'y NOVARTIS

MHausuayaneHeln Homep: 1706251633

MpousBeaeHo:

OO0 HoeapTtuc Heea

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

JNnueHsna Ha Npon3BoACTBO:
Ne 00153-JI1C ot 09.11.2015

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa:
Toprosoe HaMMeHoBaHue:
Ho3sunpoBka:
INlekapcTBeHHasn dopma:
Tun ynakoBKu:

Pa3mep ynakoBku:

Kopn matepuana:

BHyTpeHHUi1 HOMep cepum:

[ata npousBoacTBa:
lopeH po:

MNpounsBoacTBeHHas nnowagka:

Bbinyckarowmint KOHTpoOnb
KayecTBa

KoHTponb kayecTtBa:

CTtpaHa-umnoprep:
Poccusa

FAJIBYC MET TAB INM/MNO 50MI'+500MI" Ne30
GALVUS METFORMIN 50/500 30 FCT

500 MI" + 50 MI"

TabneTkn, NOKPbITbIE MNEHOYHON 060N0YKON
BJINCTEP

5WTx6WT

44068549

PN0824

20-AlP-2025
31-MAP-2027

00O "HosapTuc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkTt-lMeTepbypr

00O "HoeapTuc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CaHkT-lMNeTepbypr

00O "HosapTtuc Hesa"

Novartis Neva LLC

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

Homep perncrtpaumoHHoro yAOCTOBEpPEeHUA:

NN-Ne(001986)-(Pr-RU) OT 17.03.2023

Homep GMP NeGMP/EAEU/RU/01483-

cepTudmkara: 2024

Twn BbInycka: Bbinyck cepuu B
obpalleHne

MeyaTHbIM HOMep PN08240425

cepuum:

[arta Bbinycka: 17-NOH-2025

Bbinyckaemoe 11959 WIT

KOJin4yecTBO!

Homep nuueHaunn: Ne 00153-J1C o1 09.11.2015

Homep nuuensumn: Ne 00153-J1C ot 09.11.2015

Homep nuuensun: Ne 00153-J1C ot 09.11.2015

KoMnoHeHTbI:

HanmeHoBaHne maTtepuana:
Koa matepuana:
O6Lwee KONN4YecTBO

HepaccacoBaHHOro npoaykra::
MpousBoacTBeHHas nnowjaaka:

FANBYC MET TAB /MO 50MIr+500MI
42027185
360317 WIT

HepacdacoBaHHbIN NPOAYKT

00O "HoeapTuc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, CankT-INetepbypr

Howmep cepum: PM4768

Homep nuueHsun: Ne 00153-J1C ot 09.11.2015

CTpaHVILI,aZ 1/3 NMopgnncaHo 3MEKTPOHHO B COOTBETCTBUMN C NOSIMTUKOWN MO 3NIEKTPOHHBIM MNOAMUCAM




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: 1706251633

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC MET TAB M/MO 50MI+500MI™ Ne30

ToproBoe HaumeHoBaHue: GALVUS METFORMIN 50/500 30 FCT

Koa matepuana: 44068549 BHyTpeHHuM PNO0824
HOMep cepuu:

KoMnoHeHTbI:

HanmeHoBaHne maTtepuana: BUNOAMMMNTNH CYBCTAHUUA-NMOPOLWOK 016
Koa matepuana: 40007640 ®apm. CybcTaHums Howmep cepum: B743977

MpounssoacTeeHHas nnowagka: F | S FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

WNTanusa

Cepus npousBoguTens: +401080122

KoMnoHeHTbI:

HanmeHoBaHue maTtepuana: MET®OPMUHA TMAPOXNOPWA NPAH 910MIT/T 010
Koa matepuana: 40006442 ®apm. CybcTaHums Howmep cepum: B761093

MpousBoacTBeHHas nnowagaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

FepmaHusa
Cepus npoussoguTens: WCMX4

KoMnoOHeHTbI:

HanmeHoBaHue matepuana: MET®OPMUHA TMAPOXNOPWA NPAH 910MIT/T 010
Kon matepuana: 40006442 dapm. CybeTaHums Homep cepuu: B761092

MpounsBoacTBeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

epmaHus
Cepus npousBoguTens: WCMX5

CTpaHVILI,aZ 2/3 MognucaHo 3MEKTPOHHO B COOTBETCTBUMN C NOSIMTUKOWN MO 3NEKTPOHHBIM MOAMUCAM



MpousBeaeHo:

(’ N OVA RT I S 00O HoeapTtuc HeBa

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

JNnueHsna Ha Npon3BoACTBO:
Ne 00153-JI1C ot 09.11.2015

MHausuayaneHeln Homep: 1706251633

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC MET TAB M/MO 50MI+500MI™ Ne30

ToproBoe HaumeHoBaHue: GALVUS METFORMIN 50/500 30 FCT
44068549 BHyTpeHHuM PN0824

Koa matepuana:
HOMep cepuu:

3aknio4yeHue

HacTosawmm g noareepxaato, 4To yKa3aHHada MHopMaLMa ABNAETCA AOCTOBEPHOM 1 ToYHON. Cepus npoayKTa, ykasaHHasda Bbllle
6bina npounseeneHa, ynakoBaHa 1M NPOKOHTPOJSIMpOBaHa Ha Npon3BOACTBEHHbIX Niowaakax, ykasaHHbIX Bbille, B MNOJIHOM
COOTBEeTCTBUU C TpeGOBaHI/IﬂMVI nokanbeHbIX [NpaBnn Hagnexawlyen Npon3BoACTBEHHON NPAKTUKM U PernctpaumoHHOro gocke.
3anncu no npon3BoACcTBY, yNnakoBKe N KOHTPOJIH0 Ka4vecTBa Obinn npoBepeHbl U COOTBETCTBYIOT

TpeboBaHuaAM Hagnexallen npon3BoACTBEHHON NPaKTUKK.

KomMmmeHTapum k ceptucdukary:

B xoae npon3BoacTBEHHOrO npotecca OTCYTCTBYIOT OTKINIOHEHUA, KOTOPbIE MOTIyT NOBNUATL Ha BbIMYCK NPOAYKUNN.

®opma Bbinycka, ykazaHHas B HacTosieM cepTudmkaTe cepun: Mansyc MeT TabneTku, NOKpbITbIe NneHo4YHoW obonoykor 50 mr+500
Mr 6 WT., 6nmcTepsbl (5), navku kapToHHble. HopmaTtueHbIn aokymeHT: JI-Ne(001986)-(PIr-RU)-200524. Mogynb MapkupoBska

JM-Ne(001986)-(Pr-RU)
oT 27.07.2023. AHanuTnyeckuin nacnopt: 4-326-0425.

Cepus BbinylieHa: >KanHa YanaeBa, YNonHoMo4eHHOE n1uo
[arta / Bpems Bbinycka cepumn:  17-NOH-2025/16:33:01 UTC

[arta / Bpems co3paHus cepTudmkara:

16:33:21UTC

17-NOH-2025 /

CTpaHVILI,aZ 3/3 MoanucaHo 3MEKTPOHHO B COOTBETCTBUMN C NOSIMTUKOWN MO 3NEKTPOHHBIM MOAMUCAM



