PELLEHWE COBETA EBPA3UACKOW 9KOHOMUYECKOMN KOMUCCUU
3 HOAGps 2016 r. N 83

OB YTBEPXXAEHUW NPABWUI NPOBEAEHNA ®APMALEBTUYECKUX MHCMNEKLIUNA

(B peq. Pewenun Coseta EGK o1 08.02.2021 N 7,
ot 19.08.2022 N 127, ot 23.06.2023 N 66,
ot 04.07.2023 N 74)

Bcmynuno e cuny 6 masi 2017 200a

B cooteetcTtBMM co cTaTben 30 [JoroBopa o EBpasunckom akoHomumyeckom coto3e oT 29 mas 2014 roga,
ctateamn 7 n 10 CornaweHvs o eguHbIX NpuUHUUNaxX v npasunax obpalleHns nekapCTBEHHbIX CPEACTB B paMKax
EBpasuiickoro akoHommn4yeckoro cotos3a ot 23 gekabpsi 2014 roga, nyHktom 96 npunoxeHua N 1 k PermameHty
paboTtbl EBpasuMnckon 3KOHOMUYECKOW KOMUCCWUM, YyTBepxaeHHoMmy PeweHnnem Boicwero Espaswuiickoro
3KOHOMuMYeckoro coseta ot 23 gekabpsa 2014 r. N 98, n PeweHnem Boicwero EBpasmMinckoro 9KOHOMUYECKOrO
coBeTa oT 23 gekabps 2014 r. N 108 "O peanusaumm CornaweHmsa o eguHbiX NpuHUMNax n npasunax obpaiieHus
NeKapCTBEHHbIX CPeACTB B paMkax EBpasuiickoro akoHomuyeckoro coto3a" CoBeT EBpasniicKoii SKOHOMUYECKOM
komunccumn PELLIUIT:

1. YTBepanTb npunaraemsie Npasuna npoBeaeHns apManeBTUYECKUX UHCIEKLNN.

2. Hactosawee PeweHne BcTynaeT B cuny no ucredeHnn 10 kaneHgapHblX gHEN C gaTbl BCTYNNEHUNA B CUMY
MpoTtokona, nognucaHHoro 2 gekabps 2015 roga, o npucoeanHeHun Pecnybnukn Apmenust k CornalleHuio o
€dVHbIX MpUHUMNax M npaBunax obpalleHus NekapCcTBEHHbIX CPeACcTB B pamkax EBpasnickoro 3KOHOMMUYECKOro
coto3a ot 23 gekabps 2014 roga, HO He paHee YeM no uctedeHmn 10 KaneHaapHbIX OHEN ¢ AaTbl opuUManbHOro
onybnnkoBaHusi HacTosiLero PelleHus.

UneHbl CoeTa EBpa3smmnckon SKOHOMUYECKON KOMUCCUM:

OT Pecnybaukm OT PecnyOimkm Or Pecnybmuxu Ot Kepreisckol OT Poccumckon
ApMeHUHA Besnlapycsh Kazaxcran PecnyOmnuku Pepmepaumm
B.T'abpuesnsaH B.MaToueBCcKun A .MaMuH O.llaHkpaToB M.llyBajsos
YTBEPXIEHE

Pemenmrem CoreTa

EBpasuiickoM 3KOHOMUYUECKOM KOMMCCUU
or 3 HosabOps 2016 . N 83

(B penaxumm PemenHus CoBeTa
EBpasuiickoM 3KOHOMUYECKOM KOMMCCUMU
or 19 arrycra 2022 . N 127)

NPABUNA 5
NPOBEOEHUA ®APMALEEBTUYECKUX UHCMNEKLUN

(B pea. PeweHunint Coeeta EGK o1 19.08.2022 N 127,
o1 23.06.2023 N 66, ot 04.07.2023 N 74)

l. O6LMe nonoxeHus

1. Hacroawue Hpasmna yCTaHaBnmBakT €aNHbIN nopAaAgoK  npoBegeHunda (bapMaueBTquCKMM
MHCNEeKTopaToM (bapmaueBqueCKmx MHCNEeKUMI npon3BoacTBa JieKapCTBEeHHbIX CpeacTtB Ha COOTBETCTBUE



TpeboBaHuamM [lpaBun Hagnexawien npouM3BOACTBEHHON MNpPaKTUKM EBpasMnckoro 3KOHOMWYECKOro COH3a,
yTBepXaeHHbIX PeweHnem CoseTta EBpasuinckon aKoHOMMYeckon komuccun ot 3 Hoabpst 2016 r. N 77 (ganee -
nHcnekums, MNMpaBuna Hagnexallen NPOM3BOACTBEHHON NPaKTUKN).

2. Mpwn npoBegeHnn MHcnekunn opMUpyeTCsl MHCNEKLMOHHAsA rpynna, B COCTaB KOTOPOW BXOASAT BeayLLun
dapMaLeBTUYECKUI WHCMNEKTOP (Janee - Begywun WHCNEKTop) K  dapmaleBTnyeckue uHcnekTopbl. [lpu
npoBeaeHUN NHCNEKTMPOBAHWUS MOTYT NPUCYTCTBOBAaTL NPUBMEKaeMble 3KCNepThl.

(8 peq. PeweHuns Coseta EOK o1 23.06.2023 N 66)

TpeboBaHUS K  YUCNEHHOCTU  WMHCMEKUMOHHOW  TPyMnbl, YPOBHIO  KBanMdUKauum  COTPYOHWKOB
hapmaLeBTUHYECKOTO MHCNEKTOpaTa M MNpUBIIEYEHHbIX K paboTe WMHCMEKUMOHHOW Tpynnbl 3KCNEPTOB AOIMKHbI
COOTBETCTBOBaTb TPeOOBaHMAM, YCTAHOBINEHHBIM PYKOBOACTBOM MO KayecTBY A1 MHCMEKLUN COOTBETCTBYIOLLETO
BMOa dapmaueBTMYECKOrO NpOM3BOACTBa, a Takke O6wmMm TpeboBaHuaM K cCUCTEME  KadecTBa
hapmaLieBTUHECKMX UHCMEKTOPATOB rocy4apcTB - YneHoB EBpasnMmnckoro 3KOHOMUYECKOro Col3a, YTBEPKAEHHbIM
PeweHnnem CoBeTta EBpasniickont a3koHOMUYeCKon kommccum ot 3 Hosbpa 2016 r. N 82.

3. dapmaueBTUYECKMI MHCNEKTopaT obecnevmBaeT KOHUAEHUNANbHOCTL HCpOpMaLUUK, coaepXallencs B
OOKYMEHTaxX UHCMNEKLMN.

4. ®uHaHCcMpOBaHWe pacxOdOB Ha MpPOBEAEHUE WHCNEKUMW OCYyLeCTBNAEeTCA 3a CYeT CpeacTs
MHCMEKTMPYyeMoro cybbekTa unm ero ynornHOMOYEHHOro NpeacTaBuTens.

Il. Onpepnenexus
5. inga uenen HacTosAwmx [paBnn NCNONb3YTCA NOHATUSA, KOTOPbIE O3HAYalT cneayoLlee:

"3asBUTENb Ha NpoBedeHue apMaueBTUYECKON MHCMEKUUN" - MHCNEKTUpYyeMbIn cybbekT, aepxartenb
perncTpaLmMoHHOro yaoCTOBEPEHMS, 3asBUTENb HA PErMCTPaLMI0 UMK UX YNOSTHOMOYEHHbIV NPEACTaBUTENb;

"MHCNeKTMpoBaHne" - aTan dapmMaueBTUYECKOW WHCMNEeKUunW, B XO4e KOTOPOro WHCMEKUMOHHOW rpynnown
NPOBOAATCH MEPONPUATUS B COOTBETCTBUM C NPOrPamMMON MHCMEKTUPOBAaHWNS;

"MHCNEKTUpyeMbIA CyObekT" - opraHusauusi, OcyLlecTBnsowWas OeAaTenbHOCTb Mo MpPOV3BOACTBY
NeKapCTBEHHbIX CPeACTB M MMelolas paspelleHve (NIMUEH3WI0) Ha TakoW BuA AEATEeNbHOCTW, BblgaHHoe
YNOMHOMOYEHHBLIM OPraHoOM CTPaHbI-NPOVU3BOAUTENS;

MoHaTns "dapmaueBTuyeckas uHcnekums", "dapmaueBTUYECKUA MHcnekTopat" u "dapmaueBTUYeCcKui
WHCMEKTOP" MNPUMEHSOTCS B 3HadeHusax, onpegeneHHbix O6wmmu TpeboBaHWsSIMM K CUCTEME KayecTBa
dhapmMaLeBTMYECKUX UHCMIEKTOPATOB roCy4apCTB - YeHOB EBpa3mMmnckoro aKOHOMMUYECKOTO COH3a, YTBEPXKAEHHBIMU
PelweHnem CoBeTa EBpasniickoit a3koHOMMUYECKOM komuccum oT 3 Hosibpsa 2016 . N 82.

lll. Nopsgok gencreumn

6. WHcnekumn npoBogAaTca dapMaueBTUYECKUMM MWHCMEeKTopaToM Mo nnaHy (rpadwvky) npoBedeHus
WHCMEKUMI B COOTBETCTBUM C MPOrPaMMoN MHCNEKTUPOBAHMSA NMPOU3BOACTBA MEKapCTBEHHbIX CpeacTB no copme
cornacHo npunoxeHuto N 1 (ganee - nporpamMmma MHCNEKTMPOBaHWUS).

MnaHmpoBaHue MHCMEKLMIN MOXET BbIMONHATLCA B COOTBETCTBUM C NPUHLMNAMW YNPaBieHns puckamu.

B nnaH (rpaduk) npoBeaeHUs MHcnekuun B ob6s3aTenbHOM NOPSAKE BKIIOYAKOTCH CneayoLwmne cBeAeHus:

OCHOBaHue A1 NPoBeAeHNS UHCNEKUNK;

CPOK/ MHCMNEKTUPOBaHUS;

HaVMeHOBaHne MHCNEKTUPYEMOro CyObekTa;

agpec UHCNEeKTUpyemMow NponM3BoACTBEHHOM NMOLWaAKv (danee - NpoM3BOACTBEHHAS NioLwaaka).

MHchekuum npoBogATCA B NJ1aHOBOM U BHEN/IaHOBOM nopsdAake.

OcHoBaHnem pgns npoBedeHna WHCNeKUnn 4dABndeTcAa peweHune YrnoJlIHOMOYeHHOro opraHa B ccbepe



nposefeHus hapmaLeBTUHECKMX MHCMEKUNIA rocyaapcTBa - YneHa EBpasuiickoro akoHOMUYeCcKoro cotosa (aanee
COOTBETCTBEHHO - YMOMHOMOYEHHbIA OpraH, rocygapctBo-yneH, Coto3) u (unu) 3asiBrneHne MHCNEeKTUPYyeMoro
cybbekTa (Hanpumep, B Lensx NUUEH3NPOBaHWS, pErMCcTpaunn u oCyLLECTBIEHNS OPYTMX nNpoueayp, CBA3aHHbIX C
permcTpauven, nnv npoBeaeHns paccneoBaHnii, CBA3aHHbIX C KAYECTBOM NEKapCTBEHHbIX MpenapaTos).

7. TlpoBegeHne WHCNEKTUPOBAHWSA C MCMOMb30BaHMEM CPeACTB  OUCTAHLUMOHHOIO B3aWMOAEWCTBUS
(Hanpumep, ¢ UCnNonb3OBaHWEM CPeacTB ayauo- UM BUOEOCBA3M) OOMycKaeTcd B OCODObIX Criydyasx CornacHo
npunoxexuo N 2.

(B peq. PeweHusa Coseta EQK o1 23.06.2023 N 66)

8. [Ins opraHv3auuM MHCMEKUMW 3asiBUTeNieM Ha NpoBefeHue (hapmaleBTMYecKol WMHchnekuuu (aanee -
3aaBUTENb) AOMMKHO ObITb 0GecneyeHo NpeacTaBfieHve B hapMaLeBTUYECKUI MHCMEKTOPAT Ha PYCCKOM Si3blke U
(vnn)  (NpyM  HanmMuuMM  COOTBETCTBYKOLWIMX TpebGoBaHMA B  3aKkoHodaTenbCTBE roCyAapcTBa-yfieHa) Ha
rocy4apCTBEHHOM si3blke rocyapCTBa-ysieHa (Mnv B NepeBoae Ha 3TU A3bIKW) CreayoLmx JOKYMEHTOB:

Ansi OpraHn3aummn-Npon3BoanTens (pe3naeHTa), HaxoasLWencs Ha TeppUTOPUM rocygapcTBa-yreHa:
3asiBfieHne o0 NPOBEAEHNM UHCNEKLNN;

Konus gocbe (MacTep-hanna) nNpou3BOACTBEHHOW Mnowagku cornacHo vactu |l Mpasun Hagnexaiuen
NPOU3BOACTBEHHOW MPaKTMKW, COAEPXKAaLLero KOMuIo JIMUEH3MM Ha OCYLeCTBIieHWe AeAaTenbHOCTU Mo
NPOU3BOACTBY NEeKapCTBEHHbIX CpeacTB (Mpu HanmMumm);

nepeYyeHb JiekapCTBEHHbIX CpeacTB, NPoOn3BOANMbIX (I'IJ'IaHVIpyeMbIX K I'IpOI/I3BOﬂ,CTBy) Ha ﬂpOVI3BO,D,CTBeHHOl7I
nnowagke cornacHo nNpuioXeHuo N 3;

Ansi opraHu3aummn-nponssoanTens (HepesngeHTa):
3asiBMeHne o NpoBeAeHNN NHCNEeKUnK;

Konus gocbe (Mactep-hanna) nNpou3BOACTBEHHOW nnowagku cornacHo yactu Il MNpasun Hagnexatew
NPOV3BOACTBEHHOW NPAKTUKK;

3aBepeHHasi B YCTaHOBMEHHOM MOpsAKe KOMWSl, WM 3NEeKTPOHHAsl KOMUA [OeNCTBYIOLWEro paspelueHust
(MMueHsMn) Ha NPOU3BOACTBO NEKAPCTBEHHBLIX CPEACTB BblOaHHOMO YMONHOMOYEHHbLIM OpraHoM TPeTbel CTpaHbl,
Ha TeppuUTOPUM KOTOPOW pacroriokeHa MpPOM3BOACTBEHHAA MIoWwaaka WM BbINWCKA W3 COOTBETCTBYHOLLErO
peecTpa TpeTbel CTpaHbl, Ha TEPPUTOPUM KOTOPOI HAXOOUTCS UHCTIEKTUPYEMbI CYGBEKT;

3aBepeHHass B YCTAHOBMEHHOM MopsiAke KOMUS [OOKYMEHTa, BblAAHHOMO YMONIHOMOYEHHbIM OpraHoMm
(opraHusauuen) cTpaHbl Ha TEPPUTOPUU KOTOPOWN MNPOU3BOASATCA NeKapCTBEHHble CpeAcTBa, O COOTBETCTBUM
NpPOM3BOACTBA (NPOVN3BOACTBEHHOI NNOLLaAKM) TpeGoBaHUAM NpaBun Haanexallein NPOM3BOACTBEHHON NPAaKTUKK,
NpUMeHsIEMbIX B CTpaHe MpoM3BOACTBA (MPW  HanuMuuMu) WM 3NEeKTPOHHasi KOMUS WM BbiMMCKa U3
COOTBETCTBYHOLLErNO peecTpa CTpaHbl, Ha TEPPUTOPUM KOTOPOI HAXOOAUTCS UHCNEKTUPYEMBbIN OOBEKT;

nepeyeHb NeKkapCTBEHHbIX CPEACTB, MPOU3BOAMMBIX (MNIAaHUPYEMbIX K MPOU3BOACTBY) HA NPOU3BOACTBEHHOWN
nnowiagke.

B nposeaeHnn NHCNekunm moxet ObITb OTKa3aHo B cnegyrwnx cny4yaax:

CBe[leHNs, coaepXallmecss B 3asiBNIEHUU O NPOBEAEHWM WMHCMNEKUMM (Unu) npeacTaBrieHHbIX MO 3anpocy
YNOSIHOMOYEHHOIO OpraHa (opraHu3aLuumn) JOKyMeHTax sSiBNAKTCA HEMNOMHbIMU U (MnW) HEAOCTOBEPHbLIMU;

3asBUTENEM He obecneyeHsbl ycnosua npoBeaeHna UWHCNEeKTupoBaHUA, 4YTO AenaeT HEeBO3MOXHbIM
nposegeHne npouenypbl MHCNEKUNN;

pacxofpbl Ha NPOBeAEHNE UHCNEKLMM HE OMMaveHbl B YCTAHOBIEHHbIV CPOK (€CNN NPUMEHMMO).

9. WHcnekums npoBOoANTCA (bapMaLl,eBTl/lLleCKl/lM MHCNEKTOpaTOM rocyaapctBa-yiieHa, Ha Tepputopumn
KOTOPOro HaxoanTcAa npon3BoaCcTBeHHada nroiwjaaka.

B cnyyae wvHchnekuuuM NpPOU3BOACTBEHHOW MIOWAAKN, HaXOAsAWENCS Ha Tepputopun TPEeTbMX CTPaH,
3aaBuUTENb BipaBe 06paTuTbCs B (hapMaLeBTUYECKUiA MHCMEKTopaT O4HOMO U3 rocyAapCTB-YNEHOB C 3asiBNIEHNeM
0 NPOBeAEHUN UHCTEKLUN.



B cnyyae pokymMeHTanbHo odopMIieHHOro oTkasa hapmaueBTUYEeCKOro MHCNeKTopaTa rocygapctea-yneHa
OT MPOBEAEHUs WHCNEKUMM MPOU3BOACTBEHHOM MMOLWAAKMA, HaxoOsWencss Ha TeppuTOpUU TPEeTbel CTpaHbl,
3aaBUTENb MMEET MpaBo 0bpaTUTLCA B YMNOSIHOMOYEHHbIN opraH (OpraHv3auuio) Apyroro rocyaapcTBa-yrieHa C
3aABfEHMEM O NPOBEAEHNUN VHCMEKLNN.

MHchekuus, uHUUMMpOBaHHAa B pamKax pPermcTpauuoHHbIX npoueayp, nNpoBoavTcs hapMaueBTU4eCcKUM
WHCNEKTOpPaTOM rocyaapcTBa-uneHa, onpegeneHHoro B COoTBeTCTBUM ¢ lNpaBunamu perucrtpaumm n akcnepTusbl
NEeKapCTBEHHbIX CPeAcTB ANA MeOULMHCKOro MpuMeHeHusl, yTBepxaeHHbiMu PeweHnem Coseta EBpasuiickon
3KOHOMUYECKOWN komucecum oT 3 Hoabpsa 2016 r. N 78.

10. MNpoueaypa UHCNEKLUU COCTOUT U3 CreayHoLLMX STanoB:
npuem v aKcrnepTn3a NpeacTaBneHHbIX JOKYMEHTOB;

cornacosaHne C WHCMNEKTUpyeMbIiM Cy6'beKTOM nnnm ero YynosiIHOMO4YeHHbIM npeacrtaBuTesieM CpOKOB
MHCNEKTUPOBAHUA;

(hOpMUPOBaAHUE MHCNEKLMOHHON rPyMnbl;

CoCTaBnieHne n HanpaslieHne WMHCNEeKTupyemomy Cy6'beKTy nnnm ero ynosiHomo4YyeHHoOMy npencrtaBuUTesNo
nporpamMmmbl MHCMEKTUPOBaAHUA,

WHCMEKTUPOBaHNe MNpPOU3BOACTBEHHOW MMOLWadKK, BKMYas oTbop npob (obpasuyos) maTtepuanoB wmnm
npoaykuuy (Npm HeOBXx0AMMOCTU) U NpOBeAEHUE NX NabopaTopPHbIX UCNbITaHNN;

COCTaBrieHNE OTYETa O NPOBEAEHNN MHCNEKTMPOBAHUS (danee - oTyeT);
(B pea. PeweHusa Coeeta ESK ot 23.06.2023 N 66)

oueHka (Npu HeobXxOAMMOCTM) NMaHa KOPPEeKTUPYILWMX U npeaynpexgarwmnx AencTBUMr, oTyeta O ero
BbINOMTHEHVW U CBUAETENBCTB YCTPAHEHNS BbISBIEHHbIX HECOOTBETCTBUI;

NPUHSATUE peLleHMs1 O Bbldaye unvM o6 oTkase B Bblgade cepTudukaTa COOTBETCTBMS MPOU3BOAUTENS
Tpeb6oBaHuAM MpaBun Hagnexallel NPOM3BOACTBEHHOM NPaKTUKKX (Oanee - cepTudumkaT);

Bblgayva ceptudukaTa.

