O BHeceHuU U3MeHeHUH B npuka3 Poccenbxo3Hap3sopa oT 18
okTAOpA 2016 r. Ne 755 "0O06 yTBep>xXaeHuun ¢popmbl 3as8BNIE€HUA O
BblAaye 3aKJ/Il04eHUA 0O COOTBETCTBMU NPOU3BOAUTENA
(MHOCTpaHHOro Npou3BoAUTENINA) JIeKAaPCTBEHHbIX CPeAcTB AN
BETEPMHAPHOIro NPUMeHeHUA TpeOboBaHMAM NpaBuN HaaNeXallen
NPON3BOACTBEHHON NPAKTUKU, POPMbI UHCMEKLMOHHOIO OoTYeTa
no pesyJsibTaTaM UHCMNEKTUPOBAHUA NpoU3BOAUTENS
(MHOCTpaHHOro Npou3BoOAUTENINA) JIeKAaPCTBEHHbIX CPeacTB AN
BETEPMHAPHOIro NPUMEHEeHUA Ha COOTBETCTBME TpeboBaHMAM
npasun HagneXxalien NPoU3BOACTBEHHOU NPAKTUKU U (POpPMbI
3aKJIlDYeHUA 0 COOTBETCTBUM npoussoauTens (MHOCTPaHHOro
NPOU3BOAMUTENA) JIeKapCTBEHHbIX CPEACTB AJ19 BeTepPUHApPHOro
npMMeHeHUsa TpeboBaHUAM NpPaBU HageXXallen
NPOU3BOACTBEHHOMU NPAKTUKK"

Mpukas - Ne 1231 - 01 17.11.2020 - ®enepanbHasg cny>xba no BeTepMHapHOMY 1 (UTOCAHUTAPHOMY HaA30py *
[encteyeT 6€3 n3MeHeHui

OELNEPAJIBHAA CNTYXXBA MO BETEPUHAPHOMY I ®UTOCAHUTAPHOMY HA30PY
MPNKA3
MOCKBA

17 Hoabps 2020 r. Ne 1231

O BHeCeHUUN n3MeHeHU B Npuka3s Poccenbxo3Haasopa oT 18 okTabpsa 2016 r. Ne 755 "06 yTBEpXAEHUM
(hopMbl 3aBJIEHNS O BblAaye 3aK/I0YEHNS 0 COOTBETCTBMUN NPON3BOANTENS (MIHOCTPAHHOIMO
NPOU3BOANTENS) NIEKAPCTBEHHBIX CPEACTB 415 BETEPUHAPHOro NpuMeHeHns TpeboBaHUAM nNpasmn
HaZniexallen NPon3BOACTBEHHON NPAKTUKKU, POPMbI MHCMEKLMOHHOIO 0TYETa No pesybTaTam
WNHCNEKTUPOBAHUSA Npon3BoauTeNs (MHOCTPaHHOrO NPOU3BOANTENS) SIeKapCTBEHHbIX CPeACTB Ans
BETEPUMHAPHOro MPUMEHEHNS Ha COOTBETCTBME TpeboBaHMAM NpaBu Haanexallen Nnpon3BoACTBEHHON
NPaKTUKN 1 POPMbI 3aKJTH0YEHNS O COOTBETCTBUN MPOU3BOAMTENS (MHOCTPAHHOIO NPOV3BOAMUTENS)
NeKapCTBEHHbIX CPEeACTB A8 BEeTEePUHAPHOro NpuMeHeHns TpeboBaHaM NpaBu Hagnexallen
NPON3BOACTBEHHON MPaKTUKK"

3aperncTpupoaH MuHtocTom Poccun 15 aHBaps 2021 r.
PernctpaunoHHbin Ne 62110

B cooTBeTCTBUM C NyHKTamMu 3 1 13 lNpaBun opraHm3aunm 1 NpoBeaeHns MHCNEKTUPOBAHMNS
Npou3BoANTENEN NEKAPCTBEHHbBIX CPEACTB Ha COOTBETCTBUE TpeboBaHMAM NpaBu Hagnexallemn
NPOU3BOLACTBEHHOW NPAKTUKY, @ TaKXXe BblAayu 3aKN04EHUN 0 COOTBETCTBUM MPOU3BOAUTENA
NeKapCTBEHHbIX CPeACTB yKa3aHHbIM TpeboBaHMAM, yTBEPXKAEHHbIX NOCTaHOB/EeHNeM [paBMTeNbLCTBA
Poccuiickon ®epepaumm ot 03.12.2015 Ne 1314 (CobpaHue 3akoHopaTenscTBa Poccuinckon depeparimm,
2015, Ne 50, cT. 7165), nognyHkTom 5.2(1). 16 nyHkTa 5 MonoxeHns o GenepanbHoi ciyxbe no
BETEPUHAPHOMY 1 (PUTOCAHUTAPHOMY HaA30pYy, YTBEPXKLEHHOr0 NoCTaHOBNeHMeM [paBUTeNbCTBA
Poccunckon ®egepaumm ot 30.06.2004 Ne 327 (Poccminckas raseta, 2004, Ne 150, CobpaHue
3aKoHozaTenbcTBa Poccminckon ®epepaunun, 2015, Ne 38, 1. 5297), npuKasbiBato:

