MHCcnekTop" - COTPYOHMK  YNOFHOMOYEHHOrO0  OpraHa uAM  YNOSIHOMOYEHHOIrO  yuypexaeHus,
OCYLLECTBASOLWMNA NHCNEKTUPOBAHUE, NMEILLMIA CTaX paboTbl He MeHee Yem 5 neT B 06nacTn NponsBOACTBA U
(Mnn) KOHTpONS KayecTBa NIEKAPCTBEHHLIX CPeACTB, Bhicllee obpa3oBaHMe MO OOHOW M3 TakuMxX crneunanibHOCTEN
(HanpaBneHWn MNOAroTOBKW), Kak Ouonornsi, OWOTEXHONOrMs, BeTepuHapus, KIMHUYeckass MeguuuHa,
pagvaLlmnoHHas, XMMuyeckas u bruonorudeckas 3awuta, papMauud, pyHgameHTanbHas MeguumHa, Xummnyeckas
TEXHOMNOINSA N XUMUS;

"OCHOBHOE [OCbe NpPOU3BOACTBEHHOW nnowagkn" - [OKYMEHT, COCTaBNseMbI MpPou3BoAUTENEM
NeKapcTBEHHbIX CPeAcTB M cogepalumin nHdopmaumio o6 opraHMsaumMmM NPOU3BOACTBA WM KOHTPOMSI KayecTBa
NeKapCTBEHHbIX CPeACTB Ha NPON3BOACTBEHHON NIOLLAAKE.

WHble NOHATUA, UCMNOJNIb3yeMble B HaACTOALKUX I'Ipanmax, NPUMEHAITCA B 3HAYeHUAX, onpenesieHHbIX
3akoHogatenbcTBoM Poccuiickon Pepepaumm 06 obpalleHnn nekapcTBeHHbLIX CPeacTB.

3. Mo pesynbTatam npoBefeHUs WMHCNEKTUPOBAHUA YMONTHOMOYEHHbIN OpraH BblAaeT 3akroveHus Mo
yTBEPXXAEHHON UM dhopme.

4. B uensix Bblgaun 3akrno4YeHUs NpousBoAMTENb JeKAPCTBEHHbLIX CPEACTB, MPOM3BOACTBO KOTOPLIX
ocywecTensetca B Poccuiickon ®epepaumm (ganee - nNpousBoauTENb), UM NPOU3BOAUTENb JTIEKAPCTBEHHbIX
CpPeAcTB, MNPOU3BOACTBO KOTOPbIX oOcywecTBnseTca 3a npegenamu Poccuiickon depepauun (ganee -
WHOCTPaHHbIA Npou3BOAUTENb), UMM UX YMONHOMOYEHHLIV MpeacTaBuTeNnb NPeacTaBnsdeT B YNOSHOMOYEHHbIN
opraH Ha 6yMa)KHOM HOCuUTene HenocpeacTtBeHHO unn HanpaendeT 3aka3HbiM MOYTOBbIM OTNpaBlieHMeEM C
yBEOOMIIEHNEM O BPYYEHMM N OMUCBLID BIIOXKEHUS MO0 B (POPME SNEKTPOHHOrO LOKYMEHTA, MOANUCAHHOMO
3MIEKTPOHHOWM MOANUCHIO, 3asiBNEHME O Bblaye 3aknioveHus (ganee - 3aserneHue) no copme, yTBEPXKOAEHHON
YMOSTHOMOYEHHbLIM OpPraHoM, C yKa3aHMeM PeKBU3MTOB AOKYMEHTa, MogTBepXKaatoLwero akt ynnartbl nnarexa 3a
Bbldauvy 3aKmnoveHus.

baHkoBCKMEe pEKBU3NTbI ANA MNEepeyncrieHus nnatexa 3a Bblgady 3akniovyeHusi pasmeLlaroTcd Ha
ouunanbLHOM caTe YrNorTHOMOYEHHOro opraHa B MHGOPMAaLMOHHO-TENEKOMMYHUKaUWMOHHON ceTu "UHTepHeT"
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(nanee - cetb "MIHTepHeT") U B chedepanbHON rocygapCTBEHHOW MHoOpMaunoHHoOM cucteme "EOuHbIA nopTtan
rocygapCTBEHHbIX U MyHULMMAanNbHbIX yenyr (pyHKunn)".

5. K 3asaBneHuio npunarakoTcd cnenyrouime JOKYMEHTbI:

a) Konuna OOKyMeHTa, noareepxxgatowero nosiHoMo4na yrnosIHOMOYEeHHOro npencrtaBuTena npounssoantTena
Mnn NHOCTPaHHOIo Npon3BoanUTeENA;

6) KonMsi OCHOBHOTO AOCLE MPOWU3BOACTBEHHON MIOLWAaaKu;

B) CBeAeHUs O BbIABNEHHbLIX HECOOTBETCTBUSX KayecTBa I1eKapCTBEHHbIX CPeACTB YCTAHOBMEHHbLIM
TpeboBaHNAM, B TOM Yncre 06 0T3blBe NEeKapCTBEHHbIX CPEACTB U3 rpaXaaHckoro obopoTa, 3a nepuon He MeHee
2 neT 0o nogayu 3asaBrneHus;

r) nepevyeHb NEeKapCTBEHHbIX CPeacTB, NPOU3BOAMMbIX Ha MPOM3BOACTBEHHOW MIOLLAAKe NPOU3BOAUTENS
WM MHOCTPaHHOIO NPOM3BOAUTENS], B OTHOLLEHUWN KOTOPOro NPOBOAMTCH MHCMEKTUPOBAHNE;