CpOKI/I npoBeaeHnA OTAENbHbIX aTanos MHCNEeKUnn yCTaHaBIMBalkOTCA B COOTBETCTBUUN C
3akoHO4aTesIbCTBOM rocyaapcCTB-4Jyi€eHOB C y4€TOM HAaCTOALMX I'IpaBMn.

11. UHcnekumoHHas rpynna chopMupyeTcs Ha OCHOBaHUM COOTBETCTBYIOLLENO PaCNOPSKEHNST PyKOBOAUTENS
(hapmMaLleBTMYECKOrO MHCMeKTopaTa B COOTBETCTBMM C nNpouedypamMu, YCTAHOBMEHHLIMW CUCTEMOMW KayecTsa
(hapmaLleBTUHECKOro MHCMeKTopaTa.

YncneHHOCTb MHCNEKLNOHHON rpynnbl COCTaBnAeT He MeHee ABYX (bapMaLl,eBTl/l‘-leCKl/IX MHCIMEKTOPOB.

12. Begywmii MHCNEKTOP W ApYyrMe YneHbl WHCMEKUWMOHHOW rpynnbl 06A3aHbl npeaBapuTenbHO U3YYnTb
OOKYMEHTbl, B TOM 4ucrne [AoCbe MNPOM3BOACTBEHHOM MMOWaAKM, W APYryl AOCTYnHy uHdOopMaumio,
OTHOCSILLYIOCS K LensiM MHCMEKTUPOBaHWS, HanpuMep, CBeAeHns O npeTeH3usax, AedekTax kavyecTBa M OT3blBax
npogykumm (MpU KX Hanuuuu), MNOSTyYeHHble U3 roCyAapCTBEHHbIX peecTpoB M 6a3 gaHHbIX WM OT ApYrux
YMOSTHOMOYEHHbIX OpraHoB (opraHv3auun).

Beaywimn nHcnektop obecneunBaeT pa3paboTKy NporpaMmMbl MHCNEKTUPOBAHUA MO hOPMe B COOTBETCTBUM C
npunoxexnvem N 1 k HacTosiwmm MpaBunam 1 NOAroTOBKY KOHTPOJIbHBIX JIMCTOB MO (DOPME COrMacHO NPUIOXEHUIO
N 4 nubo wuHbiXx ¢opm paboumx 3anucer, MNpegyCMOTPEHHbLIX CUCTEMOW KadyecTBa papmaueBTUYECKOro
nHcnektopara. lNMporpaMmma MHCNEKTUPOBAHMS HaNpaBnseTCA MHCNEKTUPYEMOMY CyObekTy He no3gHee dem 3a 10
pabounx aHen 40 AaThl Havana MHCNEKTMPOBaHWSI.

Be,qyu.l,vn7| MHCNEKTOop pacnpenenaeT (*)yHKLIMI/I B WHCMEKLMOHHOM rpynne n koopanHMpyeT noarotoBuUTesibHble
MeponpuAaTuaA, cBA3aHHbIE C MHCNEKTUPOBAHNEM.

13. B Havane wHCnekTUpoBaHUS MPOBOAUTCA BCTYNUTENBbHOE COBELlaHWe C NpeacTaBUTENSMU
MHCNEKTMPYEMOro cyObekTa, Ha KOTOPOM BeAyLUMA MHCMEKTOP MPEeACTaBMsieT YIIEHOB WHCMEKLMOHHOW rpynnbl,
3HaKOMMUTCH C PYKOBOACTBOM W OTBETCTBEHHbIMW NULIAMW UHCMEKTUPYEMOro cybbekTta, MHOpPMUPYET O Lenu u



06nacT MHCNEKLMKN, YTOYHSIET NPOrpaMMy MHCMEKTUPOBAHMS U rpadhmk ero NpoBeAeHUs, AenaeT 3asiBreHne o
KOH(pMAEHUNANbHOCTM M OTBEYAET Ha BONPOCHI MHCMEKTUPYEMOI CTOPOHBI.
(B pea. PeweHuns Coeta EQK o1 23.06.2023 N 66)

MHcnekTnpyembln cyObekT onpeaenseT Nuuo, OTBETCTBEHHOE 3a COAENCTBUE B MPOBEAEHNN MHCMEKLU.

14. WNHdopmauusa, nonyyeHHas MHCMEKUWOHHOW T[pynnoM B XO4e  BbIMOMHEHUA  MporpamMmbl
WHCNEKTMPOBAHUS, BHOCUTCH B KOHTPOMbHbIE NUCTbI NMB0 B UHbIE OpMbI paboumnx 3anucen.

15. B poroBope (cornawleHuu), 3aknoyaemMoM apMaLeBTUYECKMM WHCMEKTOPaToOM M MHCMEKTUPYEMbIM
CyGbeKkTOM Ha NPOBeAEHNE UHCMEKLUN, AOMKHbI ObiTb OTpaXKeHbl B TOM YWCHE creaylolime npasa MHCNekTopa:

nonyyatb OOCTyn (BXOAMTb) B noboe nomelleHne B COOTBETCTBMM C MPOrpaMMOM MHCMEKTUPOBAHUSA U K
aocbe (MacTep-dariny) NpoM3BOACTBEHHOWN MIOLLAAKY;

nonyyaTtb Takue [oKa3aTenbCTBa, Kak AOKYMeHTauusi, goTomaTepuanbl (BUAEO3aNMUCK) MOMELLEHUA W
obopyaoBaHus;

nonyyaTb JOCTyn K ntobomy obbekTy (MpegmeTy) B pamkax 06nacTv MHCNEKTUPOBaHUSA U U3y4vaTb ero;

NpUHUMaTb Mepbl UM TpeboBaTb NPUHATUS MEP B OTHOLLEHWU NpeaMeToB (MaTepuanbHbiX CBUAETENbCTB),
KOTOpble NPeanoNoXUTENBLHO MOTYT CBUAETENbCTBOBATbL O HECOOTBETCTBMM TpeboBaHUsIM NpaBun Haanexallen
NMPOM3BOACTBEHHON MNpaKTWKW, B TOM YMCME B OTHOLUEHWW OrpaHWYeHWs AOCTyna K TakuMm npegmetam u
obecneyeHns X COXPaHHOCTU B LieNnsX AanbHenwero pa3bvparenscTBa B YCTaHOBNIEHHOM MOPSAKE;

OCYLWECTB/IATbL OCMOTP NnpoBeEpAEeMbIX 00BHEKTOB, O3HAKOMIIEHNE C ,ElOKyMeHTaLLMeVI n 3anuncammn, onpoc
OTBETCTBEHHbIX JTUL MHCNEKTUPYyEMOro Cy6'beKTa, HabnoaeHne 3a OeATeNbHOCTbLIO Ha pa60tmx MecTax;

npekpaLiatb NPOBeAEHNE UHCNEKTUPOBAHMS NPK NPENsSiTCTBOBaHMM B peanusauny ykasaHHbIX Npas.
(B pea. PeweHusa Coseta ESK ot 23.06.2023 N 66)

MHCﬂeKTI/IpyeMbIVI Cy6'beKT TakkKe OO0JPKEeH B paMKax 3aKJto4eHHOro gorosopa (COITIaLueHI/IFI) B35iTb Ha cebs
obsizaTenbcTBa obecneunTtb BO3MOXHOCTb BbIMOJTHEHUA OEeNCTBUN, npegycMoTpPeHHbIX HpOrpaMMOVI
MHCNEKTUpPOBaHUA.

16. B cnyyae BbiiBNeHMs pucka XW3HU U 300POBbI0 HaceneHus (BknioYvasd noTeHuManbHble KpUTUYeckme
HeCOOTBETCTBUSA) BeOyLUMA MHCNEKTOp He3ameanuTenbHO WHgopMupyeT pykoBoauTens apmaueBTU4eckoro
nHcnektoparta (No TenedoHy, SNEKTPOHHOW NOoYTe MMM C MCNOMNb30BaHMEM WHbIX CPEACTB CBA3W B TeyeHue 24
4YacoB C MOMEHTa BbISIBNIEHUSA HECOOTBETCTBUSA), PyKOBOAUTENSA MHCNEKTUPYyEMOro cybbekTa n npu HeobxoaumocTu
npeanpuHUMaeT OencTBus, nNpeaycMOTPEeHHble CUCTEMOW KayecTBa hapMaLeBTUYECKOro MHCMekToparta
rocygapcTaa-yfieHa B COOTBETCTBUM C NYHKTOM 28 HacTosAwumx lNMpasun.

17. B cnyyae HeoOXoOMMOCTM B XO4E MHCMEKTUPOBaHWUS oOcyllecTBnaeTcs oToop npob (obpasuyos)
MaTtepuanos unu npoaykuun, KoOTOpble HanpaeBnAKTCA WHCNEKTUpyemMmbiM Cy6'beKTOM and MUCMbITAHUN B
ucnblTaTenbHyto nabopaToputo, ONpPefeneHHyl B COOTBETCTBMM C 3aKOHOAATENbCTBOM [OCy4apcTBa-uyreHa,
MMEILLYH KOMMNeTeHUMn B COOTBETCTBMM C 3aKOHOAATEesIbCTBOM rocyaapcCTB-YIIEHOB. |_|pl/l 3TOM CTOMMOCTb
00pasuoB KOMMEHcaLMM HEe NOASIEXMNT.

Pacxogpl, cBA3aHHbIE C NEPeBO3KOWN, COBEPLUEHNEM TaMOXEHHbIX onepauvin 1 npoBedeHNneM TaMOXEHHOro
KOHTpOMs B OTHOLLEHMW Npob (06pa3uoB) MaTepuanos U NPoayKUMW, NepemMeLlaeMbIX Yepes TaMOXEHHYIO rpaHmLy
Cow3a, a Takke npoBedeHMEM WuchbiTaHM Npob (oOpasuoB) HeceT MHCNEKTUpyembld cyObekT. BBo3 Ha
TamoxeHHyto Tepputoputo Cotosa oTtobpaHHbIX Npob (06pa3uoB) maTepuanoB M NPOAYKUMU OCYLLECTBASETCS B
COOTBETCTBMU C MeXAyHapoAHbIMW LOroBopamMm W akTamu, BXoaswwymu B npaso Colo3a, perynvpyrolmmm
TaMOXEHHble NPaBOOTHOLLEHNS, U 3aKOHOAATENBCTBOM FOCYAapCTB-YNIEHOB O TAMOXEHHOM PEryrnMpoBaHumn.

18. BegyLuuii MHCNEKTOP NO 3aBEPLUEHUN KaXKAOrO AHS MHCMEKTUPOBAHMS NPOBOAUT COBELLAHME C YneHamu
WHCMEKLUMOHHOW rpynnbl Anst obcyxaeHuss npeaBapuTenbHbiX HabnoaeHun, KoTopble MNpu HeEOBGXOAMMOCTU
obcyxpalTcss Takke C OTBETCTBEHHbIMU TMUAMM  MHCMEKTUpyeMoro cybbekTa. B crnyyae BO3HWKHOBEHUS
pa3Hornacuin YneHbl MHCMNEKUMOHHON rpynnbl AOMKHLI OTBETUTL Ha BOMPOCHI MpeACTaBUTENER MHCNEKTMPYEMOrO
cybbekTa. B cnyyae BbISIBNEHUSI HECOOTBETCTBUI, KOTOPbLIE MNaHUpyeTcs KnaccumumpoBaThb Kak KpUTUYECKUE,
BeOyLLMI MHCMEKTOP HE3aMeaNNTENbHO MHGPOPMMPYET 06 3TOM OTBETCTBEHHbIX MWL, MHCNIEKTMPYEMOTO CybbekTa.



MpencTaBneHHas OTBETCTBEHHbLIMM NULAMU MHCMEKTMPYeMOro cybbekta mHdopmauust o6 ycTpaHeHun B
XO[€e MpPOBELEHUSI WHCMEKTUPOBAHUSI BbISIBIIEHHbIX HECOOTBETCTBUN MNPUHMMAETCH WMHCMEKUMOHHOW TFpynnon K
CBEAEHMIO U MOANEXUT yKasaHWio B OTYETe B KAYeCTBE HECOOTBETCTBUIM C NMOMETKOM 06 WX yCTpaHeHWM B xone
npoBeAeHUst MHCMEKTUPOBAHWS.

(B pea. PeweHuns Coeta EQK o1 23.06.2023 N 66)

Ha 3akniounMTenbHOM coBellaHuu C OTBETCTBEHHbIMU NMLAMW MHCMEKTUPYEMOro cyObekTa ornallatoTcs
npeaBapuTenbHble UTOMM MO pe3ynbTaTaM MHCMEKTUPOBaHWUS C 06CY>XAEHNEM BbISIBNIEHHbIX HECOOTBETCTBUI AN
nocrieytoLleln NOAroTOBKN MHCMEKTMPYEMbIM CyObEeKTOM MriaHa KOpPEKTMPYIOLMX 1 Npeaynpexaaolmx 4encTBUm
(B cnyyae HeobxoanmocTh).

IV. NMopsaaok oT4eTHOCTH

19. BeayLwumii nHcnekTop obecneynBaeT cocTaBneHme oT4yeTa no oopmMe cornacHo npunoxeHuto N 5.

Ecnu B xope nHcnekTupoBaHus He GbIno BbIBNEHO HECOOTBETCTBUM, B rpadax 1 - 4 Tabnuubl pasgena 7
yactu |l otyeta ykasbiBaeTcs "He NPUMEHUMO", COCTaBnsETCA OTYET B 2-X 3IK3eMnnsgpax U noanucbiBaeTcs
BeAYLNM MHCMNEKTOPOM U YNeHamMn MHCMEKLMOHHOW rpynnbl B CPOK He no3gHee 30 kaneHaapHbIX AHEW C AaTtbl
3aBepLUEHUS NHCNEKTUPOBaHMS.

Ecnun 6binu BbISIBNEHbI TONBKO NpoYMe HECOOTBETCTBUS, B rpadax 5 - 7 Tabnuubl pasgena 7 vactu Il otyeTa
yKa3blBaeTCcsa "NMpu criegylolen NHCnekumnm", CocTaBnsaeTcs OTHET B 2-X 3K3eMnnApax v noanucbiBaeTca BeayLLUMm
WHCMEKTOPOM M YfeHaMM UHCMNEKLMOHHOW rpynnbl B CPOK He no3gHee 30 kaneHaapHbIX AHEN C AaTbl 3aBepLUEHUs
WHCNEKTMPOBAHMS.

(B pea. PeweHusa Coseta ESK o1 04.07.2023 N 74)

Ecnn B xope WHCMNEKTUpoBaHNA ObINN BbISIBIIEHDI Kputn4eckne m (I/U'IVI) CylecCTtBeHHble HECOOTBETCTBUA,
cocTaBndaeTcA.

yacTb | oT4yeTa B 2-X 3K3eMMnsipax U NoanucbiBaeTcs BeAyLUUM MHCMEKTOPOM WU YfieHaMU WUHCMEKLUOHHOWN
rpynnbl B Cpok He nosgHee 30 kaneHgapHbIX AHEN Co AHS 3aBepLUeHUst MHCMEeKTMPOBaHNS;

yacTb Il oTyeTa B 2-X 3K3emnnsaApax u nognucbiBaeTcsl BegyLMM MHCMEKTOPOM M YNleHaMN MHCMNEKUMOHHOM
rpynnel B cpok He nosgHee 30 KaneHAapHbIX AHEW C AaTtbl NPeACTaBlEHUsS UHCMEKTUPYEMbIM CyObekToM nnaHa
KOPPEKTUPYIOLLMX W Npegynpexpalolwmx OencTBUM M oTyeTa O €ro BbIMONHEHMW (Janee - OTBET) MU
OOKYMEHTarbHbIX CBMAETENbCTB YCTPAHEHUS] BCEX HECOOTBETCTBUIM B COOTBETCTBUM C MYHKTOM 23 HACTOSILLMUX
MpaBun vnu Ha 61-n KaneHoapHbIN OeHb C AaTbl MOMYYeHUs MHCNEKTUpyeMbiM CyObekToM 4vactu | oTyeTa B
cnydae HenpeacTaBneHNst MHCNEKTUPYEMbIM CYOBEKTOM MaHa KOPPEKTUPYHOLLUX U NpeaynpexaaroLmnx 4encTBunm,
oT4yeTa O €ro BbINOSIHEHWUM U JaHHbIX, CBUAETENbCTBYHOLWNX 00 YCTPaHEHUN BbISIBIIEHHbIX HECOOTBETCTBUI B CPOK,
YCTaHOBMEHHbIN NyHKTOM 23 HacToswwmx MNpasun.

B cny4yae 0T6opa |'|po6 (O6pa3LI,OB) MaTtepuanoB nnn npoaykunm cpokK COCTaBlieHUA OT4eTa UcHUCnAeTcd C
0atbl nony4yeHna seaymnmm MHCNEKTOPOM pe3ysibTaToB UX MCcNbITaHWN.

OauH oak3emnnap otyeta (4actm | wnm yactm 1l) HanpaBndeTca MHCNekTMpyemomy cybbekty (c
CONpoBOAUTENbHBLIM MMCbMOM) He no3gHee 3 pabounx gHew € AaTbl ero NOANMCaHns, BTOPOMN 3K3eMMMsp XpaHMTCs
B apxuBe dhapMaLeBTMYEeCKOro MHenekTopaTa.

¢'apMaU,eBTVI‘-IeCKVIIZ WHCMNEKTOopaT npencrtaBndeT Konmw oT4yeTa B ynOﬂHOMOHeHHbIVI opraH no MmecTty cBoero
pacnonoxeHud.

OTBETCTBEHHOCTL 3a OOCTOBEPHOCTb pe3ynbTaToOB UHCNEKTUPOBaHUA, U3JOXEHHbIX B OTYEeTe, BO3Naraetcd

Ha hapmMaLeBTUHECKMX UHCMEKTOPOB.
(B pea. PeweHusa Coseta ESK ot 23.06.2023 N 66)

V. I'Iocnenyrou.me AencTBUA no pe3ynbTaTaMm MHCNEeKTUpoBaHUA

20. Ecnn B xone WHCMNEKTUpoBaHUA ObINN BbISIBIEHDI npo4yne HecooTBETCTBUA, NpPpU NpoBeaeHUn cne,u,yrou.l,eﬁ
MHCNEeKUNN MHCNEKUMOHHAaA rpynna ocyLwecTBideT B TOM HYMUChe:

OLIEHKY NnaHa KOppeKTUPYIOLWMX 1 npeaynpexaalwmnx AenCcTBUN;



OUEHKY OT4eTa O ero BbINOJIHEHUN.

21. Tlpov3BOACTBO J1IEKapCTBEHHbIX CPEACTB TMpuU3HaeTcsl COOTBETCTBYWOWMM TpebGoBaHusM [paBun
HagJsiexallei NPou3BOACTBEHHOWM NPaKTVKM B OOHOM U3 CriefyHoLmnx CryyYaes:

OTCYTCTBME HECOOTBETCTBUM;
OTCYTCTBME KPUTUYECKUX U CYLLIECTBEHHbIX HECOOTBETCTBUN;
yCTpaHeHne BCeX KPUTUYECKUX U CYLLLECTBEHHbIX HECOOTBETCTBUI MO pe3ynbTaTtaM OLLEeHKU OTBEeTa.

