' NOVART

I S [pouns3BeneHo:
OO0 HosapTuc Hesa

[opora B KameHky, 4. 40, k.3, uT. A
197350 CaHkT-lMNeTepbypr

MHavBmayanbHbil Homep: 2308221538

CepTudomkar cepuun

HanmeHoBaHVe npoaykTa:
NekapcTBeHHasn dhopma:

FANBYC MET TAB N/MO 50MIr+850MI" Ne30
TabneTKn, NOKPbITbIE NAEHOUYHOM 060104KOW

Tvn ynakoBKu: BNNCTEP
Pa3mep ynakoBKu: S5WTx6WT Homep GMP NeGMP/EAEU/RU/00112-
cepTudukara: 2021
Kog marepuana: 44068550 Tun BbINyckKa: Bbinyck cepuu B
ob6palleHne
BHyTpeHHWIA HoOmep cepun: MH8121 MeyaTHbIA HOMep MH81210722
cepun:
[arta npousBoacTsa: 10-NON-2022 Jata Bbinycka: 23-ABl-2022
FopgeH po: 30-MKOH-2024 Bbinyckaemoe 7037 WT
KOJ/INYECTBO:
MpounssoacTeeHHas nsoLwanka: OO0 "HosapTuc Hesa"
[Jopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr
Bbinyckatowmii KOHTPOb OO0 "HosapTtuc Hesa"
KayectBa [Jopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-MeTepbypr
KoHTpoOsib KayecTBa: OO0 "HosapTtuc Hesa"
Novartis Neva LLC
[Jopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr
CTtpaHa-umnopTep: Homep pervcrpauoHHOro yaoCcToBePeHUS:
Poccus NICP-001749/09 OT 10.03.2009
KOMMOHEeHTHI:
HanmeHoBaHVe maTepuasna: FANIBYC MET TAB M/MNO 50MIr+850MI
Kog martepuana: 42027186 HepacchacoBaHHbIli Npogykt  Homep cepun: MG7787

O6Lee KOMYecTBO
HepacdacoBaHHOro NPoAyKTa::

MNMpoun3BoACTBEHHAS N/IOLAaAKA:

211732 WT

00O "HosapTuc Hesa"
[Jopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr

Ctpanuua: 1/3 MNoanucaHo 3/1eKTPOHHO B COOTBETCTBMN C MOJIMTUKON MO 3/1EKTPOHHBIM NOAMUCAM




[pouns3BeneHo:

(' N OVA RT I S OO0 HosapTtuc Hesa

[opora B KameHky, 4. 40, k.3, uT. A
197350 CaHkT-lMNeTepbypr

MHavBmayanbHbil Homep: 2308221538

CepTudomkar cepuun

HanmeHoBaHue npoaykra: FANBYC MET TAB M/MO 50MIr+850MI" Ne30

Kopg matepuana: 44068550 BHYTpeHHMIA MH8121
HOMep cepuu:

KOMMOHEHTbI:

HanmeHoBaHVe maTepuana: BUNOATNNNTUH CYBCTAHUNA-NMOPOLIOK 014
Kop matepuana: 40006800 dapm. CybcTaHums Homep cepuu: B644364

MpowussoacteeHHasa niowaaka: F.I.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Ntanna
Cepusa nponssoaunTens: +111110361

KOMMOHEHTHI:

HavmeHoBaHWe maTtepuana: MET®OPMUNHA TMAPOXNOPUA T’PAH 910MI/I 010
Kog marepuana: 40006442 dapm. CybcTaHums Homep cepun: B652578

MpounssoacTBeHHasa naowanka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

repmaHua
Cepusa nponsBoaunTens: WWY29

3ak/itoueHue

HacToswmMm s noATBEPXAA0, YTO yKa3aHHas nHgopmMauma SBNseTcs 4OCTOBEPHON U TOYHOW. Cepust NPOAYKTa, yka3aHHas Bbille
6bl1a NponsBeeHa, ynakosaHa 1 NPOKOHTPO/IMPOBaHa Ha NPOM3BOACTBEHHbIX NOLWAAKaX, YKa3aHHbIX Bbille, B NOTHOM
COOTBETCTBUM C TPeb6oBaHUAMN NOKasIbHbIX MpaBnn Hagnexatliein Nnpou3BoACTBEHHON NPaKTUKN 1 PerncTpaumoHHOro focke.
3anucy no Npon3BOACTBY, YNakoBKe 1 KOHTPOJIIO kavyecTBa Oblin NPOBEPEHbI U COOTBETCTBYIOT

TpeboBaHMAM Haanexatuein npom3BoACTBEHHON NPAKTUKN.

KommeHTapuii K cepTudukaty:

B xone Npovn3BoACTBEHHONO NpoLecca OTCYTCTBYHOT OTK/IOHEHUS], KOTOPbIE MOTYT NOBAWATbL HA BbIMYCK NPOAYKLMN.

NNCP-001749/09-200918

M3m. Nel k JICP-001749/09-200918
M3m. Ne2 k JICP-001749/09-200918
M3m. Ne3 k JICP-001749/09-200918

Ctpanuua: 2/3 NoanucaHo 3/1eKTPOHHO B COOTBETCTBUN C MOJIMTUKON MO 3/1EKTPOHHBIM NMOAMUCAM



[pouns3BeneHo:

d N OVA RT I S 00O HosapTnc Hesa

[opora B KameHky, 4. 40, k.3, uT. A
197350 CaHkT-lNeTepbypr

MHavBmayanbHbil Homep: 2308221538

CepTudomkar cepuun

HanmeHoBaHue npoaykra: FANBYC MET TAB M/MO 50MIr+850MI" Ne30

Kopg matepuana: 44068550 BHYTpeHHMIA MH8121
HOMep cepun:

M3m. Ne4 k JICP-001749/09-200918
M3m. Ne5 k JICP-001749/09-200918
M3m. Ne6 k JICP-001749/09-200918

Cepus BblinyLleHa: BaHknHa AHacTacus, YNo/IHOMOYEeHHOoe NnLo

[ata / Bpems Bbinycka cepun:  23-ABIlr-2022/13:38:27 UTC

[ata / Bpems co3gaHus ceptuukara: 23-ABI-2022 /
13:38:40UTC

Ctpanuua: 3/3 NognucaHo 3/1eKTPOHHO B COOTBETCTBUN C MOJIMTUKON MO 3/1EKTPOHHLIM NOAMUCAM