A) KOMUS NULEH3WM, BbI4AHHOW YNOMHOMOYEHHBIM OpPraHOM CTpaHbl MHOCTPAHHOrO NpousBoauTens (UNnu
OOKYMEHTa, Ha OCHOBaHWM KOTOPOrO MHOCTPaHHbIA MPOU3BOAMTENb OCYLLECTBNSET [AeATenbHOCTb Mo
NMPOU3BOACTBY IEKapCTBEHHbLIX CPEACTB), U €e NepeBofd Ha PYCCKUA SA3blK, 3aBEPEHHble B YCTaHOBIEHHOM
nopsigke (ecnv Hanuynme Takoro [AOKYMEeHTa MpedyCMOTPEHO 3aKoHOAaTeNnbCTBOM CTpaHbl WMHOCTPaHHOro
npounsBoaunTens);

e) NMMCbMO O cornacun NMHOCTPAHHOIO Npoun3soanUTeNa Ha npoBeaeHne MHCNEKTUPOBaHUA.

6. Ecnu npov3BoACTBO NEeKapCTBEHHOro CpeacTBa OCYLLECTBNAETCH Ha MPOM3BOACTBEHHbLIX NIoluadKax,
pacronoXeHHbIX MO pasHbiM agpecaM, 3asiBINIeHUs U JOKYMEHTbl, ykasaHHble B NyHkTe 5 HacToswwmx [Mpasun
(nanee - AOKYMEHTbI), NPEACTABNAOTCA B OTHOLLIEHWUWN KaXKOoW NPOM3BOACTBEHHON NIOLLaaKM.

7. 3aknioveHne BbldaeTcAd B OTHOLWEHWM Kaxaon npousBoacTBeHHow nnowagkn. Cpok  aenctsus
3aKnyeHns cocTaensaeT 3 roga U UCHUCNSETCH CO AHA OKOHYaHUS MPOBEAEHUS MHCNIEKTUPOBAHMS.

7(1). B ycnoBusix yrpo3bl BO3HUKHOBEHWS, BO3HUKHOBEHWST U NIMKBMAALMMW YPE3BbIYAaHOM CUTyauumn n (unm)
NPy BO3HUKHOBEHUW YrpO3bl pacnpocTpaHeHust 3aboneBaHus, NpeacTaBnsoWwero onacHOCTb A51A OKPY>KatoLwmX,
3aboneBaHNi W MOPaXeHUW, MOMy4YeHHbIX B pes3ynbTate BO3OENCTBUA HebnaronpusaTHbIX XUMWUYECKUX,
BGuonornyecknx, pagmaumoHHbIX PaKkTopoB, MPU KOTOPbIX MNPOBEAEHME WHCMEKTMPOBAHUSA MNPOU3BOAMTENS,
npegycmaTpuBaloLLEro OCMOTP NMPOM3BOACTBEHHOW MIOWAAKW, He NPeACTaBNAETCA BO3MOXHbIM, 3aKkioyeHue
BblJAETCA Ha CpoK 3 roga, KOTOPbIA WCYMCASETCS CO [OHA OKOHYaHus MpOBeOEeHUs WMHCMEKTMPOBAHUS
NPOM3BOACTBEHHOW MMOLWAAKN MO AOKYMEHTaMm, B TOM 4YMCME C WCMONb30BaHWEM CPeAcTB AMCTaHLMOHHOMO
B3aUMOEWNCTBUS, BKMOYas ayano- unu BugeocBs3b.

[JeincTBne 3aknioyeHWin B OTHOLLEHUWU FIeKapCTBEHHbIX CPeACTB ANA MeOMUMHCKOro NMPUMEHEHUS, CPOKU
KOTOpbIX MUcTekalT (ncteknn) B nepuog ¢ 15 mapta no 31 gekabps 2020 r., npognesaetca Ha 12 MecsaueB co
[OHS, crnegyoLero 3a JHeM UCTEeYeHNsT CpoKa AeNCTBUA TakuUX 3aknioveHuin. PelleHve ynornHOMOYeHHOro opraHa
O MpoAneHun OeWCTBUS YKa3aHHbIX 3akNioYeHuMn pasmMellaeTcs Ha oduuumanbHOM cavTe YNOorHOMOYEHHOro
opraHa B ceTn "MHTepHeT". NHopmauns 0 COOTBETCTBYIOLLEM PELUEHUN Takke BHOCUTCH B TedeHne 5 paboumx
OHEel CO [HA ero npUHATUA B TOCYAApCTBEHHbIA pPeecTp 3akiioyeHur O COOTBETCTBUM Mpou3BOaUTENS
TpeboBaHWAM NpaBun Hagnexallen npoM3BoACTBEHHOW NPaKTUKK.

(n. 7(1) BBegeH [ocTtaHosnexvem Mpasutensctea PO ot 29.05.2020 N 789)

8. B cnyyae HeobxoauMOCTV HanpaBneHns 3aknioveHns (ysegomneHms ob oTkase B Bblgade 3aknioveHus )
NMoYTOBBLIM OTMpaBreHnemMm, no akcy M (unu) B opme IMNEeKTPOHHOro AOKYMEHTa B 3asiBNeHun genaetcs
COOTBETCTBYHOLLASA 3aMuUCh.