22. pounsBoACTBO JeKapCTBEHHbIX CPeACTB MPU3HAeTCs He COOTBETCTBYWOLWMM TpeGoBaHusam [MpaBun
HagJsiexallein Npon3BOACTBEHHOM NPaKTUKM B OAHOM U3 CreAyoLWmnX Cry4aes:

ecnn B OT4yeTe NOo pedyibTaTaM MHCNEKTUPOBAHUA YCTaAHOBIEHbI KPUTUYECKUE WU (I/IJ'II/I) CyuwleCTBEHHbIE
HEeCOOTBETCTBUA,

Mpu HEeyCTPaHEHUN BCEX KPUTUYECKNX N CYLLECTBEHHbIX HECOOTBETCTBUIA NO pe3yrnbTatam OLEHKN OTBETa;
npv HenpeacTaBneHnn OTBeTa B CPOK, YCTAHOBMEHHbIN NMyHKTOM 23 HacToswwmx MNpasun;

B CryyYae NpensaTCTBOBaHWS B OCYLLECTBIIEHUM MHCMNEKTOPOM Npas, YCTAHOBMEHHbIX MyHKTOM 15 HacTosAwmx
Mpasun.

23. B cnyyae ecnv npu MpoBEOEHUN WHCMEKTUPOBAHUSI ObiM YCTaHOBMEHbI KPUTUYECKME W (MNnK)
CYLLECTBEHHbIE HECOOTBETCTBUS, MHCNEKTUPYEMbIV CyObEKT He no3gHee 60 kaneHAapHbIX AHEN ¢ AaTbl NOAYyYeHUs
yactu | oTyeTa HanpaBnseT B hapMaLUeBTUYECKUI MHCMEKTOpaT OTBET C NPUMOXEHUEM MIlaHa KOPPEKTUPYIOLLUX U
npegynpexaarwmx OenUCcTBUiA, OTYETA O €ro BbIMOMHEHUU U OaHHbIX, CBUAETENbCTBYHOLWMUX 06 YCTpaHeHUn
BbISIBNIEHHbLIX HECOOTBETCTBMUIA.

24. NHCnekunoHHasa rpynna ocyLLecTBRSET OLEHKY coaepxallencs B OTBETEe MHGOPMaLMM U MOATOTOBKY
yacTtu |l otyeTa B nopsgke, yctaHoBrneHHOM pasgenom IV HacToawmx MNpasun.

VL. Mopsaaok Bbigayn, BHECEHUA U3MEeHEeHUW, NPUOCTaHOBIIeHUs, BO30GHOBIIEHUA U NpeKpalleHnsA
aencreusa ceptucdmukara

25. YNOMHOMOYEHHbIN oOpraH (opraHuM3aumsi) rocygapcTBa-dneHa obecneumBaeT Bblgady, BHeceHue
M3MEHEHWW, MpUOCTaHOBMEHNe, BO30OOHOBNEHWE, nNpeKkpalleHne [encTBusa ceptudukata no pesynbTaram
NHCMEKUNN.

Mo 3asBneHwo, npeacTaBleHHOMY 3adBUTENEeM, C  NPUNOXEHWEM  OOKYMEHTOB  (MX  Konui),
NOATBEPKAALIMX HEODOXOOUMOCTb BHECEHUS U3MEHEHUN, He TpebyoLwmx NpoBeAeHUs MHCMEKUMU (M3MEHeHue
HaMMEHOBaHUSA PUANYECKOro nuua Mpou3BOAUTENS UMM HaUMEHOBaHWS MPOM3BOACTBEHHOM MNNOLAAKW,
OpraHM3aunoHHO-NPaBoBoN PopMbI IOPUAMYECKOrO NLa NPon3BoANTENs, agpeca NPON3BOACTBEHHOW NIOLaaKu
6e3 cMeHbl ee (PaKTUYECKOro MECTOHaxXOXAEHUs, UCNPaBreHe oneyaTok), B Cpok He bonee 20 pabouux gHen ¢
AaTbl NOAAaYM YKa3aHHOro 3asBrneHns MoryT 6biTb BHECEHbI U3MEHEHUs B cepTudmkaTt ¢ CoxpaHeHneM ero Homepa,
Aatbl (neprvoga) MHCNEKTUPOBAHWSA N CPOKOB AEWCTBUS C BHECEHMEM aKTyarnbHON UHopmaunm B 6a3ax AaHHbIX
YNOMMHOMOYEHHbIX OpraHoB (OpraHu3auun) rocygapcTB-UNEHOB U UHTErPUPOBAHHOW MHEAOPMALMOHHOW CUCTEMBI
Coto3a.

26. B cnyyae npusHaHusa NMpoM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB COOTBETCTBYHOLLMM TpeboBaHMAM MpaBusi
Hagnexalleh Npou3BOACTBEHHOW MNPaKTUMKWU, YMOMHOMOYEHHbIA OpraH (opraHusauusi) BbldaeT cepTudukaT no
dopme cornacHo npunoxexHuto N 6 (Ha 6naHke ynorlHOMOYEHHOIO opraHa (opraHusaumm) rocygapcrea-yneHa) He
nosgHee 10 pabounx [HENW CO [OHA TMPUHATUS peLleHus O Bblgave cepTudumkata B COOTBETCTBUM C
3aKoHO4AaTeNbCTBOM rocygapcTBa-yneHa.

CepTudmkaT oTpakaeT cTaTyc NpPOU3BOACTBEHHOW NMOLWAAKM Ha Mepuod NPOBEAeHMS MHCTEeKUMH,
pacnpocTpaHsAeTCA Ha YyKasaHHble B HEM JleKapCTBeHHble (OpMbl UM NPOU3BOACTBEHHbIE —oOrnepaumun
(Npon3BOACTBEHHYIO OEATENbHOCTL) U ABNAETCA OOKYMEHTOM, CBUAETENbCTBYIOLWMM O CTaTyce COOTBETCTBUS.
Cpok OeincTeua cepTudumkata He MOXeT npeBblaTb 3 roga C OaTbl 3aBeplUeHUsl MHcnekTupoBaHus. Cpok
Aencteus ceptudmkata MoOXeT BbiTb COKpalleH MNPy UCMOMb30BaHWM COOTBETCTBYIOLLMX MPUHLUMNOB YrNpaBrneHus:
puckamy B COOTBETCTBMM C CMCTEMOM KadyecTBa (papMaLeBTUYECKOro WHchekTopaTta, npu  Hanmuuu



COOTBETCTBYIOLLEN 3anncu o6 aToM B cepTudumkaTe.

27. OcHoBaHMeM Onst OTKasa B Bblgaye CepTVId)VIKaTa ABINAETCA NpuU3HaHMe nNpon3BoACcTBa JieKapCTBEHHbIX
cpencTB He COOTBETCTBYHOLLMM Tpe6OBaHVI$-|M I'lpanu'l Hagnexatwlen I'IpOVI3BO,EI,CTBeHHOI7I NPaKTUKn.

B cnyyae oTkasza B Bblgade cepTudumkata YNoNHOMOYEHHLIN oOpraH (opraHu3auus) ysegomnsieT
WHCNEKTMPYEMOro cybbekTa B Mopsiike, YCTaHOBNEHHOM 3aKOHOA4ATENbCTBOM rocydapcTBa-yneHa, U B CPOK He
nosaHee 10 pabounx AHeW OT AaThbl NPUHATUA pelleHnsa 06 oTkase B Bblaaye cepTudukaTa.

28. B cnyyae BbisIBNeHWs nNpy NpoBeAEeHUM MHCMNEKTUPOBAHWSA KPUTUYECKUX HECOOTBETCTBUM TpeboBaHWUsIM
MpaBun Hagnexawenm nNpou3BOACTBEHHOW  NPaKTUKM  apMaLeBTUYECKUA  MHCMEeKTopaT  HanpaBnseT
YNOMHOMOYEHHOMY OpraHy (opraHmsaumu) rocyaapCTBa-yUneHa nMCbMeHHOe YBeAOMIMEHNE O BbISIBMIEHHbIX
HECOOTBETCTBUAX. YMNOMHOMOYEHHbIN OpraH (opraHu3auus) rocygapcTBa-yrnieHa MOXeT MNPUHATb pelleHne o
NPUOCTAHOBIIEHUN UMW MpPEKpaLLeHM OENCTBUS paHee BblOAaHHOro cepTudumkaTa, 0 Yem He no3gHee 5 paboumx
OHen ¢ naTbl 3aBEPLUEHNA MHCNEKTUPOBAHWUS NMUCbMEHHO YBEOOMMSIET NPOUHCNEKTUPOBAHHOMO CyOBbEKTa, a Takke
YNOMHOMOYEHHbIE OpraHbl (OpraHM3aLmmn) apyrux rocyaapcTB-yuneHoB u EBpasniickyto 9KOHOMUYECKYH KOMUCCUIO.

29. PelueHne 0 BO30OHOBNEHUN OENCTBUS paHee NpnoCcTaHOBIIEHHOIO CepTVICpVIKaTa npuHNMaeTCcA:

Nno uTOram pacCMOTPEHMS MNIiaHa KOPPEKTUPYKOLMX W Npedynpexjarlmx OencTBuin, otyeta O ero
BbINOSIHEHUN N CBUOETENBLCTB YCTPAHEHMWS BbISIBIIEHHBIX HECOOTBETCTBUI B NOPSAKE, NPeAYyCMOTPEHHOM MyHKTaMM
23 n 24 HacToswumx MNpasun;

npu Nosny4YeHUn OT YMOJNIHOMOYEHHOro opraHa (opraHu3aumun) Opyroro rocygapcrea-yneHa uHdopmaumm no
UTOram pacCMOTPEHUSI MlaHa KOPPEKTUPYIOLWMX M Mpeayrnpexaatolmx OeUCcTBUA, oTYeTa O €ro BbIMOSIHEHUN U
CBMOETENbCTB YCTPaHEHWs BbISIBIEHHbIX HECOOTBETCTBUIA.

30. YNonHOMOYeHHbLIN opraH (opraHusauuns) rocygapcTsa-yneHa MpUHMMaeT pelleHne O npekpalieHun
AEeNCTBUS paHee BblAaHHOro ceptudukaTa B crnyyae:

OTKa3a MHCNeKTupyemoro Cy6'beKTa OT NPOXOXOEeHUA MHCnekunn no Tpe6OBaHI/IIO YNONMHOMOYEHHOro opraHa
(opraHusauun);

HeobecneyeHusi UHCMEKTUPYEMbIM CyOHLEKTOM NPOBEAEHUS UHCMEKUMKU No TpeboBaHWMI0 YNOHOMOYEHHOTO
opraHa (opraHusauum);

OTkasa B Bblgaye cepTudukaTa YMNOMHOMOYEHHbIM OpraHom (opraHusauumen) rocygapcTBa-vneHa
cbapmaueamqecmﬁ MHCNEKToOpaT KOTOPOro BbINONHAN WHCNEKTUpoBaHMe wunn ynornHOMOYEeHHbIM OpraHom
(opraHusauuen) gpyroro rocyaapcrea-yneHa.

31. B cnyyae ecnv WHCMEKTMPYeMbI CyObekT obxanyeT pe3ynbTaTbl MHCMEKLUM, PACCMOTPEHMWE Xamnob
(anennsumit) bapMaLEeBTUYECKUM WMHCMEKTOPATOM OCYLLECTBMSIETCA B MNOPSOKE WM CPOKM, YCTAHOBMEHHbIE
cUcTeMOl kauecTBa hapMaLleBTUYECKOrO UHCMEKTOPATA M 3aKOHOAATENBCTBOM rOCYAapCTB-UNEHOB.

Mopava kanob (anennsumin) Ha pelueHnst hapmMaLeBTUYEeCKOro MHCMeKTopaTa OCYLLECTBISIETCS B Nopsiake,
yCTaHOBMEHHOM 3aKOHO4ATEeNbCTBOM rOCY4apCTB-4S1EHOB.

32. CBefgeHuss O BblgaHHbIX cepTudukaTax u ceptudukaTax, AENCcTBME KOTOpPbIX MPUOCTAHOBIIEHO,
BO30OHOBNEHO UMW MpPEKpaLLeHO, CBEOEHUS O BHECEHWM U3MEHEHWA B cepTudmkatbl pa3meluarTca B Gasax
OaHHbIX YMONTHOMOYEHHbLIX OpPraHoB (OpraHv3auui) rocyaapCTB-YNEHOB M MHTErpUPOBAHHON WMHEOPMALMOHHON
cuctembl Cotosa.

33. [llpoBegeHue (papmaLeBTMYECKMX WHCMAEKUMA C UCMONb30OBaHMEM CPeacTB  OUCTaHUMOHHOro
B3aMMOAENCTBUA OCYLLIECTBISETCA B NOPSAKE corflacHo npunoxeHuto N 7.
(n. 33 BBegeH PeweHnem Coseta ESK o1 04.07.2023 N 74)

Mpunoxexue N 1
k MNpaBvnam nposefeHus



hapmaLeBTUYECKMX UHCMEKLIA

(dopma)

IIPOT'PAMMA
MHCIEeKTHMPOBAHMUSI IIPOMBBOACTEBA JIEKAPCTBEHHHX CPencTB

(HamMeHOBaHUeE npegrpmnaTma n MHCHeK‘I‘MpyeMOIZ HpOMBBO,JIC‘I‘BeHHOIZ IJjiomanokm,

CTaIuy NPOM3BOACTBa, KOHTPOJA KadecTBa, JIEKAPCTBEHHOM (QOPMEL)
Ha COOTBETCTBMe TpebOoBaHMAM IlIpaBMyl HaOjexallell NPOMU3BOIOCTBEHHOM MNPaKTUKM
EBpasulickoro 3KOHOMUUECKOT'O COK3a
. OcHOBaHMe IJid HNpOBeleHMA GapMalLeBTUUECKOM MHCIEKLUU
. lenn dapMaleBTUUECKOM MHCIEKLUN
. ObiyacTe bapMalleBTUUECKOM MHCIIEKLMUU
. JaTa M MeCTO MHCHEKTMPOBAaHUA
. CocTrap MHCIEKLMOHHOM I'DYIIILL
. OOBexTH MHCIEKTUPOBAHMA (B COOTBETCTBMM C paszejamu [IpaBuil Hajexaley
NPOM3BOANCTBEHHOM MNPaKTUKM EBPa3UNMCKOTO 3KOHOMUUECKOT'O COK3a, YyTBEPXIESHHEIX
Pemenvem CoBeTa EBpa3uMCKOM 3KOHOMMUECKOM KOMMCCHUM OT 3 Hoabps 2016 r. N
77)

1
2
3
4
5
6



YacTb |. OcHoBHEIE TpEGOBaHUSA

1. dPapmaueBTU4ecKas cmcTema KkadecTea

PykoBOACTBO NO KayecTBy

OTBETCTBEHHOCTb U 06583aHHOCTM PYKOBOACTBA

/AHanM3 co CTOPOHbI PYKOBOACTBA

Cuctema paboThbl C NOCTaBLUMKAMM M NOAPSAYMKAMN

Cuctema ynpasneHna nsmeHeHnamm

Cuctema ynpasneHna OTKNOHEeHUAMU N HECOOTBETCTBUAMU

Cuctema KOppeKTUPYOLLIMX U Npeaynpexaatolmnx oencTsmnm

Cuctema Bbinycka npoaykumu B obpalleHue

OB630pbl KayecTBa NPoayKUUM

Cuctema ynpaBJlieHUAa pUuckamu ana Kkadecrtea

2. MepcoHan

OpraHusaunoHHas CTpykTypa

KnioueBor nepcoHan

Cuctema obyyeHust

MMrneHa nepcoHana

KoHCynbTaHThI

3. NomeLueHus n obopygosaHue

[MpoeKT 1 kBanudukauus nomMeLLeHnn, 060pyJ0BaHNS U MHXEHEPHBIX CUCTEM

MOHUTOPUHT, 04MCTKa 1 06CRyXMBaHWE

Cknagckue, Npon3BOACTBEHHbIE Y BCMOMOraTesibHble 30HbI

BOHbI KOHTPOISA KayecTBa

4. JokymeHTauums

YHpaBneHme p,oxymeHTaumeVl N 3anncamMmm

XpaHeHne JOKYMEHTOB

Mpoueaypbl 1 3anncu

5. [pon3BoACTBO

MpegoTepalleHne NepekpecTHON KOHTaMUHaLMK

Banvgaums npoueccoB 1 npoueayp 04UCTKU

McxogHble n YNakoBOYHbIEe MaTepuanbl

TexHOnorn4ecknn NpoLecc 1 KOHTPOIIb B Npouecce Npou3BoacTea

YnakoBka

npOVISBOLI,CTBeHHaFI AOKYMeHTauuna 1 3anncum

oTOBas npoaykuma: XxpaHeHne n peann3auma

O6palleHne ¢ HECOOTBETCTBYHOLEN NPOAYKUNEN

6. KOHTpOnb KayecTBa

Cuctema KOHTpOIs KayecTBa

[JoKyMeHTauunsa no KOHTPOSI0 KavyecTBa

OT160p Npob (o6pasuyoB)

Mocypa, peakTvBbl, CTaHAAPTHbIE 06pasubl

NpoBegeHne ucnblTaHum

OoOoOon OooooooOo ooo Oooo Ooooo OoooOooooE:c




Mpoueaypa npy nonyyYyeHnn pesynbTaToB, OTKIOHAKLWMXCA OT cneumdukaumi (tpebosanun) (O0S (OOT))

KoHTponbHble N apxyBHble 06pasLbl

Mporpamma TekyLiero nccnegoBaHusa ctTabunbHOCTH

Banugauusa n TpaHcep MeToaMK UCNbITaHUN

7. JesAtenbHOCTb, NepeaBaemasi 45 BbINOMHEHUS APYrOMY fnLy (ayTCOPCUHI)

8. MpeTeH3un, gedekTbl KA4eCTBa U OT3bIBbl NPOAYKLMM

9. CaMmounHcneKkums

HacTb Il. OcHOBHble TpeboBaHUSA K aKTUBHBLIM (bapMaLeBTUYECKUM CyBCTaHLUMAM, NCNOMb3yeMblM B Ka4ecTBe
MCXOOHbIX MaTepunanos

HacTb |ll. JokymeHTbl, cBA3aHHbIe ¢ [1paBunammn Hagnexatuen npon3BOACTBEHHON NpakTukn EBpasuninckoro
9KOHOMMYECKOro co3a

Mpunoxexne N 1. TpeboBaHWs K NPOU3BOACTBY CTEPUIbHBIX NTEKAPCTBEHHbIX CPEACTB

Mpunoxexne N 2. TpeboBaHWsa K NPOU3BOACTBY BUONOrMYECKUX (B TOM YnCrie MMMYyHOBUONMOrMYecKkmx)
AKTMBHbIX dpapmaLeBTUHECKMX CyOCTaHUMI 1 NNeKapCTBEHHbIX NpenapaToB Ans MeAMUMHCKOro NpUMeHeHus

Mpunoxexune N 3. TpeboBaHUs K NPOM3BOACTBY paanodapMaLeBTUYECKNX NTEKAPCTBEHHBIX CPEACTB

Mpunoxexune N 4. TpeboBaHUs K NPOU3BOACTBY BeTEPUHAPHBIX NTEeKapCTBEHHbIX CPeacTB (Kpome
MMMYHOGMONMOrMYECKNX BETEPUHAPHBIX JIEKAPCTBEHHbIX CpeacTB)

Mpunoxexue N 5. TpeboBaHUs K NPOU3BOACTBY MMMYHOOMOMOMMYECKUX BETEPUHAPHbBIX JIEKAPCTBEHHbIX
cpeacTs

