MpousBeaeHo:

OO0 HoeapTtuc Heea

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CaHkr-lNeTepbypr

'y NOVARTIS

JInueHsna Ha nNponsBoaCTBO:
Ne 00153-J1C ot 09.11.2015

MHanBuayanbHeii Homep: 2510241709

CepTundomkart cepuu

HaumeHoBaHue npoaykra: FANBYC MET TAB MN/MO 50+1000MI” Ne30

ToproBoe HauMeHOBaHUe:

GALVUS METFORMIN 50/1000 MG 30 FCT

[o3upoBKa: 17 +50MI
TlekapcTBeHHasn dopma: TabneTkn, NOKPbITbIE NIIEHOYHON 060MOYKOM
Tun ynakoBKu: BNUCTEP
Pa3mep ynakoBku: 5T x 6 WT Homep GMP NeGMP/EAEU/RU/01483-
cepTtudmkara: 2024
Kop matepuana: 44068551 Tun BbINycka: Beinyck cepum B
obpalyeHune
BHyTpeHHUIN HOMep cepuu: PC8320 MevaTtHbI Homep PC83200924
cepuu:
[aTta npousBoacTBa: 20-CEH-2024 [aTa BbInycka: 25-OKT-2024
lopeH po: 31-ABI-2026 Bbinyckaemoe 5935 WIT
KONMU4eCTBO:
MpounsBoacTBeHHas nnowagka: OO0 "HoeapTnc Hesa" Homep nuuensmmn: Ne 00153-J1C o1 09.11.2015

Hopora B Kamenky, .40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lNeTepbypr

Bbinyckalowmim KOHTporb Ne 00153-/1C ot 09.11.2015

Ka4yecTBa

OO0 "HoeapTuc Hesa"
Hopora B KameHky, .40, kopn. 3, nuT. A.
197350, Poccus, CaHkt-INeTepbypr

Homep nuueHsnum:

KoHTponb ka4yecTBa: 000 "HosapTuc Hesa" Ne 00153-J1C o1 09.11.2015
Novartis Neva LLC
Hopora B Kamenky, 4.40, kopn. 3, nuT. A.

197350, Poccus, CaHkT-lMNeTepbypr

Homep nuueHsnm:

CTtpaHa-umnopTep: Homep perncrpaumMoHHOro yaocToBepeHus:

Poccus JM-Ne(001986)-(Pr-RU) OT 17.03.2023

KOMMNOHEeHThI:

FANBYC MET TAB /MO 50MIr+1000MI
42027187
180223 WIT

HanmeHoBaHue maTtepuana:

Kop maTtepuana: HepacdpacoBaHHbIi npogykt  Homep cepum: PC1586

OO6Llee KonnyecTBo
Hepacd)acoBaHHOro npoAyKra::

MpousBoacTBeHHas nnowaaka: OO0 "HoeapTuc Hesa" Ne 00153-J1C o1 09.11.2015
Hopora B KameHky, .40, kopn. 3, nuT. A.

197350, Poccus, CaHkT-lMeTepbypr

Homep nuueHsuu:

CTpaHmua: 1/3 MNMoanncaHo ONEKTPOHHO B COOTBETCTBUMU C NONUTUKOW MO ANEKTPOHHbIM NoANncAM




MpousBeaeHo:

(' N OVA RT I S 00O HoeapTtuc Hesa

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CaHkr-lNeTepbypr

JInueHsna Ha nNponsBoaCTBO:
Ne 00153-J1C ot 09.11.2015

MHanBuayanbHeii Homep: 2510241709

CepTundomkart cepuu

HaumeHoBaHue npoaykra: FANBYC MET TAB MN/MO 50+1000MI" Ne30

ToproBoe HaMMeHOBaHue: GALVUS METFORMIN 50/1000 MG 30 FCT

Kop martepuana: 44068551 BHyTpeHHUN PC8320
HOMep cepuu:

KoMnoHeHTbI:

HanmeHoBaHue maTtepuana: BUNOAMMWNTUH CYBCTAHUMNA-MOPOLLOK 016
Kog matepumana: 40007640 ®apm. CybcTaHums Homep cepuu: B730332

MpoussoacTBeHHasa nnowaaka: F | S FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wranusa
Cepusa nponsBoauTens: +310260055

KoMnoHeHTbI:

HanmeHoBaHue maTtepuana: MET®OPMUHA TMOPOXNOPWA MPAH 910MI/I" 010
Kog marepwmana: 40006442 ®apm. CybcTaHums Homep cepun: B732057

MpousBoacTBeHHasn nnowapka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

[epmanuns
Cepus nponsBoauTens: WAWM7

3aknoyeHne

HacTtoswmm s noaTBepxaato, YTo yKasaHHas MHopmaums SBnseTcst LOCTOBEPHOW M TOYHOW. Cepusl npoayKTa, ykasaHHas Bbille
Obina npousseneHa, ynakoBaHa 1 NPOKOHTPONIMPOBaHa Ha NPOU3BOACTBEHHbIX MoOLWaAKaX, YKa3aHHbIX BbILLE, B MOSTHOM
COOTBETCTBUM C TPebBOBaHUAMM NoKanbHbIX MpaBun Hagnexatllen NpoM3BOACTBEHHON NPaKTUKN U PermcTpaumoHHOro ochbe.
3anucu no Npon3BOACTBY, YNAKOBKE M KOHTPOIO KayecTBa Oblniv NpoBepeHbl U COOTBETCTBYHOT

TpeboBaHuaM Hagnexatiern npon3BOLCTBEHHON NPaKTUKM.

KommeHTapum k ceptucumkary:
B xoge Nnpon3BoACTBEHHOIO NpoLecca OTCYTCTBYHOT OTKITOHEHUS], KOTOPbIE MOTYT MOBMAMATL Ha BbIMYCK NPOSYKLMM.

FanByc Met J1M-Ne(001986)-(PIr'-RU)- 200524 Manesyc MeT®, TabneTku NokpbiTbie NiieHoYHoM ob6onoykon 50 mr + 500 mr, 50 + 850 wr,
50 + 1000 mr. Mogynb MapkupoBka J1M-Ne(001986)-(PIr'-RU) -270723. AHanuTudeckuin nacnopt:: 4-651 -0924.

CTpaHmua: 2/3 MNognucaHo ONEKTPOHHO B COOTBETCTBUMU C NONUTUKOW MO ANEKTPOHHbIM NoANncAM



) NOVARTIS 000 Homr ioss

Hopora B KameHky, a. 40, k.3, nuT. A
197350 CaHkt-leTepbypr

JInueHsna Ha nNponsBoaCTBO:
Ne 00153-J1C ot 09.11.2015

MHanBuayanbHeii Homep: 2510241709

CepTundomkart cepuu

HaumeHoBaHue npoaykra: FANBYC MET TAB MN/MO 50+1000MI" Ne30
ToproBoe HaumeHoOBaHue: GALVUS METFORMIN 50/1000 MG 30 FCT
Kop martepuana: 44068551 BHyTpeHHUN PC8320
HOMep cepuu:
Cepus BbinyLeHa: AxoBnesa Onbra, YNonHOMoYeHHoe NnLo

[ata / Bpems Bbinycka cepun:  25-OKT-2024 / 14:08:57 UTC
[aTta / Bpems co3aaHusa ceptucmkara:
14:09:19UTC

25-OKT-2024 /

CTpaHmua: 3/3 MNognucaHo ONEKTPOHHO B COOTBETCTBUMU C NONUTUKOW MO ANEKTPOHHbIM NoANncAM