9. YNONMHOMOYEHHLIN opraH B CPOK, He npeBbiwawwmn 10 paboumx OHEW co AHS MOCTYnfeHus B
YMNOSMIHOMOYEHHbI OpraH 3asiBEeHna M LOOKYMEHTOB, OCYLUECTBNSAET NPOBEPKY MNPaBUIbHOCTU 3anofHEHUs
3a8BneHns, KOMMNIEKTHOCTU AOKYMEHTOB U JOCTOBEPHOCTU COAEPXKALLMXCS B HAX CBEAEHUM.

10. B cnyyae HenomnHoTbl U (M) HEQOCTOBEPHOCTM CBEOEHWUN, codepXallMxcs B 3asiBrieHun un (unm)
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MoctaHoBneHue lMpasutensctea PO ot 03.12.2015 N 1314
(pen. ot 05.09.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
,,p A o o [ata coxpaHeHus: 22.09.2020
06 onpeaeneHnn COOTBETCTBUS NPOU3BOAUTESNIEN NEK...

OOKYMEHTax, YMOSTHOMOYEHHbI OpraH Bpy4YaeT YMNOMHOMOYEHHOMY MpeacTaBUTENO MNPOU3BOOMTENS WUIK
WHOCTPaHHOro NPON3BOAUTENS YBEAOMIIEHNE O HEOBXOANMOCTU YCTpaHeHUs B TedeHne 20 paboumnx gHern co aHA
€ro nonyyeHnst ykasaHHbIX HapyLeHUn nMbo HanpaensieT NPOU3BOAMTESNIO UMM MHOCTPAHHOMY MPOU3BOAUTENIO
Takoe yBegoMIeHue 3akasHbiM MOYTOBbIM OTMPaBNEHWEM C yBEAOMIIEHUWEM O BPYYEHUW UMK B 3NEKTPOHHOWN
dopme. B cnyvyae HeycTpaHeHUs TakuMX HapyLleHUW B YyKal3aHHbIA CPOK YMONIHOMOYEHHbIA OpraH BbIHOCUT
pelueHne 06 oTkase B Bblgave 3aKIi04YeHMs.

11. Ecnu cBefgeHus, coaepxalimMecs B 3asiBNEHUM W OOKYMEHTax, COOTBETCTBYIOT YCTaHOBMEHHbIM
TpeboBaHMAM, a Takke B Crlydae YCTpaHEeHUs1 HapyLIEHUA B CPOK, yKa3aHHbIN B nyHkTe 10 HacToswwmx MNpasun,
YMNONTHOMOYEHHbIN opraH NPUHUMAET pPeLLEHNE O NPOBEAEHUN UHCMEKTUPOBAHNS.

12. B cnyyae nNpUHSTUS YMNOMHOMOYEHHBIM OpraHoOM peLleHUs O MNPOBEAEHUU WHCNEKTMPOBAHUS
YMNONIHOMOYEHHbIN OpraH opraHuM3yeT 1 NPOBOAMT MHCMEKTUPOBAHUE NPOU3BOAMTENS B COOTBETCTBUM C MYHKTOM
18 HacToswmx lMpaBun nnbo oNA NPoBeAEHUST MHCNEKTMPOBAHUSA MHOCTPAHHOrO MpPOWM3BOAMUTENS HanpaBnseT
3asBreHne U JOKYMEHTbI B YMONTHOMOYEHHOE YYpexaeHne B CPOK, He MpeBblllarowuii 3 paboumx aHen co aHA
NPUHATUS PELLEHUS O NPOBEAEHUUN MHCNEKTUPOBAHMSI.

13. YNOMHOMOYEHHbIN opraH no pesynbTaTtamM MHCNEKTUPOBAHMSA MPOU3BOAMTENS UMM YMNONTHOMOYEHHOE
yypexgeHuwe no pesynbTataM WHCNEKTUPOBAHUSA MHOCTPAHHOrO MPOM3BOAMTENS COCTaBMSET WMHCMNEKUMOHHBIN
OTYeT No opme, YTBEPXKAEHHON YNONHOMOYEHHBIM OPraHOM (Jaree - MHCMEKUMOHHbIV OTYET).

B cnydyae, npegyCMOTpPEeHHOM MyHKTOM 27 HactosAwmx [MpaBun, WHCMEKUMOHHBIA OTYEeT MOXeT ObiTb
coctaBneH 6e3 3anonHeHns pasgerna, CoAepKallero 3akrouuTeNbHble pekoMeHAauuMu U BbiBOObI, €Cnu npu
NpoBeAEHUN MHCTNEKTUPOBAHUSA MHOCTPAHHOrO NpousBoanTens Obinu BbIsIBNEHbI HECOOTBETCTBUSA TpeboBaHMAM
npasun Haanexawlenh Mnpous3BoACTBEHHOW MPaKTUKM U WHOCTPAHHLIA  Mpou3BOAUTENb MNpeacTaBun B
YMOSTHOMOYEHHOE YUYpeXxAeHWe NnaH KOPPeKTUPYIOLIMX U npedynpexaarolmx AeNCTBUA U KONUU [OKYMEHTOB,
OPOPMIIEHHBIX B YCTAHOBIIEHHOM MOPSAAKE, coAepXaLlnx MeponpusaTUS NO ero BbIMOMHEHWIO.

