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NIPUKA3

17 uoa6pa 2020 ronma Ne 1231
MockBa

O BHeceHHH M3MeHeHuii B npuka3s Poccenbxo3naasopa ot 18 okTsOps 2016 1.
Ne 755 «O6 yrBepkaenun GopMbl 3asiBJIeHHs 0 BblAae 3aK/II0UCHUs
0 COOTBETCTBHH NPOHM3BOAHTEIsi (HHOCTPAHHOIO NPOH3BOAHTEJIA)
JIEKAPCTBEHHbIX CPEICTB
/15l BeTEPHHAPHOro NPHMeHeHHusl TPeOOBAHUAM NPaBHII HaJJIesKaLeH
NpOH3BOACTBEHHOI NPAKTHKH, pOPMBI HHCAIEKIHOHHOTO 0T1eTa
o pe3ybTATaM HHCIEKTHPOBAHHS MPON3BOAHTEIA (MHOCTPAHHOTO
NpOU3BOANTE.Is) JIeKAPCTBEHHBIX CPEACTB A5l BETEPHHAPHOTO NpUMEHEeHHS!
HA COOTBETCTBHE TPeGOBAHUSM NPaBHJ Ha/UIexKAUEH NPOH3BOACTBEHHOMH
NpaKTHKHA H GOPMbI 32K/II04EHHs O COOTBETCTBHH IPOH3BOAUTE.IH
(HHOCTPAHHOIO MPOH3BOAUTEs) JIEKAPCTBEHHLIX CPEACTB I BETEPHHAPHOIO
npuMeHeHHs TpeOGOBaHUAM NPaBHJI Ha/JieKaleil Ipou3BOACTBEHHOH
NPAKTHKH

B cooTsercTBuH ¢ myHKramu 3 # 13 TlpaBun opraHusaluy U NPOBENCHHUS
MHCIIEKTHPOBAHHMsL [POU3BOAMTENCH JIEKApCTBEHHBIX CPEACTB Ha COOTBETCTBHE
TpeGOBaHUAM IIPaBUJ HajUIexKaIleH TIPOM3BOACTBEHHOM NPAKTHKHM, a TAKKE BbIIAIH
3aK/TIOUEHHH O COOTBETCTBHH IPOM3BOMMTENS JIEKAPCTBEHHBIX CPECTB YKa3aHHLIM
TpeGOBaHUAM, YTBEPXAEHHBIX MOCTAHOBJICHUEM ITpasutensctBa Poccuiickon
Oegepamuu ot 03.12.2015 Ne 1314 (Cobpanne 3aKoHOAaTeNnbcTBa Poccuiickon
®enepanuu, 2015, Ne 50, cr. 7165), MOANYHKTOM 5.2(1).16 mynxra 5 ITonoxeHus
o ®epepanpHoil cnyx0Ge 1O BETEPUHAPHOMY H ¢duTocaHUTapHOMY HaI30py,
YTBEPXKACHHOTO nocranosjeHueM IlpaBuTenscTBa Poccuiickoit  Denepanuu
or 30.06.2004 Ne 327 (Poccuiickasd rasera, 2004, Ne 150, CoGpanue
3aKOHOJATeNnbcTBa  Poccuiickoit  Denepanui, 2015, Ne 38, cr. 5297),
NpHKa3blBaw:
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Buectu B mpuka3 Poccenbxo3Haasopa oOT 18 oxtsabps 2016 1. Ne 755
«O6 yrBepxaeHHH - GOPMBI 3asBICHHS O BBIJAYC 3aKIOUCHUT O COOTBETCTBHH
npon3BozmTeJIsi (MHOCTPAaHHOTO ~ MPOM3BOAMTENA)  JICKAPCTBCHHBIX  CPCACIB
i1 BETEDHHAPHOTO  I[PHMCHCHHS  TPEOOBaHMAM  TpPaBHUI HaJUIexKamen
IIPOM3BOJCTBEHHOM NPAKTHKH, (OPMBI MHCIEKUMOHHOIO OTHETa IO pe3yabTaraM
MHCIICKTHPOBAHKS IIPOU3BOTHUTENS (MHOCTPAHHOTO NPOU3BOIMTENA) JIEKAPCTBEHHBIX
CpEACTB /Ul BETEPMHAPHOTO INPHMEHEHHS HAa COOTBETCTBHC TpeOOBaHUAM IPaBHUI
HaIUIEXAIeH IPOM3BOACTBEHHON NPAKTHUKA U (GOPMBI 3aKIIOUCHHA O COOTBETCTBHH
NpOU3BOAUTENS  (MHOCTPAHHOTO IIPOM3BOAMTENN)  JICKAPCTBEHHBIX  CPCICTB
[ BETEPUHAPHOTO  NPHMEHEHHs  TPeOOBaHHAM  IIPAaBHII HajJIexKalleH
IIPOM3BOACTBEHHOM  IIPAKTHKH» (sapeructpupoBan  MuntocroM  Poccnn
28 mexabps 2016 r., perncTpauuOHHbIE Ne 45016) (manee — MpUKa3) CICAYIOLIKE
H3MEHEHU!

