') NOVARTIS

MpounsseneHo:
000 #HosapTuc Hesatt

[opora B KameHky, 0.40, kopn. 3, nuT. A,

nt. b

194362 CaHkt-MNeTepbypr

WMHovBuayaneHbIid Homep: 2306211850

[TacnopT kKayecTBa

HaumMeHoBaHuWe npoaykra:
NekapcTBeHHan opma:

FANBYC MET TAB M/MO 50+1000MI™ Ne30
TabneTkW, NOKpsLITLIE NNEHOYHOR 0BONOYKOM

Twvn yNnakoBKK: BNACTEP
Pasmep ynakoBku: 5WT x6 WT Homep GMP NeGMP-0151-000292/18
cepTudumkara:
Kop matepuana: 44068551 Twun BbINyCKa: BbInyck Ha pbiHOK
BHYTPeHHUA HOMEpP Cepun: LK0457 MevaTHbi Homep LK04570521
cepuu:
[Nata npousBoacTea: 20-MAI1-2021 [aTta BbIinycka: 23-MHOH-2021
FopeH po: 30-AMNP-2023 Bkinyckaemoe 5970 WT
KONMUYeCTBO!:
MpouseoacTeeHHas nnowapaka: 000 "HosapTuc Hesa"
[opora B Kamewky, 4.40, kopn. 3, nuT. A, iuT. B
194362, Poccun, Cankrt-Netepbypr
BbinyckalwWwuin KOHTpOnb 000 "HoeapTuc Hesa"
KavecTsBa Jopora B Kamenky, 0.40, kopn. 3, nut. A, nut. B
194362, Poccus, CankT-MeTtepbypr
KoHTponb ka4yecTBa: 000 "HoeapTtuc Hesa"
[Oopora B Kamerky, .40, kopn. 3, nut. A, nuT. B
194362, Poccun, CaHkT-MNetepbypr
CTpaHa-umnoprep: Homep perucTpauMoHHOro yAOCTOBEPEHUS:
Poccus NCP-001749/09 OT 10.03.2009
KomMnoHeHTbI:
HaumeHoBaHMe MaTepuana: rANBYC MET TAB M/NO 50Mr+1000MI
Kon maTepuana: 42027187 HepacchacoBaHHbIi NpoaykT  Homep cepun: LJ1800

O6wee Konu4yecTBO
HepacdhacoBaHHOro Npoaykra::

MNpousBoacTeeHHas nNnolanka:

179577 WT

000 "HoeapTtuc Hesa"
Jopora B KameHky, 0.40, kopn. 3, rut. A, nuT. B
194362, Poccus, CaHkT-MeTtepbypr

CtpaHuua: 1/3 MoanvucaHo 3MeKTPOHHO B COOTBETCTBUM C MOMUTHKOM CaHao3 no aNeKkTPOHHBLIM NOAMNUCAM




¢’ NOVARTIS 000 #iosaprc Hesst

fopora B Kamenky, 4.40, kopn. 3, nuT. A,
nuT. b
194362 Cankr-MNeTepbypr

MHavBuayansHeil Homep: 2306211850

[lacnopT kayecTBa

HaumeHoBaHue npoaykTa: FANBYC MET TAB N/MNO 50+1000MI™ Ne30

Kon maTtepuana: 44068551 BHyTpeHHUIH LK0457
HOMep cepuun:

KomnoHeHTbI:

HaumeHoBaHue matepuana: BUNOAMMMNTUH CYBCTAHLMA-MOPOLIOK 014
Kon matepuana: 40006800 dapm. CybBetaHumn Homep cepuu: B606071

MpouseoacTBeHHas nnowaaka: F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wtanus

Cepus nponssoautens: +009010126

KomnoHeHTbI:

HanmeHoBaHue matepuana: MET®OPMWUHA r1OPOXNOPWA TrPAH 910MI/T 010
Kon matepuana: 40006442 Papm. CybcraHuus Homep cepuu: B610024

MNpounzsoacTeeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHua
Cepus npoussoauTtens: Wwuc20

3aknyeHue

HacToswum s noateepxaarw, 4To ykasaHHas WHbopMaLMa ABNSETCA AOCTOBEPHOR U TOMHOIA. Cepusa npoaykTa, ykasaHHas Bbille
Gbina nponsseaera, ynakosaHa u NPOKOHTPONMPOBaHa Ha NPOW3BOOCTBEHHbIX NIOLLANKAX, YKa3aHHbIX BbILE, B NOMHOM
COOTBETCTBUM C TpeBoBaHUAMM NokanbHbIx Mpasun Haanexaluen Npou3BoACTBEHHON NPakTUKKU 1 PerucTpaunoHHoro gocse.,
3an1cu No NPOM3BOACTBY, YNAKOBKE M KOHTPOIK KAaYecTBa Gbinu COOTBETCTBYKLWMUMU TpeBoBaHUAM

MpaBun Hagnexaluei NPOU3BOACTBEHHOM NpaKkTUKK.

KommeHTapuit k cepTudmkary:

B xone npon3BoACTBEHHOro npouecca OTCYTCTBYKT OTKNOHEHWSA, KOTOpbIE MOFYT NOBMWUATL Ha BbINYCK NPOAYKLUUM,

Crpanuvua: 2/3 MoanucaHo SNEKTPOHHO B COOTBETCTBMM C NOMUTUKOW CaHA03 Mo 3NeKTPOHHLIM MOANMCSM




NMpousseneHo:

( 2 N OVA R'T I S 000 #HoeapTuc Hesa#
Dopora B Kamerky, 0.40, kopn. 3, nuT. A,

mmT. b
194362 CankT-MeTepbypr

WHouenayansHeiid Homep: 2306211850

[TacnopT kayecTBa

HaumeHoBaHue npopykTa: FANBYC MET TAB M/MO 50+1000MI" Ne30
44068551 BHyTpeHHMIA LK0457

Koa maTtepuana:
HOMep cepuu:

Cepwus BbinyweHa: TaTbsiHa Bynaesa, YnonHoMoueHHoe nuuo
Aara / Bpemn Beinycka cepun:  23-WIOH-2021 / 16:50:30 UTC

Hara / Bpema cospnanus ceptudmkara:

16:50:56UTC

23-MHOH-2021/

CrpaHuya: 3/3 MoanucaHo SNeKTPOHHO B COOTBETCTBMM C NOMMTUKON CaHmoa no 3NEeKTPOHHbIM MOANUCAM




