MNpoun3sBeaeHo:
d') N OVA RT I S 00O HosapTuc Hesa
Dopora B KameHky, 0,40, kopn. 3, nvT. A,
mt. B
194362 CankT-MeTtepbypr

310211115

Mﬂnwamnyanbublﬁ Homep: 1

MacnopT Ka4yecTBa

HavmeHoBaHWe NpoOAYKTa: rANBYC MET TAB N/NO 50+1000MI" N30

NekapcTBeHHasA dopma: TabneTkW, NOKPbITHIE nneHouHOR 0BoN0oYKON

Twn ynakoBK!: BNUCTEP

Pazmep ynakoBKu: 5T x6 WT Homep GMP NeGMP-0151-000292/18
cepTucmkaTa:

Kopn marepuana: 44068551 Twn BbINYCKA: Bbinyck cepunn B

obpatieHne

BHyTpeHHW HOMEP cepum: LR1544 MNMeyaTHLIA HOMEP LR15440921
cepun:

[Oata npov3BOACTBA: 19-CEH-2021 [ata BbInycKa: 13-0OKT-2021

FopeH Aao: 31-ABI-2023 Bbinyckaemoe 5055 WT
KONW4YecTBO:

I'Iponaso,qcmeunaﬂ nnowapaxka: 000 "HosapTne Hesa"
[opora B KameHky, n.40, kopn. 3, NWT. A, nut. B
194362, Poccus, CankT-NeTepbypr
BbinycKalowmi KOHTponb 000 "HopapTuc Hesa"
KayecTtBa Dopora 8 KameHky, 0.40, kopn. 3, nuT. A, nut. B
194362, Poccms, CanxkT-MeTepbypr

KoHTpoOnb Ka4ecTBa: 000 "Hosaptvc Hesa"
[opora B KameHky, p.40, xopn. 3, nuT. A, nut. B
194362, Poccus, Cankr-NeTepbypr

CtpaHa-umnopTep: Homep perncTpauuoHHoro yAOCTOBEpEeHUs:
NCP-001749/09 OT 10.03.2009

Poccus

KoMnoHeHTbl:

ﬁammenosauue matepwana: rANBYC MET TAB M/No 50Mr+1000MI

Kop matepnana: 42027187 Hepacq)acoaaHHbm npogykt  Homep cepuu: LP5264
O6uee KoNU4ecTBo 179145 WT

Hepac¢acoBaHHOIO npopykTa::

npousnoncmeuuaa nnou.\anxa:OOO "HosapTuc Hesa"
[opora B KameHky, p.40, xopn. 3, nuT. A, nuT. B
194362, Poccus, Cankt-NeTtepbypr

L

CTpannua: 1/3 MoanucaHo 3NEKTPOHHO B COOTBETCTBUW C nonutukoi CaHaos no 3MEKTPOHHBIM NOANKUCAM




MNpoun3BeneHo:

!>, NOVARTIS D e 2

Nopora B KameHrky, .40, xopn. 3, NuT. A,

nut. B

104362 Cankr-NeTepbypr

Vlunwamuyanbnbm HOMED: 1310211115

MacnopT Ka4ecTBa

HawmeHoBaHve NpoayKTa: rANBYC MET TAB nmo 50+1000MI™ N30

Homep

KoMnoHeHTbl:

Kop maTtepuana: 44068551 BHyTpeHHWA

cepum:

LR1544

mumeﬂosaume marepuana: BWNOAMMUNTAH CYBCTAHHMFI-FIOPOLLIOK 014

Kop maTepuana: 40006800 dapm. CybcTanums Homep cepuu: B607057
NpounasoAcTBEHHARA nnowanka: F.1.S.- FABBRICA ITALIANA

VIALE MILANO 26

36075 MONTECCHIO MAGGIORE

Wtanmsa
Cepua npon3BoAnTeNA: +009230047
KoMnoHEeHTbI:
HaumeHoBaHWe maTepvana: MET®OPMUHA rMaoPOXNOPUA rPAH 910MI/T 010

B620784

Npon3BoACTBEHHAA nnowapka: Novartis Pharma Produktions Gm
Qeflingerstrasse 44
79664 Wehr

Fepmanuna

Cepwa npow3BoANTENA: WVA94

Kop marepuana: 40006442 dapm. CybcTaHumna Homep cepuu:

3aknwodeHne

Mpasun Hapnexawen NPON3BOACTBEHHOM NPAKTUKA.

KommeHTapwit kK cepTudmkaTy:

HacTosILUMM / NOATBEPKAAI0, HTO ykasaHHas MHOpMaUns ABNAETCH AOCTOBEPHON U TouHO#M, Cepys NPOAYKTa, yKasaHHas BbILLE
BLina nponaseaeHa, ynakosara v npOKOHTpONWpOBaHa Ha NpOM3BOACTBEHHBIX nRoLAAKaX, yka3aHHbIX Bbille, B NOMHOM

cooTBETCTRIM ¢ TpeboBaHNAMN nokanbHbix [Npasnn Hagnexalien NPOM3BOACTBEHHOM NPaKTUKNA v PerucTpau
3anucu No Npou3BOACTEY, yNaKoBKeE U KOHTPOMIO xauecTBa Bbiny COOTBETCTBYIOWAMA Tpe6oBaHUAM

WNOHHOTO AOCKLE.

