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Hanmenosanne epsxarens Haumenosanne AKuHoHepHOe 00mecTBO ""BanenTta ®@apmanestuka' (AO "Bajenra ®apm')
WM BJIaJIeNbIIa
2 perucTpaloHHOTO Poccust
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIpernapara
ToproBoe HanMeHOBaHUE
3 p ApTesnn®
JIEKapCTBEHHOTO IMperapara
MexnyHapoaHoe
HEMaTeHTOBAaHHOE
Jloxca3o3un
4 | wuau rpynnupoBoYHOE
W XUMHAYECKOE
HalMEHOBaHHUE
Cpok roqocTu YeaoBusi XxpaHeHust
JlekapcTBenHasi popma | Jlo3upoBka
YnakoBku
4 rona B 3amuieHHoM OT cBeTa MecTe, Py TeMIleparype He BhIie 25 rpaj.
p paTyp P
TabJIeTKU 2 Mr ¢ 10 mT. - yIakoBKH sSUEKOBBIE KOHTYpHBIE (3 mT.) - mayky kaproHHbIe (30 mT.) - [To penenty
5 DOpMEI BBITCKA e 15 mT. - ynakoBKH sSUeiKOBBIE KOHTYpHBIE (2 mT.) - mauky kaproHHbIe (30 mT.) - [To penenty
4 rona B 3amumenHoM OT cBeTa MecTe, pU TeMIlepaType He BhIIe 25 rpaj.
TabneTKH 4 mr e 10 mT. - ynakoBKHU sSUeHKOBbIe KOHTYpHBIE (3 1IT.) - mauku kaproHHsle (30 wrt.) - [To peuenty
. LIT. - YIAKOBKU STYEHKOBbIE KOHTYpHBIE (2 IUT.) - MaYKU KapTOHHBIE wrt.) - [To peuenty
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ﬂ/ﬂ cTaAMﬂ npounssoacTBa I'IpousaonuTenb Anpec npounssoauTens chaHa
ViakoBimk/GpacoBuK (BTopruaHast/ Axnmoneproe oomectso "Banenta @apmaresruxa” (141108, Mockosckas 00., T. IllenkoBo, yi1.
1 P P P ¥ pocens
TpETHYHAS YITAKOBKA) (AO "Banenra ®apm") dabpuunas, 1. 2
CBezieHrs 0 CTagusax ‘ViakoBiuk/gacoBiuk (B mepBUUHYI0  |AKImoHepHoe o01iectBo "Banenra ®apmanestuka" 141108, MockoBckas o611, I. Illenkoso, yi.
6 it I ) y Y Pocens
MIPOU3BOJICTBA YIIaKOBKY ) (AO "Banenra ®apm") dabpuunas, 1. 2
. AkrnonepHoe o601ectBo "Banenra @apmanesruka” (141108, MockoBckas o0, T. [1{enkoso, yi.
3 |[IpouszBogurens (rorooit JID) 1 " P H " pMant > »©- Y pocens
(AO "Banenra ®apm") dDabpuunasd, 1. 2
. AxnuoHepHoe ob61iectso "Banenra ®apmarieruka” (141108, MockoBckast 00i1., . IllenkoBo, yi.
4 BolmycKarouuii KOHTPOJIb KauecTBa ! p . pmal ’ o1 * Y Pocens

(AO "Banenra ®@apm")

dabpuynas, 1. 2
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Wuctpyknus o

7 MPUMEHEHUIO Iloxa3ars HHCTpYKIUH
JIEKapCTBEHHOTO IMperapara
8 HopmarusHhas Ne n/m Homep HJI Ton Ne uzm HaumeHoBanue
JIOKYMEHTALUs 1 JITI-Ne(002291)-(PT'-RU)-040523 2023 Apre3na®
9 CDapMaKO—Tepal‘IeBTI/I‘IeCKaS[ ®dapmako-TepaneBTUUYECKas rpynna
rpymmna AHTUTUTIEPTCH3UBHBIE CPEJICTBA; aHTHAPEHEPTHUECKIE CPEICTBA MEPU(PEPUIECKOTO ACHCTBHS; alb(a-aapeHO0IOKaTOPBI
10 AHaroMo-TepaneBTHYeCKas Kon ATX ATX
XuMtecKai C02CA04 Jlokcazo3uH
Kkiaccuukanmys
MexayHapoaHoe
BxoauT B nepeyeHb
HeNnmaTeHTOBAHHO€ UJIN (I)apMaKOH.
Cpok HAPK. CPEACTB,
rpynnuposoynoe uau | Topr. naum.  IlpousBoaurenn Anpec YciaoBusi xpanenusi  craths / Homep
TOTHOCTH NICHX. BEIIECTB U
XHUMHYECKoe HA
HX MPEKYPCOpoB
11 ®dapmarieBTHYECKas HauMeHoBaHHWe
cybcTanmms Sy No.14, Ipu Temmeparype
Homr JIa63 Gaddapotharam Village
Jlokcaso3uHa o pott 11age, He Bbiwe 25 rpaz., JICP-002792/10-
Jlokcazo3un I IIpaiiBer IDA, Kazipally, Jinnaram | 5 met B TCPMCTHIHOMN 030920 ~
Jlumuren Mandal, Medak District, P
. YIaKOBKe
Telangana, India
Hanuuue nexapcreenHoro npenapara B nepeune JXHBJIITT Hda

Hanuuue B 1EKapCTBEHHOM MpeNapare HapKOTHIECKHUX CPEICTB, IICUXOTPOIHBIX BEMECTB U UX MPEKYPCOPOB, HOAIEKAIIMX KOHTPOIIO B

12 Ocobbie oTMeTKH Poccuiickoit denepanyn B COOTBETCTBUHM € 3aKOHOIATEILCTBOM Poccuiickoit Menepaiyu, Mex1yHapOIHbIMU 10roBopamu Poccuiickoi
®Denepanun, B TOM yuciie EnuHoi koHBeHIreH 0 HapKkoTHueckux cpeactBax 1961 rona u Koneennueii o ncuxorponHsix Bemiectsax 1971
roga
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