(ab3au BeBeaeH [NoctaHoBneHvewm lMpasutenscrea PP ot 05.09.2020 N 1361)

14. YNONMHOMOYEHHLIN oOpraH B CPOK, He npeBblwatowmin 10 pabounmx AOHEW CO OHA MoAnucaHus
WHCMEKLMOHHOIO OTYEeTa UMK CO AHSA ero MNOCTYMNSIEHUS OT YNOMHOMOYEHHOIO yYpexaeHusl, NpUHUMaeT peLueHne
0 Bblgaye (OTkase B Bblgade) 3akntoveHus. PeweHne o Bbigave (OTkase B Bblgaye) 3akntoueHust odhopmIisieTcs
NPUKa3oM YMOSTHOMOYEHHOrO opraHa.

15. OcHoBaHMsIMK N5 OTKa3a B Bblgade 3aKntioueHnsa ABAsTCS:

a) HeyCTpaHeHWe HapylleHun B cooTBeTCTBUM C nyHkTOM 10 Hactoswmx [MpaBun u (unun) oTcyTcTBUE
NOATBEPXAEHNS haKTa ynnaTbl NnaTexa 3a Bblavy 3akioveHns;

0) pelueHne ynorIHOMOYEHHOro yuypexaeHus ob oTkase B MpoBedeHUWM MHCMEKTUPOBaHWS WHOCTPaHHOrO
NPON3BOAMTENSA B Clyvyae HenoanucaHus COrnalleHusi, Onpedensiolwero npoueaypy MWHCMEKTUPOBaHUS W
CBSI3aHHble C HUM pacxodbl, NpaBa M 06A3aHHOCTM WMHCMEKTOPOB M MHOCTPaHHOro npoussogutens (ganee -
cornalleHue), no MHULMaTBe MHOCTPAHHOIO NPOU3BOAUTENSA MMM HeonnaTtbl B CPOK, YKa3aHHbIA B NMyHKTe 25
HacTosawmx [Npasun, pacxofos, CBA3aHHbLIX C MPOBEAEHNEM NHCNEKTUPOBAHWS;

(nn. "6" B pen. DocTtaHoBnenus MNMpasuTtensctea PP ot 05.09.2020 N 1361)

B) HeECOOTBETCTBME MpOU3BOAUTENS WM MHOCTPAHHOrO npousBoguTens TpeboBaHMAM OpaBun
Haanexallen NPoOU3BOACTBEHHON MPaKTUKW.

16. I'IpM MN3MEHEHUN B Nepunoa CpokKa OEeNCTBMSA BblAAHHOMO 3aKMnto4YeHUss HAaMMEHOBaHUS U (I/IJ'IVI) agpeca
MeCTa HaxoxgeHua npoussoamTena Unn MHOCTPaHHOIo npomnsBoguTend, nepevyHa npoun3BogvMbIX Ha TOWN Xe
I'IpOVI3BOJJ,CTBeHHOI7I nnowagke U B TeX Xe YCIoBUAX JeKapCTBEHHbIX CpeacTB, YKa3aHHbIX B 3aKrnk4YeHuu,
yI'IOJ'IHOMO‘-IGHHbII;I opraH npMHMUMaeT pelleHne o Bblaave bes nposegeHna MHCNEeKTnpoBaHMA HOBOTO 3aKIr4eHus
CO CPOKOM OKOHYaHuA OeuncTBus paHee BblAaHHOIo 3aKrni4eHnA.

17. iHdopmaumsa o Bblgaye (OTkase B Bblgade) 3akriodeHust B Te4eHne 5 paboumnx gHen co OHSA NPUHATUS
COOTBETCTBYIOLLIErO pELUEHNA BHOCUTCA B TOCYAAPCTBEHHbIA PEECcTp 3aKMiOYEeHUM O COOTBETCTBUM
npounssBoguTens TpeboBaHWsSM nNpaBwuil Hagnexalwen npoM3BOACTBEHHOM MPaKTUKM W pasMeLllaeTcss Ha
ouumnanbHOM cante ynorHOMOYEHHOro opraHa B cetn "MIHTepHeT".
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MoctaHoBneHue lMpasutensctea PO ot 03.12.2015 N 1314 K n
KOHCYJIbTAHTINIOC
(pen. ot 05.09.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" v [aTta coxpaHeHus: 22.09.2020
06 onpeaeneHnn CoOoTBETCTBUA NPONU3BOAUTENEN NEK...

Il. MopAAoOK opraHM3aumMmn n NpoBeAEHUA MHCNEKTUPOBaHUA
npon3BoAUTENEeN U MHOCTPaHHbIX Npon3BoauTenen

18. OpraHusaums n nposegeHne UHCMEKTUPOBaHUS NPOM3BOAMTENEN OCYLLECTBASIOTCA YNONHOMOYEHHLIM
OpraHoM B pamKax fULEH3MOHHOTO KOHTPOMS 3a OCYLeCTBeHWEM [edATenbHOCTM Mo  NPOU3BOACTBY
nekapcTBeHHbIX CpeacTB, OCYLLECTBMSEMOro YMOMHOMOYEHHbIM OpraHoM B Mopsiake, YCTaHOBNEHHOM
depepanbHbeiM 3akoHoM "O 3awmTe MpaB PUAMYECKMX UL, U UHAMBUAYyaANbHbIX NPeanpuHMMarenen npwu
OCYLLIECTBEHMM rOCy4apCTBEHHOIO KOHTPOIS (Haa3opa) M MyHULMNAnNbHOro KOHTpors", ¢ y4eToM 0CoBeHHOCTEN,
yCTaHoBMeHHbIX PefepanbHbiM 3akoHOM "O NUUEH3NPOBAHUKN OTAENbHbLIX BUOOB AEATENbHOCTH".

