PeweHune CoBeTa EBpasuiickoi akoHoMmuyeckon kommccum ot 3 Hosi6psA 2016 roga Ne 83
06 yTBepxaeHuu NMpaBun npoBeaeHuns papmaueBTUYECKUX UHCNEKLUIA
(r. AcTaHa)

B cootBetctBUM co cTtaTtben 30 [oroBopa o EBpasmnckoM akoHOMmM4YeckoM coto3e oT 29 mas 2014 roga,
ctatbsamu 7 u 10 CornaweHus 0 eauHbIX NpuvHUMNax U npasmnax obpalleHus nekapcTBeHHbIX CPeACTB B pamMkax
EBpasuiickoro akoHomu4eckoro cotoda oT 23 aekabps 2014 ropa, nyHktom 96 npunoxenus Ne 1 k PermameHty
paboTel EBpa3vincKon 3KOHOMWYECKOW KOMMUCCUM, YyTBepxaeHHoMy PeweHvem Beicwero Espasuiickoro
3KoHOMUYeckoro coseTa oT 23 pgekabps 2014 r. Ne 98, n Pewenuem Bbicliero EBpasminckoro 3KOHOMUYECKOro
coseTa oT 23 gekabpsi 2014 r. Ne 108 «O peanusaummn CornaweHus o0 eauHbIX NpUHUMNaxX 1 npaesuniax obpalleHus
neKapcTBEHHbIX CPEACTB B pamkax EBpaswiickoro akoHomuueckoro coto3a» CoseT EBpasuiickoli 3KOHOMU4eCcKon
KOMMWCCUU peLuun:

1. YTBepauTb npunaraemole [1pasuna npoBeaeHns dapmMaLeBTUYECKNX NHCNEKLNIA.

2. Hactosiwee PelwieHve BcTynaet B cuny no uctedeHun 10 kaneHgapHbIX AHEW ¢ AaTbl BCTYNMNEHUS B CUNy
[MpoTokona, noanucaHHoro 2 aekabpsa 2015 roga, o npucoeguHeHun Pecny6nuvkn Apmenusa k CornalleHuio o
€[MHbIX MpUHUMNAax u npasunax obpalleHus nekapcTBEHHbIX CpeacTB B pamkax EBpasuickoro SKOHOMMYECKOro
cotosza oT 23 gekabpsa 2014 roga, HO He paHee 4yeM no mucredeHum 10 KaneHgapHbIX AHEW ¢ AaTbl oULMANbHOro
onybnvkoBaHus HacToswero Pelienus.

YneHbl CoBeTa EBpa3sMmnckomn aIKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6nukun Ot Pecny6nukn OT Kbipreizckon Ot Poccuickon
ApmeHus Benapycb KazaxcTtaH Pecnybnukn ®depepauum

B. NabpuensH B. MaTrowueBCKum A. MamuH O. NMaHkpaToB W. WyBanoB
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YTBEP>XXEHbI

Pewennem CoBeTta

EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 3 Hos6ps 2016 1. Ne 83

NMPABUNA
npoBeAeHUA hapmaueBTUYECKMX MHCNEKLUN

|. O6LKre nonoxeHus

1. Hactoswwe [paBuna ycTaHaBnuBalwT eOWHbLIN MOPSAOK MpoBeAeHUs dapMaueBTUYECKUX WHCMEKLUI
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHWAM MpaBun Hagnexaien NponsBoACTBEHHON
npakTukM EBpasmMincKoro 9KOHOMUYECKOro Coto3a, yTBepXAaeMblX EBpasninckon akoHOMUYECKow KoMmuccuen (ganee
COOTBETCTBEHHO - MHCMEKUMS, NpaBunna Hagnexallen Npon3BoACTBEHHON NPaKTUKN).

2. [Ona npoBeAeHMA WHCNEKUMWM CO30AeTCA WHCMNEKUMOHHas rpynna, B KOTOPYK BXOAAT BeayLui
hapMaLeBTUYECKUA WHCNEKTOP, YNeHbl rpynnbl, BKMOYas dapmaueBTUYeCKUX WHCMNEKTOPOB, MNpUBeKaeMbIX
3KCMEPTOB U CTAXEPOB.

OTBEeTCTBEHHOCTb 3a [OCTOBEPHOCTb PesyfibTaTOB WHCMNEKUMW, W3MOXEHHbIX B WHCMEKUMOHHOM OTyeTe,
BO3naraeTcsa Ha hapmaLeBTUHECKUX MHCMNEKTOPOB.

Il. Mopspok pencreumn

3. NHcnekuusa npoBoantca hapmMaueBTUYECKUM MHCMEKTOPATOM HAa OCHOBaHUW NinaHa NpoBEAEHUSA UHCMEKLUIA,
3as1BKM Ha NpoBeAEHNE MHCMEKLMMN UK No TpeboBaHMI0 YNONTHOMOYEHHOTO opraHa

rocyaapcTea - YneHa EBpasninckoro 3kKoHOMMYECKOro coto3a (aarnee COOTBETCTBEHHO - YNOMHOMOYEHHBIN OpraH,
rocygapcteo-uneH, Coto3) (Hanpumep, B LEensix NMUeH3MpOoBaHNUs, perucTpauun unv npoBeAeHNs paccrenoBaHui,
CBSI3@aHHbIX C Ka4yeCTBOM I1€KapCTBEHHbIX MpenapaTtoB) B COOTBETCTBUMM C NMPOrpaMMON MPOBEAEHUS WHCMEKLUN
NpOoV3BOACTBA NleKapCTBEHHbIX CPEACTB Mo hopme cornacHo npunoxexuto Ne 1 (ganee - nporpaMmma MHCNEKLUN).

dapmaueBTUYECKUIA  UHCMEKTOpaT MPOBOAMT  MHCMEKUMU NPOM3BOACTBA JEKAPCTBEHHbIX CPeacTB  Ha
cooTBeTCTBUE TPebOBaHNSIM NpaBUN Haanexallen npon3Bo4CTBEHHON NPaKTUKN.

Mpy nonoxutenbHOM pe3yrnbTaTe WHCMEKUUW YNOMHOMOYEHHbIM OpraHoM BbiaeTcsi cepTudmkat no cgopme
cornacHo npunoxexuto Ne 2 (Ha GnaHke ynonHOMOYEHHOro opraHa), NMOoATBEepXAaloLMii COOTBETCTBME OObBEKTa
TpeboBaHusIM nNpaBun Hagnexallen MNpou3BOACTBEHHOM npakTukn (gnanee - ceptudukat). Cpok AencTBusi
cepTudmkaTa coctasnsaeT 3 roga.

B cnyyae oTpuuaTtenbHoOro pesynbTata [JdenctBue ceptudmkata MoOXeT OblTb MPUOCTAHOBIIEHO UNU
npekpatieHo. MNMopsaaok Bblaaum, NPUOCTAHOBMNEHNS U NpeKpaLleHns OeNCcTBUA cepTudmkaTa yCTaHOBIEH pasfenom
V HacTosawwmx MNpasun.

4. VIHcnekums nogpasfensieTcs Ha NaHoBYHO, BHEMMAHOBYO M MOBTOPHYIO (KOHTPOSbHYIO).

lMnaHoBasi HCNEKUUS - MHCMEKUUS, NPOBOAUMAS MO NnaHy papmaLeBTUYEeCKOro MHCNeKTopaTa, C y4eToM Cpoka
OEeNCTBUA cepTuduKkaTta Ha OCHOBaHUM 3asiBKM CyObekTa B cdpepe oOpalleHUss NEeKapCTBEHHbIX CPeAcTB Ha
nonyyeHue ceptudmkarta unm npoanieHne ero 4eNCTBmS.