MpunoxeHne N 6. TpeboBaHMsA K NPOM3BOACTBY MeQMLMHCKUX ra3oB

Mpunoxexune N 7. TpeboBaHUsi K NPOU3BOACTBY JIEKAPCTBEHHBIX PACTUTENbHbIX NpenapaTos

Mpunoxexune N 8. TpeGoBaHusi K 0TGOPY NPOG MCXOOHbIX M YNAKOBOYHBIX MaTepuanoB

Mpunoxexue N 9. TpeboBaHWs K NPON3BOACTBY XUOKNX N MATKUX NTEKAPCTBEHHbIX hopMm

Mpunoxexue N 10. TpeGoBaHNsA K NPOM3BOACTBY A03UPOBaHHbIX a3P030JIbHbIX NeKapCTBEHHbIX NpenapaToB
nof AaBneHnem Ans MHransuumn

MpunoxeHne N 11. TpeboBaHMs K KOMNbIOTEPU3NPOBAHHBLIM CUCTEMAM

|_|pI/IJ'IO)KeHVIe N 12. Tpe6OBava K MCMOJ1b30BAHUIO NOHU3NPYOLWEro n3ny4eHuna B npon3BoacTee
NMEKapCTBEHHbIX MpenapaToB

MpunoxeHne N 13. TpeboBaHMs K NEKApPCTBEHHbLIM MpenaparamM Ans KNMHUYeCcKnx uccnegoBaHum

Mpunoxexne N 14. TpeboBaHMsA K NPOM3BOACTBY JIEKAPCTBEHHbLIX NPenapaToB, Noy4aeMbIX U3 JOHOPCKON
KPOBU unu nnasmebl

Mpunoxexue N 15. TpeboBaHusa K KBanudukaumm 1 sBanugauum

MpunoxeHne N 16. TpeboBaHMSA kK NOATBEPXKAEHMIO YNTONTHOMOYEHHBIM TMLOM COOTBETCTBUS CEpUA
NPOAYKLUUM C LieNbio ee Bbinycka

Mpunoxexne N 17. TpeboBaHuMs K BbiNycKy N0 napaMeTpam

Mpunoxexne N 19. TpeboBaHMs K KOHTPOIbHbIM M apXMBHBIM O0bpasuam

oo oo oo oo ooooOo o oo od 0o ooooooOo;

7. 'padmk NpoBefeHNs MHCNEKTUPOBaHUA

HaTa,
Bpems <*>

OTan npoBeAeHNst MHCMEKTUPOBaHNS <**> ®©.1N.0. nHcnekTopa (MHCNEKTOPOB)

1. BctynutensHoe coBellaHue




. O3HakoMneHVe ¢ cUCTEMOM KayecTBa

. OCMOTp CKNNagcCKmnx n npon3BogCcTBeHHbIX 30H

. OCMOTp NHXEHEPHbIX CUCTEM N BCNOMOraTesibHbIX 30H

. OcMOTp 30H KOHTpOMS KayecTBa

. I'IpOBepKa OOKYMEeHTauunn CUCTEMbIl KavyecTBa

. MpoBepka gokyMeHTaumMm no oby4YeH1Io 1 TMrMeHe nepcoHana

. MpoBepka Npon3BOACTBEHHOW JOKYMEHTaLUN

OV [W[N

. I'IpOBepKa OOKYMEeHTauMn No KOHTPOJIK0 Ka4veCTBa

10. CoBelyaHne MHCNEKLMOHHOW rpynnbl

11. 3aknounTenbHoe coBeLllaHne




<*> Yycno gHen (I'IpOﬂ,Oﬂ)KVITeJ'IbHOCTb) MHCNEeKTUPOBAHUA MOXET BapbnpoBaTbCA B 3aBUCMMOCTU OT TUNa "
CITOXHOCTU Npon3BoAcCTBa JiIeKapCTBEHHbIX CPeACTB.

<**> [pmMBeaeHO NpMMepHOe coaepXXaHue aTanoB NPOBEAEHNS] MHCMEKTUPOBAHUS.
Moanuck MHcnekTopa (MHCMEKTOPOB) COCTABUBLLENO NpOrpaMmy

Hata nognucanna "_" 20 .

Mpunoxexue N 2
k NMpaBmnam npoBeaeHus
dapmMaLeBTNYECKUX MHCNEKLNIA

CNy4YAn
MPOBEAEHUA MHCNEKTUPOBAHUA C NCIMONBb3OBAHVMEM CPEACTB ANCTAHLIMOHHOIO
B3AMMOJENCTBUA (HAMNPUMEP, MOCPEACTBOM AYANO- NN BUOEOCBA3N)

(B pea. PeweHusa Coseta EOK ot 23.06.2023 N 66)

1. [JonyckaeTcs Mo pelleHuio dapmaLeBTUYEeCKOro WHCNekTopata NpoBeAeHVWEe WHCMNEKTUPOBaHUSA C
MCNoNb30BaHNEM CPEACTB AUCTAaHLMOHHOIO B3aMMOAENCTBUS (Hanpumep, NocpeacTBOM ayamo- Unu BUOEOCBA3M)
B COOTBETCTBUM C akTamu opraHoB EBpa3minckoro 3kOHOMUYECKOro Coo3a B CrieayoLLmX criyvasx:

(B pea. PeweHusa Coeeta ESK ot 23.06.2023 N 66)

a) yrposa BO3HVWKHOBEHWS, BO3HUKHOBEHME U NUKBUOALNS Ype3BbIYaHON CUTyauumn u (Unu) BO3HUKHOBEHNE
yrpo3bi:

pacnpoCcTpaHeHnd annaeMmn4ecknx 3aboneBaHui, npeacTaBNALWNX ONaCHOCTb AJ1A OKPYXakoLunX;

3aboneBaHWn 1 MNOpaXXeHW, MONyYeHHbIX B pe3ynbTaTe BO3AEUCTBUS HEOMaronpusATHbIX XMMUYECKMX,
6uonornyecknx, pagnaumnoHHbIX hakTopos.;

6) BO3HMKHOBEHUE OOCTOATENBLCTB Hel'lpeO}J,OJ'II/IM017I cunbl UM He 3aBUCAWKMX OT BOJIN CTOPOH
0obCTOATENLCTB, KOTOpble HEeCYT Yyrposy npuyYnHeHUA Bpeda XU3HM U 300pOBbH MHCMNEKTOPOB (HaI'IpI/IMep, no
noNnmMTn4eCKNMM, MeaNLMHCKUM UIMN NHBIM I'Ipl/l‘-IMHaM).

2. Tepen HavanoM WHCNEKTUPOBAHMS, MNPOBOAUMOINO C MUCMOMb30BaHWEM CPeACTB  AWCTaHLMOHHOMO
B3aMMOAEWCTBUS, OpraHvM3auuns-npon3BoOAMTENb OOMKHA NMOATBEPAUTb AaHHblE reonokaumu (LUMpOoTy, AONroTY)
pacnonoXeHWs NPOU3BOACTBEHHOM MMOLLAAKM.

(B pea. PeweHusa Coseta ESK ot 23.06.2023 N 66)

MpunoxexHne N 3
k MNpaBunam nposefeHus
hapmaLeBTUHECKNX MHCIEKLNIA

NEPEYEHb
NeKapCcTBEHHbIX CPEACTB, NPOM3BOAUMbIX (MIAHMPYEMbIX K NPOU3BOACTBY) Ha NPOM3BOACTBEHHOMN
nnouwaake MHCNEeKTUPyeMoro cyobekTa



ToproBoe HanMeHOBaHWe
nekapcTBEHHOro npenapara u
(vnn) HaumeHoBaHWe
dhapmavLeBTMYECKON cyOcTaHUmMmn

MexayHapogHoe HenaTeHTOBaHHOE
HavMeHOBaHWe U rpynnUPoOBOYHOE
(xMMnyeckoe) HanmeHoBaHne
neKapCTBEHHOrO npenapara u (1nm)
dhapmavneBTMYeckon cyocTaHumm

JlekapcTtBeHHas dopma,
A03MpoBKa (Npy HanNu4nm)

PeructpauunoHHoe yaoctoBepeHue,
Jarta Bblga4yun, CPOK AeNCTBUA
(peectpoBas 3anuck), Aata
BKIMIOYEHUSA B peecTp ANsi aKTUBHON
hapmaueBTUHECKOWN CyOCTaHLUMMK
(Mpu Hanu4nn)

Tun npoaykumm (ykasbliBaeTcs B
COOTBETCTBUM C NPUNOXKEHNEM
N 3 k HacTosieMy NepeyHto)

rlpl/IJ'IO)KeHI/IFI N 1 1 2 aBndaTCa HEOTHLEMSIEMOWN Y4acTbio I'IepeqHﬂ JIEKapCTBEHHbIX CpeacTB, MNMPOM3BOAUMMbIX Ha I'IpOVI3BOﬂ,CTBeHHOI7I nnowagke
npounssoaunTena nnm MHOCTpaHHOro npomnssoanTens, B OTHOLWWEHNN KOTOPOIro npomn3BognTcAa MHCNEKTUpoOBaHME.

[ata coctaBnenuns "__

20 r.

PykoBogutens npeanpusatms (YNONIHOMOYEHHbIV NPeacTaBUTENb)

(BOmMKHOCTD)

(noanuce) | M.

(pacwmndposka)

NMEPEYEHb
KOAOB NPOU3BOACTBEHHbIX ONepauuii U BUAOB MMNOPTa NIeKapCTBEHHOW NPOAYKLUMN

MpunoxeHue N 1

k NepeyHto nekapCcTBEHHbIX
cpeacTB, NPOM3BOANMbIX
(MnaHnpyeMbIix K NPON3BOACTBY)
Ha NPOW3BOACTBEHHON Nrowajke
WHCNEKTNpyeMoro cyobekTa

[Mpon3BoaCTBO M KOHTPOMb KavyecTBa
(Hy>XHOE OCTaBWTb)

Kog |

HanmeHoBaHne

1. MNpon3BoACTBEHHbIE Onepauny - nekapcTBEHHasi NPoayKLUmUs

1.1 CtepunbHas npogyKums

1.1.1 MNpounsBogmMmMas B acentuyeckux ycrnosusix (onepaunm obpaboTkm Ans criegyowmx nekapCcTBeHHbIX popm):

1.1.1.1 )ugkune nekapcTBeHHble opmbl 60bLLIOro ob6vema

1.1.1.2 Xugkue nekapcTBeHHble opmbl Manoro obbema

1.1.1.3 nuodwmnusatsl

.1.1.4 TBepable nekapcTBeHHblIe POPMbI 1 UMMMNAHTAaThI

1
1

.1.1.5 msrkue nekapcTBeHHble PopMbI




1.1.1.6 npoyas npoayKLumMs, NPOn3BoANMas B aCeNTUYECKUX YCNOBUAX (ykasatb)

1.1.2 NogBepraemasn puHULLIHON cTepunusaumm (onepaumm o6paboTkm Anga cnegyowmnx NekapcTBEHHbIX POpPM):

1.1.2.1. Xngkme nekapcreBeHHble hopmbl 60nbLOro obvLema

1.1.2.2. xugkune nekapcTeeHHble opmMbl Manoro obrema

1.1.2.3. TBepAble nekapcTBeHHbIE (POPMbl M MMNMIAHTaThI

1.1.2.4. markne nekapcTBeHHbIe POpMbl

1.1.2.5. npoyas npoaykums, nogsepraemas QUHULLHOW CTepunusaumnm (ykasatb)

1.1.3 BobinyckaroLmi KOHTPOMb KavyecTBa (CepTudukaums cepum)

HecTtepunbHas npogyKkums

1.2.1 HecTtepunbHas npoaykums (onepaumm o6paboTkm Ang cnegyowmx nekapcTBEHHbIX OpM):

1.2.1.1 kancynbl B TBEpAON obonoyke

1.2.1.2 kancynbl B Msirkor o6onoyke

1.2.1.3 xeBaTenbHble NeKkapCcTBeHHbIE POPMb

1.2.1.4 nmnperHnpoBaHHble NeKapCTBEHHbIE POPMb

1.2.1.5 xunakve nekapctBeHHble POpPMbl AN HAPYKHOrO NPYMEHEHS

1.2.1.6 xxngkme nekapctBeHHble POpMbl AN BHYTPEHHENO NPUMEHEHNS

1.2.1.7 meguuuHcKMe rasbl

1.2.1.8 npoyne TBEpAble NeKapCTBEHHbIE POPMbI

1.2.1.9 npenapatbl, HaxogsLWmMecs No4 AaBNEeHUEM

1.2.1.10 pagnoHyknugHble reHepaTopbl

1.2.1.11 msArkme nekapcTBeHHble (PopMbl

1.2.1.12 ceum (cynnosutopum)

1.2.1.13 TabneTku

1.2.1.14 TpaHcaepMarnbHble MacTbipy

1.2.1.15 npoyas HecTepunbHas NpogyKums (ykasatb)

1.2.2 Bbinyckalowwmi KOHTPOrib (cepTudpmkaumsa cepmm)

Bronoruyeckas nekapcTBeHHasi NpoayKLms

1.3.1 bronornyeckas nekapcTBeHHas NPOAYKUUS:

1.3.1.1 NpoayKTbl KPOBM

1.3.1.2 ummyHobronornyeckasa npogyKums

1.3.1.3 npoayKumMsa Ha OCHOBE COMAaTMYECKMX KNeToK (MPOoAYyKUUS Ans Tepanuy COMaTMYeCKUMU KNneTKamm)

1.3.1.4 reHoTepaneBTMYECKas NpoayKums

1.3.1.5 BuoTexHonornyeckas npogyKums

1.3.1.6 npoaykums, BblgeNeHHasi U3 XXMBOTHbLIX MCTOYHUKOB UJTM OPraHoB (TKaHeW) YenoBeka

1.3.1.7 TKaHenHxXeHepHas NpoAyKums (NPoayKums TKAHEBOW MHXEHEPUN)

1.3.1.8 npoyas buonornyeckas nekapcTBeHHas NpoayKuuns (ykasatb)

1.3.2 Bbinyckatlowmii KOHTPOrib KayecTBa (cepTudukaums cepuu) (mepeyvyeHb BUAOB NPOayKUMK):

1.3.2.1 npoayKTbl KPOBU

1.3.2.2 ummyHobmonornyeckasa npogyKums

1.3.2.3 npoayKums Ha OCHOBE COMAaTUYECKMX KNETOK (NpOoAyKUmMs ANns Tepanumn cCoMaTtu4eCcKUMU KneTkamm)

1.3.2.4 reHoTepaneBTMYECKas NpoayKums

1.3.2.5 BuoTexHonornyeckas npogyKums




1.3.2.6 npoaykums, BbiaeNeHHast U3 XXMBOTHbIX MCTOYHUKOB UM OPraHoB (TKaHeW) Yenoseka

1.3.2.7 TKaHenHxXeHepHas npoayKums (NpoayKums TKAHEBOW MHXEHEPUN)

1.3.2.8 npoyas 6uonormyeckas nekapcTBeHHas npogykums (ykasatb)

1.4

I'Iquaﬂ JleKapCTBeHHaaA npoaykumna ninn npon3BoacTBeHHad 4edaTeS1IbHOCTb

1.4.1 NponsBoacTeo:

1.4.1.1 pactTutenbHas Npoaykumns

1.4.1.2 romeonaTnyeckas npoaykumsi

1.4.1.3 npoyas npoayKums (ykasatb)

1.4.2 Ctepunnsaumsa chapmaueBTUYecKnx cybCcTaHLmnin, BCNOMOraTesibHbIX BELECTB, FOTOBOW NPOAYKLMM:

1.4.2.1 duneTpaums

1.4.2.2 cyxoxapoBas cTepunusaums

1.4.2.3 cTepunusauus napom

1.4.2.4 xumnyeckas cTtepunmnsaums

1.4.2.5 cTepynusaumns ramma-msnyyeHmem

1.4.2.6 cTepununsaums 3NEKTPOHHBIM U3ITyYEHMEM

1.4.3 MNpoyee (ykasatb)

1.5

YnakoBKka

1.5.1 lNepBuyHag ynakoska

1.5.1.1 kancynbl B TBepAon obonoyke

1.5.1.2 kancynbl B Msirkori 06omno4ke

1.5.1.3 xxeBaTenbHble NekapCcTBeHHbIE POPMb

.5.1.4 mnperHMpoBaHHbIe NekapCTBEHHbIE (POpMBbI

1.5 xunakve nekapcTBeHHble OPMbl AN HAPY>KHOTO NPUMEHEHUS

1.6 XXnakve nekapcTeeHHble OpMbl AN BHYTPEHHErO NPUMEHEHUS

1.7 MmeguuUMHCKMe rasbl

1.9 npenapatbl, HaxogsdWmecsa nNog AaBneHnem

1.10 pagmoHyKNnaHble reHepaTopbl

1.11 mdArkne nekapcTBeHHble POPMbI

1

1.5.

1.5.

1.5.

1.5.1.8 npoyne TBepAble NeKkapCcTBEHHbIE POPMbI
1.5.

1.5.

1.5.

1

.5.1.12 cBeyu (cynnosutopum)

1.5.1.13 TabneTku

1.5.1.14 TpaHcaepmarnbHble NacTbipy

1.5.1.15 npoyas HecTepunbHasa NekapcTBeHHas NpoayKLms (ykasatb)

1.5.2 BTopunyHasa ynakoBka

1.6

KoHTponb KavecTsa

1.6.1 Mukpobuonormyeckme NCnbITaHUSA: CTEPUINbHOCTb

1.6.2 Mukpobuonormyeckue NcnbITaHUsA: MMKpobronornyeckas Ymctora

1.6.3 XuMunyeckune (dnsmyeckme) ucnbiTaHms

1.6.4 Buonormnyeckme ncnbitaHns

2. iMnopT nekapcTBeHHOW NpoayKLmu

2.1

KoHTpoOnb kayecTBa UMNOPTUPYEMOW NEKapCTBEHHOW NPOAYKLUK

2.1.1 Mukpobuonormyeckme NCnbITaHUsA: CTEPUIbHOCTb




2.1.2 Mukpoburonormyeckne ncnblTaHns: MUKpoburonornyeckas Yucrota

2.1.3 XuMunyeckune (dhusmdeckne) ucnbltaHms

2.1.4 Buonornyeckme mcnbltTaHmsa

2.2 CepTundmkaunsa cepmm UMNOPTUPYEMOI NEKAPCTBEHHOW NPOAYKLUK
2.2.1 CtepunbHas npoayKums:
2.2.1.1 npon3Bognmas B acenTu4ecKnx yCnoBmsax
2.2.1.2 nogBepraemas (opMHULIHOM CTepunnsaumm
2.2.2 HectepunbHasa npoayKums
2.2.3 buonornyeckasa nekapcTBeHHasi NpoayKUUS:
2.2.3.1 NpoayKTbl KpOBU
2.2.3.2 ummyHobuonormyeckas npoayKums
2.2.3.3 NpoAyKumns Ha OCHOBE COMAaTMYECKUX KNEeTOoK (MpoayKumnsa ang Tepannum COMaTtU4eCcKUMm KrneTkamm)
2.2.3.4 reHoTepaneBTU4YeCcKas NpoayKLms
2.2.3.5 buotexHonornyeckas npogykumus
2.2.3.6 npoayKuus, BblAeNneHHas U3 XXUBOTHbIX MCTOYHMKOB UM OPraHoB (TKaHew) YenoBeka
2.2.3.7 TKaHeVHXeHepHas NpoayKums (NpoAayKUMs TKAHEBOW MHXEHEepUn)
2.2.3.8 npoyas buonormyeckas nekapCTBeHHas NpoayKums (ykasaTb)
2.3 Mpoyas gesTensHOCTb NO MMNOPTY (BBO3Y)
2.3.1 MNnowagka dusmnyeckoro nmnopra (Beo3a)
2.3.2 NmnopT NpoMeXxXyTO4HOW NpoayKumm, nogsepratollencs gansHenwen obpabortke
2.3.3 MNpoyee (ykasatb)
3. MNMpowussoacTBeHHbIE onepaunm - hapmaueBTnyeckne cybcraHuum
PapmaueBTnyeckas cybcTaHums (cybcTaHumm):
3.1 MpounssoacTBo dhapmMaLeBTUHECKUX CyOCTaHUun METO40M XUMUYECKOr0 CMHTE3a
3.1.1 Npon3BOACTBO NPOMEXYTOYHbIX NPOAYKTOB dhapMaLeBTUYECKON cybGCcTaHLUmm
3.1.2 [pon3BOACTBO HEOUULLIEHHOW (hapMaLeBTMYECKON CybGCTaHLmMm
3.1.3 ConeobpasoBaHue (o4mcTKa): (ykasaTb (Hanpumep, nepekpucTannusauus))
3.1.4 lNMpoyee (ykasatb)
3.2 MpounssoacTBo dhapMaLeBTMYECcKMX cybcTaHuun MeTogamu BbigeneHms n3 npupogHbliX MICTOYHUKOB
3.2.1 BolgeneHue dapmaueBTUYeCcKUX CybCcTaHLMN N3 UCTOYHUKOB PacTUTENbHOIO NMPOUCXOXAEHUS
3.2.2 BoigeneHue apmaueBTUYeCcKnx cybCcTaHLUMn N3 MCTOYHUKOB XMBOTHOMO MPOUCXOXAEHMS
3.2.3 BoigeneHue cdapmaueBTUYecKknx cybcTaHumMmn n3 opraHoB (TKaHew) Yenoseka
3.2.4 BoigeneHue apmaueBTUYECKUX CybCTaHLUMN N3 MCTOYHUKOB MUHEPABbHOIO NPOUCXOXAEHUS
3.2.5 Mogndukaums BblgeneHHor hapMaLeBTUYeCcKon cyGcTaHUmMm (Yka3blBaeTCa MCTOYHMK 13 NyHKTOB 3.2.1 - 3.2.4)
3.2.6 OuncTka BblgeneHHon dhapmaueBTUYECKON CybcTaHUMmM (yKa3biBaeTCst UCTOYHMK U3 MyHKTOB 3.2.1 - 3.2.4)
3.2.7 lNpoyee (ykasaTb)
3.3 Mpon3BoacTBO (hapMaleBTUYECKMX CyOCTaHLMI C UCMONb30BaHMeM DMONMOrM4ecKknx NpoLLeccoB