19. I'IpOBe,u,eHMe MHCNEKTUpoBaHNA MHOCTPAHHbIX FIpOI/|3BO/J,I/ITeJ'IeIZ ocywiecTBndaeTcAa ynosiIHOMOYeHHbIM
yypexageHnem. Pacxogbl, cBsi3aHHble C nposegeHnemM ynoryiIHOMOYeHHbIM Yy4YpexaeHnem UHCNEeKTnpoBaHUA
MHOCTpPAaHHOIo npoun3soanTena, oCyLecCTBJ1AKOTCA 3a CHeT cpeaCTB NHOCTPAHHOIo npomn3soanTens.

20. NHcnekTnpoBaHMe OOMKHO ObiTb NMPOBEAEHO B CPOK, He npeBbiwatowmin 160 paboumx gHen co OHS
MPUHATMS YNOMHOMOYEHHBIM OPraHOM peLlEHMS O NPOBEAEHWNM UHCMEKTUPOBaHUS.

Cpok npoBeAeHnNst MHCNEKTUPOBaHMSA He MoxeT npeBbiwaTb 10 paboymx gHen 6e3 yyeTa BpeMeHn npoesaa
K MEeCTy MHCNEKTUPOBAHMS.

21. YNOonHOMOYeHHOEe yypexaeHue B TedeHme 20 pabounx gHer co OHS NOoMnyYeHWUst OT YMOSTHOMOYEHHOMO
opraHa 3asBfeHuMst W [OOKYMEHTOB BHOCWUT WHOCTPAHHOIO MNPOU3BOAMTENS B rpaduk npoBedeHus
WHCNEKTMpOBaHUs (ganee - rpadumk), KOTOPbIN COrNacoBbIBAaETCS YNONTHOMOYEHHbIM OPraHoM.

22. VIHpopmMauma o rpadmke M BHECEHHbLIX B HErO0 U3MEHEHMAX pasMeLlaeTcsa Ha oduumanbHbIX canTax
YMOSTHOMOYEHHOIO OpraHa M YNoSIHOMOYEHHOTO yuypexaeHus B ceTn "MIHTepHeT" B TedeHue 3 paboumx gHen co
[JHS ero coctaBneHms nMbdo BHECEHUS B HEFO U3MEHEHUN.

23. B uensx npoBedeHMs WHCMEKTMPOBAHMS YMOMHOMOYEHHOE Yy4dpexaeHue obpasyeT KOMUCCUIo
WHCMNEKTOPOB U YTBEPXKOAET ee PyKOBOAUTENS.

24, YneHbl KOMWMCCUM WHCNEKTOPOB MpedynpexparTcd o6 OTBEeTCTBEHHOCTM B COOTBETCTBUM C
3akoHogatenscTBoM Poccunckon depepauum 3a cogepkaHue B MHCMEKUMOHHOM OT4YeTEe, COCTaBfIEHHOM MO
pesynbTataM WUHCMEKTUPOBAHUSA MHOCTPAHHOrO MpPou3BOAUTENS, HEOBOCHOBAHHLIX UK hanbCUULMPOBaAHHBLIX
BbIBOJOB, @ Takke 3a pasrfnalleHne MHgopmaLmmn, COCTaBNSIOWEN KOMMEPYECKYIO TalHy, KOTOPYO OHU MOTyT
nony4nTb B NpoLecce NPOBEAEHUST MHCTIEKTUPOBAHUS, O YEM OHU AAtOT MOAMMUCKY.

25. YnonHoMo4eHHoe y4upexaeHue B TedeHne 3 pabounx gHen Co AHA cornacoBaHus rpaduka HanpasnseT
WHOCTPaAHHOMY MPOU3BOAUTENMD WMM  €ero  YrNnorHOMOYEHHOMY MpeACcTaBuUTENio YBEAOMIIEHMEe O Cpokax
NpoBedEeHUS WMHCMNEKTMPOBaHMA M HeoOXOAMMOCTM 3aKMYeHMs COornalleHus, a Takke O HeobxooumocTu B
TeueHne 30 paboumx OHeN CO OHA 3aKYeHVs COornalleHus onnatuTb pacxofbl, CBA3aHHble C NPOBeAeHWEM
YMOMTHOMOYEHHbIM  YYPEXOEHWEM WHCNEKTMPOBaHUSA, B pasmepe, OMpedenseMoM COrfalleHneM, HO He
npesbilatoLemM npedenbHbld pasMmep nNnatbl 3a UHCMEKTUPOBaHUE, YTBEPXKAEHHbIN YNONHOMOYEHHBIM OpraHoM,
pacCcyMTaHHbI Ha OCHOBaHWM METOAMKW, YTBEPKOEHHOW YMONIHOMOYEHHLIM OpraHoM. YBedoMieHue U
cornalleHne HanpasnstoTCs 3aKasHbIM NOYTOBLIM OTNpPaBeHneM C yBeAOMIEHMEM O BpydYeHuu unu B dopme
9MEeKTPOHHOrO [OOKYMEHTa Ha agpec 3feKTPOHHOW MOYTbl, YKasaHHbIl B 3asBMNeHWuM, B 2 9K3emnnsapax,
MOAMNUCaHHBIX YMOMTHOMOYEHHbIM NNLIOM YNOMHOMOYEHHOro yupexaeHus. CornalleHve 3aknioyaeTcs B CPOK He
nosgHee 30 paboumx OHEWN CO OHA €ro NoslyueHns MTHOCTPaHHBbIM NMPOM3BOANTENEM.