BHennaHoBas MHCMEKUMS - WHCMEKUMs, npoBoaumasi (hapMaLeBTUYECKMM MWHCMNEKTOPAaTOM Ha OCHOBaHUW
3asBneHuss cybbekta B cdepe obpalleHus nekapCcTBEHHbIX CPEeACTB, a Takke no TpeboBaHMK ynorHOMOYEHHOrO
opraHa.

MoBTOopHasas  (KOHTPONbHas)  WMHCMEKUMS -  WMHCMEKUMsi, MPOBOAMMAsi  YMOJSIHOMOYEHHbIM  OpraHoMm
(ymonHOMOYeHHOW opraHu3auuen) no pesynbTatam paHee NpPOBEAEHHOW WHCNEKUMW C LEenblo MNOATBEPXAEHWUS
YCTPaHEHUS BbISIBIIEHHbIX HECOOTBETCTBUIA.

5. Mpu nogaye 3asiBKM Ha NpoBeAEeHME MMNaHOBOW WHCMEKUMW MHCMEKLUMS NPoBOAUTCHA hapMaLeBTUYECKUM
WHCMEKTOpaTOM rocyAapcTBa-yrieHa, Ha TEpPUTOPMM KOTOPOrO HAaxXoOMUTCst WMHCNEKTUpyemasi Npov3BOACTBEHHast
nnowagka. B cnyyae wuHcnekumyv npou3BOACTBEHHOW nnowlagku (opraHvM3auuMn-npov3BoanTens HepesuaeHTta),
Haxopswencs 3a npegenamy  Coto3a, WHCMEKTUPYEMbIM CyObeKkT BrnpaBe BbibpaTb ANs ee NpoBeAeHust
hapMaLeBTUYECKUIA MHCMEKTOPAT rocyaapcTBa-yrneHa.

BHennaHoBas WMHCMEKUWsl, WHMUMMPOBaAHHAsi B paMKax pPervcTpauMoHHbIX npoueayp, npoBoguTcs
apmaLeBTUYECKMM MHCMEKTOPATOM roCyAapcTBa, ONpeaerieHHOro B COOTBETCTBMM C MpaBuiamMu perncrpaumm u
3KCMEePTU3bl NNEKAPCTBEHHbBIX CPEACTB 411 MEAULMHCKOTO NPUMEHEHUS, YyTBEpPXOEeHHbIMU Komuccnen.

Mpy BbINONIHEHMU MNOBTOPHOM (KOHTPONbHOMW) WHCMEKUMM [aTa NpOoBeAeHUst WHCMEKUMM onpeaensieTca
hapMaLeBTUYECKUM MHCNIEKTOPATOM.

6. WHcnekumoHHas rpynna ¢opMupyeTcsl Ha OCHOBaHMM COOTBETCTBYHOLLETO PaCMoOpsKEHUs PYKOBOAMTENS
hapMaLeBTUYECKOrO WHCMEKTOpaTta W3 COTPYOHMKOB (dapMaueBTMYECKOrO WHCMeKTopata W MpPUBIEYEHHbIX
9KCNepToB (ECnM 3TO MPedyCMOTPEHO) B COOTBETCTBMM C nNpoleaypamMu, YCTaHOBMEHHbIMU PYKOBOACTBOM MO
KayecTBy (papMaueBTUYECKOr0 MHCMeKTopaTta corflacHo obwmm  TpeboBaHMAM K  cUCTEeMe  KadecTBa
(apmaLeBTUYECKMX MHCNEKTOPATOB rOCyAapCTB - YNeHOB EBpasniickoro 3KOHOMUYECKOrO COH3a, YTBepXOaeMbiM
EBpasninckon aKOHOMMYECKOM Kommccuen (ganee - obwme TpeboBaHUA K cucTeMe KadecTBa hapMaueBTUYECKUX
WHCMEKTOpaToB).

TpeboBaHMs K  YMCMEHHOCTM  WHCMEKLUMOHHOW  Ipynnbl,  YPOBHK  KBanudukauum  COTPYLAHWKOB
(bapMaLeBTUYECKOrO WMHCMNEKTOpata W MNPUBMEYEHHBIX K paboTe WMHCMEKUMOHHOW rpynnbl 3KCMEPTOB [AOSIKHbI
COOTBETCTBOBAaTb TpebOBaHUSIM, YCTaHOBMEHHbIM PYKOBOACTBOM MO KayecTBY AN WMHCNEKUMM [AaHHOro Buaa
hapMaLeBTUYECKOro NPON3BOACTBA.




Mpu BKNIOYEHUN B COCTAB WHCMEKLMOHHOM rPynMbl CTAaXEPOB MX CTATyC OTMeYaeTcs B PacrnopsikeHWU o
OPMUPOBAHNM MHCNEKUMOHHOM rpynnbl. CTaXepbl HE YYaCTBYHOT B KNaccudUKaLumm CBUOETENLCTB, MNOMYYEHHbIX MO
pe3ynbTatam NpoBEAEHHOW MHCNEKLMM.

7. Begywnii MHCMEKTOP M YneHbl MHCMEKLMOHHOM rpynnbl 06si3aHbl NPeABapuUTENbHO U3YYUTb OOKYMEHTbI U
APYTyH0 AOCTYMNHY MHOPMaLWMIO, OTHOCSILLYIOCS K MHCIEKTUPYEMOW AeATENBHOCTY.

Benywwnii nHcnektop obecneunBaeT pa3paboTKy nporpammbl UHCAEKLUWN U MOAFOTOBKY KOHTPOSbHbIX NTMCTOB MO
dopme cornacHo npunoxeHuto Ne 3 nmbo uHbIX hopm paboumx 3anucein, NpeaycMOTPEHHbIX PYKOBOACTBOM MO
KayecTBy apmMaLeBTUYECKOro MuHcnektopata, He no3gHee 4eMm 3a 30 kaneHaapHbIX OHEW OO0 AOHS Havana
WHCNEeKLUH.

Beaywuii nHcnekTop pacnpegensiet yHKUMU B MHCMEKLMOHHOW Fpynne M KOOPAMHUPYET MOArOTOBUTENbHbIE
MeponpUATHUSI.

8. B Havyane wuHcnekuun nNpoOBOAMTCS BCTYNUTENBHOE COBELLaHWe C MpeacTaBUTENSIMU MHCMNEKTMPYEMOTO
cybbekTa B cdhepe obpalleHus NekapCTBEHHbIX CPEACTB, Ha KOTOPOM BEAYLUUA MHCMEKTOP NpeACcTaBnsieT YreHoB
WHCMNEKLMNOHHON rpynnbl, 3HAKOMUTCA C PYKOBOACTBOM W OTBETCTBEHHbIMU NMLAMU MHCNEKTUPYyeMoro cybbekTa,
ornawaeT uenu u obnactb WMHCMEKUWUW, YTOYHSET nporpammy MWHCNEKUMU W rpaduk ee npoBedeHus, aenaer
3as1BrneHne 0 KOHPUOAEHUNANbLHOCTM U OTBEYaEeT Ha BOMPOChI MHCNEKTUPYEMOWN CTOPOHBI.

9. B xo4e npoBefeHNst MHCNEKLUMM YNeHbl UHCMEKLUOHHON rpynnbl B COOTBETCTBMM C MPOrpPaMMOn MHCNEKLUMU
BbIMOIMHAT OCMOTP MPOBEPSIEMbIX OOBHEKTOB, OCYLLECTBMASIOT O3HAKOMIIEHUE C OOKYMEHTaUMeEN 1 3anucsMu, onpoc
OTBETCTBEHHbIX WL, WHCNEKTUpyemoro cybbekta M HabnwogeHne 3a WX OeATeNnbHOCTblO Ha paboynx MecTax.
MonyyeHHas nHopMaunsa BHOCUTCS B KOHTPOJSbHbIM NIUCT NGO B UHbIE hopMbl paboumx 3anuncei.