3.3.1 PepmeHTauus

3.3.2 Npon3BoACTBO C UCMOMb30BAHWEM KMETOYHBIX KYNbTyp (ykasaTb TN MCMONb3yeMbIX KINEeTOK)
(nof ykasaHveM Tuna KNeTok NOHMMAaEeTCs NX TUNoBas cneun@uyHOCTb, IMHKUS, LUTaMM 1 NpoYyee)

3.3.3 BolgeneHue (ouncTka)

3.3.4 Moandukaumns




3.3.5 Npovee: (ykasatb)

34 MponsBoacTBo cTepunbHbIX dapmaueBTnyeckux cybectaHumi (pasgensl 3.1, 3.2, 3.3 gomkHbl ObITe 3anoOnHEHbI, rae
NPUMEHNMO)

3.4.1. ®apmaueBTrMyeckne cybcTaHumm, Npon3BoaMMbIE B aCENTUYECKNX YCNOBUSAX

3.4.2. dapmaueBTmyeckne cybcrTaHumm, nogsepraemMble PUHULLHON CTepunnsaumm

3.5 3aBepLuaroume ctagum NponsBoacTBa hapmaueBTMYecknx cybcTaHumm

3.5.1 Ctagmm dusmnyeckon obpaboTkm (ykasatb (Hanpumep: cyulka, Mu3Menb4yeHve, npocensaHme))

3.5.2 MNepBrnyHas ynakoska

3.5.3 BTopnyHas ynakoska

3.5.4 MNpoyee (ans onepauuin, He ONMCaHHbIX BblLUE) (ykasatb)

3.6 KoHTponb kayecTBa

3.6.1 Pusnyeckme (XMMmmyeckme) ncnbiTaHns

3.6.2 Mukpobrnonorndeckne ncnoiTaHns (BKNKYasg UCNbITAHNE HA CTEPUIIBHOCTD)

3.6.3 Mukpobuonornyeckune ncnbiTaHus (MCKMYas UcMbliTaHWe Ha CTEPUNBHOCTD)

3.6.4 Buonornyeckue ncnblTaHus

4. MNpoume onepaumm - hapmaLeBTMyecKkne cybcTaHumm

(ykasaTb)
PyKOBOOMTEJIL NPENNPUITUS
(YIIOJIHOMOUEHHEBIM NPelNCTaBUTEND)
(DOJIXHOCTE ) (mommmcso) M.II. (pacumppoBKa)

Mpunoxenue N 2

k NepeyHto nekapCcTBEHHbIX
CpeacTB, NPOM3BOANMbIX
(MnaHnpyeMbix K NPON3BOACTBY)
Ha NPOW3BOACTBEHHON Nrowajke
WHCNEKTNpyemMoro cyobekTa

NEPEYEHb
JNleKapCTBEeHHbIX CPeACTB, B OTHOLEHNU KOTOPbLIX NPOM3BOAUTCSH MHCMNEKTUpoBaHue

MexagyHapogHoe HenaTeHTOBaHHOe
HanMeHOBaHWe U rpynnmMpoBOYHOE
(xMMnyeckoe) HanmeHOBaHMe NIeKapCTBEHHOTO
npenapaTta u (unu) apmaneBTUYECKON
cybcTaHumm

ToproBoe HanmMeHoOBaHue
nekapcTBeHHOro cpeacTsa

JlekapcTBeHHasa hopma, 403NpoBKa
(ecnv npyMmeHuMmo)

Bce cTtagum (Bknoyas BbiNycKalLLMIA KOHTPOMb KayecTBa)




Mpon3BoACTBO rOTOBbLIX IEKAPCTBEHHbLIX (POPM

YnakoBka nepBuyHas

YnakoBka BTOpU4Has

KoHTponb kayecTBa

BbinyckalLwuin KOHTPOIb KavyecTBa

PyKOBOOMTEJNb NPEenlpUaTUS
(YIIOJIHOMOUEHHEBIM NPelNCTaBUTENb)
(DOJIXHOCTD) (nomnmce) M.II. (pacumpporka)




MpunoxexHne N 3

K MNepeyHto nekapcTBEHHbIX
cpencTs, NPOM3BOANMBIX
(nnaHnpyembIX K NPON3BOACTBY)
Ha NPOM3BOACTBEHHON MnoLlagke
WHCNEKTMpYeMOoro cybbekTa

MEPEYEHb
TWNOB NMPOAYKLMM MPON3BOONMBIX (MNAHUPYEMbIX K MPOV3BOACTBY) HA MPOW3BOLACTBEHHOW
MAOWAOKE MHCIMEKTUPYEMOIO CYBBEKTA

Buonornyeckas nekapcTBeHHas NpoAyKUMS:

NPOAYKTbI KPOBU

UMMYHOIorm4yeckas npoayKums

NPOAYKUUS HA OCHOBE COMAaTMYECKUX KNeToK (MpoayKumns Ans Tepanum cCoOMaTUY4eCKUMn KneTkamm)
reHoTepaneBTUYECKne NpoayKums

BuoTexHonornyeckas NpoayKumns

NPOAYKUUS, BblAENEHHas U3 XMBOTHbIX UCTOYHMKOB UM OPraHoB (TKaHen) YyenoBeka
TKaHeVHXeHepHas NpoayKums (MpoayKumnst TKAHEBON NHXEHepPUN)

npodas Guonoruyeckas nekapcTBeHHas NPoAyKumMs (ykasaTb B NpogyKumm)
Mpoyas nekapcTBeHHasa NPOAYKUMS:

pacTuTenbHas npogykums

romeonartmyeckas npogykums

pagmodapmMaleBTUYeCKne NnekapcTBeHHble cpeacTBa

LUTOCTaTUKN

LMTOTOKCUKN

FOPMOHBI

aHTMBMOTHKN BeTa-nakTaMHoro psga

npenaparbl, cogepXaline CunbHOA4enCcTByoLWMe BeLlecTsa

HapKOTMYeCKMe NekapcTBEHHbIE CpeacTBa

NCUXOTPOMHbIE NeKapCTBEHHblE cpeacTBa

npo4vas (ykasaTb BUA NpogyKuum)

MepeyveHb TMNOB akTMBHbIX dhapMaLEeBTUYECKNA UHTPEANEHTOB:
dapmaLeBTMIeckme cybcTaHUmm, Nonyyaemble METOAAaMU XMMUYECKOrO CUHTE3a

(bapmaueBTquCKme Cy6CTaHLlI/II/I, nony4vyaemblie U3 NCTOYHNUKOB pacTUTESIbHOIo NPOUCXOXAEeHUA



(bapMaLl,eBTl/l‘-leCKl/le CyGCTaHLI,I/II/I, nony4yaemble U3 NCTOYHUKOB XXMBOTHOIO NMPOUCXOXAEHNA
Q)apMaLl,eBTI/I‘-IeCKVIe Cy60TaHLI,VIVI, nony4yaembie N3 NCTOYHUKOB Buonornyeckoro NPONCXoXXAeHnA
cbaplvlau,eBTqucme CyGCTaHLI,I/II/I, nony4yaemble U3 NCTOYHNUKOB MUHEPAliIbHOro NPONCXoXaeHNA

q)apmau,eBTVNecxme Cy6CTaHLI,l/IVI, nonyvyaembie MeTogaamMmun BMOTEXHONOMMYECKOro CMHTE3a

Mpunoxexue N 4
k NMpaBmnam npoBeaeHus
dapmaueBTUYECKNX MHCTEKLNIA

(dpopma)
KOHTPONbHbINA NIUCT



MyHkTbI MpaBun Hagnexatyewn

M UHdopmavums UHdopmaLms
NPON3BOACTBEHHOM MPAKTUKN .
EBDA3NICKOrO SKOHOMUIECKOrO KoHTponbHbIN BONpoOC MpeHTudurkauma obbekTa (cBnpgetenbcTBa) o (cBnpgetenbcTBa) o
P COOTBETCTBUM HEeCOOTBETCTBUU
cor3sa
1 2 3 4 5




MpunoxexHne N 5
k MNpaBnnam npoBeaeHus
dhapmaueBTUYECKNX MHCIEKLNIA

(B pea. PeweHusa Coseta EOK o1 23.06.2023 N 66)

OTYET
O NPOBEeAeHMM MHCIEeKTUPOBAaHMS

(HaMMeHOBAaHME MHCIEKTUPYWOIETO opTraHa
(MHCekTHUpPYyoIWEeN OpIraHM3aluMn) )

(HaMMeHOBaHMe GapMalLeBTUUYECKOT'O MHCIIeKTopaTa)

(ampec, HOoMep TejyedoHa, aIpecC SJEKTPOHHOM NOUYTH, ampec cauTa B
MHOOPMALMOHHO-TEJIEKOMMYHMKALUMOHHOM ceTu "VHTepHeT")

[IpoBeNeHO MHCHEKTMPOBAHME OpTaHM3alUMKM NPOM3BOLNCTBa UM KOHTPOJISA KadecTBa
JIeKapCTBEHHBIX CcpencTB Ha COOTBEeTCTBMe TpeboBaHMAM I[IpaBuil Hapjexalen
IIPOM3BONCTBEHHOM NPaKTUKM EBpPasmMiCKOI'O 3KOHOMUYUECKOTO CO03a, YyTBEepXIeHHBIX
Pemenvem CoBeTa EBpa3ulMCkOM B3KOHOMMUUECKOM KOMMCCHUM OT 3 Hoa6ps 2016 r. N
77

(HaMMeHOBaHMe MHCIIEKTVPYEMOTI'O Cy@EeKTa)

(lopuIoMyeckKul azpec MHCIEKTUPpYyeMOoI'o cyObeKTa)
OcHOBaHMe (HyXHOEe MNOOYEPKHYTH) :
3asgBJIeHME Ha IpoBeneHre bdapMalleBTMUECKOM MHCIeKUUM (ZmaTa, HOMep)

peleHne YIIOJIHOMOUYEHHOT'O opraHa (mara, HOMED, HaVMEHOBAHUE
YIIOJIHOMOUYEHHOT'O OpIraHa)
dopmMma HpoBeleHMs (HYXHOe IIOHUEPKHYTh): C BEE3ZOM Ha Joumanky, C

MCIIOJIE30BaHMEM CpelCTB AOUCTAaHIMOHHOI'O B3aUMOIEVICTBUSI

(cpopma)



Yactb |
1. O0LWwme nonoxeHus

1. HaumeHoBaHWe MHCNEKTMpyeMoro cybbekTa

2. Agpec (agpeca) mecta HaxoXaeHus
MHCNEKTMPYEMOW NPOU3BOACTBEHHON NNOLLaAKM

3. Homep v gaTa Bbigayn AOKYMeHTa, BblAaHHOro
YMOSTHOMOYEHHbLIM OpraHoM (YNOfIHOMOYEHHOW
opraHu3sauven) cTpaHbl MPON3BOACTBA NIeKapCTBEHHbIX
CpeacTB, O COOTBETCTBUM NPOU3BOACTBA
(Mpom3BoACTBEHHOW NoLaakun) TpeboBaHnsamM npasun
Hapanexallen Npon3BOACTBEHHON NPAKTUKW,
NPUMeEHSIEeMbIX B CTpaHe Npou3BOACTBa (NpY HanmM4mu),
1 (nNn) paspeLlueHns (NMUEeH3nn) Ha ocyLLecTBneHne
TaKoro BMaa OesiTeNbHOCTU

4. Bce BMAbI AEATENBHOCTN MHCNEKTUPYEMOrO Npou3BOACTBO papMaLeBTUYECKMX cybcTaHumimn

cybbekTa NPOV3BOACTBO NEKAPCTBEHHbIX Mpenaparos

NPOMEXYTOYHas NpoAyKUUs

HepacdacoBaHHas npogyKumsi

dbacoBka (ynakoBka nepsuyHas)

yrnakoBKa BTOpUYHas

BBO3 (MMMNOPT)

NPOWM3BOACTBO MO KOHTPAKTY

KOHTPOJ1b Ka4yeCTBa JIeKapCTBEHHbIX CpeacTB

0

BbIMyCKaLLMIA KOHTPOSb KavyecTBa (cepTudukaums cepun)

[Mpoyas nponsBoaCTBEHHAS OEATENbHOCTb Npuv 3anofHeHMM yKasaTb Hanpumep, cTtepunusaums
bapmaueBTUYECKNX cybCcTaHLMA, BCMOMOraTerbHbIX
BELLECTB, TOTOBOW NPOAYKLUN

5. Bug (Tvin) nekapcTBEHHOW NPOAYKLMK, B OTHOLLIEHWUM [CTEPUIIbHAs NPOAYKLUS

npon3eBoacTBa KOTOpOl7I npoBeaeHO MHCNEKTUPOBaHUE |HecTepurnbHasa NpoayKums

buonornyeckasi NekapCTBEHHas NPOAYKLNS

pacTuTenbHaa npoayKuuna

romeonartnyeckaa npoaykuuma

I e

npoyas npoaykums (ykasatb)

6. JaTa (nepuog NnpoBefeHust) MHCNEKTUPOBAHNS

7. IHCcnekuMoHHas rpynna BeOyLLMA NHCNEKTOP

MHCNEKTOPbI

9KCnepThl (eCn NPUMEHMMO)

B Cryyae npoBeJeHns COBMECTHOW MHCMEKUUN NpU 3anofHeHnn ykasaTb K
KakoMy YNnonHOMOYEHHOMY opraHy (opraHusaLmun) rocygapcTsa - YneHa
EBpa3snmnckoro 3KOHOMMYECKOro Cok3a OHN OTHOCSATCA

8. Homep nHcnekTMpoBaHus B COOTBETCTBUM C
CMCTEMOW kayecTBa hapMaLeBTUYECKOro
MHCcNekTopaTa (Npu Hann4mm)




2. BBogHas nHdopmauums

1. KpaTkoe onucaHne nHcnekTnpyemoro cybbekra u
NPOU3BOACTBEHHOW MIIOLLAAKN

2. Nata (nepuopn) npeablayLiero UHCNeKTMpoBaHns <*>
3. IHcnekuuoHHagda rpynna, npoBoAmBLLas npegpiayliee BeAYLL MM NHCNEKTOP

MHCMEKTMPOBaHne MHCMEKTOPbI

9KCMepTbl (€CNU MPUMEHMMO)

YMONTHOMOYEHHbIV OpraH (opraHu3auusi) rocyaapcTsa - YreHa
EBpa3sniickoro 3kOHOMMYECKOro coto3a

4. OCHOBHbIE U3MEHEHUS!, NPOU3OLLEALLNE CO BPEMEHN npu 3anonHeHnn ykazatb GMP-KpUTUYHBIE M3MEHEHNUS

npeablayLien MHCNekumum

5. Llenb n obnactb MHcnekumn Npu 3anonHeHun ykasaTb NPOBOAMIIACH NN MHCMEKLMS NPOM3BOACTBA
KOHKPETHOrO NIEKapCTBEHHOTO Npenapara UM NekapcTBEHHbIX opM

6. VIHCnekTnpyemble 30HbI nepeyYncnnTb MHCNEKTUPYEMbIE 30HbI B COOTBETCTBUM C MPOrpaMmon
MHCNEKTUPOBAHUS

7. MNepcoHan nHcnekTnpyemoro cybbekTa, yqacTeyowmii B [ykasatb ©.1.0. n gomkHOCTU nepcoHana
NPOBEAEHUN NHCNEKTMPOBAHNS

8. [lokyMeHTbl, NpeAcTaBneHHbIE MHCMEKTUPYEMbIM
Cy6beKkToM 0O MPOBEAEHNS MHCNEKTUPOBAHMS

<*> B crny4Yae HeOOHOKpaTHOro MNpoBedeHUsI WHCMEKTMPOBAHUS B OTHOLUEHMW OAHHOTO WHCMEeKTUpyemMoro cyGbekTa ykasbiBaloTcs AaTbl BCeX
npeablayLUMX UHCNEeKTUPOBaHUIA.

3. HabnogeHus n pesynbTaTtbl MHCMEKTUPOBaHNS

1. dapmaueBTMYECKas cuctema kavyecTtsa (ynpaBneHme ka4ecTBOM Ans aKTMBHON
dbapmaLeBTMYECKON CcyBCTaHumn)

2. MepcoHan

3. NomeLueHus n obopygosaHue

4. JokymeHTaums

5. [pon3BOACTBO
6
7
8

. KoHTpornb kayecTtBa
. JesiTenbHOCTb, NepefaBaemas Ans BblMOMHEHUS APYTroMy nuly (ayTCOPCUHI)
. MpeTeH3nmn, nedekTbl Ka4ecTBa M 0T3bIBbl MPOAYKLUK
9. CamounHcnekuus
10. Peanusaums n TpaHcnopTMpoBaHve NpoayKuum
11. OueHka gocbe (MacTep-ganna) Npon3BOACTBEHHON NOLLaaKu
12. Bonpocbl, paCCMOTPEHHbIE B OTHOLLIEHWUM OLIEHKUN 3asIBNIEHUS HA PErMCTPaLmio 3anonHAeTCs Npy Hanuyuu 3anpoca
InekapCTBEHHOro NpenapaTta 9KCnepTa, OCYLLECTBIISIOLLEro OLIEHKY




perncTpaunoHHOro OCbE NeKapCTBEHHOMO
npenapaTta, B cooTBeTcTBUM C [pasunamu
perncTpaumm n aKCnepTum3bl
NnekapcTBEHHbIX CPeACTB ANng
MEeOULMHCKOTO NPUMEHEHNS,
yTBEepxaeHHbIMu PeweHnem CoBeTa
EBpa3snmnckon aKOHOMMUYECKO KOMUCCUN OT
3 Hos16ps1 2016 1. N 78

13. WHble Bonpochbl [pn 3anofHeHMM yKkasbiBaloOTCH, Hanpuvep,
nmetome 3HadyeHme gna GMP
nnaHnpyemble KOMMNaHUeNn N3MEHEHUs!, O
KOTOPbIX OHA yXe paHee cooblimna

14. OT06paHHble obpasubl (ecnvn NPUMEHMMO) yKa3aTb HOMep akTa oTbopa

4. [NepeyeHb HECOOTBETCTBUN

MyHkT MNpaBun Hagnexawen
NPON3BOACTBEHHOW NPAKTUKM
EBpasnickoro 3kOHOMMYECKOro coksa
1 2 3 4

Kputnyeckoe <*>
CyliectBeHHoe <**>
Mpoyee <***>

MoapobHoe onucaHue BbIIBNEHHOTO

Knaccundmkaumnsa HecooTBETCTBUSA
HECOOTBETCTBUSA

n/n

<*> HeCcoOTBETCTBUS, KOTOPbIE BbI3bIBAIOT MM NMPUBOAAT K CYLLECTBEHHOMY PUCKY NPOW3BOACTBA NEKapCTBEHHOrO CpeacTBa, ONacHOro Ans 30,0pOBbS
W XXN3HU YeroBeka.