(n. 25 B pea. [octaHoBnenus MNpasutensctea P® ot 05.09.2020 N 1361)

26. B cornawleHnn npegycMaTpuUBaOTCS NOMOXEHUSA:

a) O HanpaBneHUW WHOCTPaHHLIM MPOU3BOAUTENEM WM ero YMNOrNMHOMOYEHHbIM MpeacTaBuTeNnemM B
YNOMHOMOYEHHOE YyUpeaeHue YBEOOMIIEHUS C PEeKBM3UTaAMM OOKYMeHTa, MoATBepxaalollero dakT onnaTbl
pacxofoB, CBA3aHHbIX C NPOBEAEHNEM YNOMHOMOYEHHBLIM YUpEXAeHNEM MHCMNEKTMPOBaHMS, 3aKasHbIM NOYTOBLIM
OTNpaBIiEHNEM C YBEAOMIIEHNEM O BPYYEHUU U (UNN) B SNIEKTPOHHON dhopMme;

0) O NPUHATUM YNONHOMOYEHHBLIM Y4YpeXaeHMeM pelleHns 06 oTkase B NPOBEAEHMU MHCMEKTUPOBAHMS B
criyyae HeynnaTtbl B Yka3aHHbIA CPOK TaKMX pacxofoB M 06 yBefoMMeHUn 06 3TOM YynoriIHOMOYEHHOrO opraHa u
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MHOCTPaHHOIO NMPOW3BOAUTENS WIW €ro yrnoSIHOMOYEHHOro NpeacTaBuUTenNs B TedeHne 3 paboumx OHen co AHs
MPUHSATUA TAKOro PeLUeHNs:;

B) O HanpaBneHuuM pyKoBOOAWUTENEM KOMUCCUM MHCMEKTOPOB WHOCTPAHHOMY MPOWU3BOAMTENO UMK ero
YNOSTHOMOYEHHOMY MPeAcTaBUTENIO NaHa NpoBedeHUs MHCNEKTUPOBaHNA He nosgHee YeM 3a 10 pabounx gHen
[0 ero nNpoBeaeHus;

F) O npaBe KOMUCCUM UHCNEKTOpPOB npun npoBeaeHUNn WHCNEKTUPOBaAHMA OCYLLEeCTBNATbL OCMOTP
I'IpOI/I3BOH,CTBeHHOl7I nnowaakn cornacHo niaHy npoBeaeHnsa WMHCNEKTUPOBaHUA, OMpOC OTBETCTBEHHbLIX Il
MHOCTPaHHOIo npoun3sBogunuTena un HabnogeHne 3a OedATeNbHOCTbIO ero paGOTHI/IKOB Ha nx pa60k4|/|x MecTax, a
TakKkKe n3y4vyatb BegeHne JOKyMeHTauunuu,

4) o6 oTbope B crnyvyae HeobGXOOUMOCTU KOMUCCMEN WMHCMEKTOPOB 0OpasLoB flekapCTBEHHOINO CPeAcTBa
(nekapcTBeHHbIX cpeAcTB) ¢ cobnogeHneM TpeboBaHMIM 3akoHopaTenbcTBa Poccuickon denepauun, B TOM
yucne B YacTu BBo3a B Poccuiickyto Pegepauuio nekapCTBEHHbIX CPeACTB;

€) O nopsgke onnatbl YCrnyr MO MHCNEKTUPOBAHMIO WHOCTPaHHOro nNpov3BOAMTENH, B TOM 4ucne
BKIHOYaloOLLEM MOPSAOK onnaTbl YCNYr Mo OUEHKe NfaHa KOPPEeKTUPYIoWMX U npeaynpexaarolmx AencTBUA U
KOMWI OOKYMEHTOB, OC(DOPMIEHHbIX B YCTAHOBMEHHOM NOpPSAKe, CoaepXallux MeEpPONPUATUS NO ero BbINOMHEHMIO,
B pasmepe, He npeBbllialOWeM npedernbHbIi pasMep nnatbl 3a WHCNEKTUPOBaHWe, YTBEePXAEHHbIV
YMNONIHOMOYEHHBIM OPraHOM, PaCCYNTaHHbIA HA OCHOBaHUWM METOAMKM, YTBEPXKAEHHOW YNONIHOMOYEHHBIM OPraHoM
(Banee - OOMOMHUTENbHbIE YCAYrM MO WHCMEKTUPOBaHWK), B Criyyae HanpaBneHus B YNOMHOMOYEHHOe
yypexgeHme  MHOCTPaHHbIM  Mpou3BOAUTENEM WM ero  YMNOSIHOMOYEHHbIM npeacTaBuTeneMm  nnaHa
KOppEKTUpYLWMX 1 npegynpexgalowmnx AeiCcTBUA W KOMUN LOKYMEHTOB, O(OPMIIEHHBIX B YCTAHOBEHHOM
nopsiake, cogepXaliyx MepornpusiTUsi N0 ero BbIMOTHEHNIO.
(nn. "e" BBeaeH [loctaHoBneHveM MNpasutensctea P® ot 05.09.2020 N 1361)

