MUHUCTEPCTBO 3APABOOXPAHEHHA
POCCUMCKON SENEPAIIUNU

{(Muuzapas Poccun)

MMPUKAS3

g M@;/ma 2017 - v 6.4

Mocksa

O NPHOCTAHOBJACHMH NPHMCHCHHS JJEKAPCTECHHOTO HpenapaTa
A8 MEAHHHHCKOT0 NPHMEHEHHS ¢ TOProBbiM HAHMCHOBAHHEM Tpomﬁope.m;

B  cootBercreum ¢ IlopsakoM — NpHOCTAaHOBIEHHWsT  NpHUMEHEHHS
JIeKapCTBEHHOTO Hpenapara )i MEHMUMHCKOTO IPHMEHEHHS, YTBEPKICHHBIM
npukazoM MuHUCTepCTBa 3paBooxpaHenus Pocculickoil @enepanyu ot 14 HoAOps
2018 r. Ne 777 (3apeructpuposad MuHucTepcTBOM rocTHIUK Poccuiickoi
Depeparun 27 deppans 2019 r., peructpaumonssii Ne 53907), MunucrepcrsoMm
3apaBooxpaHeHus Poccuiickoll Pefepauyi NPHHATO PEIlEHME O IIPHOCTaHOBICHHU
HpUMEHEHH JIEKapCTBEHHOrO IpenapaTa Jiisi MEAHIHHCKOIO IPUMEHEHHS

TpomGopens

TOProBOE€ HAHMEHOBAHHE JICKAPCTBCHHOI'C IIpeIIapara

Knonunorpen
MEXAYHAPOOHOS HENATEHTOBAHHOC HANMEHOBAHHE JIEKAPCTBEHHOIOQ Hperapara

TabJIeTKH, MOKPAITHIE INIEHOYHO0H 0060J109K0M, 75 MP

neKapcrpenHan Q)opma H DO3HPOBKA NMEKAPCTBECHHOIC IIpeIapara

2mx ®apma [Ipatiser Jlumuren, Munus
166 Atlanta Building, 209 Nariman Point, Mumbai - 400 021, India

HAaUMEHOBAHHE H a/Ipec MECTOHAXOKUEHHS JepKaTeld HITH BlIaJe/Ibla perucTPallHOHHOT O
YAOCTOBEPEHH JIEKAPCTBEHHOIO Nperapara

Omx @apma [Ipatiser Jlumuren, HMunus
C 12/13, MIDC, Bhosart, Pune-411026, Maharashtra State, India;
Plot No. H-19, M.1.D.C., Waluj, Aurangabad 431133, Maharashtra State, India
HAUMEHOBAHHE H AJIPEC MPOU3BOACTBEHHOMH IIOIIAKH




JIFI-002151 ot 19 urong 2013 r.

HOMeEp U JlaTa PerHCTPAIMOHHOTO YJIOCTOBEPEHMS IEKapCTBEHHOTO Mpenapara

NIPUMEHEHME JIEKapCTBEHHOIO npenapara npuoctanasiupaercs ¢ 08.08.2019 no
OpeICTABICHHS CBEICHUH 0 BOSMOXKHOCTH BO30OHOBICHHS IPUMEHEHHS
JIeKapCTBEHHOIO IIperiapara

KaNeHIapHas 1ara, ¢ KOTOPOH NPHOCTaHARIMBASTCH NPHMEHEHHE JIEKApCTBEHHOTO NIperapara,
H CPOK (IepHO), Ha KOTOPBIHA NIPHOCTAHABIHBACTCA NPUMEHEHHE JIEKAPCTBEHHOTO NIpenapara

nHUckMO MuHHCTEPCTBa IPOMBILIIEHHOCTH U Toprosnu Poccuiickoit @enepanun
ot 31 mross 2019 r. Ne I1C-52005/19, KOTOPEIM NpPeLCTaBIEHEl CBEAEHHS O
HECOOTBETCTBHH IIPOH3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHUAM
IIpaBHIT HaAfexalield Iporu3BOJACTBEHHOM IIPaKTHKU
¥ (WIK) O HapyUICHMH JTHLIEH3MOHHBIX TpeboBaHUH
OCHOBaHHC IIPHOCTAHOBIICHHA IIPHMCHECHHUA JICKapCTBEHHOI'O IIpenapara

Cratc-cekpeTaps — 3aMecTHTens MunucTpa

3paBooxpadenns Poccuiickoi @enepanyu H.B. KocreHnuKoB



