rocypapcTBeHHbIIi peecTp
NEeKapCTBEHHbIX CPEACTB

I'PJIC BMKII ESK POIT Cepsuc CripaBka Boiitn

PervcrpanyoHHOe y/0CTOBepeHHe =

Jara
peleHust

Homep P N003322/01 Jara perucrpauuu 11.08.2009 02.09.2022

Paspemién BBo/| B rpa)kKAaHCKHUI

[Mara nepeodopmnenns 02.09.2022 o6opoT 710

BeccpouHsbIit

HaumeHoBaHue fiepskaresis
WU BajenbLa

2 PerucTpalioHHOro Poccus

YAOCTOBepeHust Crpana
JIeKapCTBEHHOT'O Nperapara

Haumenosanue AKIHOHepHoe o01ecTBo "Opranuka" (AO "OpraHuka'")

3 TOPFOBOE HarMMeHOBaHHe

TleHTOKCU(U/THH
JIeKapCTBEHHOTO Nperapara

MexxyHapogHoe
HeraTeHTOBaHHOe
TTeHTOKCHUIHH
4 | M rpyrnupoBouHoe
WIHA XMMHUUecKoe
HauMeHOBaHHe
Cpok
YcnoBus XxpaHeHHs
JlekapcTBeHHas dopma JlosupoBka  FOAHOCTH
YnakoBku
3 B 3aruiiieHHOM OT CBeTa MecTe, IIpY TeMIleparype He Bblile 25
5 @DopMbI BbITyCKa roAa rpag.
pacTBOp [/1s1 BHYTPUBEHHOTO U BHYTpHapTepUaIbHOIO
20 mr/mn
BBeJleHNUs e 5wt - ammyssl (10 wT.) - Kopoba kapToHHble - [1o perenty
e 5wt - ammyssl (5 1T.) - Kopoba KapToHHsle - [1o perenty
Ne
Cragusa npousBoacTBa Mpoussogutens Appec npousBoauTens CrpaHa
6 Caegienus 0 cTagusax | /m
TIPOM3BO/ACTBA Ipown3sBozpuTens (Bce cTaguu, BKIOUast AxuponepHoe obijecto "Opranuka" 654034, KemepoBckast 06/1acTh, T. Poccus
BBIIYCKAIOLUI KOHTPOJ/Ib KauecTBa) (AO "Opranuka') HoBoky3Helk, mocce Ky3uenkoe, z. 3
WHcTpyKLus 1o
7 MpUMEHeHHIO IoKa3aTh MHCTPYKLMU
JIeKapCTBEHHOr'0 Iperapara
8 HopmarusHas Ne oi/mx Homep HJ Top Ne u3zm HaumenoBaHmue
[IOKyMeHTaLusl 1 P N003322/01-020922 2022 [TeHTOKCUDUITIH
9 ®dapmako-TeparieBTh4ecKas ®apmako-TepanesTuieckan rpynna
rpynmna Ba30JuIaTHpyoLLee CPefiCTBO
10 AHatoMo-TeparieBTHYeCKast Kom ATX ATX
XAMITIeCKas C04ADO03 [TeHTOKCUDUITUH
KaccuduKanus
MexayHapojHoe Bxoaut B
HenaTeHTOBaHHOe H/IH Cpo dapmakon. nepedyeHb HapK.
TPyNNnUpoBOYHOEe H/IH Topr. Haum. IIpousBoauTenn Appec o poé( YcnoBus xpanenusa crarbsi/ Homep = cpepacTs, mcHx.
XHMHYecKoe roaHocTH HJ BeIeCTB U UX
HauMeHOBaHHe NnpeKypcopoB
Plot NO. 24/2 & 25, B 3amuieHHOM OT
Can Phase 1V, G.1.D.C. CBeTa MecTe, IIpU
Industrial Zon 15-30 TI N011041-
11 (PapmaneBTHHecKas  [Teprokcubummn TenTokcudumTIH dapMachIOTHKAN dustrial Zone, 5per |TeMmepatype 15-30 I1 NO110 ~
Cy6CTﬁH]_]I/Iﬂ I/IH,I:[aCTpI/I'_’: HT/:[ Panoli - 394 116, rpaj., B 300610
Dist: Bharuch, repMeTUUHON
Gujarat State, India yTaKoBKe
654034, B cyxom,
Ariponeproe KemepoBckas 3aLULLEHHOM OT
TentokcuduamH TentokcuduamH obiectso 06/1acT®, T. 3roma |ceera mecte, mpn [ Cb-004764/07- ~
"Opranuka" (AO - A »TIPM 1131007
" " HoBoky3Helx, 1mocce Temrieparype He
Opranuka")
Ky3Huenkoe, z. 3 BbiiLe 30 rpag,.
Hanmuue yiekapcTBeHHOro npenapara B nepeude YKHBJIIT Ja

Ha/mmuve B JIeKapCTBEEHHOM Tpenapare HapKOTMYEeCKUX CPEe/ICTB, MCMXOTPOIHBIX BEI[eCTE ¥ MX TPEKYPCOPOB, TIOAJIEKAIMX KOHTPOJIIO B

12 Ocobbie oTMeTKH Poccwuiickoit defepaliii B COOTBETCTBUM C 3aKOHOJATE/ILCTBOM Poccuiickol deziepaLyu, MekIyHapOAHBIMH JOrOBOpaMu Poccuiickoi
®depnepaliyy, B ToM urcie EuHOM KOHBeHLIMel 0 HapkoTHueckux cpefctBax 1961 rozga u KoHBeH1ueli o ICUXOTPOMNHBIX BeljecTBax 1971
roga
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