FocypapcTBeHHbIN peecTp

NeKAPCTEEHHBIX CPAACTS I'PJIC BMKII EDK POIT Cepsuc CrnpaBka BoliTu
PerucrtpanuonHoe ynoctoBepeHue =
Homep JITI-Ne(002504)-(PT-RU) Jara pernctpaumn 09.06.2023 pemf:;;‘ 09.06.2023
Paspewén BBOJ B rpaskaaHCKui Beccpoumbiii
o0oport 10
HaunmenoBanue nepxxarens Hamverosanne AO "KPKA, 1.1., HoBo Mecto"
WK BJIQJIEITbIIa
2 PpEeTHUCTPanOHHOTO CiaoBenust
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIperapara
3 ToproBoe HaMEHOBaHUE Amnpuaan® HJl
JIEKapCTBEHHOTO TIperapara
MexnyHapoaHoe
HETIaTCHTOBAaHHOE
I'mapoxJsoporuasua+PamMmunpui
4 | wuau rpynnupoBoYHOE
WIIH XUMHYIECKOe
HanMEHOBaHHE
CpoK roaHocTH YciaoBus XxpaHeHHusI
JlekapcTBenHasi popma Jo3upoBka P e P
YnaxoBku
2 rona [Tpu Temneparype He BbIIIE 25 Tpall., B OPUTHHAIBLHOHN yIIakoBKe (OHcTep)
e 10 mT. - 6rmucrepsr (3 mT.) - mauku kapToHHEIE (30 mT.) - [To penenty
e 10 mT. - Grmucrepsr (6 mT.) - madku KapToHHEIE (60 mIT.) - [To penenTy
5 ®opmbl BBIITyCKa e 10 mT. - 6rmucrepsr (9 mrt.) - maukn kaproHHBIE (90 mT.) - [To penenty
TabJIeTKU 25 Mr+5 mr e 7 1mr. - 6mucteps! (12 mT.) - mavuku kapToHuble (84 mT.) - [To pernenty
e 7 1mT. - 6mucteps! (14 mT.) - mauku kapronusie (98 mt.) - [To penenty
e 7 mr. - 6mucTepsl (2 WT.) - mayku kaproHHble (14 mr.) - [To penenty
e 7 mrt. - 6aucTepsl (4 WT.) - mayky KaproHHble (28 mr.) - [To penenty
e 7 mrt. - 6xucTepsl (8 T.) - mayku KapToHHbIe (56 mT.) - [To penenty
6 CBeieHusI 0 CTaIusIX No n/ c n A C
HpOI/ISBO,Z[CTBa I TaAaua Npou3BOACTBa pousBoauTesib Apec npoussoauTens TPpaHa
1 VakoBIIMK/(hacoBIIMK (BTOPHYHAS/ TPETHIHAS AO "KPKA, n.1., Hoo Novomeska cesta 22, 8310 Sentjernej, CrioBenus
YIIaKOBKa) MecTo" Slovenia
AO "KPKA, na.1., HoBo Novomeska cesta 22, 8310 Sentjernej,
2 YmakoBHIMK/(acOBIIMK (B IEPBUYHYIO YITAKOBKY ) MECTO" Slovenia CrnoBenust
" . .
3 [Mpoussommrerm (rotosoii JID) AO "KPKA, n.1., HoBo Novomeska cesta 22, 8310 Sentjernej, CroBeHms

mecTo"

Slovenia
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AO "KPKA, n.1., Hoso

4 Bolmyckarouuii KOHTPOJIb KauecTBa "
MECTO

Smarjeska cesta 6, 8501 Novo mesto, Slovenia CioBeHus

WHcerpykius no
7 IPUMEHEHHIO Iloxa3ars HHCTpYKIIUH
JICKaPCTBEHHOTO TIperapara

8 HopmarusHhast Ne n/m Homep HJI Tox Ne uzm HaunMeHnoBanue
JIOKYMEHTALUs 1 JIII-Ne(002504)-(PI'-RU)-090623 2023 Amnpunan® HJI

dapMako-TepaneBTU4eckas rpynna
Cpencrtsa, IeHCTBYONINE HA PEHUH-aHTHOTEH3HHOBYIO CHCTEMY; HHTHOUTOPEI aHTHOTEH3UHIIpeBpamaronero gpepmenrta (AI1D), komOnHanmm;
uHruouTopsr AIl® u nnypernku

9 ®dapmako-TepaneBTUYECKast
rpymnmna

AHaTOMO—TCpaHeBTI/I‘{eCKaH

10 Koa ATX ATX
XAMIACCKAs C09BAOS Pamunpui, B KOMOMHAIINY C AUYPETHKAMH
KJaccu(uKanus
Memyﬂapo}lﬂoe ® BXO}I"T B niepevueHb
HEMATEHTOBANHOE WA Topr. Cpok | YciaoBus ApMAKOIL. HAPK. CPEJCTB, IICUX.
TPyNIUPOBOYHOE MK | - = IIpoussoaurenn Anpec TONHOCTH | XpaneHns: cTaThs / BellecTs 1 HX
XHMHYecKoe ) Homep HJL IDEKVDCODOB
HAaMMCEHOBaHHE pexypeop
Unit-1, Sy. No. 347, 473, 474, 490/2,
Heymaug Bonthapally Village, Veerabhadraswamy
®apmauesTHuccKkas | DAMHIPHI Jlaboparopus Temple Road, Gummadidala Mandal, ~ ~
11 Jlumure, Sangareddy District-502313, Telangana
cyOcTaHIus ) g y Dis > g
State, India
WxouzsaH Xyaxait
Pamumpun ®dapmacerotukan  Xunqiao, Linhai, Zhejiang, China ~ ~
Ko.JItx
Kambpekc
I'uapoxmoporuasu ITpodapmako Via Curiel 34, 20067 Paullo (MI), Italy ~ ~
Mumnano C.p.JL.
Hanuuune nexapctBeHHoro npenapara B nepeane KHBJIIII Her
Hanun4ue B 1eKapCTBEHHOM IMpernapare HAPKOTHUSCKUX CPEICTB, IICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOICKAIINX KOHTPOJIIO B
12 Oco0ble 0OTMETKH

Poccuiickoii @enepanyy B COOTBETCTBUU € 3aKOHOAaTenbCTBOM Pocculickoit denepanuu, MexxayHapoaHbIMU Jorosopamu Poccuiickoi
Denepanun, B ToM uucie EnuHoll koHBeHIUEH 0 HapKkoTHdeckux cpeacTBax 1961 rona n KonseHmuelt o ncHXOTponHEIX BemecTBax 1971
roga
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