'1. B dopMe HHCIEKIMOHHOrO OTYETa MO PpE3yIbTaTaM HMHCIIEKTUPOBaHHUA
NPOU3BOAMTENA (MHOCTPAHHOTO IPOU3BOJUTENS) JIEKapPCTBEHHBIX CPEICTB A
BETEPMHAPHOTO MPHMEHEHUs] Ha COOTBETCTBHC TpeGOBaHUAM NPABHJ HAJUICKALICH
NPOU3BOACTBEHHOW TNPAKTHKH, YTBEP)KIEHHOM MpPHKa3oM  (TIPHUIOXKEHHE Ne 2
K IIPHUKa3y): :

CHOCKY 2 MCKIIIOUHUTD;

HapMmeHoBanue roxpasgena «llepedueHb  BHIABJICHHBIX HECOOTBETCTBHI
TpeGoBanusaM [IpaBw HaJIeKaleH IPOM3BOACTBEHHOMW MNPAKTHKKM» HOIOJIHHUTH
cnoBamu  «(cornmacHo TpeGoBanmsM IIpaBui HAJUICKAIME# MPOU3BOJCTBEHHOH
IPAaKTHKH EBpa3suiiCKOro JKOHOMHYECKOTO COH033, YTBEPXK/CHHBIX pemeHneEM
CoBera EBpasuiicKoif KOHOMMYECKOH KOMHCCHM OT 3 mosbps 2016 r. Ne 77?
C NPUBEJEHHEM CCBHUIOK HA ITyHKTHI aKTa, COCTABILAIOIIErO NPABo EBpa3uiickoro
IKOHOMHYECKOTO CO03a)».

2. B (opMe 3aKiIOUEHHs O COOTBETCTBHM IIPOU3BOXHUTCILA (MHOCTPaHHOTO
POM3BOAMTENS) JEKAPCTBEHHBIX CPEACTB JUli  BETEPHHAPHOTO IPUMEHEHHUA
 TpeGOBaHMAM MPABHI HAUIEXALICH TIPOM3BOACTBEHHON TPAKTUKH, YTBEPKACHHOTO
npukasoM (puioxenne Ne 3 x npHKasy):

cioBa «IIpaBui1 HaJUIEXaICH IIPOU3BOACTBEHHON TPAKTHKH, YTBEPKICHHBIX
TIpHKa30M MHHHCTEPCTBA IPOMBINLICHHOCTH H TOPTOBIH Poccuiickoit Penepaunu
or 14 mons 2013 r. Ne 916» 3amenuts cnoamu «llpasun HaJIeKalen
NPOU3BOJCTBEHHOM  MPAKTHKH EBpasuiickoro  9KOHOMHYECKOTO  COH03a,
YTBEP)KACHHBIX PEIICHHUCM Cosera EBpasuiicKkoli 3KOHOMHYECKOH KOMHUCCHH
ot 3 Hos0ps 2016 T. Ne 77»;

cioBa «IIpaBwin Haaexamen TIPOM3BOJACTBEHHOM MPAKTHKH» 3aMCHHUTD
cnosamu  «IIpaBui  HamJIexKaleH IIPOM3BOJCTBEHHON TNPaKTHKH EBpa3uiickoro

2 gpnpsommMca obs3aTenpHeM s Poccuiickoit ®enepauun B COOTBETCTBHH C J[OroBOpOM
o EBpa3suiickoM KOHOMHYECKOM CO103¢ OT 29 mas 2014 r., patudunnpoBaHHsM DenepaTbHBIM
3akoHOM OT 3 oOkTsbpa 2014 r. Ne 279-@3 «O parudukauuu [Jlorosopa o EBpasuiickoM
skoHOMHUEeCKoM coroze» (CobpaHue 3aKOHOAATENNBCTBA Poccuiickoit ®enepannu 2014, Ne 40 (1.1),
cr. 5310).
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SKOHOMMYECKOTO CO03a, yTBepikaeHHbIx peitenueM Copera Espasuiickoi
HKOHOMHYECKO# KoMHCCHH OT 3 HOsiOpst 2016 r. Ne 77,».

PykoBoautens C.A. laakBepT