BHecTwn B npuka3 Poccenbxo3Haa3opa oT 18 okTabpsa 2016 r. Ne 755 "06 yTBEpXAeHNUM (DOPMbI 3a8B1EHUS
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0 Bblaye 3aKJI04YEeHUSA 0 COOTBETCTBUM NPOU3BOAMTENS (MHOCTPAHHOIO MPON3BOAUTENS) JIEKAPCTBEHHbIX
CpencTB Ans BETEPMHAPHOro NpuMeHeHns TpeboBaHMAM NpaBul Hagexallen Npom3BoACTBEHHOM
NPaKTUKK, (OPMbl MHCMEKLNOHHOIO O0THYETa Mo pe3ysibTaTaM MHCNEKTUPOBAaHUSA NPOV3BOAMTENA
(MHOCTpPaHHOIO NPOM3BOAUTENA) SIEKAPCTBEHHbIX CPEeACTB A1 BETEPUHAPHOI0 MPUMEHEHMA Ha
COOTBETCTBUE TpeboBaHNAM NpaBua HagNexXallen NPon3BOACTBEHHON NPaKTUKN 1 POPMbI 3aK0HEHNS O
COOTBETCTBUMN NPOM3BOANTENSA (MHOCTPAHHOIO NPON3BOANTENA) NEKAPCTBEHHbIX CPEACTB ANA
BETEPUHAPHOr0 NpUMeHeHNs TpeboBaHNAM NpPaBUa HadNexXallen Npon3BOACTBEHHON NPaKTUKK"
(3apeructpmpoBaH MunHioctom Poccum 28 nekabpsa 2016 r., peructpaunoHHbin Ne 45016) (ganee - npukas)
cnefyroumne n3MeHeHuns:

1. B hopMe MHCMEKLUMOHHOIr0 0TYeTa No pesysibTaTaM MHCAEKTUPOBaHNA NPOM3BOANTENS (MHOCTPAHHOIO
NPOV3BOANTENA) IEKAPCTBEHHbIX CPEACTB 415 BEeTEPUHAPHOIr0 NPUMEHEHNA Ha COOTBETCTBME
TpeboBaHMAM NpaBuUA HagJiexallen NPoN3BOACTBEHHON NPaKTUKK, YTBEPXKAEHHOW NPUKA30M
(mpunoxxeHne Ne 2 K Nnpukasy ):

CHOCKY 2 UCKJIYNTD;

HavMeHoBaHwue nogpasaena "MepeyeHb BbiABAEHHbLIX HECOOTBETCTBUIA TpeboBaHMaM MNpaBua Hagnexallen
NPOU3BOACTBEHHOWN NPAKTMKN" BONOAHMTL C/loBaMm "(cornacHo TpeboBaHuam MpaBun Hagnexallen
NMpPOM3BOLACTBEHHOW NPAKTUKKN EBPa3ninCKOro 3KOHOMUYECKOro COt03a, YTBEPXAEHHbIX peweHnem CoBeTa
EBpa3ninckom 3KOHOMMYECKOM KoMumuccum oT 3 Hosbps 2016 1. Ne 77 2 ¢ NpuBeAEHNEM CCbIJIOK Ha MYHKTbI
aKTa, COCTaBASIOWEro NpaBo EBPa3nnCKoro 3KOHOMMYECKOro coto3a)”.

2 dsnstowmmca obasaTenvHbiM ans Poccuinckon degepauny B COOTBETCTBUM C [loroBopom 0 EBpa3uinckom
3KOHOMUYECKOM coto3e oT 29 mas 2014 r., paTuduumnposaHHbiM ®efepaibHbiM 3aKOHOM OT 3 okTA6pa 2014
r. Ne 279-03 "O paTtudmkauun florosopa o EBpa3niickoMm skoHoMu4yeckoMm cotose" (CobpaHue
3aKoHogaTenbCTBa Poccunckon ®epepaunmm 2014, Ne 40 (4. 1), cT. 5310).

2. B hopme 3aknt04eHns 0 COOTBETCTBMM NPON3BOANTENS (MHOCTPAHHOMO NPOM3BOANTENA) JIEKAPCTBEHHbIX
CpencTB As BETEPMHAPHOro NpuMeHeHns TpeboBaHMAM NpaBul Hagnexallen Npon3BoACTBEHHON
NPaKTUKK, YTBEPXKAEHHOI0 NprKa3oMm (npunoxeHue Ne 3 K Nprkasy ):

cnosa "lMpaBun Hagsexallen NPon3BoOACTBEHHON NPAKTUKKN, YTBEPXKAEHHbIX MPNKa30M MUHUCTEPCTBA
NPOMBILLNEHHOCTY 1 Toprosaun Poccunckon ®epepaum ot 14 nioHs 2013 r. Ne 916" 3aMeHUTb ClI0BaMM
"MpaBnN Haanexallle NPon3BOACTBEHHON NPaKTUKN EBPa3nNCKoro 3SKOHOMNYECKOro COK3a,
yTBEPXIEHHbIX peweHnem CoBeTa EBpa3ninckoli 3SKOHOMUYECKON KOMUCCKMM OT 3 Hosbpsa 2016 1. Ne 77",
cnoBa "lMpaBni Hag exallen NpoM3BoLCTBEHHOW NPaKTUKK" 3aMeHNTb cnoBaMu "MpaBu Hagaexallen
NPOW3BOLACTBEHHOW NPaAKTUKW EBPa3ninCKOro 3KOHOMUYECKOro COt03a, YTBEPXXAEHHbIX peweHnem CoBeTa
EBpa3ninckon 3KOHOMMYECKON KoMmuccum oT 3 HosAbps 2016 . Ne 77,".

PykosoauTtens C.A.[laHkBepT
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