MI/IHHCTEPCTBO ITPOMBILIAEHHOCTH U TOPFOBJ\H
: POCCUHCKOM GEJEPALIMHU

3AKJIIOYEHUE _ ,
0 COOTBETCTBHH NPOH3BOAMTEISI (HHOCTPAHHOIO NPOU3BOIUTEIs)
JIeKAPCTBEHHBIX CPEACTB /ISl MEAHIMHCKOr0 IPHMEHeH sl TPe6oBAHUSM
 IpaBua Haaaexamieii NPOU3BOACTBEHHOI MPAKTHKH

GMP-00942/18/DE

MHHHCTEPCTBO ~ IPOMBIIIIEHHOCTH W ToproBiu  Poccuiickoit  Mejepain
S 2
HOATBEPIKIAET, UTO '

XeepT-ApuHaiimurresas ['M0X & Ko. KT,

(noanoe u coxpaujenioe HauMeHoganue (Mpu Hanuyu) RPOU3BOOUmMens (UHOCMPAHHOZ0
npou3800UmMeis) 1eKApCmEenblx Cpeocms 0t MEOUYUHCKO20 NPUMENenus)

'ﬁz_:_lXOlIHIIIHﬁCH 10 ajpecy

Wu nep Baiixepsuse 1. 55569 Hyccbaym. ['epmanus,

:‘ocymecmnmomun MPOU3BOJICTBO  JIEKAPCTBEHHBIX CPEJCTB  JUIs Meﬂnuuﬁcxoro
f;_npmeHeHﬂﬂ 110 ajpecy

5018 aep Baiixepsise 1, 55569 Hyccbaywm, I'epmarns,

[poUIe] HHCINEKTUPOBAHWE B paMKaxX JIMIEH3MOHHOIO KOHTPO/sS Ha COO/M0ACHHE
JUILEH3UOHHBIX TpeOOBaHMil MPU OCYHICCTBICHHM JIEATEIBHOCTH M0 TPOM3BOICTBY
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C JIMIIEH3UEH OT =2 ) L
B COOTBETCTBUM  C  3aKoHOJaTedbCTBOM  Poccumiickoit  ®enepaumn  wiu
Mpouie]l HMHCIEKTUPOBAHHE B YacTH PErHCTPAIMOHHOTO(-bIX) VAOCTOBEPECHUSI(-Hif).
YKa3bIBAIOUIETrO(-MX) MPOU3BOAUTENEH. PACIIOI0KEHHBIX 3a npegenaMH Poccuiickoit
Denepanmu, B COOTBETCTBHH € TPeDOBAHMSIMH Hpamm Ha/JIeKamen
NPOH3BOJACTBEHHOH  NMPAKTHKH, YTBEPK/IECHHBIX  IPHUKa30M MHHHCTCpCTBa
TIPOMBIILIEHHOCTH M TOprosiu Pocceniickoii denepannu ot 14 uons 2013 . Ne 916.

Crpanuua 1 u3 10
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GMP-00942/18/DE

Ha ocHoBanuu wuH(pOpMAIMK, TOJYYEHHOH B XOJ€ MHCIEKTHPOBaHHS [JaHHOIO
NPOM3BOAMTEIS, MOCIE/IHEE U3 KOTOpBIX ObuTo nposeneno 12/09/2018 - 14/09/2018,
clle[lyer, 4To0 OH  cooTBercTBYeT  TpeboBanusiM  [lpaBuia  Hauiexamien
[POU3BOJICTBEHHOM TNPAaKTUKU, YTBEP:KIEHHBIX MpukazoM Munnpomropra Poccun
ot 14 utons 2013 r. Ne 916.

Hacrosiee 3aiiioyeHMe OTpPayKaeT CTaTyC COOTBETCTBHMs I[IPOU3BOJCTBEHHOM
ILUIOLIAIKH IIPOU3BOAUTENSE (MHOCTPAHHOIO IIPOM3BOIUTEIS) JIEKAPCTBEHHBIX CPE/ICTB
JUISL MEIMLIMHCKOTO IIPUMEHEHHUSI HA MOMEHT IIPOBE/IEHHUs BBILIEYKAa3aHHOH HHCIIEKIIMH
M HE JO/DKHO BOCIIPMHHUMATBLCS B KayeCTBE JIOKYMEHTA, CBHIETE/ILCTBYIOLIEIO O
craTyce COOTBETCTBHS B cliydyae ucreueHus Oosee 3 (Tpéx) jJeT ¢ JAaThl ITOM
MHCTICKIIHH.

3aKitoueHue SBISETCs JACHCTBYIOIIMM IIPH IPEJAOCTABICHUH BCEX €ro CTpaHull (Kak
yacTH |, Tak v yactu 2).

[loAIMHHOCTD  IaHHOTO  3aKJIIOYEHHS] [POBEPSICTCS B PEECTpe 3aKIOueHHil o
COOTBETCTBUU  IIPOM3BOJUTENCH JIEKADCTBEHHBIX CPEACTB ISl  MEIUIMHCKOro
npumenenust tpeboanusm IlpaBun Haanexaiiel NPOM3BOJACTBEHHOH MpPaKTHKH,
pasMeneHHOoM  Ha  opuuuasbHOM  caifite  http://www.minpromtorg.gov.ru,
http://www.muHnpomropr.pg. [Ipy OTCYTCTBUH HACTOSIIETO 3aKIIOUEHHMS B peecTpe
3aK/IIOYEHUH O COOTBETCTBMM IPOM3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB  JUIs
MEIUIIMHCKOro npuMeHeHus tpebosanusm [IpaBui Hauiexaiei npou3BoACTBEHHON
MpaKTuKy, coobimure B Munmnpomropr Poccun.

Hacrosimee 3akimoueHue IleﬁCTByeT B T€YeHHe 3 JIET ¢ JIaThl OKOHYAHUS MHCIEKIUH.

C.A. Ip16
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