'y NOVARTIS

MHaveuayanbHbIn Homep: 0712251648

MpousseaeHo:
00O HosapTuc Heea

Hopora B KameHky, . 40, k.3, nuT. A

197350 CaHkT-INeTepbypr

JInueHsns Ha Npon3BOACTBO:
Ne 00153-J1C o1 09.11.2015

CepTtundomkat cepuu

HaumeHoBaHue npoaykra:
Toprosoe HaumeHoBaHue:
[Jo3upoBka:
INlekapcTBeHHasa chopma:
Twun ynakoBKu:

Pa3mep ynakoBku:

Kop matepuana:

BHyTpeHHMIA HOMep cepuu:

[aTa npousBoacTBa:
lopeH po:

MpousBoacTBEeHHas Nnolagka:

Bbinyckarowmin KOHTpoOnb
KayecTBa

KOHTpO.I'II: Ka4yecTBa:

CtpaHa-umnopTrep:
Poccusa

FANIBYC MET TAB /MO 50MIr+850MI" Ne30
GALVUS METFORMIN 50/850 MG 30 FCT
850 MI" + 50 MI"

TabneTku, NOKPbITbIE MNEHOYHON 0605104KO
BNMUCTEP

5WTx6 WT

44068550

PX1414

13-HOA-2025
31-OKT-2027

00O "HoeapTuc Heea"

Hopora B KameHky, .40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr
OO0O "HosapTuc Hesa"

[opora B KameHky, .40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lNeTepbypr

00O "HoapTuc Hesa"

Novartis Neva LLC

Hopora B KameHky, A.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr

Homep perncrpaumoHHoro yOocToBepeHuUs:

NM-Ne(001986)-(PT-RU) OT 17.03.2023

Homep GMP
ceptudmkara:

Twvn BbINycKa:

Me4yaTHbIN HOMEp
cepuu:
[aTta Bbinycka:

Bbinyckaemoe
KONMYeCcTBO:

Homep nuueHsnm:

Homep nuueHsnu:

Homep nuueHsnu:

NeGMP/EAEU/RU/01483-
2024

Bbinyck cepun B
obpalleHre
PX14141125

07-0EK-2025
7049 WIT

Ne 00153-J1C ot 09.11.2015

Ne 00153-J1C ot 09.11.2015

Ne 00153-J1C ot 09.11.2015

KomnoHeHThbI:

HanmeHoBaHue matepmana:
Kop maTtepuana:
O6Lee KONUYecTBO

HepaccpacoBaHHOro nNpoaykra::
MpousBoacTBeHHas NnollagkKa:

FANBYC MET TAB IN/MNO 50MIr+850MI”
42027186
212363 WIT

HepacdacoBaHHbI NpoayKT

00O "HoeapTuc Heea"
[opora B KameHky, .40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lNeTepbypr

Homep cepuu:

Homep nuueHsuum:

PW6480

Ne 00153-J1C ot 09.11.2015

CTpaHmua: 1/3 MoanucaHo AMEKTPOHHO B COOTBETCTBUM C MOMAUTUKOMN NO 3MEKTPOHHBIM NOANUCAM




U NOVARTIS PoysmoRoHo:

00O HosapTuc Heea
Hopora B KameHky, . 40, k.3, nuT. A
197350 CaHkT-INeTepbypr

JInueHsns Ha Npon3BOACTBO:
Ne 00153-J1C o1 09.11.2015

MHaveuayanbHbIn Homep: 0712251648

CepTtundomkat cepuu

HanmeHoBaHuMe npoaykTa: FANBYC MET TAB MN/MNMO 50MIr+850MI” Ne30

ToproBoe HaMMeHOBaHMe: GALVUS METFORMIN 50/850 MG 30 FCT

Kopn marepuana: 44068550 BHyTpeHHUN PX1414
HOMep cepum:

KomnoHeHTbI:

HanmeHoBaHue maTtepuana: BUNJAMMUNTUH CYBCTAHUMA-NMOPOLLOK 017
Kog matepumana: 40008720 dapm. CybeTaHums Homep cepum: B784104

