rocypapcTBeHHbIIi peecTp
NEeKapCTBEHHbIX CPEACTB

I'PJIC BMKII ESK POIT

PervcrpanyoHHOe y/0CTOBepeHHe

Homep |JITI-003041

JMara nepeodopmnenns 01.04.2021

HaumeHnoBaHue gepykaresist
Acp Haumenosanue AJTKAJTOUJ] Al Ckonbe
WK B1azieblia

PEerucTpaLFioOHHOr0
V/0CTOBepeHUsT
JIeKapCTBEeHHOTO Tperapara
ToproBoe HaMMeHOBaHHe
JleKapCTBEHHOI'0 perapara
MexxyHapogHoe
HeIlaTeHTOBaHHOe
WY IPYIIAPOBOYHOE
WM XUMHUYeCKoe
HanMeHOBaHHe

2

CrpaHa

3

AropBacrarun-TeBa

AtopBacTraTuH

4

JlekapcrBeHHas dopma

THGHETKI/I, TIOKPBIThIE TJIEHOYHOM 0060/I0UKOi

Tab/1eTKH, MOKPBIThIE TI/IEHOUHOH 000/I0YKOM

5

DopMEI BeIITyCKa

Tab/IeTKY, TIOKPHIThIE TJIEHOYHOH 000/I04KO#

TabJIeTKU, TIOKPBITBIE TUIEHOUHOH 000/I0UKO#

Ne
CTafiusl NpoM3BOACTBa
n/n

CBe/ieHUsI 0 CTausAX

6

TPOM3BOACTBA [pou3sBozpuTens (Bce cTaguu, BKIoUast
BBIIMYCKAOLUIA KOHTPOJ/Ib KauecTBa)
NHcTpykuus no
7 MIPUMEHEeHUI0
JleKapCTBEHHOT 0 Tpernapara
Ne n/n Homep H/I
1 JIT1-003041-180615
2 M3m. Nel x JITI-003041-180615
8 HOpMaTI/[BHaH 3 M3m. Ne2 k JITI-003041-180615
IOKyMeHTaLus 4 M3m. Ne3 k JITI-003041-180615
5 M3m. Ned x JITI-003041-180615
6 M3m. Ne5 k JIT1-003041-180615
7 M3m. Ne6 k JITT-003041-180615

9 ®dapmako-TeparieBTU4eCKas

rpynmna CUIO/IMIAZIeMUYeCKoe cpesicTBO - 'MI-KoA-peaykrasbl HHTHOUTOP
AHaTOMO-TeparneBTHYeCKast Ko ATX ATX
10 XAMITIECKAA C10AA05 ATopBacTaTvH
KaccudrKanus
MexcyHapoproe BXoAMT B nepeveHb
HelaTeHTOBaHHOe WIH ®dapmakon.
Cpok  YcnoBus HapK. CPeACTB, NMCHX.
rpyNIUpOBOYHOE H/IH Topr. Haum. IIpousBoaute/b Appec crarps /
TOAHOCTH  XpaHeHUHA BellecTB U uX
XHMHYeCcKoe Homep HJJ
[PeKypCcopoB
HaMMeHOBaHHue
1]~ ®apmauesTieckas Plot No. 212/A,B,C,D, Phase-1I,
cyb6cTaHIus
ATODBACTATHE IDA Pashamylaram,
ATODBACTATHE Kamf) s MCH ®apmaxem Pashamylaram Village, N
p ; I/IFE ar TIBT.JIT], Patancheru (Mandal), Sangareddy
PHTAAD District. - 502 307, Telangana,
India
Hannuue nexapcTBeHHOro npenapara B nepeuse YKHBJITT Ja

12

Ocobble OTMETKH

Jara perucrpauuu 18.

Cepsuc CripaBka

Jlara oKOHYaHHUs
JefcTBUA

Jara
peleHust

06.2015 31.12.2025 12.12.2023

Paspemiés BBo/J B rpaKAaQHCKUHT

oGopor o 5

JieT

Pecny6uka CeBepHasi MakeoHHs

CPpoK rogHoCTH YcnoBus XxpaHeHUs!

[Mlo3upoBKa T—
3 roga [Ipy Temnieparype He BbIile 25 rpaf.
10 mr
e 10 wr. - 6nucteps! (3 Wrt.) - nayky KapToHHbIe (30 1wT.) - [To perenTy
3 roga IIpu Temmneparype He Bblile 25 rpaj,.
20 mr
e 10 wr. - 6nucrepsi (3 wrt.) - mayky kapToHHbIe (30 1wT.) - [To perenTy
3 roga IIpu TemriepaType He Bblilie 25 rpaf,.
40 mr
e 15 mirt. - 6rucrepsi (2 Wt.) - mayky KaproHHbie (30 wrT.) - [To peuenTy
3 roga IIpu Temmieparype He Belile 25 rpaj,.
80 mr
e 10 wr. - 6rmcTepsl (3 WT.) - Tauku KapToHHble (30 wt.) - [To peuenty
Mpoussogutens Appec npousBoauTens CrtpaHa

AJIKAJION Al Blvd. Aleksandar Makedonski 12, 1000 Skopje,

CKoribe Republic of North Macedonia MakeoHus
ITokasaTb MHCTPYKLIUU

Top Ne usm HaumeHoBaHue
2015 AtopBacTaTvH AJKanoug,

2019 1 AtopBacTaTvH AJKanoug,

2019 2 ATtopBacTaTvH AJKanouz,

2019 3 AtopBacTaTvH AJKanoug,

2019 4 ATtopBacTaTvH AJKalouf,

2021 5 AtopBacraTuH-TeBa

2023 6 ArtopBacraTvH-TeBa

®dapmako-TepaneBTUYecKas rpynna

Hamnuuwe B leKapCTBEHHOM TIpeniapate HapKOTHUYECKHUX CPeZICTB, TICHXOTPOITHBIX BEIleCTB U UX TPEKYPCOPOB, MOZ/IEKAIINX KOHTPOJIIO B
Poccuiickoii @efiepaliiyl B COOTBETCTBHH C 3aKOHO/aTebCTBOM Poccuiickoii ®esiepariuy, Mexx[yHapoAHbIMU /J0roBopaMu Poccriickoii

®ezepaniuy, B ToM unciie EfuHON KoHBeHIMel o HapkoTUdecKux cpeficTBax 1961 roga v KoHBeHijuelt 0 CUXOTPOMHBIX BeljecTBax 1971

roza

Boiitn

Pecrry6/mika CeBepHast
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