<**> HeCOOTBETCTBMS, KOTOpPbIEe HE MOTyT KJ'IaCCI/ICbVILI,VIpOBaTbCﬂ KaK Kputmnyeckue, Ho:

npmueenn K npon3BoacTey Uin MoOryT npuBectn K npomn3BoACTBY J1€KapCTBEHHOINo cpeacrtsa, He COOTBETCTBYHLWEero AOKyMeHTaM pernctpaumoHHOro
AoCbe AaHHOro JieKapCTBEHHOIO Nnpenapara,

yKa3blBaloT Ha CyLLeCTBEHHOE OTKIMOHeHVe oT MNpaBun Haanexaluen Npon3BoACTBEHHOM NpaKTUKM EBPa3nitckoro SKOHOMMYECKOro Co3a;
yKa3blBaloT Ha CYLLECTBEHHOE OTKIOHEHME OT TPEGOBaHMWI MHBIX aKTOB B chepe 06palleHus NekapCTBEHHbLIX CPEACTB;

YKa3bIlBaloT Ha HecnocobHOCTb MHCNEKTUpyemoro cy61:e|<Ta OCyLLEeCTBNATb CepI/IVIHbIVI BbIMYCK JTeKapCTBEHHbIX NpenapaTtoB O4HOPOAHOIo Ka4ecTtBa Unum
HecrnocobHOCTb YNONMTHOMOYEHHOro nmua MHCnekTnpyemoro Cy6'beKTa BbIMONTHATb CBOU OOJIKHOCTHbIE 0bs3aHHOCTY;

KOMOWHaLMS HEeCOOTBETCTBUA, HU OAHO U3 KOTOpbIX CaMO Mo cebe He saBnsieTcs CyLlleCTBE€HHbIM, HO KOTOpble B COBOKYNMHOCTW nNnpeacrtaBnAloT
cyuleCTBeHHOe HeCOOTBETCTBUE N OOJTKHbI 00 BACHATLCS d)apMaLLeBTVI‘-IeCKVIMVI WMHCMEKToOpaMun n d)VIKCVIpOBaTbCﬂ B Ka4eCTBe TaKoBOIO.



<***> HecooTBETCTBUSA, KOTOPbIE HE MOTYT KNaccuuLMpoBaTLCS Kak KpUTUYECKME UMK CYLLECTBEHHbIE, HO YKa3blBaloT Ha OTKIMOHEeHue oT TpeboBaHui
MpaBun Hagnexalyen NpoM3BOACTBEHHOMW NPAKTMKN EBpa3nMinckoro SKOHOMMYECKOro cor3sa.

5. 3akntountenbHoe coBelllaHMe 1 OLeHKa oTBeTa npounssoauTensa

KommeHTapum npeacTaBuTenei MHCNEKTUpYeMoro cybbekTa B xoae
3aKIYMTENBHOIO COBELLAHUS

OueHka 0TBETa MHCNEKTMPYEMOTO CyOBbEeKTa No BbISIBNIEHHbLIM
HecooTBETCTBUAM, NPeACTaBNEHHOIO B XOA€e 3aKMHUYNTENBHOrO
coBeLlaHus

[loKyMeHTbI, NepefaHHble MHCMEKLMOHHON rpynne B Xoae
BAKINYNUTEIIbHOIo coBeLlaHnd

PesynbTtathl oTbopa obpasuos yKka3aTb HOMep 1 AaTy NpoToKona uccrnegoBaHus
o6pasuoB

6. PesynbTaTbl MIHCMEKTUPOBAHUA N PEKOMEHOAL MM

B pesynbtate npoBeAEHUS WHCMEKTUPOBAHWS BbISIBMiEHbI HECOOTBETCTBUS TpeGoBaHusM [paBun Hagnexaleid NpPOV3BOACTBEHHON MpPaKTUKK
EBpasniickoro aKoHOMUYECKOro COto3a, KOTOPbIE U3MOXEHb! 1 KnaccuduumpoBaHbl B YacTu | otyeTa.

Pe3ynbTaThl MHCNEKTMPOBAHNS Bcero HecooTBeTCTBUIA: , N3 HUX:
KPUTUYECKUX <*> - ;

CYLLLECTBEHHbIX <**> - ;

NpoYnx <***> - .

Ha MomMeHT npoBeAeHMs NHCNEKTUPOBAHNSA
NPON3BOACTBO NEKApCTBEHHbIX CPEACTB

(HaMMeHOBaHWe NHCMEKTUPYHIOLLLErO OpraHa (MHCMEKTUPYIOLLIE OpraHu3aumm))
COOTBETCTBYET (HE COOTBETCTBYET) (HY)XHOE NogvepkHyThb) TpeboBaHmaM Npasun
Hagnexallen NnpomM3BoACTBEHHOM NPaKTUKN EBPa3mMinckoro aKOHOMMYECKOro coosa

PekomeHgauumn

OtyeT (4YacTb |) 0 NpoBEAEHNN MHCMEKTUPOBAHUA COCTaBIEH M NOANUCAH:

MHcnekunoHHas rpynna

o.N.0. MNognucb

BeoyLwiumn nHcnekrop
MHcnekTopbl
OKcnepThl (ecnv NPUMEHUMO)




OTYET
O NPOBEeAeHMM MHCIEeKTUPOBAaHUS

(HaMMEeHOBAaHME MHCIIEKTUPYWOIETO OpTraHa
(MHCeKkTUpPYoIEN OpIraHM3aluMu) )

(HamMeHOBaHUe @apMaHeBTquCKOPO MHCH@KTOpaTa)

(anpec, HoMep TeJsiebOHa, ampec BJIEKTPOHHOM I[OUTEH, aIpec cauTa B
MHOOPMALMOHHO-TEJIEKOMMYHUKALMOHHOM ceTu "VHTepHeT")
VHCIeKTMpOBaHMEe OpTraHM3aLUMM [OIPOM3BOACTBA " KOHTPOJIA KadecTBa
JIEKAPCTBEHHHEIX CPencTB Ha COOTBEeTCTBUE TpeOOBaHUAM [IpaBuil Hazjexalemn
INPOM3BONCTBEHHOM MNPAaKTMKM EBPasmMMCKOIO 3KOHOMMYUECKOIO COK3a:

(HaMMeHOBaHMe MHCIIEKTVPYEMOTI'O CYGEGKTa)

(opuIMdYecKuUM azapecC MHCIEKTUPYeMOT'O CcyOBeKTa)
OcHOBaHMe (HyXHOe INOIYEPKHYTH) :
3a4gBJIeHMEe Ha NpoBeneHMe QapMalleBTMUECKOM MHCIEKUMM (ImaTa, HOMEpP)
peleHre YHNOJIHOMOYEHHOTO OpTraHa (IaTa, HOMep, HaMMEHOBaHME YIIOJIHOMOYUEHHOTO
opTraHa)

Yacts |l
1. O6LMe nonoxeHuns

1. HanmeHoBaHue MHCNEKTNUpyemoro CY6'beKTa

2. Agpec (agpeca) MecTa HaxOXAeHUs1 UHCNEKTMPYEMOWN NPOU3BOACTBEHHON
nnoLagkm

3. Meproa npoBeaeHNst OLEHKM MiaHa KOPPEKTUPYIOLLMX U NpeaynpexaaroLLmx
\NenCcCTBUN U OTHYETA O ero BbINONMHEHUN

4. NHcnekunoHHas rpynna BeyLLUNA NHCMEKTOP

MHCNEKTOPbI

QKCNepTbl (€Crn NPUMEHNMO)

B Crlyyae nposefeHUs COBMECTHOM NHCMEKLUN
Npw 3anosfiHeHUN yKasaTb K KakoMy
YMNONTHOMOYEHHOMY OpraHy (opraHusauum)
rocygapcrtea - uneHa Espasuiickoro
SKOHOMWYECKOro CoK3a OHU OTHOCATCS

5. Homep MHCNEeKTpoBaHUA B COOTBETCTBUM C CUCTEMON KayecTBa
dbapmMaLeBTMYECKOro MHcnekTopaTa (Npy Hanuyum)




7. OueHKa nnaHa KoppeKTUPYIOLWKX 1 Npeaynpexaatowmx 0enCTBUN N OTYETA O €ro BbIMONTHEHWM

CeepneHus 06 ycTpat
. Knaccudmkaums
N MyHKT NpaBun Hagnexatiemn MepeyeHb BbISIBNEHHbIX OueHka nnaHa KoppPeKTUPYIOLLMX 1 HEeCOOTBETCTBUS (Kp:
M N HEeCoOTBETCTBUS (KpUTUYECKOE, M N
n/n NPON3BOACTBEHHOW NMPAKTUKM HEeCOOTBETCTBUM npegynpexaarLmx AehcTBui cofepxaHve meponpl
CyLLIeCTBEHHOE, Npoyee)
NoATBEPXKAAOLME JOK)
1 3 4 6

8. 3akntoyeHune

B pe3ynbTarte I'IpOBe,D,eHHOI?I OUEHKM nnaHa KOPPEKTUPYLWNX W npeaynpexgarowmnx OEeNCTBMA M OT4YeTa O €ro BbINOSIHEHUN npencraBndaeTcsa
BO3MOXHOW KOPpPEKTUpOBKa KJ'IaCCI/I(i)I/IKaLI,I/II/I 1 KONMYEeCTBa BbISIBNEHHbIX HECOOTBETCTBUN.

Knaccudmkauusa HecooTBeTCTBUSA
N |Homep HecooTBeTCTBMSA COrnacHoO Knaccudmkauma HecooTBeTCTBUSA C
(kpUTHMYecCKoe, CyLLeCTBEHHOE, Npoyee)
n/n oTyeTy N3MEHEHHbIM CTaTyCoM
B OT4YeTE

1 3 4

1 IN1<*> CTaTyC HECOOTBETCTBUSA HE U3MEHEH <*>

2 N5 CTaTyC HECOOTBETCTBUS C "CyLleCcTBEHHOro"

M3mMeHeH Ha "npoyee”
3 N6 yCTpaHeHo

<*> B gaHHoi dhopme Tabnuubl NpMBeaeH NpuMep 3anofiHeHns ctonbuos 2 1 4.

Pe3yn bTaTbl OLLEHKN

BCEro HECOOTBETCTBUN U3 HUX:
KPUTMYECKNX <*> - ;
CYLLLECTBEHHbIX <**> -

npoymx <***> -

3akntoyeHne

Mpon3BoacTBO NeKapCTBEHHbIX CPEACTB

(HaMMeHOBaHMe NHCMEKTMPYIOLLIEro opraHa (MHCMEKTMPYIOLLEN opraHn3aumn))
COOTBETCTBYET (HE COOTBETCTBYET) (HY)kHOE nogvepkHyTh) TpeboBaHmaM Mpasun

Hagnexawlien HpOI/I3BOﬂ,CTBeHHOl71 NPaKTUKN EBpa3I/Il7ICKOFO 9KOHOMUMYECKOro coksa

OtyeT (4acTb Il) 0 npoBeAEHHOM MHCMEKTUPOBaAHUU COCTaBIEH Y NOAMNUCAH:

MHcnekunoHHas rpynna

o.N.0. MNognucb Jarta

Beaywun nHcnekrop




MHcnekTopbl

OKCnepThl (ECnM NPUMEHUMO)

Mpunoxexne N 6
k NpaBunam npoBeaeHns

drapmaueBTUYECKNX MHCMEKLNN

DOPMA

6naHka cepTudpmukaTa CoOoTBeTCTBUSA NpPou3BoACTBa TpeboBaHusim NMpaBun Hagnexawen NPoM3BoACTBEHHOW npakTukn EBpasunckoro

3KOHOMMYECKOro coto3a
(B pea. PeweHuns Coseta ESK ot 23.06.2023 N 66)

EBPA3/NCKNA 9KOHOMUYECKMIN COKO3

(HaI/IMeHOBaHVIe YNOJIHOMOYEHHOIo opraHa)

CEPTUDPUKAT
COOTBETCTBWA NMPON3BOACTBA NEKAPCTBEHHbLIX CPEOCTB
TPEBOBAHMAM MPABUIN HALNEXALLEN NPON3BOACTBEHHOW
MPAKTUKW EBPA3NCKOIO 3KOHOMUYECKOIO COKO3A
N GMP/EAEU/BY/000XX-20XX
(yyeTHbI HOMep cepTudumkaTa)

Cpok genicteus ¢ no

BbigaH no utoram nposedeHus dapMaueBTUYECKOW MHCMeKuMn B cooTBeTcTBuMM C [lpaBunamu npoBefeHus
cbapMaLeBTMYECKUX MHCMEKUMI, yTBEpXAeHHbIMN PeweHnem CoBeTa EBpasuinckon 3KOHOMUYECKOW KoMmuccum oT 3 Hoss6pst 2016
r.N 83

(nonHoe M COKpalwleHHoe HanmeHoBaHnA ynoriHOMO4YeHHOro opraHa)

noaTBepXAaeT crieaytollee:
npoBeAeHa dhapMaLeBTUYeckast UHCNeKLUs

(nonHoe HavMeHoBaHWe NPoV3BOAMTENS)

(appec Npon3BOACTBEHHON NNOLLAAKM)
Ha OCHOBaHWUM (ykasaTb OOHO M3 CrieayHoLLEero):

3asiBneHns N Ha nony4vyeHne paspelieHnd (J'II/ILI,eH3VII/l) Ha OcyuleCTBlieHne OeATesibHOCTU Nno npou3BoACTBY




MeKapCTBEHHbIX CPEACTB,;

nnaHa nposegeHund q)apmaueBqueCKmx VIHCI'IGKLI,I/II7I, KaK gepxatend paspelleHunsa (J'IVILI,eHSI/IVI) Ha Npon3BOACTBO JIEKapPCTBEHHbIX
cpeacte N ;

3assneHns N Ha perncTpauuto nekapCcTBeHHbIX CPeacTs;

(nHOEe ocHoBaHMe)
Ha ocHoBaHWM cBeAeHUIA, NOMYYEHHbIX NPY NPOBEAEHUN MHCMEKTMPOBAHUSI, NOCINEAHEE U3 KOTOPbIX ObINo NpoBeAeHo

(naTta, nepvon)
YCTAaHOBMEHO, 4YTO [JaHHoe dapMaleBTMYeckoe MNpPOM3BOACTBO COOTBETCTBYeT TpeboBaHuam [lpaBun  Hagnexallen
NPOM3BOACTBEHHOW MPaKTUKM EBpasninckoro aKOHOMMYECKOro Cok3a, 3KBMBarneHTHbIx MpuHumnam n PykoBoactey EBponeinckoro
COl03a MO Hagnexalen NponM3BoOACTBEHHOW MPaKTUKe NeKkapCTBEHHbIX CPeacTB AN MEANLUMHCKOrO U BETEPUHAPHOIO NPUMEHEHNS
1 npuHumMnam Cuctemsl coTpyaHndectea dapmMauesTmdeckux nHenekumm (PIC/S).

Hactoswun ceptucmkar oTpaxaeT CcTaTyC MNpPOM3BOACTBEHHOM MNMOWaAkM Ha  MOMEHT  NPOBEAEHMS
hapmaLeBTUHECKON MHCNEKLMN M MO UCTedeHun 6onee 3 neT OT AaTbl NOCNEAHEro AHS NOCNeAHero MHCNEKTUPOBAHUSA HE MOXET
CUNTaATbCS JOKYMEHTOM, CBUAETENbCTBYHOLWMM O cTaTyce cooTBeTcTBUA. Cpok 4eNCTBUSA cepTudmkaTa MoxeT BbiTb COKpalleH npu
MCNONb30BaHWM COOTBETCTBYIOLUX MPUHUUMNOB YMNpaBfieHUs puUCKaMuM MNpW  HanmuuMum COOTBETCTBYHOLLENA 3anucu B none
"OrpaHn4eHnst UNn NOSICHNTENbHbIE 3aMEeTKM, KacatoLmecs obnacTv NnpMeHeHnst HacTosLero ceptudukaTa”.

CepTudmkar sBngeTca AeWCTBUTENbHLIM B Clyvyae NpeacTaBieHnst BCEX €ro JIMCTOB (Kak OCHOBHbIX FIMCTOB, TaK U
NOMNOSTHUTENBHBIX JINCTOB).

AYTEHTUYHOCTb (MNOAIMHHOCTL) HaCTOSILLEro cepTudumkaTa MOXXHO NMPOBEPUTL B 6a3e AaHHbIX

(HaumeHOBaHMe yNONMHOMOYEHHOro opraHa)
Ecnu ceptudmkat He npeacrtaBneH B ykazaHHOW 6a3e AaHHbIX, cnegyeT obpaTtutbCs B YNONMHOMOYEHHbIW OpraH, ero
BblaaBLUMN.

(yyeTHbI HOMep BnaHka)

JlekapcTBeHHbIE CpeacTBa A1 MEAULIMHCKOIO NPUMEHEHNS
o JlekapcTBeHHbIe NpenapaThl AN KNMHUYECKUX ccnegoBaHum (UCiblTaHUi)

Kop, | HanmeHoBaHue

1. NTPON3BOACTBEHHbLIE OMNEPALINU - IEKAPCTBEHHAA NMPOOYKLUWNA

1.1 |CtepunbHasg npoaykuus

1.1.1 NpownsBognmas B acenTuyeckmx ycrnoBusix (onepaunm obpaboTkv Ans cregyrowmx nekapcTBeHHbIX popm):

.1.1. XXuakue nekapctBeHHble dhopMbl 6onbLLOro obbema

.2. XKugkue nexkapcrBeHHble bopMbl Marioro o6bema

4. Teepable NekapcTBeHHble dOpPMbI M UMNIaHTaThI

1.1

1.1.1

1.1.1.3. JlInocpunmaarsl
1.1.1

1.1

.1.5. Msarkne nekapctBeHHble hopMbl

1.1.1.6. lNpoyag npoaykums, NpoM3BoguMas B aCenTUYECKNX YCNOBUAX (ykasaTtb)

1.1.2. NogBepraemas pMHULLHOW cTepunusaummn (onepauun o6paboTku Ans cnegywmnx NekapcTBEHHbIX GOpM):

(OononHUTErnbHbINA NUCT)



1. XKugkune nekapctBeHHble hopmbl 6onblioro obbema

2.
.2.2. Xvgkue nekapcrtBeHHble hopMbl Manoro obbema

1.1
1.1
1.1.2.3. TBepable nekapcTBeHHbIe POPMbl U UMMMAAHTaThI

1.1.2.4. Markue nekapcTBeHHble OpPMbI

1.1.2.5. lNpoyag npoaykums, nogsepraemas QUHULLHOW CTepunmnsaumnm (ykasatb)

1.1.3. Bbinyckalowmi KOHTPOIb KayecTBa (BbINyCK cepum)

1.2

HecTtepunbHas npogykums

1.2.1. HecTtepunbHas npoaykums (TEXHONOrMYyeckue onepaumm gns nonyyYeHns cnegyowmx nekapcTBeHHbIx oopm):

1.2.1.1. Kancynbl B TBepAov ob6onoyke

1.2.1.2. Kancynbl B Msirkon obonovke

1.2.1.3. XKeBaTenbHble NekapCcTBEHHbIE (POPMbI

MmMnperHmpoBaHHble NekapCTBEHHbIE (DOPMbI

XKugkne nekapcTBeHHble (POpMbl Asi HAPYXKHOIO NPUMEHEHMUS

XKungkne nekapcTBeHHble (POpMbl Ansi BHYTPEHHEro NPpUMEHEHNS

[Mpoyure TBEepable NekapcTBEHHbIE POPMbI

MpenapaTbl, HaxXo4swWwmecs nog daBneHnem

1.
1.
1.
1.
1.
1.
1.