10. B cnyyae HeobxoOMMOCTM B xode MNPOBEAEHMS WHCMEeKUMM ocyluectensietcs otbop npob (o6pasuos)
MaTepuarnoB WnuM MNpOAYKUUW, KOTOPbIE HanpaBnsiloTCA ANs WUCMbITAHWMA B YNOMHOMOYEHHYHO WCMbITATENbHYO
na6opatoputo. [Mpn 3TOM CTOMMOCTb 06pa3LIOB KOMMNEHCALMW HE NMOANEXMT.

11. Begywuin MHCNEKTOP MO 3aBEPLUEHUN KaKOOro [AHS WMHCNEeKUMM NPOBOAUT COBELlaHMs C YfeHamu
WHCMEKLMOHHOW rpynnbl Ans obcyXaeHus npeaBapuTenbHbIX HabniogeHun, Kotopble nNpu HeobXoAMMOCTU Takxke
obcyxaalTca C OTBETCTBEHHBbIMM NULAMM UHCMEKTUPYeMOro cybbekta B cdepe obpalleHusi rnekapCTBEHHbIX
cpencTB. B cnyyae BO3HWKHOBEHUS pa3HOrMacui YneHbl MHCMEKLUMOHHOW rpynmbl AOMMKHbI OTBETUTbL Ha BOMPOCHI
npencTaBuTene MHCNEKTUpyeMoro cybbekTa B cdepe obpalleHns nekapcTBEHHbIX CPpeaCcTB.

MpencrtaBneHHass OTBETCTBEHHbIMM IMUAMK  MHCMEKTMPYyeMoro cybbekta wHgopmauus o6 ycTpaHeHun
3amMeyvaHuin, caenaHHbIX BO BpeMsi NPOBeAEHNst MHCNEKUUN, NPUHUMAETC MHCMEKLMOHHOW rpynmnol K CBEAEHUIO.

12. Ha 3akniouuMTenbHOM COBELLaHUM C OTBETCTBEHHbIMM NMLAMK MHCMNEKTUpyemoro cybvekta B cdepe
obpalleHna nekapCTBEHHbIX CPeACTB OrfawakwTca npeaBapuTeNbHble WUTOMM  UHCNEKUUM C  oBCyxaeHuem
BbISIBMEHHbIX HECOOTBETCTBUMA C LENbK WX YCTPaHEHUs NyTEM BbINOMHEHUSA HEOOXOOUMbBIX KOPPEKTMPYHOLMX U
npeaynpexaaroLumx 4enCTBUN.

B cnyyae BbISIBNEHUS KPUTUYECKMX HECOOTBETCTBUWA BeOYLUMIA WHCMNEKTOp He3aMeanuTenbHO HanpasnseT
UHdopMauuo 06 3TOM B COOTBETCTBYHOLLIMIA YTONTHOMOYEHHbIV OpraH.

lll. Mopsaaok cocTaBneHUA OTYETHOCTU

13. YneHbl MHCMNEKLUMOHHONM TPyNMbl 3anOfHAT KOHTPOMbHbIE NUCTLI UMK MHble hopmbl pabouux 3anucen u
NpeacTaBnAlT NX BeAyLLEMY MHCNEKTOPY.

14. Bepywmin unHcnekTop cocTaBnseT OT4yeT no opme cornacHo npunoxeHunto Ne 4 B ycTaHOBMEHHbIE
PYKOBOACTBOM MO KayecTBy hapmMaLeBTUYEeCKOro MHCMEKTOpa CPokK, HO He nosgHee 30 kaneHAapHbIX AHEN CO AHS
3aBepLUEHNS MHCEKLUN.

B cnyyae otbopa npo6 (obpa3uoB) maTepuanoB UNM NPOAYKUMW OTYET COCTaBMseTCs Mocne MonyyvyeHust ot
ucnblTatenbHon nabopaTopun pesynbTaToB WX WCMbITaHWA. [lpy 9TOM CPOK, ykasaHHbIi B absaue nepeoM
HaCTOALEro MyHKTa, Ha4YMHaEeT UCYUCMATBCA CO AHS MONyYeHVs BeAyLUMM MHCMEKTOPOM pe3ynbTaToB yKa3aHHbIX
UCNbITAHWUNA.

OTueT cocTaBnseTcs B 2 3Kk3eMnnapax v NnoAanucbiBaeTCcd BeAyLUMM MHCMEKTOPOM U YNeHaMMU MHCMEKUMOHHOW
rpynneoil.

OavH ak3emMnnap oTyeTa HampaBrseTcd WHCNEKTMpyemoMy cybbekTy (C conpoBOAWTENMbHBIM MUCbMOM) He
nosgHee 5 kaneHgapHbIX AHEW CO OHS ero NoAnMcaHusi, BTOPON 3K3eMNISp XpaHUTCH B apxvBe dhapMaLeBTUYeCKoro
nHcnekTopara.

Mo 3anpocy ynonHOMOYEHHOro opraHa eMy NpeAcTaBnseTca Konms oTyeTa.

15. ®apmaueBTMYECKM MHCMekTopaT obecneynBaeT COXPaHHOCTb WM KOHMAEHUMAaNbHOCTbL MHGOpMaumm,
cofepallencs B JOKyMEHTax MHCMEKLUMN.

IV. Nocneaytowmin KOHTPONb NO UTOraM MHCNEKLUKU

16. B cnyyae ecnv npu NpoBeaeHNM UHCNEKUMN Bbinn BbiSIBNIEHBI HECOOTBETCTBUS, MHCNEKTUPYEMBIA CYOHLEKT B
cthepe obpallieHus NekapcTBEHHbIX NpenapaToB B YCTAHOBIIEHHbIE PYKOBOACTBOM MO KA4YecTBY hapMaLeBTUHECKOrO
MHCMeKTopaTa Cpoku, HO He nosgHee 30 kaneHOapHbIX [HEeN CO OHA TMOMy4YeHusl oTveTa, HanpasnseT B
hapMaLeBTUYECKUIA MHCNIEKTOPAT OTBET C NPUIIOKEHWEM MlaHa KOPPEKTUPYIOLLUX U Npeaynpexaatowmx AencTBui n
oT4yeTa O €ero BbIMOMHEHUW, C KOTOPbIMM [OMKHbI OblTb O3HAKOMIEHbI BeAYLUMIA WMHCMEKTOP W BCE YJIEHb
WHCNEKLMOHHON rpynnbl, NPOBOAMBLLEN MHCNEKLMIO.

B TeyeHune 30 kaneHdapHbIX OHEW CO AHS MONYYEHUst ykasaHHOro oTBeTa (hapMaueBTUYECKUIA MHCMeKTopaT
OCYLLECTBMAET OLEHKY cogepXallencs B HeM WHgopMauuMum U npu HEeoBXOAMMOCTU BbIMOSIHAET MOBTOPHYHO



(KOHTpPOMbHYK) MHcNekuuto. PesynbTaTbl OLEHKM W MNOBTOPHOW (KOHTPOMbHOW) WMHCMEKUMM [OBOAATCA .0
MHCMNeKTMpyemoro cybbekTa B nopsake, npedycMmoTpeHHoM pasgenom |l HacToswmx MNpasun.

17. B cnyvae ecnu nHcnekTMpyembiM cybbekTom B cdepe obpalleHns nekapcTBeHHbIX CPeACTB NpeacTaBfeHbl
AOKYMEHTanbHble CBWAETeNbCTBa, MOATBEPXAAlOLUME BbINOSIHEHME KOPPEKTUMPYIOLWMX W MpeaynpexaaroLumx
AeNCTBUIN, NOBTOPHAs (KOHTPOSbHAsA) MHCMEKLMA MOXET He NPOBOAUTLCS.

18. B cnyyae ecnun koppekTupyloLwme 1 npegynpexaatrowme AencTBUS He NpusHalTCca npuemnembiMn, obmeH
UHOpMaumen, ykasaHHoW B NyHkTe 16 HacToAwmx [lpaBun, gormkeH 6biITb npogomkeH. O6beM MOBTOPHOMW
(KOHTPOMbLHOM) MHCNEKLUMW [OIMKEH COOTBETCTBOBATL BbISABMEHHBIM HECOOTBETCTBUSM, @ TaKKe KOPPEKTUPYIOLLMM 1
npeaynpexaaroLmm AenCTBUSM.

