MHUHUCTEPCTBO NNPOMBILUJIEHHOCTH U TOPI'OBJIN
POCCUMCKON ®EIEPALINU
(Munnpomropr Poccun)

IIPUKA3

9 iwéé L/ 2075 N SO

Mocksa

O BbIAaYE 3AKJIIOYEHHS O COOTBETCTBHH NPOU3BOANTE/IA JIEKAPCTBEHHLIX CPEACTB
AJIst MeAHIHHCKOro npuMeHeHust Takena I'm6X Tpe6GoBaHUSAM NpaBHJ HAJJIeKaleld
NMPOHU3BOACTBEHHOH NPaKTHKH

B coorBerctBUM ¢ DenepansHpiM 3akoHoM or 12 anpens 2010 r. Ne 61-@3
«O06 oOpalieHNMH JIEKapCTBEHHBIX CpeAcTB», MnocraHoBieHnem IlpaBurenscTBa
Poccuiickoit ®enpepaumn ot 05 wurons 2008 r. Ne 438 «O MuHucrepcrse
NpOMBILIJIEHHOCTY W ToproBnu  Poccuiickoit  ®epepauun»,  MOCTAHOBIEHHEM
[MpaBurenbctBa Poccuiickoii ®epepauuu ot 03 npekabps 2015 r. Ne 1314
«OO0 omnpeneneHnH COOTBETCTBHS IPOU3BONTENEH IEKapCTBEHHBIX CPEACTB TpeOoBaHHAM
MpaBuJl  Hajuiexallled MPOW3BOACTBEHHOHW TMpPaKTUKH», MNpUKa3aMHM MuUHHCTEPCTBA
IPOMBILIIIEHHOCTH ¥ ToproBinu Poccuiickoii ®enepauun ot 14 urons 2013 r. Ne 916
«O6  ytBepxkmenmn  IlpaBuy  Hajiexauleii  NPOM3BOACTBEHHOW  NPaKTHKHY,
oT 26 mas 2016 r. Ne 1714 «O6 yTBepIeHHH AJMHUHHCTPATHUBHOIO perjaMeHTa
MuHucTepcTBA  MPOMBILIIEHHOCTH W ToproBnu  Poccuiickoit  Meaepauun 1o
NPENOCTABNCHUIO TOCYAapCTBEHHOIl YCIyrM 1O BbIJAY€ 3aKIIOUYEHHH O COOTBETCTBHHU
NpOU3BOJHTENEH JIEKaPCTBEHHBIX CPEICTB U1 MEAULIMHCKOrO NpMMeHeH s TpeOOBaHHAM
[TpaBun Hamiexalleil NPOU3BOACTBEHHOH NMpakTHKW», oT 22 npexabpsa 2015 r. Ne 4218
«O6 opranuzauuu paboTsl B MUHHCTEPCTBE MPOMBILUIEHHOCTH U TOprosnu Poccuiickoit
denepaliuy 0 NPOBEACHUIO UHCIIEKTHPOBAHMS NPOU3BOJUTENIEH JIEKAPCTBEHHBIX CPE/CTB

s MEAULUHCKOI0O NPHMMEHCHHUA Ha COOTBETCTBUE Tp€6OBaHI/I$IM IpaBUl HajJexaleu
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MPOMU3BOJACTBEHHON NPaKTHKH, a TakkKe IO Bba4ye 3aK/IIOYEHWH O COOTBETCTBHH
IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB U1l MEIWLUMHCKOrO NMPUMEHEHHUS YKa3aHHBIM
TpeOOBaHUsM» NP UK a3 Bl B a 10:

1. Bolmate 3akiiloueHHE O COOTBETCTBHHM IIPOU3BOAMTEINS JIEKAPCTBEHHBIX
CpeICTB JUIsi MEAMIUHCKOro TMpHUMEHEHHs TpeOOBaHMAM MNpaBWJl  HaAJeXalleH
IIPOM3BOACTBEHHOM NIPaKTUKU Takena I'm6X, MeCTO HaXOXJICHUSI:
Buk-I'ynpaen-Iltpacce 2, 78467 KoHcrann, I'epmaHusa, MeCTO OCYILIECTBJICHUS
nestensbHocTH: Jlenumrpacce 70-98, 16515 OpannenOypr, I'epmanus, Ha OCHOBaHUHU
pe3yJIbTaTOB MPOBEPKH, ocyluecTBieHHoH 18 — 20 oxTabps 2017 r.

PeructpauuoHHblit HoMep 3akiodeHuss GMP-00472/18/DE.

2. KOHTpOJH: 3a UCIIOJIHCHHEM HACTOALIEIO NPUKa3sa OCTaBJIAO 3a co0oii.

3amecturtenb MuHucTpa C.A. IIpi6




