FocypapcTBeHHbIN peecTp

I'PJIC BMKII EBK POIT

neKapcTBEHHbIX CPEACTB Cepoie Cripasica Boiin
PerucrtpanuonHoe ynoctoBepeHue =
Homep JITI-Ne(001957)-(PT-RU) Jara pernctpamun |14.03.2023 pemf:;;‘ 14.03.2023
Paspewén BBOJ B rpaskaaHCKui BecepouHbIii
o0oport 10 p
Haumenosanue nepxarent Hanmenosanue 3AO "®apmauesruyeckuii 3asoq JI'UC"
WK BJIQJIEITbIIa
2 PpEeTHUCTPanOHHOTO Benrpust
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIperapara
3 ToproBoe HaMEHOBaHUE CYIPACTUHEKC®
JIEKapCTBEHHOTO TIperapara
MexnyHapoaHoe
HETIaTCHTOBAaHHOE
JleBoneTupu3uH
4 | wuau rpynnupoBoYHOE
WA XUMHAYIECKOE
HanMEHOBaHHE
C Vi
JlexapcTBenHas ¢opma Jlo3upoBka POK rotocTH CTOBIE XPARCHIH
YnakoBku
5 DopMBI BBITyCKa 4 rona; mociie BCKPHITHS - 6 Hex IIpu Temneparype He Bblle 25 rpaj.(He 3aMOpaXKUBATh)
KaTlTi JUIs IpreMa BHYTPb S5 mr/min
s P yIp e 20 M1 - (TaKoHEI - TaYKK KapTOHHEIE - be3 perenra
Ne i/
- Craausa npousBoAcCTBa NMpousBoautenn Appec npousBoauTens CrtpaHa
1 YrakoBIIMK/(PacOBLIMK (BTOPHYHAS/TPETHYHAS 3AO "dapmaneBTHdecKuil 3aBOJ 9900 Kormend, Matyas kiraly ut 65, Berrpust
yIaKOBKa) Sruc" Hungary p
n ~ .
6 Caeznenns o0 cTagusax 2 |VnaoRmpc/bacommmK (5 MepEHUHYIO YIAKORKY) 3A0 ?apMaL[eBTH'IeCKI/II/I 3aBOJ| 9900 Kormend, Matyas kiraly ut 65, Benrpus
TIPOM3BOJICTBA OI'ucC Hungary
N 3A0 "dapmaneBTHUECKUHN 3aBOJ 9900 Kormend, Matyas kiraly ut 65,
3 TIpowmsBoxuteins (rotoBoit JID) STHC™ Hungary Benrpus
4 BAIIVCKAIOLI KOHTPOIE KadecTEa 3A0 "®dapmaneBTUIECKHIA 3aBOT 9900 Kormend, Matyas kiraly ut 65, Berrpust
yerarot p SIUC" Hungary p

WucTpyknus o
7 [PUMEHCHHIO
JIEKapCTBEHHOTO IpeTapara

ITokazaTb HHCTPYKLMU

Ton
2023

Homep HJI

g Hopmarushnas Ne n/m
JITI-Ne(001957)-(PT-RU)-140323

JIOKyMEHTALHs 1

Ne uzm HaumeHoBaHue

CynpactuHekc®
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9 CDapMaKO-Tepal‘IeBTI/I‘IeCKaS[ ®dapmako-TepanesTMyeckas rpynna

rpymma AHTUTUCTAMUHHBIE CPEICTBA CUCTEMHOTO JEMCTBUS; IPOU3BOAHbIE MUTIEpa3HHA
10 AHaToMo-TepaneBTHYeCKas Koa ATX ATX
XAMITICCKA RO6AE09 JleBoueTupuzux
KJIacCU(pUKAIH
MexayHaponHoe
BXO}II/IT B niepevueHb
HENMAaTCeHTOBAHHOEC UJIN (I)apMaKOH.
Topr. Cpok YenoBus HapK. CPeACTB, NCUX.
TPyNNMPOBOYHOE WU IIpousBoauTein Anpec crarbs / Homep
" TOAHOCTH XPaHEeHUs BelIeCTB U UX
XUMHYecKoe HI eKVDCODOB
HaHMeHOBaHUe npexkypcop
1 1 (DapMaueBTquCKa;[ Ul’lit-IV, Plot. NO.. 8, Jawaharlal
cy6cTanmus JeBoueTupH3MH I'panynec Unnus Nghru Pharma Clt.y, Parawada M), _
JIumuren Visakhapatnam District, Andhra
Pradesh, India
Caiimen JaGe Unit-II, Plot No. 25/B, Phase-III,
JleBoneTnpu3uH Tt A I.D.A., Jeedimetla, Hyderabad 500 ~ ~
055, Telangana State, India

Hanuune nexapcreenHoro npenapara B nepeune JXHBJIITT Hert

Hanuuue B nekapcTBEeHHOM Ipenapare HAPKOTHYECKUX CPEACTB, ICUXOTPOITHBIX BEIIECTB M X MPEKYPCOPOB, MOJIEKAIUX KOHTPOIIIO B
12 Ocobble OTMETKH

Poccuiickoii @enepaiinu B COOTBETCTBUU C 3aKOHOMATENIbCTBOM Poccuiickoit denepannu, MexXIyHapOIHBIMH 1oroBopaMu Poccuiickoit

®Oenepanuy, B ToM uncie EquHoli koHBeHIHEH 0 HapkoTuueckux cpeactBax 1961 roga u Konseniueit o ncuxorponHeix Bemecrsax 1971
roza
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