19. CepTudukat BbigaeTca Npu yCroBUM YCTPAHEHNS BCEX KPUTUYECKMX U CYLLECTBEHHbIX HECOOTBETCTBUN, a
TaKkKe NpoYMX HECOOTBETCTBUIA, €CIIM B COBOKYMHOCTU OHU NPEACTaBsAoT COGON CyLeCTBEHHbIE HECOOTBETCTBUS.

V. Mopsaaok Bbigayn, NpUOCTaHOBIEHUA U NpeKpaLeHus
AencTBusa ceptudumkaTa

20. YNonHoOMO4YeHHbI opraH obecneunBaeT Bblgady, MpMOCTaHOBMNEHME, NPEKpaLLeHne OelcTBUSA cepTudukara
no pesynbTaTaM MHCMEKLUN.

21. na nony4eHns ceptudmrkaTa B 3a89BUTENBHOM NOpSAKe NPeacTaBnAlTCa cneayroLlme JOKyMEHTbI:

a) opraHusaumen-npomssoanTenem (pe3naeHToM), pacrosioXXeHHON Ha TePPUTOPUK rocyaapCTBa-yreHa:

3asBreHue;
KOMWUS NULIEH3MM Ha OCYLLIECTBIEHWE AeATEeNbHOCTM N0 NPOM3BOACTBY NEKApCTBEHHbIX CPEACTB (MPU Hanu4um);
KOnus [ocbe NpPOM3BOACTBEHHOro yyactka (mactep-ganna) cormacHo 4actv Il npaBun Hagnexaiien

NPOV3BOACTBEHHOM NPaKTUKK;

nepeyveHb NekapCTBEHHbIX CPeAcTB, NPOU3BOAUMBIX (MNaHUMPyeMblX K NMpOM3BOACTBY) Ha MPOM3BOACTBEHHOM
yJyacrTke;

6) opraHunsaunen-nponssoanTenem (Hepe3ngeHToMm):

3asBlIEHME Ha pPYCCKOM $A3blke W NPUM HanMuMu COOTBETCTBYHOLUMX TpeboBaHWN B 3aKoHOAATENbCTBE
rocygapcrBa-yfieHa Ha rocy1apCTBEHHOM si3blKe rocyapcTBa-yieHa;

3aBepeHHas Konus [OOKyMeHTa, [falolero npaBO Ha OCYLIECTBMEHWE [AeATEeNbHOCTM MO MNpOU3BOACTBY
neKkapCTBEHHbIX CPeacTB Ha NPOU3BOACTBEHHOM y4acTKe;

3aBepeHHas Konusa OOKyMeHTa, BblAAHHOMO YMONHOMOYEHHLIM OpraHom (YNOMHOMOYEHHOM opraHu3aumnen)
CTpaHbl MPOM3BOACTBA fEeKapCTBEHHbIX CPeACTB, O COOTBETCTBMU MPOU3BOACTBA (NMPOM3BOACTBEHHOIO y4yacTka)
TpeboBaHUsIM MNpaBun Hagnexallen Npou3BOACTBEHHOW NPaKTWMKW, MPUMEHSIEMbIX B CTpaHe Mpou3BOACTBA (Mpu
HanmM4mm);

Konusi focke (MacTep-garina) Npon3BoACTBEHHOIO yyacTka (Ha PyCCKOM SA3bIKe);

nepeyeHb NeKapCcTBEHHbIX CPEACTB, NPOM3BOAMMBIX (NNAaHMPYEMbIX K NMPOM3BOACTBY) Ha MPOU3BOACTBEHHOM
yyacrTke.

22. Mpouenypa nHcnekumn BkNoyaeT B cebs cneaytowme aTtanbi:

a) npvem u 3KCNepTn3y NpeacTaBneHHbIX JOKYMEHTOB;

0) cornacoBaHue ¢ cyGbekTom B cchepe obpalleHns nekapCTBEHHbIX CPeACTB CPOKOB NPOBEAEHUST MHCMIEKLMU U
HanpaBrneHue eMy nNporpaMMbl UHCNEKLINN;

B) NpoBEeAEHNE MHCMEKLMN NPOM3BOACTBEHHOIO Y4acTKa;

r) npoBegeHne NabopaTopHbIX UCMbITAaHUA 0TOGpPaHHbIX NPob (06pa3uoB) MaTepuanos uUnu npoaykuuu (npu
HeobxoaMMocTw);

[) cocTaBneHue oT4eTa O NPOBEAEHNMN NHCNEKUNN;

€) NPVHATME peLLeHns 0 Bbldade cepTudurKaTta UM 0 HEBO3MOXHOCTM Bbidauu ceptudmkara.

23. 3asBneHus Ha nonydveHve ceptudukarta, TpeboBaHWS YNOMHOMOYEHHbIX OPraHOB MO NPOBEAEHUIO
WHCMEKLUMN, pelleHnsa O Bblgaye, OoTkase B Bblgadye, MPWOCTAHOBIIEHWM W MpeKpalleHun AeNcTBus ceptudurkaToB
perncTpvpyoTcsa B Nopsake, yCTaHOBNEHHOM B PYKOBOACTBE MO KayecTBy hapMaLleBTUYeCKoro MHenekTopara.

24. Cpoku npoBefeHVs1 OTAEnNbHbIX 3TarnoB WHCMEKUWMW, YKasaHHbIX B NyHKTe 22 Hactosawmx [paswn,
yCTaHaBNMBalTCS B COOTBETCTBMM C 3aKOHOAATENBCTBOM rOCYLapCTB-4IEHOB.

Cpok Bblgaun cepTudmkata He JormkeH npesbiwatb 90 kaneHaapHbIX AHEW nocne nocrneaHero OHst nocneaHen
MHCMEeKLMU.

25. B cnyyae BbisiBMEHVST NpY MPOBEAEHUN MHCMEKUMU KPUTUYECKMX HECOOTBETCTBUI TpeboBaHWAM npaBui
Hagnexawen npou3BOACTBEHHON MpaKTUKM (hapMaueBTUYECKMA WHCNEKTOpaT HanpasrseT B YMNOMHOMOYEHHbIN
opraH COOTBETCTBYIOLLMIA OTYET O BbISBIEHHBIX HECOOTBETCTBUSAX, HA OCHOBaHUM KOTOPOTrO YMONTHOMOYEHHbIV OpraH
MOXET MNPUHATb peLleHne O MPUOCTAHOBMEHWM WM MpeKpawleHun AencTBusA cepTudmkara, 0 Y4em MNMCbMEHHO
YyBEJOMMSIET MPOMHCNEKTUPOBAHHOIO CyObekTa B cdepe 0OpalleHusi NekapCTBEHHbIX CPEeACcTB, a Takke
YNONTHOMOYEHHbIE OpraHbl ApYrMx rocy4apCTB-4neHoB U EBpasniickyto 3KOHOMUYECKYO KOMUCCUIO.

PelleHne 0 nprvOCTaHOBMEHUU WM NpPeKpalleHun OEUCTBUSI paspelleHus (NULEH3WM) Ha NPOU3BOACTBO
neKapCTBEHHbIX CPEACTB MPUHMMAETCS YNONTHOMOYEHHbLIM OpraHoOM B NOpsiAKe, yCTaHOBEHHOM 3aKOHOAATENBCTBOM
rocygapcrsa-uneHa.

