U5 NOVARTIS

MHouenayansHein Homep: 1310211329

lNpounssegeHo:
000 HoeapTuc Hesa
DNopora B Kamenky, 0.40, kopn. 3, nut. A,

nurt. B

194362 CaHkr-NeTtepbypr

[MacnopT kayecTBa

HaumeHoBaHue npogykTa:
INekapcTBeHHan dopma:
Twun ynakoBku:

FANBYC MET TAB N/MO 50Mr+500MI" Ne30
TabneTkW, NOKPbLITLIE NNEHOYHOW 060NOYKON
BIIMUCTEP

Pazmep ynakoBku: 5WTx6 WT Homep GMP NeGMP-0151-000292/18
cepTudmkaTa:
Koa matepmana: 44068549 Twn Bbinycka: Brinyck cepuum B
obpalyeHue
BHyTpeHHUIA HOMep cepuu: LR4694 MevaTHbit Homep LR46940921
cepvu:
Oara npousBoacTea: 23-CEH-2021 HaTa BbInycka: 13-OKT-2021
FopeH po: 31-ABIr-2023 Bbinyckaemoe 11844 WIT
KONWYeCcTBO:
MpoussoacTeeHHan nnowaaka: 000 "HosapTtuc Hesa"
Dopora B Kamerky, 4.40, kopn. 3, nut. A, nut. B
194362, Poccun, CaHkT-MNeTepbypr
Bbinyckawowmui KoHTpons 000 "HoeapTuc Hesa"
KayecTBa Hopora B KameHky, 0.40, kopn. 3, nuT. A, nut. B
194362, Poccus, CaHkt-MNeTepbypr
KoHTponb kayecTBa: 000 "HoeapTuc Hesa"
Hopora B KameHky, 0.40, kopn. 3, nut. A, nut. B
194362, Poccus, Cankr-MNeTepbypr
CrtpaHa-uMmnoprep: Homep pervcTpauvoHHOro yaocToBepeHus:
Poccua JICP-001749/09 OT 10.03.2009
KomnoHeHTbI:
HaumeHoBaHue maTtepuana: FANBYC MET TAB N/MO 50MIr+500MrI
Koa matepmana: 42027185 HepactbacosanHblil npoaykt  Homep cepum: LP8283
OGuwee KonuyecTBO 356756 LWUT

HepacdacoBaHHOro npoaykra::
MpownsBoacTBeHHaA nnowaaka:

00O "HoeapTuc Hesa"
[Hopora 8 Kamenky, A.40, kopn. 3, nuT. A, nut. B
194362, Poccun, CaHkT-lMNeTepbypr

CrpaHuua: 1/3 MoanucaHo 3NeKTPOHHO B COOTBETCTBMM C NONUTMKONW CaHao3 No 3NeKTPOHHbIM NOANMCAM




S
' MNpownseegeHo:
U N OVA RT I S 00O Hoeaptnc Hesa
Hopora B Kamenky, A.40, kopn. 3, nuT. A,

nt. b
194362 Cankr-MeTepbypr

MuamBuayansHein Homep: 1310211329

[MacnopT kavecTBa

HaumeHoBaHKWe npoaykTa: FANBYC MET TAB N/NO 50Mr+500MI" Ne30

Kop matepuana: 44068549 BHyTpeHHMA LR4694
HOMep cepuu:

KomnoHeHTbI:

HavwmeHoBaHue matepuana: BUNOAMMANTWUH CYBCTAHUMA-MOPOLLOK 014
Kopn matepuana: 40006800 ®dapm. CybGeTaHuma Homep cepuu: B607057

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

Wtanua
Cepua nponssoauTens: +009230047

KoMnoHeHTbI:

HaumeHoBaHue maTepuana: MET®OPMWHA TMOPOXNOPWMA NPAH 910MI/I 010
Koa martepuana: 40006442 ®apm. CybeTanuua Homep cepun: B620788

MpouzsogcTeeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

FepmanHunsg
Cepua nponasogurens: WVA98

KoMnoHeHTb!:

HavmeHoBaHue maTepuana: MET®OPMWHA T’MOPOXNOPKO FPAH 910MI/I 010
Koa matepuana: 40006442 ®apm. CybecTanums Homep cepun: B620789

MponssoacTeeHHan nnowaaka: Novartis Pharma Produktions Gm
QOeflingerstrasse 44
79664 Wehr

[epmaHus
Cepusa npoussoauTens: WVC01

Crtpanuua: 2/3 MNoanncaHo aNeKTPOHHO B COOTBETCTBMM C NONMTUKOM CaHA03 NO 3NeKTPOHHLIM NOANUCAM



' MpowusseneHo:
U N OVA R T I S OO0 HoeapTtuc Hera
Aopora B Kamenky, .40, Kopn. 3, nuT. A,

nur. b
194362 Cankr-NeTtepbypr

MHaneuagyansHein Homep: 1310211329

B [MacnopT kavecTBa

HavmeHoBaHue npoaykra: FANBYC MET TAB /MO 50MI+500MI™ Ne30 —|
Kop maTtepunana: 44068549 BHyTpeHHMIA LR4694
HOMeEp cepuu:;

3aknwyeHue

HacToswum s noartsepxaaio, yro yKkasaHHas WHopMaUmna ABNASTCH AOCTOBEPHOI U TOYHOI. Cepus npoaykTa, ykasaHHas Bbile
Grina npounsseaeHa, ynakosaxa u MPOKOHTPONWPOBaHa Ha NPOW3BOACTBEHHBIX NNOWAAKAX, YKa3aHHbIX BbILWE, B NOAHOM
COOTBETCTBNM C TpeBoBaHUAMM NokanbHbIx Mpasmn Haanexallei NpoM3BOACTBEHHOM NPAKTUKN 1 PerucTpaumnoHHoro aocke.
3anucu no NponasoacTBy, ynakoske KOHTpOnNto KavecTsa Bbinn cOOTBETCTRYIOMMIA TpeboBaHuam

Mpasun Haanexaluen NpoM3BOACTBEHHOM NpaKTUKK.

KommenTapmii k cepTudmkary:

NCP-001749/09-200918 N3m.Ne1, Mam.Ne2, M3m.Ne3. B xopne NPOM3BOACTBEHHOTO NpoLecca OTCYTCTBYIOT OTKIIOHEHMWS, KOTOpbIe
MOTYT NOBNWATL Ha BbINYCK NPOAYKLMK

Cepwus BbinyweHa: TatbsHa Bygaesa, YnonHomouyenHoe nuuo

Hata / Bpems Bhinycka cepuu:  13-OKT-2021 /11:28:35 UTC

Hata / Bpems co3ganun cepTudmkara: 13-OKT-2021/
11:29:08UTC

Crpannua: 3/3 MoanncaHo aNeKTPOHHO B COOTBETETBUM ¢ nonuTrkoi CaHao3a No aNeKTPOHHBLIM NOANNCAM