27. B cnyyae ecnv npu nNpoBeeHUN UHCMEKTUPOBAHWA MHOCTPAHHOrO nNpou3BoauTens Obinn BbiSBEHbI
HecooTBeTCTBMSA TpeboBaHUSAM MpaBun Hagnexallen NPou3BOACTBEHHOW NPaKTUMKWM, KOMUCCUMEW MHCNEKTOPOB B
CPOK, He MNpeBbILLaoLLMA 25 pabounx AHEN Co AHS OKOHYaHUS MHCMEKTUPOBAHMS, COCTaBMNSAETCSA B 2 9K3eMnnsipax
MHCMNEKLUMOHHbIA OoTYeT (6e3 3anonHeHus pasgena, codepallero 3akrovuTenbHble pekoMeHaaumMmn 1 BbiBOAbI)
Ha GnaHke YyrnorIHOMOYEHHOrO yUYpexaeHusl, KOTOpbI MoANUCLIBAETCS BCEMU YNIEHAMU KOMUCCUM MHCMEKTOPOB.
OOuvH 3K3eMnnsp TaKOro WMHCMEKUMOHHOTO OT4yeTa BMECTE C yBedoMreHneM (0OpMIEeHHbIM B nopsiake,
npeayCcMOTPEHHOM  COrnalleHueM), coAepXalmm npeanoxeHne o6 onnate AOMNOMHUTENbHbIX YCyr Mo
WHCNEKTUPOBAHMIO, M CYETOM Ha onnaty [JOMOMHUTENbHbLIX YCAYr MO WHCNEKTUPOBAHMIO HarnpaBnseTcs
MHOCTPaHHOMY MPOU3BOAMTENIO UMK €ro YNOMHOMOYEHHOMY NpeAcTaBuTEnNto B TedeHne 3 pabounx OHelN Co AHs
NoAMUCaHNA  UHCMEKLUMOHHOTO oT4yeTa. BTopol 3k3emnnsp NOAMEXWT XPaHEeHW0 B YNOMHOMOYEHHOM
yypexaeHuu.

Mnax KOPPEKTUpPYLKNUX 1 npegynpexaaromx AencTeumn O(*)OpMJ'lFleTCH npon3BogunTeNeM NekapCTBEHHbIX
cpencTB 1 COOEPXKUT MePOoNnpUATUA NO YCTPAHEHUIO BbIABIIEHHbIX HEeCOOTBETCTBUN.

MHocTpaHHbIM Npou3BoguTenb UMK ero yrnonHOMOYEHHbIN NpeAcTaBuTernb B CPOK He no3gHee 60 pabounx
OHEen Co OHA NoNydYeHns UM MHCNEKLMOHHOMO oT4eTa (6e3 3anonHeHus pasgena, CoaepKallero 3aknoynTenbHble
pekoMeHZauMnm 1 BbIBOAbI) BrpaBe NPeacTaBUTb B YMNOMHOMOYEHHOE YYPEXAEHWE MUCbMO C MPUIOXKEHUEM
nnaHa KoppekTUpYLWUX 1 NpeaynpexaatoLlmx 4eNCTBUA U KON AOKYMEHTOB, OCDOPMIIEHHbIX B YCTaHOBNEHHOM
nopsiake, CoAepXallyMx MeponpuSaTUS MO ero BbIMOSIHEHWIO, a Takke AOKYMeHTa, NOoATBepXAatoliero onnarty
OONOMHUTENbHBIX YCNyr MO WMHCNEKTMpoBaHuio. B cnyyae HanmpaBneHuMs B YMNOMHOMOYEHHOE Yy4ypexaeHune
WHOCTpPaHHbIM MNPOM3BOAMTENEM WNW ero YNONHOMOYEHHbIM MpeacTaBuTeNeM MfaHa KOPPEKTUPYHLWMX |
npegynpexaanwmnx AeiCTBUA U KONUA OOKYMEHTOB, OPOPMIIEHHbIX B YCTaHOBMEHHOM MOpsiAke, CoaepKalimx
MEPOMNPUATUS MO €ero BbINOMHEHWIO, OnraTta AONOMHUTENbHbIX YCMYr MO MHCMEKTUPOBAHUIO OCYLLECTBISETCA B
nopsiake, NpegyCcMOTPEHHOM B COrfaLLEHMM.