26. B cnyyae ecnn uHCNekTMpyeMbil CyObekT B cdepe obpalleHunsi NekapCTBEHHbIX cpeacTs obkanyet
pesynbTaTthl (papMaLeBTUYECKOW WHCMEKUMKW, paccmoTpeHne xanob dapmMaueBTUYECKUM  MHCMNEKTOPaToMm
OCYLLECTBNSETCS B MOPSAKE W CPOKW, YCTaHOBMEHHbIE PYKOBOACTBOM MO KayecTBy apmaLeBTU4EeCKOro
WHCMeKTopaTa.

Mopava xanob (anennauuin) Ha pelleHus dapMaLeBTUYECKOrO MHCMEKTopaTa OCYLLECTBNSETCS B MOPSsAKe,
yCTaHOBINEHHOM 3aKOHO4ATENbCTBOM rOCy4apCTB-4NEHOB.



27. CBegeHuns 0 BblaaHHbIX, OTO3BaHHbIX CepTM(*)I/IKaTaX n CepTVI(bVIKaTaX, aencrene KOTOPbIX NPUOCTaHOBIIEHO
mnnn npekpaweHo, pasmveuarTcdad B 0asax [aHHbIX YNONIHOMOYEHHbBIX OpraHoB M B UHTErpuMpoOBaHHOM

MHopMaLmoHHon cucteme Cotosa.

NPOrPAMMA
npoBeaeHus apmaLeBTUYECKOW MHCMEeKLMK
NpPon3BOACTBA NleKapCTBEHHbIX CPeacTB

MPUNOXEHME Ne 1

k [paBunam npoBegeHUs
hapMaLeBTUHECKNX MHCMEKLMI

(dpopma)

(HaVIMeHOBaHVIe npeaonpuaTna n UHCNeKTMpyemoro npon3BoaCTBEHHOIO y4acTKa,

nekapcTBEHHOWN OpMbl)

Ha cooTBeTCTBUE TPGSOBBHMRM MpaBun Haanexawen I'IpOVI3BO.D,CTBEHHOl7I NMPaKTUKAN EBpaGVIFICKOFO
JKOHOMUYECKOro cor3sa

1. OcHoOBaHuWe 4na NpoBeAeHUs NHCMEKUMM

2. Llenu nHcnekumm

3. ObnacTb MHCcNekunn

4. lata n MecTo npoBeaeHns

5. CocTaB MHCMNEKLMOHHOW rpynnbl

6. PacnpeneneHue obsizaHHOCTEN
MeXay YneHammn MHCMEKLIMOHHOW rpynnbl

O6bekT nHenekumu (pasgen MNpasun Hagnexatlen
Npou3BOACTBEHHOMW NpakTukn EBpasuiickoro
39KOHOMUWYECKOro cor3a)*

o. N. 0.
MHcnekTopa (3kcnepTa)

®. N. O. oTBETCTBEHHOIO
nMua MHCNEKTUPYEMOro
cybbekTa*™

|. dapmaLeBTU4ECKas cucTemMa KavyecTasa

. PyKOBO,El,CTBO Mo Ka4ecTBy

. OTBETCTBEHHOCTb 1 06513aHHOCTU PYKOBOACTBA

. AHanNu3 co CTOPOHbI PyKOBOACTBaA

. Cuctema ynpasneHna USMeHeHnAMun

. Cuctema ynpasrieHna noctaBLlmMKaMn U nogpagynkamm

. PaboTa ¢ OTKNOHEHUSIMW U HECOOTBETCTBUAMU

N[O~ |WIN]—

. Cuctema KoppeKTUpYLLMX U NpeaynpexaaroLmx
OencTBun

8. Cuctema Bbinycka NpoAayKkumm B obpalieHne

9. O630pbl Ka4ecTBa NPOAYKLUN

10. Cucrtema ynpaBJiieHNUa pUuckamun ana Kadecrtsa

1. MepcoHan

1. OpraHvM3aynoHHas CTpykTypa

2. KnitovyeBon nepcoHan

3. Cuctema obyyeHus

4. 'vrneHa nepcoHana

5. KoHcynbTaHThI

lll. MomeLleHns n obopygoBaHue

1. MpoekT 1 kBanudrkaumsa nomeLleHuin, o6opyaoBaHUS
U VHXEHEPHbIX CUCTEM

MOHI/ITOpI/IHF, O4YNCTKa U o6cny>|<v|BaHme

2. Cknagckme, Nnpon3BoACTBEHHLIE U BCNOMOraTeNbHbIe
30HbI

3. 30HbI KOHTPOMSA KavyecTBa

IV. okymeHTauns

1. YnpaBneHve oKyMeHTauuen 1 sanucsimu

2. XpaHeHne JOKYMEeHTOB

3. Mpouenypb! 1 3anmcu

V. NMponseoacTeo

1. NpepgoTBpalleHne NepekpecTHON KOHTaMUHaLUM




2. Banugauus npoueccos 1 Npoueayp 04YUCTKM

3. NcxogHble 1 ynakoBOYHbIE MaTepuanbl

4. TexHonorn4eckummn npouecc 1 KOHTpOIb B npouecce

Npon3BoACTBa

5. YnakoBka

6. Npon3BoaCTBEHHAS AOKYMEHTAUNS U 3anvcu

7. [oTOBas NPOAYKUUS: XpaHEHWE 1 peanu3aums

8. ObpalleHne ¢ HeCOOTBETCTBYHOLLIEN NPoAyKLUMen

VI. KoHTponb kayecTtBa

. Cucrema KOHTPOJ1Ad Ka4eCcTBa

. Hagnexauias nabopaTopHas npaktuka

. JokyMeHTaLmMa No KOHTPOSIO KavYecTBa

. O160p Npobd

. [poBefeHve ucnbiTaHnn

. KoHTponbHble 1 apxvBHble 06pasubl

. Mporpamma TeKkyLiero ucnbliTaHna CTabunbHOCTH

[N~ |WIN]—

. Banvngaums v TpaHcgep MeTogmK UCNbITaHWUN

VII. AyTcopcuHroBas 4esaTensHoCTb

VIIl. Peknamaumm 1 0T3bIBblI NPOAYKLUMMN

IX. CamounHcnekumns

* MNprBegeHo NpMmepHoe coaepxaHve.

** MoxeT ObITb 3an0fHEHO Ha BCTYNUTENbHOM COBELLaHNN.

7. 'padhmk npoBeaEeHNSA NHCIEKLMMN

[aTa n Bpems
Havana*

OT1an npoeegeHns MHcNekuumn™*

1. BctynuTensHoe coBellaHne

2. O3HaKoMMneHne ¢ CUCTEMOWN
KayecTBa

3. OcmoTp cknagckmx u
Npon3BoACTBEHHbIX 30H

4. OCMOTP UHXEHEPHBIX CUCTEM 1
BCMNOMOraTenbHbIX 30H

5. OCMOTp 30H KOHTPOJIS KayecTsa

6. MpoBepka AOKyMeHTauUM CUCTEMBI
KayecTBa

7. MNpoBepka AoKyMeHTauun no
06Yy4eHuIo U rrneHe nepcoHana

8. MpoBepka Npon3BoaCTBEHHOM
OOKYMEHTaLUMm

9. MNMpoBepka AOKyMeHTaLum no
KOHTPOIIO KavecTBa

10. CoBellaHue NHCNEeKLMOHHOMN
rpynnei

11. 3akniounTenbHoe coBellaHne

* MoxeT ObITb 3anofHeHo Ha BCTYyNUTENIbHOM COBELlaHNN.