MpoussoacTBeHHana nnowaaka: Harman Finochem Ltd
Plot No. A-100, A-100/1, A-100/2 D-1
431007 AURANGABAD

NHana
Cepus npousBoauTens: SD0100698

KomnoHeHThbI:

HanmeHoBaHue maTtepumana: METOOPMUHA TMOAPOXNOPWLA MPAH 910MI/I" 010
Kog matepumana: 40006442 dapm. CybeTaHums Homep cepum: B784762

MpoussoacTBeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

[epmanus
Cepus npousBoauTens: WDHD6

KomnoHeHThbI:

HanmeHoBaHue maTtepmana: METOOPMUHA TMAPOXNOPWLA MPAH 910MI/I" 010
Kog matepumana: 40006442 dapm. CybeTaHums Homep cepum: B784763

MpoussoacTBeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHus
Cepus npousBoauTens: WDHD5

CTpaHmua: 2/3 MoanucaHo AMEKTPOHHO B COOTBETCTBUM C MOMAUTUKOMN NO 3MEKTPOHHBIM NOANUCAM



MpousseaeHo:

(’ N OVA RT I S 0OOO HoeapTtuc HeBa

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CaHkT-INeTepbypr

JInueHsns Ha Npon3BOACTBO:
Ne 00153-J1C o1 09.11.2015

MHaveuayanbHbIn Homep: 0712251648

CepTtundomkat cepuu

FANBYC MET TAB /MO 50MIr+850MI" Ne30
GALVUS METFORMIN 50/850 MG 30 FCT

HanmeHoBaHue npoaykra:
ToproBoe HauMeHoBaHUe:

Kopn marepuana: 44068550 BHyTpeHHUN PX1414

HOMep cepuu:

3aknoyeHue

HacToswmm a noaTeepxxgatko, YTo yKa3aHHadA I/IH(*)OpMaLI,I/Iﬂ ABNAeTCA D,OCTOBepHOIZ 1 TOYHOM. Cepvm npoaykTa, ykasaHHadA Bbllle
Gbina npouseeneHa, ynakoBaHa 1 NpOKOHTPOJIMpOBaHa Ha NPOU3BOACTBEHHbIX Niowaakax, ykasaHHbIX Bbille, B MOJIHOM
COOTBETCTBUU C Tpe6OBaHMﬂMI/I nokanbHbIx MpaBun Hagnexatlen NnpomM3BoaCTBEHHON NPaKTUKM 1 PernctpaumoHHOro gocbe.
3anucu no npon3BoACTBY, YNakOBKe U KOHTPOJTHO Ka4yecTBa Obinn npoBepeHbl 1 COOTBETCTBYHOT

Tpe6oBaHuam Hagnexatlei Npou3BoACTBEHHON NPaKTUKN.

KommeHTapum k cepTucumkary:

B xoae npovn3BoOCTBEHHOrO NpoLecca OTCYTCTBYOT OTKIIOHEHUS!, KOTOPbIE MOTYT NOBMUATE Ha BbiNyCK Npoaykumu. ®opma Bbinycka,
ykasaHHas B HacTosileM cepTudukarte cepuu: ansyc MeT TabneTku, NOKpbITbie NeHOYHON o6omnoykoi 50 mr+850 mr 6 wr.,
6nuctepsl (5), navkn kapToHHble. HopmaTueHbI okymeHT: J1M-Ne(001986)-(PI-RU)-200524. Mopyne Mapkuposka J1M-Ne(001986)-(Pr-

RU) o1 27.07.2023. AHanuTnyeckuin nacnopt: 4-994-1125.

Cepus BbinylleHa: Olga Yakovleva, Quality Control Unit Manager
[ata/ Bpems Bbinycka cepun:  07-[EK-2025/13:47:04 UTC

[ata / Bpemsa co3aaHua ceptucdumkara:

13:48:36UTC

07-0EK-2025/

CTpaHmua: 3/3 MopgnuncaHo AMEKTPOHHO B COOTBETCTBUM C MOMAUTUKOMN NO 3MEKTPOHHBIM NOANUCAM



