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MHHHCTEPCTBO HOCTHIINY POCCHRCKOR GEAEPALIN

SAPETHCTPHPORAHO

Peructpaunonnsii No

MHHHCTEPCTBO CEJILCKOI'O XOBTTTBA
POCCHUIICKOW ®EJIEPAIIIN

®EJIEPAJIBHASA CJIYXBA I10 BETEPUHAPHOMY
N ®PUTOCAHUTAPHOMY HAI30PY
(PoccesIbX03HAA30P)

NPUKA3

or 17 noa6pa 2020 roma Ne 1231
MockBa

O BHeceHHH M3MeHenuii B npuka3s Poccesbxo3naaszopa ot 18 okTaops 2016 1.
Ne 755 «O0 yTBepskaeHud Gopmbl 3asiBJIeHHs! O BbIAaie 3aKII0UECHUS
0 COOTBETCTBHH HPOU3BOAHTE/IA (HHOCTPAHHOIO NPOH3BOANTEIS)
JIEKAPCTBEHHBIX CPEACTB
JIsl BETEPHHAPHOrO MPHMEHeH sl TPe6OBAHMAM NPABHI Ha/JIesKa e
NPOH3BOACTBEHHOl NPAKTHKH, (POPMBI HHCIEKIHOHHOTO 0T eTa
10 pe3yJibTATaAM HHCINEKTHPOBAHHS MPOU3BOAHTE/IH (MHOCTPAHHOTO
NpOU3BOAKTE/Is) IeKAPCTBEHHBIX CPEACTB AJisl BeTepHHAPHOIO npUMeHEeHHUs
HA COOTBETCTBHE TPeGOBAHUSAM NPABHJ HalIeKaleH NpPoOH3BOICTBEHHOMH
NPaKTHKA H GOPMbI 32K/II0UEHHs O COOTBETCTBHH IPOU3BOAUTEH
(HHOCTPAHHOr0 NPOH3BOIUTE/IS) JIEKAPCTBEHHBIX CPEACTB I BETEPHHAPHOIO
npuMeHeHHsl TPeOOBaHUSAM NPaBHII HaJIexKalnell IpOoU3BOACTBEHHOM
NPAKTHKH»

B cooteercTBur ¢ myHkTamd 3 # 13 IlpaBun opranu3auiy U TPOBCACHHS
MHCIICKTHPOBAHHs [POM3BOJMTENCH JIEKApCTBEHHBIX CPCICTB  Ha COOTBETCTBUE
TpeGOBaHKIM MPABUJ HaUIeXKAlleH TIPOM3BO/ICTBEHHOM NMPAKTHKH, a TAXKE BbIIAYH
3aK/TIOUEHHH O COOTBETCTBHU IPOHU3BOIHUTENS JIEKAPCTBEHHBIX CPEACTB yKa3aHHBLIM
TpeGOBaHUAM, YTBEPKICHHBIX MOCTAHOBICHUEM IIpaButensctBa Poccuiickon
®epepammu or 03.12.2015 Ne 1314 (CobOpanue 3aKOHOJATENbCTBA Poccuiickoi
®egepanun, 2015, Ne 50, cr. 7165), MOAMYHKTOM 5.2(1).16 nyskra 5 IlonoxeHus
o ®enepanpHOil cilyXk0e 1O BETCPUHAPHOMY M duTOCaHUTapHOMY HAA30pY,
YTBEPXKAECHHOTO noctadoBiieHneM [IpaBuTesIbCTBA Poccuiickoii  Deepauyiu
or 30.06.2004 Ne 327 (Poccuiickas  rasera, 2004, Ne 150, Cobpanne
3aKOHOJaTenbcTBa  Poccmiickoit  @Denepanuy, 2015, Ne 38, cr. 5297),
NpuUKa3bplBamw:
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Buectn B mpuka3 Poccenpxo3Hanzopa OT 18 oxts6pas 2016 1. Ne 755
«O6 yTBEpXICHHM - (POPMBI 3asBICHHA O BbIIAYC 3AKIMOGCHUA O COOTBETCTBHH
npou3BoAuTENs  (MHOCTPAHHOTO IPOM3BOAUTENA)  JIEKAPCTBEHHBIX  CPEICTB
QI BETEPHHAPHOTO  IPHMEHEHHs  TPeOOBaHMAM  IIPaBHI HaJIE)KaAIEeH
IPOH3BOJCTBEHHOM MpPAKTUKH, (QOPMBEI MHCIEKIHOHHOIO OTHeTa 10 pe3yJbTaTraM
MHCIICKTHPOBAHHS IIPOM3BOJUTENS (HHOCTPAHHOTO IPOU3BOJIUTEINS) JIEKapPCTBEHHBIX
CPE/ICTB IS BETEPHHAPHOrO NMPUMEHEHUS Ha COOTBETCTBHE TpeOOBaHUAM MPaBHI
HaZIeXKAIeH IPOH3BOJCTBEHHOM IPAKTHKA U (GOPMEI 3aKIIOYCHHA O COOTBCTCTBHIH
npousBoguTEN  (MHOCTPAHHOIO IIPOM3BOJUTENI)  JICKAPCTBEHHBIX  CPCACTB
JI  BETEPHHAPHOTO  NPHMEHEHHs  TPeOOBaHMAM  TPaBHI Ha UIeKalEeH
IPOM3BOJACTBEHHOM  IPAKTHKID) (sapeructpupoBad  Munroctom  Poccnn
28 mexabps 2016 r., perucTpanMOHHbIH Ne 45016) (mamee — TNpUKa3) CICTYIOILHE
U3MEHEHH.

