'y NOVARTIS

MHaveuayanbHbin Homep: 3105241909

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 N/MNO 50+1000MI" Ne30
GALVUS METFORMIN 50/1000 MG 30 FCT
17 +50MI

TabneTku, NOKPbITbIE MNEHOYHON 0605104KO
BNMUCTEP

5WTx6 WT

44068551

NU5214

18-0EB-2024
31-AHB-2026

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/00112-
2021

Bbinyck cepun B
obpalleHre
NU52140224

31-MAN-2024
5819 LUT

Ne 00153-J1C ot 09.11.2015

Ne 00153-J1C ot 09.11.2015

Ne 00153-J1C ot 09.11.2015

KoMnoHeHTbI:

HanmeHoBaHue matepmana:
Kop maTtepuana:
O6Lee KONUYecTBO

HepaccpacoBaHHOro nNpoaykra::
MpousBoacTBeHHas NnollagkKa:

FANBYC MET TAB /MO 50MIr+1000MI™
42027187
179230 WT

HepacdacoBaHHbI NpoayKT

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

Homep cepuu:

Homep nuueHsuum:

NP7083

Ne 00153-J1C ot 09.11.2015

CTpaHmua: 1/3 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: 3105241909

CepTtundomkat cepuu

HanmeHoBaHuMe npoaykTa: FANBYC MET TAB /MO 50+1000MI" Ne30

ToproBoe HaMMeHOBaHMe: GALVUS METFORMIN 50/1000 MG 30 FCT

Kopn marepuana: 44068551 BHyTpeHHUN NU5214
HOMep cepum:

KomnoHeHTbI:

HanmeHoBaHue maTtepuana: BUNJAMMUNTUH CYBCTAHUMA-NMOPOLLOK 016
Kog matepumana: 40007640 dapm. CybeTaHums Homep cepum: B706459

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

Wtanusa
Cepus npousBoauTens: +303210076

KomnoHeHTbI:

HanmeHoBaHue maTtepumana: METOOPMUHA TMOAPOXNOPWLA MPAH 910MI/I" 010
Kog matepumana: 40006442 dapm. CybeTaHums Homep cepum: B717757

MpoussoacTBeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

[epmanus
Cepus npousBoauTens: WAPT1

3aknroyeHue

HacTosawmm s nogTeepxaato, YTo ykasaHHas MHAhopMaLms SBNSETCA JOCTOBEPHOW 1 TouHoW. Cepusi NpoadyKTa, ykasaHHas Bbille
Gblna nponsBeaeHa, ynakosaHa U NPOKOHTPONMPOBaHa Ha NPOM3BOACTBEHHbIX NMOWaAKax, ykasaHHbIX BbllUE, B MOTHOM
COOTBETCTBUM C TpeBoBaHUAMM NoKanbHbIX [MpaBun Hagnexatuen Npou3BoACTBEHHON NPaKTUMKN U PerncTpaumoHHOro gocse.
3anucu no Npou3BoACTBY, YNaKOBKe U KOHTPOIO KayecTsa Obinu NpoBepeHbl U COOTBETCTBYHOT

TpeboBaHnaAM Haanexaluein NpoM3BoaCTBEHHOW NPAKTUKN.

KommeHTapum k ceptudmkary:
B xoae Nnpou3BoACTBEHHOIO NpoLiecca OTCYTCTBYHOT OTKIIOHEHUS], KOTOPbLIE MOTYT NOBMUSITE HA BbIMYCK NPOAYKLUMM.

[anByc Mert JIM-Ne(001986)-(PI-RU) ot 17.03.2023 NanByc MeT®,TabneTky nokpbIThle NneHouHom obonoykon 50 mr + 500 mr, 50 +
850 wmr, 50 + 1000mr. Mogynb Mapkuposka J1M-Ne(001986)-(PI-RU) ot 27.07.2023

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



' MpousseaeHo:

L. 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: 3105241909

CepTtundomkat cepuu

HanmeHoBaHuMe npoaykTa: FANBYC MET TAB /MO 50+1000MI" Ne30
ToproBoe HaMMeHOBaHMe: GALVUS METFORMIN 50/1000 MG 30 FCT
Kopn marepuana: 44068551 BHyTpeHHUN NU5214
HOMep cepum:
Cepus BbinyLeHa: Onbra Akosnesa, YNONMHOMOYEHHOE NULIO
Data / Bpems Bhinycka cepum:  31-MAIA-2024 / 16:09:34 UTC
[aTa / Bpems co3aaHus ceptudmkara: 31-MAIA-2024 /
16:09:38UTC

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



