U NOVARTIS ponsBoReHo:

OO0 HoeapTtuc Heea
[opora B KameHky, 4. 40, k.3, nut. A
197350 CaHkr-leTepbypr

JNnueHsna Ha Npon3BoACTBO:
Ne 00153-JI1C ot 09.11.2015

MHausuayaneHeln Homep: 2301251828

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC TAB 50MI" Ne28
ToproBoe HaumeHoBaHue: GALVUS 50MG 28 TAB
Ho3sunpoBka: 50 MI’
INekapcTBeHHasa dopma: TabneTkn
Tun ynakoBKu: BJINCTEP
Pa3smep ynakoBKu: 2WT x 14 WT Homep GMP NeGMP/EAEU/RU/01483-
cepTudmkara: 2024
Koa matepmana: 44068548 Twn BbInycka: Bbinyck cepuu B
obpalleHne
BHyTpeHHUI HOMep cepuu: PC5319AA MeyaTHbI® HOoMep PC53190724
cepuum:
[ata npousBoacTBa: 24-NON-2024 [arta BbIinycka: 23-AHB-2025
lopeH po: 30-NKOH-2027 Bbinyckaemoe 1262 WIT
KONIM4YecTBO:
MpounssoacTeeHHas nnowagka: OO0 "HoeapTuc Hesa" Homep nuueHaunn: Ne 00153-J1C o1 09.11.2015
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkTt-lMeTepbypr
Bbinyckarowmint KOHTpoOnb 00O "HosapTuc Hesa" Homep nuuensaumn: Ne 00153-J1C ot 09.11.2015
KayecTBa Hopora B KameHky, a4.40, kopn. 3, nut. A.
197350, Poccusa, Cankr-lNetepbypr
KoHTponb KayecTBa: 00O "HosapTtuc Hesa" Homep nuuensun: Ne 00153-J1C ot 09.11.2015

Novartis Neva LLC
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMeTepbypr

CTtpaHa-umnopTrep: Howmep perucTpaumoHHOro ygoctoBepeHus :
Poccusa J1M-Ne(000761)-(Pr-RU) OT 05.05.2022
3aknio4yeHue

HacTosilumm a1 noaTBepxaato, YTo ykasaHHas MHGopMaLmMs SBNSETC JOCTOBEPHOM 1 TouHoN. Cepusa NnpoaykTa, ykasaHHasi Bbille
Gblna nponsseaeHa, ynakoBaHa v NPOKOHTPONMPOBaHa Ha NPOVU3BOACTBEHHbIX NNoWaakax, ykasaHHbIX Bbille, B MOSTHOM
COOTBETCTBUW C TpeboBaHUAMM NoKanbHbIX [paBun Hagnexallen Npon3BoACTBEHHOM NPaKTUKM M PernctTpaumMoHHoro gocke.
3anucu no Npon3BOACTBY, YNaKOBKE U KOHTPOSO KayecTBa 6biNi NPpoBepeHbl M COOTBETCTBYHOT

TpeboBaHuAM Hagnexatlein Npon3BoaCcTBEHHON NPaKTUKM.

KomMmmeHTapum k ceptudumkary:

B xoae npon3BoacTBEHHOrO npotecca OTCYTCTBYIOT OTKITOHEHUA, KOTOPbIE MOTYT NOBMTIUATL Ha BbIMYCK NpoAYyKUNN.

dopma BbIMycKa, ykazaHHas B HacTosileM cepTudukate cepumn: Mansyc Tabnetku 50 mr 14 wT., 6nucTtepsl (2), Na4KMKapTOHHbIE.
HopmatusHbin gokymeHT: J1M-Ne(0 00761)-(PIr-RU)-240424. Moaynes Mapkuposka: J1MNM-Ne(000761)-(PIM-RU)-200723. Npon3soacTso
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' MpousBeaeHo:

) NOVARTIS BN oo
Hopora B KameHky, a. 40, k.3, nuT. A
197350 CaHkr-leTepbypr

JNnueHsna Ha Npon3BoACTBO:
Ne 00153-JI1C ot 09.11.2015

MHausuayaneHeln Homep: 2301251828

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC TAB 50MI" Ne28
ToproBoe HaumeHoBaHue: GALVUS 50MG 28 TAB
Koa matepuana: 44068548 BHyTpeHHuM PC5319AA
HOMep cepuu:
dapmaueBTHYECKON

cybcTaHummn BungarnuntuH cybctaHums-nopowok 016: FIS FABBRICA ITALIANA, VIALE MILANO 26, Utanus, cepusi
B730331.Homep cepuu HepacdacoBaHHOM npoaykumm: NX5488. Npon3soacTBO roTOBOWN NekapcTBeH Hov hopmbl / MNepBuyHas
ynakoBka/ BTopu4Has / notpeburtensckas/

Boinyckatowwmin koHTponb kadectBa: OO0 "HosapTtuc Hesa", Poccus, (CaHkT-MeTepbypr,197350, lopora B KameHky, 4.40, kopn.
3,uT. A). AHanuTudeckun nacnopT: 4-974-12 24.

Cepus BbinylieHa: >KanHa Yanaesa, YNonHoMo4YeHHOE n1uo

[arta / Bpems Bbinycka cepumn:  23-AHB-2025 / 15:04:50 UTC

[aTa / Bpems co3paHusa ceptudmkara: 23-AHB-2025 /
15:28:51UTC
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