'y NOVARTIS

MHomBemayansHeln Homep: 2603251855

MpousseneHo:

OO0 Hosaptuc Hesa

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CankT-lNMeTepbypr

JIMueHsuns Ha Npon3BOACTBO:
Ne 00153-J1C ot 09.11.2015

CepTudukat cepumn

HanmeHoBaHue npoaykra:
ToproBoe HauMeHOBaHue:
[o3uposka:
JlexapcTBeHHasn ¢opma:
Tun ynakoBku:

Pa3smep ynakoBku:

Koa matepuana:

BHyTpeHHMI HOMep cepuu:

[darta npousBoacTBa:
FopeH po:

n pounsBoacTBeHHas nnollaaka:

BbinyckaloLwmin KOHTPOsNb
KayecTBa

KoHTponb kauyecTtBa:

CtpaHa-umnoprep:
Poccusa

FANIBYC MET TAGB /MO 50MIM+850MI™ Ne30
GALVUS METFORMIN 50/850 MG 30 FCT
850 MI" + 50 MI"

TabneTkn, MOKPbITbIE NNEHOYHON 0B60MNOYKON
BINCTEP

5WTx6 WT

44068550

PK7846

03-MAP-2025
28-0EB-2027

00O "HoeapTuc Hesa"
[opora B KameHky, 0.40, kopn. 3, nut. A.
197350, Poccus, CankT-INetepbypr

00O "HoeapTtuc Hesa"
[opora B KameHky, 0.40, kopn. 3, nut. A.
197350, Poccus, CaHkT-MNeTepbypr

00O "HoeapTtuc Hesa"

Novartis Neva LLC

[opora B KameHky, 0.40, kopn. 3, nut. A.
197350, Poccus, CankT-leTepbypr

Homep perncTpaumoHHOro yaoctoBepeHus:

JIM-Ne(001986)-(PIr-RU) OT 17.03.2023

Homep GMP
cepTudmkara:

Tuvn BbInycka:

MeyvaTHbIN HOMep
cepuu:

[ata Bbinycka:

Beinyckaemoe
KONM4yecTBO:

Homep nuueHsum:

Homep nuueHsuu:

Homep nuueHsum:

NeGMP/EAEU/RU/01483-
2024

Bobinyck cepun B
obpalleHne
PK78460325

26-MAP-2025
6944 LUT

Ne 00153-J1C ot 09.11.2015

Ne 00153-J1C ot 09.11.2015

Ne 00153-11C o1 09.11.2015

KomMnoHeHThI:

HanmeHoBaHue maTtepuana:
Kop matepuana:

O6Lwee KONU4YeCcTBO
HepacdacoBaHHOro NPoAYKTa::

n pou3BoACTBeHHas nnowagka:

FANBYC MET TAB M/NO 50MIr+850MI
42027186 HepacdacoBaHHbIN NpoayKT
210124 WT

00O "HoeapTtuc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CankT-IeTepbypr

Howmep cepum:

Homep nuueHsun:

PK1147

Ne 00153-J1C ot 09.11.2015

Ctpanuua: 1/3 MoanucaHo 3nNeKTPOHHO B COOTBETCTBUM C MOMMUTUKOM MO 3NEKTPOHHBLIM NOANUCAM




(' NOVARTIS MpounseeneHo:

OO0 Hosaptuc Hesa
Hopora B KameHky, a. 40, k.3, nuT. A
197350 CankT-lNMeTepbypr

JIMueHsuns Ha Npon3BOACTBO:
Ne 00153-J1C ot 09.11.2015

MHomBemayansHeln Homep: 2603251855

CepTudukat cepumn

HaumeHoBaHue npoaykra: FANNBYC MET TAB MNM/MNO 50MIr+850MI" Ne30

ToproBoe HaumeHoBaHue: GALVUS METFORMIN 50/850 MG 30 FCT

Kop matepuana: 44068550 BHyTpeHHuM PK7846
HOMep cepuu:

KoMnoHeHTbI:

HanmeHoBaHue maTepuana: BUNOAMMNTUH CYBCTAHUNA-MOPOLLOK 016
Kopn matepuana: 40007640 dapm. CybeTaHums Homep cepuu: B743975