** [MpnBeaeHO NpUMepHoe coaepaHue.

8. MNpvMepHbI CPOK NpeacTaBieHUs oTYeTa No pesynbTatam NUHCNEKLNN.

MPUNOXEHWE Ne 2
K [paBunam nposeneHus

dapMaLeBTUYECKNX MHCNEKLN

POPMA

6naHka cepTudmkaTa COOTBETCTBUS NPOM3BOAUTENSA TPeboBaHUAM




npaBun Hagnexaiwien NPou3BoACTBEHHOW NPaKTUKKU
EBpa3m7|cxoro 9KOHOMUYECKOoro corsa

EBPA3UNCKNMN SKOHOMUYECKUN COLO3
CEPTUDUKAT
COOTBETCTBUA TPEBOBAHUAM NMPABUI
HAONEXALLEW NPOU3BOACTBEHHOW NPAKTUKU
EBPA3MACKOIO 3KOHOMUYECKOIO COIO3A

Ne

(y4eTHbIn HOMep GriaHka)
No
(y4eTHbIn HOMep cepTudmkaTa)
Cpok aencreus ¢ no *

BblgaH no ntoram nposegeHus hapmaLeBTU4ECKON NHCNEKUMM B COOTBETCTBUM C [paBunamm nposegeHns
dhapMaLleBTUHECKNX UHCNEKLNA.

(nonHoe n cokpalleHHOe HaMeHOBaHUS YNONIHOMOYEHHOIO opraHa)

noATBepXaaeT crieqytoLlee:
npoeefeHa dhapmaLeBTUYeckas MHCNEeKLUS

(nonHoe HanMeHoBaHWe NPoOU3BOAUTENS)
(apgpec Npov3BOACTBEHHON NNowaakn)

Ha OCHOBaHWUM (yKasaTb OQHO U3 CriedyloLero):

3asaBneHuns Ne Ha nonyyeHune paspelleHns (NMMLEH3MN) Ha OCyLLLeCTBNEHNE AeATeNbHOCTM Mo
NpPOu3BOACTBY NeKapCTBEHHbIX CPeaCTB;

nnaxa nposeaeHns papmaLeBTUYeCKMX MHCNEKLUIA, KakK aepxXaTens paspeLleHns (NMueHsumn) Ha Npon3BoaCcTBO
nekapcTBeHHbIX cpeacTts Ne ;

3asaBneHus Ne Ha perncTpaumio nekapcTBeHHbIX CPeacTB;

(MHoe OcCHoBaHWE)

Ha ocHoBaHWu cBegeHuUiA, MoMyYeHHbIX NPy NpoBeAeHnn hapmMaLeBTUYECKON

MHCNEKUMN, NOCNeAHssA U3 KoTopbix Obina nposegeHa , CYnTaeTcs, 4To

(nara)

OaHHbIV hapmaLeBTUYECKUIA NPON3BOANTENL COOTBETCTBYET TpeboBaHuAM NMpaBun Hagnexaien
NpOu3BOACTBEHHON NPaKTUKN EBPasmninckoro 3KOHOMMYECKOTO COo3a.

HacTosawmn ceptndukat oTpaxkaeT cTaTyC NPOU3BOACTBEHHON MIIOLLAAKM Ha AaTy NPOBeAeHNs
dhapmaLeBTUHECKOW UHCMIEKLMM U MO UCTeveHun 3 NeT ¢ AaTbl NPOBeAeHUs 3ToN hapMaLeBTUHECKON MHCNEKLMN
He JOImKeH NPUHNMAaTLCS B Ka4yecTBe JOKYMEHTa, CBUAETENbCTBYIOLLEro O cTaTyce cooTBeTCTBUSA. CpoK AecTBus
cepTudmkata MoxXeT ObITb COKpaLLeH Unn pacluMpeH npy UCMofIb30BaHNM COOTBETCTBYHOLLMX NPUHLMMOB
ynpaBsrieHusi puckamm npu HanmM4um CoOoTBETCTBYIOLLEN 3anmck 06 aTom B norne «OrpaHUyeHns Unmn NoSICHUTENbHbIE
3ameTKu, Kacawwumecst obnactv NPUMEHEHNss HacTosALWero ceptTnudukaTar.

CepTudukaTt aBnseTca AeNCTBUTENbHBLIM B Crlyvae NpeAcTaBreHns BCeX ero cTpaHunL (kak OCHOBHbIX MUCTOB, Tak U
AOMNOMHUTENBHbIX FTUCTOB).

AyYTEHTUYHOCTb (MOANMHHOCTL) HACTOALLEro cepTudukaTa MOXHO NMPOBEPUTL B

6a3se gaHHbIX

(HanmeHoBaHWe YNONHOMOYEHHOTO opraHa)
Ecnu cepTtudmkat He npeacTaBneH B ykazaHHOW 6a3e gaHHbIX, cnegyeT 06patutbes B YNONTHOMOYEHHbIV OpraH,
€ro BblAaBLUNNA.

(mononHUTEnbHLIM NUCT)




CTp.

o JlekapcTBeHHbIE cpeacTBa AN MEOULNHCKOTO NPUMEHEHNS
o BeTepuHapHble nekapctBeHHblE CpeacTBa
[m} SKCI'IepVIMeHTaJ'IbeIe cpeacrtea

[Mpon3BOACTBO M KOHTPOIb KayecTsa

I. MPON3BOACTBEHHbBIE OMNMEPALINU - NEKAPCTBEHHAA NMPOOYKUWA

1. CtepunbHas npogykums

o 1. MNpoaykumsa, NPUroToBNeHHasa acenTu4yeckumM nytem (onepaumm obpaboTkm AN cnegyowmnx nekapcTBEHHbIX

dopm):

O Xunakue nekapcTBeHHble popmbl 6onbLLoro obbema
O XWAKne nekapcTBeHHble opMbl Marioro obbema

O Avcnepcun

o nnocpmnunsathbl

O TBepAble fekapcTBeHHble POPMbI M UMNAaHTaThI

O MSrkne nekapcTBeHHble (opMbl

onpoYyas Npoaykumns
(ykasaTb BMA NpOAYKUMUN UMK OEATENBHOCTH).

o 2. MNpoaykums, noasepraoLwasca GUHULLIHOW cTepunu3auum (onepaunm obpaboTkv Ana cneayoLwmx
nekapcTBeHHbIX POpPM):

O XWAKne nekapcTBeHHble opMbl 6onbLIoro obbema

O XWAKne nekapcTBeHHble hopMbl Marioro obbema

O TBepAble fiekapcTBeHHble POpMbl M MMNAaHTaThbI

O MSrkne nekapcTBeHHble (hopMbl

O NpoYas NPOAYKUWS, neKkapcTBEeHHbIE POopMbl
(ykasaTb BMA NpoayKUMU Unn AeaTenbHOCTH)
o 3. BeinyckaroLmin KOHTPONb KavyecTsa

2. HectepunbHas npoaykuus

o 1. HectepunbHasa npoaykums (onepaummn o6paboTku Ang cnegyrowmx nekapcTBeHHbIX opm):
O Kancynsl B TBEpgon obonoyke

O Kancynbl B Msrkon obonoyke

O XeBaTerbHble NekapCTBeHHble (OPMbI

O MMNPEerHUpoBaHHble NekapCTBEHHbIE hOpMbI

O XWAK1e nekapcTBeHHble OpMbl A1 HAPYXXHOrO NPUMEHEHNS

O XWAKne nekapcTBeHHble opMbl A BHYTPEHHErO NPUMEHEHNS

O MeAMUMHCKUe rasbl

O Npo4ve TBepAble NekapCTBEHHbIE (HOPMbI

O npenaparbl, HaxoAsALWMeC NoA AaBneHnemM

O reHepaTopbl pagvoHyKNMaoB

O MSArkne rnekapcTBeHHble (PopMbl

O cBeun (cynnosmTopumn)

o TabneTkn

O TpaHcaepManbHble NNacTbipy

O YCTPOWCTBA ANA MHTPapyMuHanbHoro (BHyTpMpybL0Boro) BBeAeHUst

O Mpoyas NpoAyKums, nekapcTeeHHble opMbI
(ykasaTb BMA NpogyKUMU U AeATENbLHOCTH)
0 2. BeinyckaroLmin KOHTPOINb KavyecTsa

3. Bronornyeckas nekapcTBeHHas NPOAYKUMS

o 1. Buonoruyeckasa nekapcTBeHHasa NPOAYKLUMS:

