MUHUCTEPCTBO NPOMBIUIJIEHHOCTH U TOPITOBJIU

POCCUHCKOM ®EJEPALIN
(Munnpomtopr Poccun)

IIPUKA3
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Mocksa

O BbInaye 3aK/1I04YEHHST 0 COOTBETCTBHH NPOH3BOAHTEJISI JIEKAPCTBEHHBIX CPEJICTB
AJist MEIHUHUHCKOro npumenenns Ilbep ®a6p MeaunkamenT Mpogakun
TpeOOBaHHSAM NPABHJI HA/IEKAIEl HPOH3BOACTBEHHO NpPaKTHKH

B cootsercTBUM ¢ ®enepanbHbiM 3akoHOM OT 12 anpens 2010 r. Ne 61-®3
«O0  obpalleHHH  JIEKapCTBEHHBIX CPEACTB», MOCTAHOBICHHEM IIpaButenscTBa
Poccuiickoit  ®enepauuu ot 05 wmous 2008 r. Ne 438 «O Munucrepcrse
NPOMBIIIICHHOCTH W ToproBnd  Poccuiickoit  Menmepanmu»,  nocTaHOBIEHHEM
ITpaButensctea Poccuiickoii ®enepaunn  or 03 pexabps 2015 r. Ne 1314
«O06 onpeneneHNH COOTBETCTBUS MPOU3BOAUTENE}H JIEKapCTBEHHBIX CPEJCTB TPeOOBAHUIM
NPaBHIl  HAJUIeXKAIUEH NpPOM3BOACTBEHHOM MNPaKTHKHY», NpHKa3aMu MuHucrepcTBa
NIPOMBILLICHHOCTH U TOproBiau Poccuiickoit ®enepauru ot 14 wmons 2013 r. Ne 916
«O6  ytepxxnmenun  IlpaBun  mamnexaueii NIPOU3BOACTBEHHOH  NpPaKTHKUY,
oT 26 maa 2016 r. Ne 1714 «O6 YTBEPXIACHUH AIMHHUCTPAaTHBHOTO periaMeHTa
MuHHCTEpCTBA  NPOMBILIIEHHOCTH W ToproBnu  Poccuiickoit  ®epepanun  no
MPEAOCTABICHUIO TOCYIapCTBEHHOH YCNIYyrH MO BblJade 3akIIOYEeHHH O COOTBETCTBHMH
NPOU3BOAMTENICH JIEKADCTBEHHBIX CPEACTB VIS MeAUILMHCKOTO NIpUMEHEHUS TpeOOBaHUAM
IIpaBun Hagsexaiel Npou3BOACTBEHHOI NpaKkTUKu», OT 22 pekabps 2015 r. Ne 4218
«O06 opranuzauuu pabotsl B Munucrepcetse NPOMBIIIEHHOCTH U ToproBiu Poccuiickoii
Qenepaliii 10 NPOBEEHUIO HHCIIEKTUPOBAHHS [POH3BOHTEEI] JIEKapCTBEHHBIX CPEACTB

AN MEOULIHNHCKOTO IIPHUMCHEHHS Ha COOTBETCTBHE TpCGOBaHHS{M NpaBUII HapajexxauleH
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MPOM3BOACTBEHHOM MNpPakTHKHU, @ TaKKe IO BbIAaYe 3aKJIOUYEHHH O COOTBETCTBHH
IPON3BOJUTENS JIEKAPCTBEHHBIX CPEACTB JAJISA MEIULHMHCKOTO NPUMEHEHHs yKa3aHHBIM
TpeOoBaHUsIM» I P U K a3 b1 B 4 10:

1. BpigaTh 3aKJIOYEHHE O COOTBETCTBUM IPOU3BOJMTENS JIEKAPCTBEHHBIX
CPEACTB AN MEQUUHMHCKOrO IpUMEHEeHHs TpeOoBaHMSM TMpaBuWil  Hajlexallei
npousBoacTBeHHOU npakThku [Isep ®abp MenukamenT IIpoaakiinH, MECTO HaXOXKACHUS:
45 Tlnac A6ens Ianc, 92100 Bynons, MpaHuys, MECTO OCYyUIECTBICHHUS HCATCIBHOCTH:
Ipennpustue [porudapm, Pro mo Jluce, 45500 JKuen, ®panHuus, Ha OCHOBaHWH
pE3yJILTATOB IPOBEPKHU, ocylecTBiaeHHoH 13 — 15 Hoa0ps 2017 .

PerucTpaiionHslit Homep 3akmoueruss GMP-00519/18/FR.

2. KoHTponb 3a UCTIOJIHEHHEM HACTOSLIEro MPHKa3a OCTaBIIAIO 3a COOOH.

3amectutesib MUHHCTpa C.A. LIpi0