NININININININ

1.4,
.1.5.
.1.6.
.1.7. MeanuuHckune rasbil
.1.8.
.1.9.
1A

0. PagnoHyknugHble reHepaTopbl

1.2.1.11. Markve nekapcTBeHHbIe POopMbI

1.2.1.12. Ceeuu (cynnosutopun)

1.2.1.13. TabneTtku

1.2.1.14. TpaHcgepMarnbHble NnacTbipy

1.2.1.15. lNpoyas HecTepwnbHas NPOAYKUUS (ykasatb)

1.2.2. BbinyckaloLmii KOHTPOIb KayecTBa (cepTudmrkaumsa cepum)

1.3

Bronoruyeckas nekapcTBeHHasi NpoayKLms

1.3.1. Bruonornyeckas nekapcTBeHHas NPOAYKUMS:

1.3.1.1. MpoaykTbl KpOBU

. ImmyHoBUHonornyeckast npoayKkums

. MpoayKums Ha 0OCHOBE COMaTUYECKUX KNETOK (MPOAYyKUMNS ANns TepanyMm CoOMaTUYeCcKUMu KrneTkamm)

. [eHoTepaneBTNYeckasi NpoayKLmMs

. BuotexHonorvyeckas npoayKuus

— ] — ] — — —
0 |tolt|w|w
— ] — ] — — —
o || |wlio

. Mpoaykums, BblgeneHHasi U3 XMBOTHbIX MCTOMHMKOB UNN OpraHoB (TKaHel) YenoBeka

1.3.1.7. TkaHeumHxXeHepHas NpoayKuus (MpoayKUusi TKAHEBOW UHXEHEpUM)

1.3.1.8. Npoyas Gmuonormnyeckasi nekapcTBeHHas NpPoayKLus (ykasatb)

1.3.2. Bbinyckatowmii KOHTpornb (cepTudmkaumsa cepum) (nepedeHb BUAO0B NPOAYyKLUN):

1.3.2.1. lMpoayKTbl KpOBU

1.3.2.2. UmmyHOBronornyeckas npogykKuus

1.3.2.3. MNMpoayKumnsi Ha OCHOBE COMAaTMYECKUX KNETOK (MpogyKums AN Tepanum COMaTU4eCKUMU KIeTkamm)

1.3.2.4. l'eHoTepaneBTMYEeCKas NpPoayKuus

1.3.2.5. BrotexHonornyeckas npoaykKums

1.3.2.6 NMpoaykuusi, BblAeNEeHHas U3 XXMBOTHbIX MCTOYHMKOB UM OPraHoB (TKaHew) YenoBeka

1.3.2.7. TkaHeumHXeHepHas NpoayKuus (MpoayKuusi TKAHEBOW UHXEHEpUM)




1.3.2.8. Npoyas buonornyeckas nekapcTBeHHas NpoayKums (ykasatb)

1.4 [Npoyas nekapcTBeHHasi NPOAYKUMS UK NPOM3BOACTBEHHAs AeATENbHOCTb

1.4.1. lNponsBoacTeo:

1.4.1.1. PactutensHas npoaykumsi

1.4.1.2. TomeonaTtunyeckas npoayKuus

1.4.1.3. NMpoyas npogykuums (ykasaTb)

1.4.2. Ctepunusaumsa dhapmaueBTUYecKnX cybCcTaHLmin, BCNOMOraTenbHbIX BELLECTB, FOTOBOW NPOAYKLMM:

1.4.2.1. dunbTpaums

1.4.2.2. CyxoxapoBas cTepunusauus

1.4.2.3. Ctepunusaumsa napom

1.4.2.4. Xummnyeckas ctepunmsauns

1.4.2.5. Ctepununsauus ramma-unsnyyeHvem

1.4.2.6. Ctepunnsauus aNeKTPOHHbIM U3ITyYEHMEM

1.4.3. MNpoyee (ykasatb)
1.5 |YnakoBka

1.5.1. NepBu4Hasa ynakoska:

1.5.1.1. Kancynbl B TBepaon ob6onoyke

1.5.1.2. Kancynbl B Msirkon o6onoyke

1.3. XKeBaTtenbHble nekapcTBeHHbIe OPMbI

4. VImnperHnpoBaHHbIe NeKapCTBEHHbIE POpMbI

.5. )Kngkme nekapcTBeHHble popMbl A5t HAPY>KHOTO NPUMEHEHMUS

.6. Kngkme nekapcTBeHHble (popMbl Ans BHYTPEHHEro NPUMEHEHUS

1.5.
1.5.1
1.5.1
1.5.1
1.5.1.7. MegnumHckue rasbl

1.5.1.8. NMpoyune TBEepable NeKapCTBEHHbIE POPMbI
1.5.1

1.5.1

1.5.1

1.5.1

1.5.

.9. MNpenapatbl, HaxogsAwumecs nog gaBneHnem
.10. PagunoHyknugHble reHepaTtopsbl
.11. Msarkvne nekapcTBeHHble hOpPMbI
.12. CBeuu (cynnosutopumn)
1.13. Tabnetku
1.5.1.14. TpaHcgepMarnbHble NnacTbipy
1.5.1.15. lNpoyas HecTepwbHas NekapcTBEHHas NPoAyKums (ykasatb)
1.5.2. BropmnyHas ynakoBka
1.6 |KoHTpornb KayecTBa
1.6.1. Mukpobuonormyeckme NCnbITaHUsA: CTEPUINbHOCTb
1.6.2. Mukpobuonormyeckue UCnbITaHUSA: MUKpoburonornyeckas Ymctora
1.6.3. XvmMunyeckue (dnsmyeckne) ncnbitaHns
1.6.4. Buonorn4eckme uUcnbITaHUs
B oTHOWeHNM MNoBbIX OrpaHNYeHnn NI NOSICHEHWI, OTHOCSLLMXCS K OAaHHLIM MPOU3BOACTBEHHBIM OnepaumsaM (3a UCKMYEHEM
CryyaeB, KoOrga MoOsiCHEHWe SBMseTcA OOWUM KOMMEHTapueM K npoueccaM Ha Mpou3BOACTBEHHOM 0ObekTe), rae Obl Hu
NPUMEHSANNCb 3TU OrPaHMYEHUss WM MOSICHEHMHA, HeoOXOAMMO BKMHOYATb OTChINIKY K COOTBETCTBYHOLLEMY HOMeEpPY MyHKTa
ceptucpnkara GMP.

2. UMMOPT NEKAPCTBEHHOW MPOOYKLINA




2.1 |KoHTponb Ka4yecTBa MMNOPTUPYEMOM NEKAPCTBEHHOW NPOAYKLUM
2.1.1. Mukpoburonornyeckme UcnbiTaHNs: CTEPUIbHOCTb
2.1.2. Mukpoburonornyeckme ucnbiTaHns: MMKpobuonorndyeckas YmcrTota
2.1.3. Xumundeckue (pusnydeckune) ncnblraHms
2.1.4. Buonornyeckue ncnbiTaHus
2.2 |Ceptndukaums cepum MMNOPTUPYEMOIN NEKAPCTBEHHOW NPOAYKLUM
2.2.1 CtepunbHag npoayKums:
2.2.1.1. lNpomnsBognmas B aCENTUYECKUX YCNOBUAX
2.2.1.2. lNoageepraemas (pMHULLIHOW CTEpMnM3aLmm
2.2.2. HectepunbHaga npogyKkums
2.2.3. buonornyeckas nekapCcreBeHHas NpoayKLUms:
2.2.3.1. MNMpoaykTbl KpOBK
2.2.3.2. UmmyHoBuronornyeckas NnpoayKumns
2.2.3.3. NMpogyKumsi Ha OCHOBE COMATUYECKUX KNETOK (MpoayKums Ans TepanvMm coMaTu4eCKMMmM KNneTkamm)
2.2.3.4. l'eHoTepaneBTNYecKas NpoayKumns
2.2.3.5. buotexHonornyeckas npogyKums
2.2.3.6. NpoayKuus, BblaeneHHas 13 XXMBOTHbIX UCTOYHMKOB MW OPraHoB (TKaHeW) Yenoseka
2.2.3.7. TkaHemHxeHepHas NpoayKuus (NpoayKUusi TKAHEBOW UHXEHEepUK)
2.2.3.8. Npoyas buonornyeckas nekapcTBeHHas NpoayKums (ykasatb)
2.3 [poyas geaTenbHOCTb MO UMMNOPTY (BBO3Y)

2.3.1. MNnowagka dmsnyeckoro nmnopTa (BBo3a)

2.3.2. VimnopT npomMexyTO4YHOW NpoAdyKumMmn, NoABeprarwLencs gansHevwen obpaboTtke

2.3.3. Npoyee (ykasatb)

3. MPON3BOACTBEHHBIE OMNMEPALINN - PAPMALIEBTUYECKWE CYBCTAHLINA

PapmaueBTnyeckas cybcTaHums (cybcTaHumm):

3.1

Mpoun3BoacTBO hapMaLeBTUYECKMX CYOCTaHLMN METOAOM XMMUYECKOro CMHTE3a

3.1.1. [pon3BOACTBO NPOMEXYTOYHbIX NPOAYKTOB (hapMaLeBTUYECKON CyGCTaHLmm

3.1.2. [pon3BOACTBO HEOUMLLIEHHOW dapMaLleBTUYECKON cyBCcTaHumMm

3.1.3. ConeobpasoBaHue (04MCTKa): yKasaTb (HanpuMmep: nepekpucTanm3aums)

3.1.4. MNpoyee (ykasatb)

3.2

MponseoacTBO hapMaLeBTMYECKUX CyOCTaHUMIA MeTo4aMn BblAeNeHUst U3 NPUPOAHbLIX UCTOYHUKOB

3.2.1. BoigeneHue apmaueBTUYeCKUX CybCcTaHLUMN N3 MCTOYHUKOB PacTUTENBHOIO NPOUCXOXAEHMWS

3.2.2. Boigenexve dapmMaLeBTUYECKMX CyOCTaHUMN U3 MCTOYHMKOB XXMBOTHOIO NPOUCXOXOEHWUS

3.2.3. BolgeneHue capmaueBTUYeCcKUX cybcTaHumMn n3 opraHoB (TKaHew) yenoseka

3.2.4. BoigeneHue apmaueBTUYECKUX CyBCTaHUMN M3 UCTOYHUKOB MUHEPANbHOIO NPOUCXOXKOEHNS

3.2.5. Mogndukaums BblgeneHHo dhapMaLeBTMYeCcKon cybcTaHUumMm (Yka3blBaeTcs MCTOYHMK 13 NyHKToB 3.2.1 - 3.2.4)

3.2.6. OuncTka BbigeneHHon hapmaueBTUYeCKON cybcTaHummM (yKa3biBaeTCst UCTOYHMK U3 MyHKTOB 3.2.1 - 3.2.4)

3.2.7. [Npoyee (ykasatb)

3.3

Mpoun3BoacTBO hapMaLeBTUYECKMX CYOCTaHLMIN C MCNOMb30BaHNEM BMONOrM4eCcKMX NpoLEeccoB

3.3.1. PepmeHTauUs

3.3.2. [Mpon3BOACTBO C UCNONBb30BAHNEM KINETOYHbIX KyNbTYp (ykasaTb TMN UCMOMb3yeMbIX KIETOK)

(HOLI, YKa3aHnem Tuna Knetok NnoHMMaeTCcAa UX TunoBad CI'IeLI,VI(*)I/ILIHOCTb, JINHNA, WTaMM U npoqee)




3.3.3. BolgeneHue (o4ncTka)

3.3.4. Mogudukaums

3.3.5. Mpoyee (ykasatb)
3.4 [[poun3BOACTBO CTEPUNbHBIX (hapMaLeBTU4eckux cybctaHuun (pasgensl 3.1, 3.2, 3.3 4OMXKHbI ObITb 3aNoNHEeHbI, rae
NPUMEHNMO)

3.4.1. PapmaueBTnyeckme cybcTaHuum, NPOM3BOAMMbIE B aCENTUYECKUX YCMOBUSX

3.4.2. dapmaueBTmnyeckune cybcTaHumm, nogsepraeMble PUHULLHOW CTepunmnsaumm

3.5 [3aBepuiarolime ctagmm nponsBoacTea hapmaueBTUYECKNX CyBCTaHLNA

3.5.1. Ctagmnm dusundeckon obpaboTkm (ykasaTb, Hanpumep: cyLlKa, U3MenbyeHune,
npocenBaHue))

3.5.2. NepBuyHas ynakoBka

3.5.3. BropnyHas ynakoBka

3.5.4. MNpoyee (ykas3aTb Ans onepauun, He ONMCaHHbIX Bbilwe)

3.6 [KoHTponb kayecTtBa

3.6.1. Pusnyeckme (xMMmmyeckme) ncnbiTaHns

3.6.2. Mukpobuonornyeckune ncnbiTaHns (BKNYas UCNbITAHNE HA CTEPUIIBHOCTD)

3.6.3. Mukpobuonornyeckune mcnoiTaHns (MCKMYas UCnblTaHMe Ha CTEPUINbHOCTD)

3.6.4. Buonornyeckne ncnbitaHms

4. NPOYNE OMNEPALINA - PAPMALIEBTUYECKWE CYBCTAHLINA

(ykasaTb)

OrpaHVI‘-IeHVIFl NN NOACHUTENbHbIE 3aMETKMN,
KacatoLumecsa obnacTu NnpuMeHeHunaA cemechKaTa:

(®.1N.0., gomkHoCTb) (nognwuce)

(naTa nognucaHus, A4.Mec.rrrr)

M.TT.

(y4eTHbIn HoMep BnaHka)




KommeHTapuu, npuBeaeHHble B CKODkax Mo TEKCTYy cepTudukaTta, He oTpaxalTcs B cepTudumkaTe n HOCAT
MHOPMAaLIMOHHBIN XapakTep.

Mpunoxexne N 7
k MNpaBunam npoeBegeHus
dapmMaLeBTNYECKUX MHCNEKLNIA
norPAOOK
NPOBEJEHNA ®APMALEBTUYECKOW MHCMNEKLMUU C UICNONMb30OBAHUEM CPEACTB
OUCTAHLMOHHOIO B3AMMOOENCTBUA

(BBegeH PelwweHnem Coeta EQK o1 04.07.2023 N 74)

. O6wKne nonoxeHus

1. dapmaueBTMYECKaAa MHCMEKUMA NPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTs, npegycmaTpuBatoLlas
WHCNEKTMPOBAHME C MCMOMb30BaHMEM CPEACTB LMCTaHLMOHHOIO B3auUMOLEWCTBUA (Oarnee COOTBETCTBEHHO -
WHCMEKUMS, ONCTaHUMOHHOE MWHCMNEKTUPOBAHME), MNPOBOAUTCS B COOTBETCTBMM C [lpaBunamu npoBeAeHus
dhapmaLeBTUHECKUX UHCNEKUMIA, YTBepXaeHHbIMN Pewennem CoeeTta EBpasninckon 3KOHOMUYECKON KOMUCCUU OT
3 Hoabpst 2016 r. N 83 (manee - MNMpaBuna), ¢ y4eTomM 0COBEHHOCTEN, NPEAYCMOTPEHHBIX HAacToALWMM [Nopsigkom.

2. MNpoBegeHne AMCTAHUMOHHOIO MHCNEKTUPOBAHMS OCYLLECTBRSETCS (hapmaueBTUY4EeCKUMU MHCMEKTOPaMu
YMONTHOMOYEHHbIX OpraHoB (OpraHu3aumn) rocygapcTB - 4neHoB EBpasuMmckoro 9KOHOMMYECKOrO COHo3a
nocpeacTBOM  M3yYeHUss [OOKYMEHTOB, MaTtepuanos, npoBedeHus cobecedoBaHui C  npeacTaBUTENs Mu
(coTpygHuKamun) umHCnekTupyemoro cybbekta C MCMONb30oBaHMEM CpPeACTB OUCTAHUMOHHOIO B3auUMOLEMNCTBUSA
(Hanpumep, nocpeacTBOM ayavo- UNU BUOEOCBA3M), AOCTyna K cuctemam obmeHa uHdopmaumm 6e3 Bblesga
dapmaLeBTUYECKMX MHCNEKTOPOB Ha NPON3BOACTBEHHYIO NIIOLLAAKY.

Il. MnaHnpoBaHue NHcnekKLuun

3. B [pononHeHne K NONOXEHUAM I'Ipanm 0o npoeeaeHuna OUCTaHUMOHHOIO UWHCNEKTUpOoBaHUA
I/IHCFIeKTI/IpyeMbIﬂ Cy6'beKT npencraesndeT JOKYMEHTbl U CBelEeHUA NO NepedHto CorfiacHoO NpUIoXeHuto.

4. ®dapmaueBTUYECKMI  MHCMEKTopaT MpWHUMAEeT  pelleHMe O MNpOBeOEHUM  OUCTaHLMOHHOIO
MHCNEKTMPOBAHMS Ha OCHOBE OLIEHKM KpUTEPUEB PUCKOB, NPEeoyCMOTPEHHbIX CUCTEMOM KayecTBa 3TOro
chapmMaLleBTUHECKOro MHCNeKTopaTa.

5. [loKyMeHTbl W CBEAEHWs, yKkasaHHble B MNepeyvHe, NpegyCcMOTPEHHOM MPUIIOKEHMEM K HacTosieMy
MopsaKy, NpeacTaBnsloTCs 3asBUTENEM B Cryvae MpUHATMS hapmMaueBTUYECKMM WMHCMEKTOPATOM peELUeHUst O
npoBeAeHUN AUCTAaHLUMOHHOIO MHCMEKTUPOBAHMS.

I'Ipe,U,CTaBneHme YKa3aHHbIX OOKYMEHTOB WU CBEOEHUNn He Tpe6yeTc;| B Clyyae, ecnn 3adaButenem
npencraBneHo MNMUCbMO O  HannMdnMmm B COCTaBe [O0Cbe ﬂpOM3BOﬂ,CTBeHHOVI nnowaakmn (MaCTep-cbaPlna
ﬂpOVI3BO,EI,CTBeHHOIZ I'IJ'IOLLI,a,D,KI/I) Taknx OOKYMEHTOB (CBe,D,eHI/IIZ) M OHU aKTyallbHbl HA MOMEHT MnoAa4un 3asaBrieHna o
npoBegeHnn NHenekunn.

lll. O6ecneyeHme cpeacTBaMM AUCTAHLIMOHHOIO B3aMMogencTBus

6. PapmaLeBTUYECKUI MHCTIEKTOPAT YBEAOMIISIET MHCTNEKTUPYEMbIA CYyOBLEKT O NPOBEAEHUM OUCTAHLMOHHOTO
MHCNEKTMPOBAHMWS U O HEOBXOAMMOCTM OpraHn3aumnm TEXHUYECKOro TECTUPOBAHUSA ayamno- 1 (Mnu) BUAEOCBS3N A0
Havarna MHCMNEKTUPOBaHUSI.

