MHUHUCTEPCTBO MPOMBINJVIEHHOCTH U TOPT'OBJIN
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O Bbinaye 3aK/II04eHHsT O COOTBETCTBHH NPOH3BOAMTEIS JIEKAPCTBCHHBIX CPEACTB
AJst MeIHIHHCKOro npumeHeHus ®pezennyc Meankan Kea Moiiunanag I'm6X
TPeGOBAHUAM NPaBHJ Ha/UIexKaLIell NPOH3BOACTBEHHOI NPAKTHKH

B cootBercTtBUM ¢ DepepanbHBIM 3aKOHOM OT 12 anpensa 2010 r. Ne 61-@3
«O0  oOpamleHMH  J€KAapCTBEHHBIX  CPEICTB», TMOCTAHOBICHHEM IIpaBuTenscTBa
Poccuiickoii  ®enepaunn ot 05 wurons 2008 r. Ne 438 «O Mnunuctepctse
NPOMBIIIEHHOCTH W ToproBnu  Poccuiickoii  ®emepauuu», MOCTAHOBIEHHEM
I[lpaButensctBa Poccuiickoii  ®enepauun ot 03 nexabps 2015 r. Ne 1314
«O6 onpeneneHHH COOTBETCTBHUA NIPOU3BOAUTENEN JIEKapCTBEHHBIX CPEACTB TpeOOBaHUAM
MpaBUl  HaJJIeXalled IPOM3BOACTBEHHOH NPaKTHUKW», NPHKa3aMu MnunuctepcTBa
NPOMBILUIEHHOCTH U TOproBiid Poccuiickoit ®enepauun ot 14 uions 2013 r. Ne 916
«O6  yrBepxnennn  [lpaBun  Hamexameii NPOU3BOACTBEHHOH  NPaKTUKH»,
or 26 mas 2016 r. Ne 1714 «OG yrBepxueHuu AJIMUHUCTPAaTUBHOIO perjaMeHTa
MuHuCcTEpCTBE  MPOMBILIEHHOCTH W Toprosmd Poccuiickoii  ®emepauun 1o
NPEAOCTABICHUIO TOCYJapCTBEHHOH YCIYTH IO BbIJAYe 3aKIIOYEHHH O COOTBETCTBHHU
NPOM3BOAMTENCH JIEKAPCTBEHHBIX CPENCTB ISl MEAULIMHCKOTO PUMEHEHHS TpeOOBaHUAM
IlpaBun Hapnexauieii Mpou3BOACTBEHHOH NPaKTHKHY, OT 22 nexabps 2015 r. Ne 4218
«O0 opranusauuu paGoTs! B Munuctepcrse NIPOMBILUIEHHOCTH U TOproBiu Poccuiickoii
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JUIsI MEIMLIMHCKOrO NpHMEHEHHs] Ha COOTBETCTBUE TpeOOBaHMSIM NPaBWII Hallexalleil
NPOU3BOACTBEHHOH MNpaKTHKY, a TakXXe M0 BblAAYe 3aKJIIOYEHUH O COOTBETCTBUH
MPOU3BOAUTEJSI JIEKAPCTBEHHbIX CPEACTB [UISl MEAMLIMHCKOrO IMPHUMEHEHHS] YKa3aHHBIM
TpeGOBaHHSIM» I p M K @ 3 bl B A 10:

1. Bplmare 3akiioueHHe O COOTBETCTBUH IPOM3BOAMTENS JIEKAPCTBEHHBIX
CPEACTB JUIsI MEAMUHUHCKOro TMpUMEHeHUsi TpeOOoBaHUSIM MNpaBuUil  HaJulexallel
Npou3BOACTBeHHOI mnpakTuku @Ppeszernyc Meaukan Kea J[odunann I'm6X, wmecto
HaxoxaeHus:: Mpankdyprep Illtpacce, 6-8, Cankr-Benpenn, 66606, I'epmanus, mecrto
ocyuiectBieHHs AesrensHocTH: Opankdyprep rpacce, 6-8, Cankr-Bennens, 66606, na
OCHOBAaHMU Pe3yJIbTATOB NPOBEPKH, OCYyLLECTBIEHHOH 23 — 25 okTs0ps 2017 .

Peructpaunonnsiit Homep 3axmouenus GMP-00483/18/DE.

2. KoHTposb 32 UCMOJIHEHUEM HACTOALLErO NPUKa3a OCTaBIAI0 32 COOOM.
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