'y NOVARTIS

MHavsuayaneHeln Homep: 1607241857

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 50+1000MI" Ne30
GALVUS METFORMIN 50/1000 MG 30 FCT
17 +50Mr

TabneTkn, NOKPbITbIE MNEHOYHON 060N0YKON
BJINCTEP

5WTx6WT

44068551

NW4555

06-MOH-2024
31-MAWN-2026

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, Poccusa, Cankr-lNetepbypr

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/00112-

cepTudmkara: 2021

Twn BbInycka: Bbinyck cepuu B
obpalleHne

MeyaTHbI HoMep NW45550624

cepuum:

[arta BbIinycka: 16-MKON-2024

Bbinyckaemoe 5915 WT

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 /IO 50MI'+1000MI”
42027187
180185 WIT

HepacdacoBaHHbIN NPOAYKT

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

Howmep cepum: NV4552

Homep nuueHsun: Ne 00153-J1C ot 09.11.2015

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




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

MHavsuayaneHeln Homep: 1607241857

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC MET TAB M/TO 50+1000MI" Ne30

ToproBoe HaumeHoBaHue: GALVUS METFORMIN 50/1000 MG 30 FCT

Koa matepuana: 44068551 BHyTpeHHuM NW4555
HOMep cepuu:

KoMnoHeHTbI:

HanmeHoBaHne maTtepuana: BUNOAMMMNTNH CYBCTAHUUA-NMOPOLWOK 016
Koa matepuana: 40007640 ®apm. CybcTaHums Howmep cepum: B717792

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

Wtanna
Cepus npousBoguTens: +307190074

KoMnoHeHTbI:

HanmeHoBaHue maTtepuana: MET®OPMUHA TMAPOXNOPWA NPAH 910MIT/T 010
Koa matepuana: 40006442 ®apm. CybcTaHums Howmep cepum: B717766

MpousBoacTBeHHas nnowagaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

FepmaHusa

Cepus npoussoguTens: WARE7

3akno4yeHue

HacTtoswmm s noaTBepXaato, YTo ykasaHHasa MHpopMaLms SBNsSieTCsl OCTOBEPHOW U ToOUHON. Cepusi NpoayKTa, yKkasaHHast Bbille
Oblna Nnpon3BefeHa, ynakoBaHa 1 NPOKOHTPONMPOBaHa Ha NPOM3BOACTBEHHbIX NIOLaAKax, yKadaHHbIX Bbille, B MOSTHOM
COOTBETCTBUM C TpeboBaHUAMM NokanbHbIX MpaBun Hagnexallern NpoM3BOACTBEHHON NPaKTUKM U PernctpaumoHHoro gocke.
3anucuy no Npon3BoACTBY, YNAKOBKE M KOHTPOIHO KayecTBa Obinv NPOBEPEHbI U COOTBETCTBYHOT

TpeboBaHuam Hagnexatien npomM3BOACTBEHHON NPaKTUKMU.

KommeHTapum k ceptudmkary:
B xoae NnponsBoACTBEHHOrO NpoLecca OTCYTCTBYHOT OTKIMTOHEHUS], KOTOPbIE MOTYT NOBAMATE Ha BbIMYCK NPOAYKLUN.

raneyc MeT JIM-Ne(001986)-(PI-RU) ot 17.03.2023 NanByc MeT®,TabneTku NOKpbIThle NeHo4Hon obonoykor 50 mr + 500 mr, 50 +
850 wmr, 50 + 1000mr. Mogynb Mapkuposka J1M-Ne(001986)-(PIr-RU) ot 27.07.2023

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



) NOVARTIS 000 Homat: iesa

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

JNnueHsna Ha Npon3BoACTBO:
Ne 00153-JI1C ot 09.11.2015

MHavsuayaneHeln Homep: 1607241857

CepTudukaTt cepumn

HaumeHoBaHue npoaykTa: FANBYC MET TAB M/TO 50+1000MI" Ne30
ToproBoe HaumeHoBaHue: GALVUS METFORMIN 50/1000 MG 30 FCT
Koa matepuana: 44068551 BHyTpeHHuM NW4555
HOMep cepuu:
Cepwus BbinyLweHa: Onbra Axkosnesa, YNONHOMOYEHHOE NULIO

[ata / Bpems Bbinycka cepuun:  16-M10J1-2024 / 15:54:58 UTC
[arta / Bpems cos3gaHma cepTtudmkara:
15:57:04UTC

16-W1tON-2024 /

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