Komuncecusa MHCnekTopoB B CPOK He nosgHee 25 paboymx OHeW Co AHS NOCTYnfeHus B YMOSTHOMOYEHHOoe
yupexgeHue nraHa KOppekTUpyLwWwmx 1 npegynpexaarwmx AedCTBUA U KOMUN AOKYMEHTOB, O(OPMIIEHHbIX B
YCTaHOBMEHHOM MOpsAKe, COoAepXalunx MeponpusaTUS MO ero BbIMOMIHEHMIO, OCYLLECTBNSAET OUEeHKYy nnaHa
KOPPEKTUPYIOLWNX U npegynpexaarolimx AeNcTBUA U KOMWA LOKYMEHTOB, O(OPMIIEHHbIX B YCTaHOBMEHHOM
nopsiake, CoAepXalMx MeponpuAaTMA MO ero BbIMOMHEHWIO, W MNOAroTaBnMBaeT 3aKMloYUTENbHY YacTb
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MoctaHoBneHue lMpasutensctea PO ot 03.12.2015 N 1314 K n
KOHCYJIbTAHTINIOC
(pen. ot 05.09.2020) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" v [aTta coxpaHeHus: 22.09.2020
06 onpeaeneHnn CoOoTBETCTBUA NPONU3BOAUTENEN NEK...

MHCMEeKUMOHHOro oT4yeTa, cogepXaLllyr 3aknynTeribHble pekoMmeHaaunn 1 BbiBOAbI.

B cnyyae ecnu B yCTaHOBMEHHbI B ab3aue TpeTbeM HaCTOSWero MnyHKTa CPOK MHOCTPaHHbIN
NPOM3BOAMTENMb WM €ro YNOfIHOMOYEHHbIN MpeAcTaBUTeNb He MPeAcTaBun MfaH  KOPPEeKTUPYOLWNX WY
npegynpexgarowmx AeNCTBUA U KOMUN JOKYMEHTOB, OOPMIEHHbIX B YCTaHOBIIEHHOM MOpPSAKe, coaepXKaliumx
MEpONPUATUS MO €ero BbIMOMHEHWNIO, KOMWUCCUSA WMHCMNEKTOPOB B CPOK He nosgHee 3 paboumx AHeW CO AHA
OKOHYaHUSA CpoKa, YCTaHOBMEHHOro ANA MpeAcTaBrneHus nnaHa KOPPeKTUPYILWNX U npegynpexaaromx
OEVCTBUN U KOMWUIN OOKYMEHTOB, OPOPMIIEHHbIX B YCTAHOBIIEHHOM NOPsAKe, COAepKallMX MeponpuaTus no ero
BbINOMHEHWIO, NOAroTaBAMBaET UHCMEKLUMOHHBLIN OTYET.

MHCneKuMoHHbIN OTYeT cocTaBnsieTcs B 3 3k3emnnsapax Ha 6naHke yrnorHOMOYEHHOrO YYpeXAeHus u
NMoAanuCbLIBaeTCs BCEMW YNleHaMuM KOMUCCUM WHCMEKTOpoB. B TeyeHme 3 pabouux gHen Co OHS noanucaHus
WHCMEKUMOHHOrO OT4YyeTa OAMH 3K3eMMnsp HanpaenseTcs WHOCTPaHHOMY MpPOU3BOAUTEND UMW - ero
YMOSTHOMOYEHHOMY MPEACTaBUTENIO, BTOPOW 3K3EMNMSAp HanpasnseTcs B YMNOMHOMOYEHHbIN OpraH, a TpeTun
3K3eMNNAp NOASNEXUT XPaHEHUIO B YMONMHOMOYEHHOM YUPEXAEHUN.

(n. 27 B peq. [NoctaHoBnenus MNpasutensctea P® ot 05.09.2020 N 1361)

27(1). B cnyyae ecnu npu npoBeOeHWUM WHCMEKTMPOBaHWS He Obinn BbisiBNEHbl HECOOTBETCTBUSA
TpeboBaHVAM NpaBumn Hagnexallen Npou3BOACTBEHHON MNPaKTWMKW, MHCMEKUMOHHbIA OTYeT cocTaBnsieTcs B 3
ak3emnnApax Ha OnaHke YNONMHOMOYEHHOrO YYpexAeHWsi, MoAMUCbIBAeTCA BCEMM YreHaMu KOMMCCUM
MHCNEKTOPOB He nosaHee 25 pabounx AHeNn Co AHA OKOHYaHWUS MHCMEeKTUpoBaHus. B TevyeHne 3 pabounx gHen co
OHS NOANMCaHWSA MHCNEKLUMOHHOMO OTYeTa OAMH 3K3eMNsp HanpasrsieTcs MHOCTPaHHOMY MPOW3BOAUTENIO UMK
€ro ynoriHoOMO4YeHHOMY npeAcTaBUTento, BTOPOW 3K3eMNNAP HanpasnsieTCs B YNOMHOMOYEHHbIN OpraH, a TpeTui
3K3EeMNNAP NOAMNEXUT XPaHEHUIO B YNONHOMOYEHHOM y4pexaeHum.

(n. 27(1) BBegeH [NocTaHosnexnem lMpasutensctea PP ot 05.09.2020 N 1361)

28. Ecnv B npoLiecce NpoBeaeHUs1 MHCMEKTMPOBaHUS Gbiniv 0TOGpaHbl 06pasubl NEKapCTBEHHOIO CPeacTBa
(nekapCTBEHHbIX CPEeACTB), K MHCMEKLUMOHHOMY OTYETYy, COCTaBMIEHHOMY MO pe3ynbTaTaM WHCMNEKTMPOBaHUS
WHOCTPaHHOro NPOM3BOAMTENS, NpunaraeTcs akt otbéopa Taknx obpasLoB.
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