NpPOAYKTbI KPOBYU

UMMYHOOrnyeckast npoayKums

NpPOAYKTbl HA OCHOBE COMAaTUYECKMX KIeTOoK

reHoTepaneBTUYeCK1e NPOayKTbI

NPOAYKTbl TKAHEBOW MHXEHEepUn

BuoTexHonormyeckas NpoayKums

NPOAYKTbI, IKCTPArnpoBaHHbIe U3 KMBOTHbLIX UCTOYHMKOB UM OPraHoB (TKaHew) YenoBeka
O npoyas npogyKums
(ykasaTb BMA NpOOYKLUMU NN OEATENLHOCTH)

Oo0ooooag
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2. BbinyckatoLwmii KOHTPOIb KayecTBa (NepeyeHb TUMOB MPOAYKLMN):

NPOAYKTbI KPOBU

MMMYyHOJIOrMYeckast NpoayKUus

NPOAYKTbl HA OCHOBE COMaTUYECKMX KIeToK

reHoTepaneBsTUYeckme NpoayKTbl

NPOAYKTbI TKAHEBOWN MHXEHepUn

BGuoTexHonornyeckas NpPoayKUms

NPOAYKTbI, 3KCTPArMpoBaHHbIE U3 XKUBOTHbIX MUCTOYHMKOB U OPraHoB (TKaHel) YyenoBeka
O npoYas NpoayKuus
(ykasaTb BMA NPOAYKUUM UNW OesATENBHOCTM)

Oo0Oooooaogao

4. Mpoyas NpoayKuMsa U NPoM3BOACTBEHHAA AeATENbHOCTb
o 1. MNpounssoacTseo:

O pacTUTenbHON NPoAyKuun

O roMeonaTn4eckon NPoAyKLUmm

O nNpo4ast NpoayKuns
(ykasaTb BMA, NpOOyKLUMU UMK OeATENBHOCTH)

o 2. CTepunnsaums akTUBHbIX BELLECTB, BCIOMOraTesbHbIX BELLECTB, FOTOBON NPOAYKLUN:
0 omnbTpaums

O cyxoxapoBas cTepunmaaums

O cTepunusaums napom

O XMMMUYeckas cTepunmaaums

O cTepunusauuns raMMma-usnyvyeHnem

O CTEPUNU3aLUs SNEKTPOHHBIM U3MYyYEeHUEM.

o 3. MNMpouee
(ykasaTb BMA NpoayKUMU UK AeATEeNbLHOCTH)

o 4. NepBuyHasa (BHYTPEHHAS) ynakoBka:

O Kancynbl B TBepAov obonoyke

O Kancynbl B MArkon obonoyke

O XeBaTerlbHble fleKapCTBeHHble POpMbI

O MMNPEerHUpoBaHHble NekapCTBEHHbIE hOpMbI

O XWAKne nekapcTBeHHble OopMbl A1 HAPYXHOMO NPUMEHEHNS

O XXnaKkue nekapcTBeHHble hopmbl ANA BHYTPEHHEro NpUMEHeHWs

O MeauLMHCKMe rasbl

O Npoyve TBepAble NekapCTBEHHblE (HOPMbI

O npenaparbl, HaxoAsLmMecs noa AaBneHnemM

O reHepaTopbl PaanoHYKNMAOB

O MSITKne nekapcTBeHHble opMbl

O cBeuvn (cynnosmTopumn)

o TabneTkn

O TpaHcaepMarnbHble nracTbipu

O YCTPOMWCTBA AN UHTPaPYMMHAanbLHOro (BHyTpupybL0BOro) BBEAEHNS
O NpoYas NPOAyKUWS, neKkapcTBEHHbIE POpMbl
(ykasaTb BMA NpoOOyKUMU UK AeATENbLHOCTH)
o 5. BropuyHas (notpebutensckas) ynakoBka
0 6. BeinyckaroLmi KOHTposb kavecTsa

o 7. Mukpobuornormyeckoe TeCTMPOBaHWe: CTEPUIBHOCTb

o 8. Mukpobuornormyeckoe TeCTUPOBaHWE: HECTEPUIIBHOCTb

o 9. Xumunyeckoe (pumanyeckoe) TeCTupoBaHune

o 10. Buonoruyeckoe TecTMpoBaHune

Il. KOHTPOINb KAYECTBA MNPV MMMNOPTE NEKAPCTBEHHOW MPOAYKLIMA
o 1. KoHTponb Ka4yecTBa MMMOPTUPYEMOW NeKapCTBEHHOWN NPOAYKLMM:

O MVIKpO6I/|0J'IOFI/ILIeCKoe TeCcTupoBaHue: CTepunbHOCTb

O MVIKpO6I/|0J'IOFI/ILIeCKoe TecTupoBaHue: HeECTepPUINbHOCTb
O Xxumunyeckoe (pumanyeckoe) TecTMpoBaHne

o Brornornyeckoe TeCTUPOBaAHME.

O 2. Beinyckatowwmi KOHTPOnb (cepTudunkauusa cepumn) UMNopTMpyeMon npoayKLmm

o CTepunbHas npoayKums:

O NPOAYKUMS, NPUrOTOBNEHHAS acenTUYECKUM NyTeM

O NPOAYKUMS, NoaBepraLascs MUHULLHOW CTepunusaumm
o HecTepunbHas npoaykuus

o Buonorunyeckas nekapcTBeHHasi NPOAYKLMS:

O NPOAYKTbI KPOBM
O MIMMYHOMOrmyeckasi npoayKumnsi




O MPOAYKTbI HA OCHOBE COMATUYECKMX KIETOK

O reHoTepaneBTUYeCKNe NPOayKTbI

O NPOAYKTbI TKAHEBOW UHXEHepun

o GuoTexHonornyeckas Npoaykums

O NPOAYKTbI, 3KCTParmpoBaHHbIE N3 XMBOTHBLIX MUCTOYHWUKOB UM OPraHoB (TKaHeN) YernosBeka
O nNpoYas NpPoayKums
(ykasaTb BMA NpoayKUMKn Unn AeaTenbHOCTH)

o 3. MNMpoyasa gesaTenbHOCTb MO MMMOPTY (BBO3Y):

O nrowaaka manyeckoro nmnopTa (Beo3a)

O MMNOPT NPOMEXYTOYHOro NPoAyKTa, NoABepraroLerocs gansHenwen obpaboTke.
O npoyee
(ykasaTb BMA NPOAYKLUMM UMK AeATeNbHOCTM)

OFpaHVILIeHVIﬂ UINN NOSICHUTENbHbIE 3aMeTKU, KacatoLmecs obnacTtu npuMeHeHnsa cepTndukaTa:

(P.1.0., pomKHOCTL) (nognuce)

(y4eTHbIn HOMep BnaHka)

*

Cpok penctBus ceptudukata ykasblBaeTcs C [faTbl MOCNeAHero AHs nocnegHen apmMaueBTUYeCcKon

MHCMEeKUMN cybbekTa B cchepe obpalleHnst NekapCcTBEHHbIX CPeaCTB.