‘1. B ¢opMe HHCIEKIMOHHOIO OTYETa MO pe3ylbTaTaM MHCIIEKTUPOBaHHUA
NpOU3BOAUTENS (MHOCTPAHHOTO IIPOM3BOAMTENS) JIEKAPCTBEHHBIX CPelCTB UL
BETEPMHAPHOTO TPUMEHEHHS Ha COOTBCTCTBHC TpeGOBAHHMAM MPABHI HA/UICKALICH
IPOU3BOACTBEHHON IPAKTHKH, YTBEpKICHHON IPHKa3oM (IPUIOKEHUE Ne 2
K IIpUKa3y): :

CHOCKY 2 HCKJIIOYHUTE;

HauMmeHOBaHMe Ioapasaena «llepedeHp  BBIABICHHBIX HECOOTBETCTBHI
TpeGoBanusiM I[IpaBua HamexallleH TIPOM3BOJCTBEHHOM INPAKTHKKW» JOIOIHUTDH
cnoBamu  «(cormacHo TpebopanusaM IIpaBui Ha/UTeKAImEeR POU3BOACTBEHHOM
PAaKTHKH EBPasHiCKOTO 3IKOHOMHYECKOTO COH033, YTBEPMACHHBIX pereHneM
CoBera EBpasHifcKOil 3KOHOMMYECKOH KOMHCCHH OT 3 moabps 2016 r. Ne 77?
C NpUBEICHWEM CCHUIOK Ha IYHKTBI aKTa, COCTABJAIOIMIETO MPaBo EBpa3uiicKoro
IKOHOMHYECKOTO COI03a)».

2. B GopMe 3aKiI04eHHA O COOTBETCTBUU IIPOM3BOAHTEILA (MHOCTPaHHOTO
POM3BOJMTENS) JIEKAPCTBEHHBIX ~CPEACTB JUIA  BETCPHHAPHOTO IPUMEHEHHS
 TpeGOBaHMAM MPaBUI HaJJIeKaLICH IPOM3BOICTBEHHOM NPAKTHKH, YTBEPKACHHOTO
npukasom (mpuioxenue Ne 3 K IpHKa3y):

cioBa «IIpaBuil HaJIEXaIeH IPOM3BOJCTBEHHOHM MPAKTHKK, YTBEPKICHHBIX
TpuKa3oM MHHHCTEPCTBA NPOMBIIUIEHHOCTH ¥ TOPrOB/IH Poccuiickoit denepanuu
or 14 wmroms 2013 r. Ne 916» 3aMEHUTb CJIOBaMH «IIpaBui HaJIeXKaIen
IPOU3BOJCTBEHHON  TPaKTUKH EBpasuiickoro ~ 3KOHOMHYECKOr0o  COH033,
YTBEPXKACHHBIX PEHICHUCM Cosera EBpa3suiicKoii 3KOHOMHYECKOH KOMHCCHU
ot 3 HOs6ps 2016 1. Ne 77»;

cioBa «[IpaBii HaJIexamen TIPOM3BOJCTBEHHON TPAKTUKK» 3aMCHUTH
cioBamu  «IIpaBuin  HaaJexameH IIPOU3BOJICTBEHHOM MPAKTHKH EBpasuiickoro

2 pngiommMca 06s3aTeNbHEIM 11 PoCCHHACKOH depmepauyud B COOTBETCTBHH C JloroBopoM
o EpasuifckoM 3KOHOMHYECKOM CO03¢ OT 29 mas 2014 r., patuduuuposaHHbM DenepanrbHBIM
3aKkOHOM OT 3 okTsabpa 2014 r. Ne 279-@3 «O paruduxamun dorosopa o EBpazuiickom
sxoHOMHUEeCKOM corose» (CobpaHue 3aKOHOJATENBCTBA Poccnitckoit ®enepaumu 2014, Ne 40 (4.1),
cr. 5310).




SKOHOMHYECKOTO COr03a, yTBepkaeHHsix peurendeM Copera Epasuiickoi
5KOHOMHYECKOH KoMHCCHH OT 3 HOsOps 2016 1. Ne 77,».

PykoBonuTtens C.A. lanksepr