7. ObecneyeHne OUCTAHLMOHHOIO B3aUMOLENCTBUS C UCMOMb30BaHMEM TEXHUYECKUX cpencTB, a Takke uUx
Ge3onacHocTH OCyLlecCTBNnAeTCA UHCNEeKTUpyemMbiM Cy6'beKTOM no cornacoBaHuUkw C d)apMaLl,eBTVILIeCKMM
MHCNEeKTopaToOM.



8. B Ccny4yae BO3HUMKHOBEHUA HenpeaBuaeHHbIX CMTyaLI,I/II7I, CBsI3aHHbIX C 0becne4yeHMeM TEXHUYECKUMU
cpeacrtBamMmn AUNCTaHUMOHHOIO B3aMMOdeNCTBUs, B Xoae nposeageHnAa ANCTaHUMOHHOIO MHCNEKTUPOBAHUA CTOPOHbI
He3amearnnTesribHO VIH(bOpMVIpyIOT apyr gpyra n npuHnMmaroT BC€ BO3MOXXHbIE€ MepPbI AJ1Ad YCTPaHEeHUNA TEXHUYECKUX
HenoJslagok B BO3MOXHO KOpOTKVIVI CpPOK.

9. Cuctemonm kadectBa apmaLeBTUYECKOrO MWHCMEeKTopata AOMkHbl OblTb onpegeneHsl npasuna
B3auMoAencTBUS bapMaLeBTUYECKNX UHCMEKTOPOB B CriyYae NPOBEAEHUS AUCTaHLMOHHOIO WHCMEKTUPOBAHUS C
MCNONb30BaHNEM pa3HbIX YCTPOWCTB, a Takke cnocobbl obecrneyeHWss BCEX YMEHOB MHCMEKUWOHHOW rpynmbl
Heo6X0AMMbIMWN JOKYMEHTAaMN U CBEAEHUSMMN.

10. B uensix oueHKn roToBHOCTH MHCNEKTUpyemoro Cy6'beKTa crnegyet y4uTtbiBaTh:

a) BO3MOXHOCTb WCMNoOJfib30BaHNA KOMMYHUKaLUMOHHbIX I'IJ'IaTq)OpM aona cBoeBpeEMEHHOIro npeacraBlieHnsa
nHpopmaumm, ocobeHHo Ans nepefaym annos 60MbLIOro 06bEMa;

6) BO3MOXHOCTb MPOBEAEHUSI ayamo- M (Unn) BUAEOKOH(EepPEeHUUN UK UCToNb30BaHNs anbTepHaTMBHOIO
BMOa CBSA3M ANl 0OCYyXAeHUst B pearlbHOM BPEMEHW C COTPYAHWKAaMMU MHCMEKTMpYyeMoro cybbekta BOMpPOCOB
NpoBeAEHUst ANCTAHLMOHHOTO MHCMEKTUPOBAHWS;

B) BO3MOXHOCTb COBMECTHOIO WCMOMb30BaHUsI TEXHUYECKUX YCTPOWCTB AN OTOOpaxeHMs 3SKpaHOB
KOMMbIOTEPU3NPOBAHHBIX CUCTEM, UCNOMb3YEMbIX MHCNEKTUPYEMbIM CyOHEKTOM Ha NPOU3BOACTBEHHOM NoLaake,
UM BO3MOXHOCTb NpeAcTaBrneHns apmaLeBTU4eCKMM MHCNEKTOPaM yaaneHHoro AocTyna (TonbKo AN YTeHus) K
KOMMbOTEPU3NPOBAHHBIM CUCTEMAM;

r) BO3MOXHOCTb MNpeAcTaBneHns Buaeo3anucen € Kamep HabnogeHWs B peanbHOM BpPEMEHW Wnu
BMgeo3anucer Ans YydaneHHoro aHanu3a Mpou3BOACTBEHHbIX onepauui, 060opyaoBaHWs, MNOMELLUEHUA |
COOTBETCTBYIOLLEN OOKYMEHTauuMun (C ykasaHueM BpemeHu Bugeosanucu). He ponyckaetcst ocyulectsneHune 6e3
cornacus uHcnekTupyemoro cybbekta nepesanucu unm 3anncu BUAEOKOHEepeHuun, a Takke ayamo- n (nnwm)
BMOEOMATEPUAnoB, NPEACTaBMEHHbIX  WMHCMEKTMPYeMbIM  CyObekTOM B npouecce  AUCTaHUMOHHOro
MHCNEKTUPOBaHMS;

,D,) YyacoBble TMnoACa W OaHHble Treonokaunnm UHCNEKTnpyemoro Cy6beKTa n MeCTOHaxoXxaeHune
d)apMaLl,eBTVI‘-IeCKVIX MHCMEKTOPOB;

€) opraH1M3auuio MHCNEKTUpPYeMbIM cybbekTom paboThl NnepeBoaYMKa B TeYEHNE BCErO BpEMEHN NpoBeaeHUS
ONCTAHLUMOHHOTO  MHCMEKTUPOBaHMA WM OMpedenieHHoro  nepuoga B 3aBUMCMMOCTM  OT  3anpoca
dapMaLeBTUYECKOro MHCMNEKTOPA (MHCMEKTOPOB).

IV. MogrotoBKa K MHCNEKLUU

11. I'Iporpamma npoeeaeHnAa ANCTaHUMOHHOIO MHCNEeKTUpoBaHUA (p,anee - nporpamma) cocTaBiAeTca C
Yy4€TOM OLUEHKN KputepuneB pUCKoB, NpenyCMOoTpPEeHHbIX CUCTEMOW KadecTBa d)apmaueBqueCKoro MHCMNEeKTopaTta, n
coaepXunuT I/IH(*)OpMaLI,MI'O O TOM, YTO MHCNEKTUpOBaHne 6yp.eT npoBOANTLCA 6e3 Bble3ga k MeCTYy OCyLleCTBIIEHUA
I'IpOI/I3BO,EI,CTBeHHOIZ neAaATernnbHOCTU.

12. MHCﬂeKTMpyeMbIVI Cy6'beKT A0 Ha4ana AUCTaHUWMOHHOIO WMHCMNEKTUpoBaHUA obecneynBaeT Hanuyve
npegycMoTpeHHbIX HpOFpaMMOVI OOKYMEeHTOB, MaTtepuaroB 1 VIH(*)OpMaLJ,I/IVI B 3J1IEKTPOHHOM Buae (C nepeBoaoM Ha
pyCCKI/II7I U aHrMUNCKNIA FI3bIK) nyTemMm pasmeLleHua B obnayHom XpaHunnuwe mnnm nobbIm apyrum crnocobom no
cornacoBaHumio € (bapMaU,eBTl/l‘-leCKl/lM MHCNEeKTopaToM.

V. NMpoBeaeHne ANCTaHLUNMOHHOIO MHCMNEKTMPOBaHUA
1. BctynutensHoe coBellaHue

13. [ncTaHUMOHHOE MHCMEKTUPOBAHME HauMHAETCs CO BCTYNMUTENbHOIrO COBELLaHWUs, KOTOpoe MpPOBOAMTCS
rnocpeacTBoM ayamo- u (Unu) BUAEOCBS3N UK anbTepHATMBHOMO BUAA CBSI3N U HA KOTOPOM:

a) paccMmaTpuBaeTcs rpaduk MHCNEKTMPOBaHMA W MpeacTaBnseTcs KpaTkas MHdopMauus o npouecce
B3aMMoAecTBUs hapMaLeBTUYECKUX UHCTIEKTOPOB 1 MHCNEKTUPYEMOTO CyGbeKTa;

0) obcyxnaetcsa, uto nwbas npoBoaMMas BUOEO- WM ayamo3anucb WHCMEKTMPOBAHWUS LOMMKHA ObiTb
cornacoBaHa MHCNEKTUPYEMbIM CYyObekToM 1 hapMaLeBTUYECKUM NHCMEKTOPATOM;



B) MHCMEKTUpyeMbli CyObeKT NoATBepXAaeT OaHHble reonokauun (LWnpoTy, OOMroTy) MecTa HaxXOoXAeHus
WHCNEKTMPYEMOW NPOU3BOACTBEHHON NMOLLAAKN.

2. AnctaHuMoHHOe UHCNEeKTnpoBaHue

14. B KOHLEe KaXgoro AHS NpOBEeAEeHUS ANCTaHLUMOHHOIO MHCNEKTUPOBaHWSA hapMaLeBTUYECKUE NHCMEKTOPDI
COCTaBMAKT CMUCOK BOMPOCOB U MepevyeHb HeobxoaMMon [AOKyMeHTauuu, npegycMmoTpeHHon [lpaBunamu
Hagnexallen Npon3BOACTBEHHOW MPakTWkuM EBpasvMicKkoro SKOHOMMYECKOrO COH3a, YTBEPXKAEHHbIMU PelueHnem
Coeta EBpa3suickoin akoHOMMYeCKOW kommuccum ot 3 Hosbpa 2016 r. N 77, n HanpaBnsaOT MX NO 3NEKTPOHHOWN
noyTe UHCNEKTUPYEMOMY CYOBEKTY.

15. Mpu Heo6XxoOMMOCTM MO COrfacoBaHWI0 C MHCMEKTUPYEMbIM CyGbekToM npoBoauTCs ayauo- U (Mnu)
BMOEOKOH(bepeHLMs ANsi NpeacTaBrieHnst OTBETOB Ha BOMPOChHI.

3. 3aknouuTenbHoe coBeLlaHue

16. [OuCTaHUMOHHOE WHCMEKTUPOBaHWE 3aBepLuaeTCcsd 3akmuuTenbHbIM  COBELaHueM, MpoBOAVMbBIM
nocpeacTsoOM ayauo- W (MnM) BUMAOEOCBA3WM WMM  anbTEpPHATMBHOMO BMAA CBSA3M NO  COrNacoBaHUW C
MHCMEKTMPpYeMbIM CyObekToM. Ha 3aknioumMTensHoOM coBellaHun NoaBOOATCS MTOMM BbINOMIHEHUSA MPOrpaMMbl U
WMHCMEKUMOHHOW Tpynmnon OrnawarTca BbISBMEHHbIE HECOOTBETCTBUS, KOTOpble AeTanbHO obcyxgalTca ¢
NHCMEKTMPYEMbIM CyOBEKTOM, CMMCOK BOMPOCOB, KOTOPblE OCTanMCb HEpPeLUeHHbIMW, U NepevYeHb HeobxoaMMon
AOKyMeHTauumn, npegycMmoTpeHHon [lpaBunamm Hagnexawen npousBOACTBEHHON MpakTukn EBpasuiickoro
SKOHOMWYECKOTO COH3a, KOTOPYI MHCMEKTUpYeMbli CyObekT npeacTaBnsaeT B TedeHne 5 pabouux gHen c gathbl
OKOHYaHWSA WHCMEKTUPOBaHUS (C AaTbl 3aKMYMTENbHOIO COBELlaHWs) UM B WMHOW CPOK, COrNacoBaHHbIN
MHCNEKTMPYEMbIM CyOBbeKTOM 1 chapmaLeBTUHECKMM UHCNEKTOPaTOM.

V1. Mopsagok pgencTBUi No pesynbTaTam AUCTaHLMOHHOIO MHCMEKTUPOBaHUS

17. Begywimi nHcnektop obecnednBaeT cocTaBfieHne oTyeTa no hopme, NpesyCMOTPEHHOW NPUIOXEHNEM
N 5 k [lpaBunam (c y4etom nyHkta 19 [lpaBun), B KOTOPOM YyKa3blBaeTCs MHGOpMauus O NpoBedeHuU
ANCTaHUNOHHOTO MHCNEKTUPOBAHMS.

18. YNONHOMOYEHHbI OpraH (opraHnsaumsi) rocygapcTea-yneHa no pesynbtaTtam NnpoBedeHUsl UHCNeKuun B
nopsigke, npeaycMoTpeHHom [lpaBunamu, obecrneudvBaeT Bblgady cepTudmKaTa COOTBETCTBMS MPOM3BOACTBA
nekapcTBeHHbIX cpeacTB TpeboBaHnusM [lpaBun Haanexallei NpPOWM3BOACTBEHHONW npakTukM EBpasuiickoro
9KOHOMMYECKOIo COl3a, B KOTOPOM YyKasblBaeTcsl MHGopMaLmMsl 0 NPOBeAeHUM ANCTAHLMOHHOIO MHCMEKTUPOBaHMSI.

19. Heobxogmmo obecneunTb npoBedeHue QapMaueBTUYECKOW WHCMNEKUMU C Bble3gOM Ha MEeCTo
OCYLLEeCTBMEHUS NPON3BOLCTBEHHOW AEATENbHOCTN C Y4€TOM CPOKa AeNCTBMA cepTudmkaTa, yKasaHHOro B NyHKTe
18 HacToswwero Nopsgka, nocne CHATUS OrpaHUYeHn, BBEAEHHbIX B CNy4asx, NpeayCMOTPEeHHbIX npunoxeHnem N
2 «k [lpasunam. [na BhnepBble WHCNEKTMPYEMbIX MPOM3BOACTBEHHbIX MMOWAaAoK apMaueBTUYeckum
MHCNEeKTopaToM B criyyae BbisiBNneHus 1 unu bonee KpUTUYECKUX HECOOTBETCTBMI Nnbo Gonee 5 cylecTBEHHbIX
HecoOTBETCTBMI  nocrnegyowas dapmaueBTMyeckass MHCMeKUMs  OCYLUeCcTBMNSeTCcas C  Bble3doM  Ha
NMPOV3BOACTBEHHYIO MIOLLAAKY.

MpunoxeHue

K MNopsaky npoesegeHns
dapmaueBTUYECKON MHCNEKUNN

C UCnonb30BaHNEM CPEacTB
OVUCTaHLUMOHHOIo B3aMMoaencTBus

NEPEYEHb
OOMONMHUTENbHbIX LOKYMEHTOB U CBEOEHUN, NPEACTABIAEMbIX UHCNEKTUPYEMbIM
CYBBEKTOM A0 NPOBEAEHNA UHCNEKTUPOBAHUA C NCMNOJIb3OBAHVEM CPEACTB
ANCTAHLUMOHHOIO B3AMMOAENCTBUA

1. WHdopmaums, xapakrepusyrowas Tun Npoaykumm (B OOMOSIHEHWE K NEpevHio, NpesyCcMOTPEHHOMY



npunoxexHnem N 3 k lNpaBunam npoBeaeHus hapmaLeBTUHECKUX MHCNEKUNIA, yTBepXaeHHbIM PelleHnem CoBeTa
EBpasuiickon aKkoHomudeckonm kommccum oT 3 Hosiopa 2016 r. N 83) (Hanpumep, opdaHHble nekapCTBEHHbIE
npenaparTbl, IeKAapCTBEHHLIE NpenapaTbl, BKIIOYEHHbIE B CNeLManbHble NepeyvyHn 1 T.4.).

2. Konu4yecTtBo hapmMaueBTUYECKUX UHCMEKLUMIA, NPOBEAEHHbIX B OTHOLLIEHMM MPOM3BOACTBEHHOW MNOLaLKM
(obiee konunuyecTBO (papMaLEBTUHECKMX MWHCNEKUWA, NPOBEeAEHHbIX dapMaueBTUYECKUM UWHCNEKTOpPaTOM
rocygapctsa, Ha TeppuTopuMM KOTOPOro pacnoriokeHa MPOU3BOACTBEHHAsA nnowlagka, M dapmaleBTU4EeCKUMMU
WHCNeKTopaTamMu Apyrux rocyaapcTs, B TOM 4uCrie rocydapcTB - YneHoB EBpasninckoro aKOHOMUYECKOro coro3a
(oanee - rocygapcTBa-yreHsol)).

3. lMepnoanyHOCTb MHCMEKTUPOBaAHUSA MPOM3BOACTBEHHOW NIowwagky apmMaueBTUYECKMM MHCMEKTOPaToM
rocygapctBa, Ha TeppuUTOpMM KOTOPOrO pacrofioXeHa NpoM3BOACTBEHHas nnowagka (4actota npoBeneHus
dapMaLeBTUYECKUX MHCMEKLNRA).

4. KonnyectBo hapMaueBTUYECKNX MHCMNEKLUNA, NPOBEAEHHbLIX B OTHOLUEHNN NPON3BOACTBEHHOM NNoLwaakm
dapmMaLeBTUYECKUMMN  UHCNEKTopaTaMuM  rocyaapCTB-yneHoB  (obliee  KONMMYECTBO  WMHCMEKUMKW,  BUAbI
nekapcTBeHHbIX hopm).

5. KonnyecTBo npeTeH3nii n 0T3bIBOB 3a Npedpiaylive 3 roga (cBefeHus, pasmelleHHble Ha oduumnanbHbIX
caWTax YMNONIHOMOYEHHbLIX OPraHOB [OCYOapCTB-YNIEHOB B MHAOPMALNOHHO-TENEKOMMYHUKALNOHHOM CETU
"MiHTepHeT", OaHHble, Haxogswmecsa B Aene WHCNeKTupyemoro cybbekta v nogaBaeMble UM B OTHOLLEHUM
KOHKPETHOW NPOU3BOACTBEHHOWN NMOLLAAKN).

6. B cny4dae ecinn nposognmMmoe NHCNEKTUpoOBaHUE ABNAETCA NMOBTOPHbIM, - NepeYYeHb Hanbonee 3Ha4YUMbIX
N3MEHEHUN npouecca npon3soacTBa Ha ﬂpOVI3BO,D,CTBeHHOI7I nnowiaake 3a npegbigyune 3 roga, B TOM vncne:

a) cnyyau opraHm3aumm Npon3BOACTBa HOBbIX TUMOB NPOAYKUUM (Hanpumep, aHTMBMOTUKOB, NEKapCTBEHHbIX
npenapaToB C LMTOTOKCUYECKUM OENCTBUEM U T.4.);

6) n3MeHeHUs1, oKkasaBLUWe BNUSIHUE HAa KpUTUYECKUEe napamMeTpbl CTauii NPoU3BOACTBEHHOIO NPOLECCa;
B) N3MEHEHNS MHXEHEPHbIX CUCTEM M NapaMeTPOB NokasaTenen kayecTBa BbinycKaeMon NpoayKLUN.

7. MNepeyeHb BbISIBNEHHbIX 3a NpeapblayliMe 3 roga KpUTUYECKUX, CYLLLECTBEHHbIX OTKITOHEHWI, pe3yrbTaToB
KOHTPONs cepuit (NapTui) NpPOOYKUUM, He COOTBETCTBYIOLUMX KPUTEPUSIM MNPUEMIIEMOCTH, YKa3aHHbIM B
cneunduKaumax (C KpaTKUM ONMcaHUEM KaXdoro U3 nepeyncrieHHbIX CoobITUIA).

8. MNnaH koppekTupylowmx n npegynpexaatowmx gencrsmn (CAPA), B koTopom cogepxatca csegeHus 060
BCEX 3anfaHUpOBaHHbIX W BbIMOMHEHHbIX KOPPEKTUPYIOLWMX W npedynpexpgarwmx AencTBusax —nocne
apmaLeBTUYECKNX WHCMEKUMA, MpPOBEAEHHbIX (hapMaueBTUYECKMMIN MHCNeKTopaTamMn rocyaapcTB-4NeHoB 3a
npegpigywue 3 roga.

9. CsefgeHuss o peructpauuM HoBbIX (ONA oOLWlero pblHKa fekapcTBEHHbIX cpeacTe EBpasuiickoro
9KOHOMMYECKOrO COt03a) feKapCTBEHHbIX npenapatoB M 06 KX o6palleHMn Ha pblHKax TpeTbUX CTpaH
(MHgOpMaUus NpeacTaBnsieTcsl B criyyae, eciiv Ha NpoV3BOACTBEHHON Niollaake NpousBoAUTCS NeKapCTBEHHbIN
npenapar, He 3aperMcTpUpoBaHHbI B rocyapcTBax-yrieHax, Ho yke 3aperMcTpupoBaHHbIN B TPETbUX CTpaHax).