MPUNOXEHWE Ne 3

k [paBunam npoBeaeHus
hapMaLEeBTUYECKNX MHCTEKLIMN

KOHTPOJbHbIW NNCT

(dpopma)




MyHKTBI MNpasun KOHTpOnbHbIN WaoeHTupukaums WHpopmauus MHpopmauusa
Hagnexatiien NPOBEPEHHOIO (cBMaeTenbcTBa) (cBMpeTenbcTBa)
Npou3BoACTBEHHOMN obbekTa O COOTBETCTBUU 0 HECOOTBETCTBUM
npakTukm Espasuickoro
3KOHOMMWYECKOro co3a
1 3 4 5
MPUNOXEHWE Ne 4
k [paBunam npoBegeHUs
dapmaLeBTUYECKNX NHCMEKUNI
(dbopma)
OTYET

(TumynbHsbIl nucm)

O npoBegeHUn d)apMaLleBTVI‘IeCKOVI UHCNeKuunun

(HanmeHoBaHWe opraHu3aLn)

(HaVIMeHOBaHVIe hapmMaLeBTMHECKOIO McheKTopaTa)

(appec, Homep TenedoHa, agpec MEKTPOHHOM NoYThl, agpec canTa

B MH(POPMAaLMOHHO-TENEKOMMYHUKALMOHHOW CETU ((MHTepHeT»)

I'IpOBepKa opraHun3auun npou3BoacTBa W KOHTPOJIA KadecTBa J1eKapCTBEHHbIX CpeacTB Ha COOTBEeTCTBUE
TpEGOBaHVIHM I'Ipanm Hagnexawen I'IpOVI3BO,D,CTBeHHOl7I NPaKTUKN EBpa3I/IIZCKOFO 3KOHOMMYECKOIro cotr3a:

(HanmeHoBaHuWe nposepsiemMoro cybbekTa B cpepe obpalleHns nekapCTBEHHbIX CPEACTB)

Appec:

OcHoBaHue:

1. Pe3ome

1. HaumeHoBaHwue,
afipec NpoBepsieMoro
NpOu3BOACTBEHHOIO y4acTka

2. IlnueHsunsa

3. Pestome gesatenbHocTm
WHCMEKTUpyemMoro cybbekTa

MpousBoacTeo hapmaueBTUHECKNX CyOCTaHUMIA

Mpon3BOACTBO NleKapCTBEHHbIX NpenapaToB
Mpon3BOACTBO NPOMEXYTOUHBIX UK
HepactacoBaHHbIXI1EKapCTBEHHbIX CPeaCTB

dacoBka 1 ynakoBka
BBo3 (umnopT)

Mpon3BOACTBO MO KOHTPAKTY

MpoBefeHNe nabopaTopPHbIX UCMbITAHUA

BbII'IyCK B peann3auunto cepun nekapcTtBeHHOro cpeacrtea

VHoe

Ooooooo o o o

4. aTta npoBefeHnsa UHcNekumm

5. MlHcnekTopbl (aKkcnepThbl)

6. Homep nHcnekumm
(npw Hannynn)

2. BBogHasa nHdopmaumsa

> ONUCaHue MHCNEKTUPyemMoro cy6be|<Ta N UHCMEKTUpyeMOoro npon3BoacTBa

eablayLien nHenekuum®

TOPbI, NPOBOAMBLUVE NPEALIAYLLYIO MHCNEKLMIO

ble UAMeHeHnsa, npousowlegLline co BpemMmeHun I'Ipe/J,bI,El,)/LIJ,eVI MHCNEeKUnn




HCNeKunn

TUpyeMbl€ 30HbI

an MHCNeKTnpyemoro cy6be|<Ta, y‘-IaCTByPOLIJMﬁ B NnpoBedeHUN NMHCNEeKUNUn

HTbIl, NpegCcTaBNeHHble NHCNEKTUPpYyEeMbIM Cy6'beKTOM 00 npoBegeHna nHcnekunn

*

B cnyyae HeogHoKpaTHOro npoBedeHWs apMaueBTUYECKUX WHCMEKUMA B OTHOLUEHWM [OaHHOro
WHCMEKTUPYEMOro cyGbekTa yka3blBaloTCs AaThl BCeX NpeablayLunx MHCNEKUMNA.

3. HabniopeHus u pesynbTaTbl UHCNEKLMN

. YnpasneHne Kka4ecTBoM

. MNepcoHan

. NMomeLeHns n obopygoBaHue

. JokymeHTaumsa

. MpownseogcTeo

. KoHTponb kayectea

. AyTCOpCUHroBas SeaTesNlbHOCTb

[ood InN] [} (&) ]| E=N [4S) [ N F

. Peknamauuu v oT3blB NpoayKLmn

9. CamounHcnekums

10. Peanusauns u TpaHCnopTypoBaHWe NpoayKuun

11. OueHka gocbe (MacTep-gaina) NporM3BOACTBEHHOIO yvacTka

12. Pa3Hoe

4. MNepeyeHb HECOOTBETCTBUMN

Kputnyeckme*

CyLiecTBeHHbIe™™

Mpoune***

* HecooTBeTCTBMSA, KOTOPbIE BbI3bIBAIOT UMW MPUBOAAT K CYLLECTBEHHOMY PUCKY BO3MOXHOCTW MPOM3BOACTBA
nekapcTBEHHOro cpeacTaa, ONacHOro AN 300POBbS U XU3HW YernoBeka.

** HecooTBeTCTBYSA, KOTOPbIE HE MOTYT KraccuunumpoBaTbCs Kak KpUTUYECKne, Ho:

npuMBenn K nNpoOM3BOACTBY WNW  MOrYT MNPUBECTM K TMPOU3BOACTBY IEKApCTBEHHOrO Cpeactea, He
COOTBETCTBYIOLLEro AOKYMEHTaM PEerncTpaumMoHHOro 4OCke AaHHOro nekapcTBEHHOro npenapara;

yKasblBalOT Ha CylWEeCTBEHHOEe OTKMOHeHMe OT MpaBun  Hagnexalwiend nNpou3BOACTBEHHON MPaKTUKM
EBpa3ninckoro a3koHOMUYECKOro cok3a;

yKasblBaloT Ha CyLLEeCTBEHHOE OTKIOHeHWe OT TpeboBaHMI NHbIX akTOB 3akoHoA4aTeNnbCTBa B cpepe obpalleHms
neKkapcTBEHHbIX CPeaCTB;

yKasblBalOT Ha HeCNoCcobHOCTb MHCNEKTMPYEMOro CybbekTa OCYLLEeCTBATb CePUIHBIN BbINMYCK NEKapCTBEHHbIX
npenapaTtoB OAHOPOAHOrO KayecTBa WM HECNOCOOHOCTb YMOMHOMOYEHHOro nuua WHCNeKTupyemoro cybbekTta
BbINOSMHATL CBOM JOMKHOCTHbIE 0653aHHOCTY;

KOMOMWHaLMA HECOOTBETCTBUIN, HA OAHO U3 KOTOPbIX camo Mo cebe He ABNAeTCs CyLeCTBEHHbIM, HO KOTOpble B
COBOKYMHOCTW MNpPeACTaBNsaloT CyWeCTBEHHOE HEeCOOTBETCTBME W [AOIDKHbl OOBACHATLCS U (DUKCUMPOBATBLCA B
KavecTBe TakoBOrO.

*** HecooTBeTCTBMSA, KOTOpPblE He MOryT KnaccuduumpoBaTbCA KaK KpUTUYECKME WK CYLLECTBEHHble, HO
yKasblBalOT Ha OTKMOHeHWe OT TpebGoBaHWi NpaBun Haanexaileln Npou3BOACTBEHHOW MPaKTUKM, YTBepXOaeMblixX
EBpasninckomn aKOHOMUYECKON KOMUCCUEN.

5. 3aknunTtenbHoe coBeLlaHne U oLeHKa oTBeTa npounssoauTtens

KommeHTapun npeacraButenemn MHCNEKTNUpyemoro Cy6'beKTa, caenaHHble B Xoae
3aKIMKYNTESNIbHOINo CoBeLaHnA

OueHka oTBeTa WHCNEKTUPpYyEeMOro cy61>e|<Ta MO BbIABJ1IEHHbIM 3aMe4vYaHnaM

[oKymeHTbI 1 (unn) obpasLibl, 0ToGpaHHbIE B X04€ MHCMEKLNA

6. 3aknounTtenbHble peKoMeHAauMn U BbIBOAbI

PekomeHgauuun

BbiBOAbI

OTyeT 0 NnpoBeAeHun hapmaLeBTUYECKON




UHCMeKuun coctaBJieH U noanucaH:

(noanucy YNeHoB MHCNEKLMOHHOM rpynnbl)