MpounseoacTeeHHas nnowagka: F | S FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wtanus
Cepusi npousBoguTens: +401080117

KoMnoHeHTbI:

HanmeHoBaHue maTepuana: MET®OPMUHA TMAPOXJIOPW MPAH 910MIT/T 010
Kopn matepuana: 40006442 dapm. CybecraHums Homep cepumn: B750802

MpousBoacTBeHHasa nnowapgka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHua
Cepus npousBoguTens: WCJP8

KoMnoHeHTbI:

HaumeHoBaHue MaTepuana: MET®OPMUHA TMOPOXITIOPWA MTPAH 910MIT/T 010
Kon matepuana: 40006442 dapm. CybcraHums Homep cepuu: B750805

MpounssogcTBeHHas nnowapgka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHus
Cepusa npousBoguTens: WCJP7

CTtpaHuua: 2/3 MNoanmMcaHo 3reKTPOHHO B COOTBETCTBMM C NOSUTMKOM MO 3NEKTPOHHBIM NOAMNUCSAM



MpousseneHo:

U. N OVA RT I S 00O HosapTnc HeBa

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CankT-TeTepbypr

JIMueHsuns Ha Npon3BOACTBO:
Ne 00153-J1C o1 09.11.2015

MHomBemayansHeln Homep: 2603251855

CepTudukat cepumn

HaumeHoBaHue npoaykTa: FANNBYC MET TAB M/MNO 50MIr+850MI" Ne30

Toprosoe HaumeHoBaHwMe: GALVUS METFORMIN 50/850 MG 30 FCT
44068550 BHyTpeHHUM PK7846
HoMep cepum:

Kop matepuana:

3akno4veHue

HacToswmm 8 noaTBepxaato, YTo yka3aHHas nHopmaums SBNseTcst 4OCTOBEPHOM n TovHou. Cepust npodyKTa, ykasaHHas Bbille
6blna npounsseeHa, ynakoBaHa 1 NPOKOHTPOSIMPOBaHa Ha NPOM3BOACTBEHHbIX MoLWaaKax, ykadaHHbIX Bbllle, B NOMHOM
COOTBETCTBUU C Tpe6OBaHI/IF|MI/I NoKanbHbIX I'Ipanm Hap,nemau_\elh I'IpOI/|3BO,L'J,CTBeHHOI7I NPaKTUKN n PeFI/ICTpaLLI/IOHHOFO Aocbe.
3anucu no npon3BoACTBY, yNaKOBKE U KOHTPOIIO KavyecTBa Obinn npoBepeHbl U COOTBETCTBYIOT

TpeboBaHuaMm Hagnexallen npon3BoACTBEHHOM NPAKTUKK.

KommeHTapui k ceptudmkary:

B xone npon3BoACTBEHHOro npouecca OTCYTCTBYHOT OTKITOHEHUA, KOTOPbIe MOTYT NMOBJIMATL Ha BbIMYCK NpoAYKLUWN.

dopma BbiNycka, yka3aHHas B HacTosLeM cepTudukate cepum: Fansyc MeT Tabne Tku, NOKpbITbIE NNeHOYHON o6onoykon50 mr+850
Mr 6 wr., 6nuctepbi(5), nayku kapToHHbIe. HopmaTtueHbIl gokymeHT: J1M-Ne(001986)-(PIM-RU)-200524. Moaynb Map kupoBka

J1M-Ne(001986)-(Pr-RU)
oT 27.07.2023. AHanuTtnyeckuii nacnopt:4-132- 0225.

Cepwus BbinyLleHa: >KaHHa YanaeBa, YNonHOMO4YEHHOE n1Lo
[ata / Bpems Bbinycka cepumn:  26-MAP-2025 / 15:40:50 UTC

[arta / Bpems co3naHua ceptudukara:

15:55:44UTC

26-MAP-2025 /

CTtpaHuua: 3/3 MNoanMcaHo 3neKTPOHHO B COOTBETCTBMM C NOSNIUTMKOM MO 3NEKTPOHHBIM NOANUCAM