ﬂCP-DO1749.’09-200918 Mam.Ne1, Nam.Ne2, Wam.Ne3. B xone npoM3BOACTBEHHOM npouecca OTCYTCTBYIOT OTKNOHEHWA, KOTOpbIe

MOryT NOBNWATH Ha BbIMyCK npoAyKUMK

CTpaHuua: 213 MNognucaHo 3NeKTPOHHO B COOTBETCTBUW C nonuTukoi CaHpo3 no 3nNeKTPOHHb

M NOANNCAM




Mpou3BeAeHo:!
(b N OVA RT I S 000 HosapTtuc Hesa
[opora B KameHky, 0.40, kopn. 3, nwT. A,
nmt. B

194362 CaHkr-TleTepbypr

WMHanBnayanbHbIA HOMEep: 1310211115

MacnopT Ka4ecTBa

HaumeHoBaHwe npoaykTa: rANBYC MET TAB M/ro 50+1000MI" Ne30

BHYTpeHHWA LR1544
HOMEp Cepwun:

Kop maTepuana: 44068551

Cepwna BbiNyLWeHa: TaTtbAHa Bypaeea, YNONHOMOYEHHOE NULIC
DNata | BpeMA BbINyCKa cepwu: 13-OKT-2021/ 09:15:13 UTC

[ara | BpeMA CO3AAHNA cepTudonkara:

09:15:42UTC

13-0KT-2021/

Crpanvua: 3/3 MoanucaHo AMEeKTPOHHO B COOTBETCTBMM C nonuTukon CaHaos no 3MeKTPOHHBLIM NOANUCAM




!, NOVARTIS

WMHamrBrayanbHbiin Homep: 13102111 15

[MacnopT Ka4yecTBa

MNpou3BeaeHo: ]

000 Hosaptuc Hesa

[opora B Kamenky, 4.40, kopn. 3, nuT. A,
nt. b

194362 CankT-lMeTtepbypr

HavmeHOBaHWe NpoaykKTa: rFAJIBYC MET TAB M/NO 50+1000MI" Ne30
NekapcTBeHHan dopma: TaBneTku, NOKPLITLIE NNEHO4HOH 0BoNoHKON
Twun ynakoBKu: BJIMCTEP
Pazmep ynakoBKW: 5T x6WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Koa matepuana: 44068551 Tun BbINycKa: Brinyck cepuu B
obpalleHve
BHYTpeHHWA HOMEp cepuyn: LR1544 MeuaTHbit HoMep LR15440921
cepuu:
[aTta npovw3BoacTBa: 19-CEH-2021 [aTta BbInyckKa: 13-0OKT-2021
MNopeH po: 31-ABI-2023 Bbinyckaemoe 5955 WIT
KONWUYECTBO:
MNpoussoAcTEEHHaA Nnowaaka: 000 "HosapTuc Heea"
[opora B KameHky, 4.40, kopn. 3, nut. A, nut. B
194362, Poccus, Cankt-NeTtepbypr
Buinyckalowuin KOHTPONb 00O "HosapTuc Hesa"
KavecTBa [opora 8 Kamenky, .40, kopn. 3, mT. A, nuT. B
194362, Poccus, CaHkT-TeTepbypr
KoHTponk KadecTBa: 00O "HoeapTtuc Hesa"
Oopora 8 Kamenky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccws, CaHkT-MNeTepbypr
CTtpaHa-umnopTep: HoMmep perMcTpaunoHHOro YAOCTOBEPEHNA.
Poccus JICP-001749/09 OT 10.03.2009
KoMnoHeHTbI:
HanmeHOoBaHWe maTtepwnana: FANBYC MET TAB M/MO 50Mr+1000MI°
Kon matepuana: 42027187 HepacdacosaHHblit NpoayKT Homep cepun: LP5264

O6uee KONUYecTBO 179145 WT

HepacgacoBaHHOTO NPOAYKTA::

Mpou3eoAcTBeHHAA Nnowaaka: 000 "Hosaptuc Hesa"
DNopora B KameHky, A.40, kopn. 3, nuT. A, nut. B
194362, Poccus, Cank-MNeTepbypr

Crpanwvua: 1/3 MoanncaHo 3NeKTPOHHO B COOTBETCTBMM C nonuTukoi CaHaos No 3NeKTpoHHLIM noanucam




Mpou3BeAeHo:
d‘} N OVA RT I S 000 HoeapTuc Hea
Dopora B KameHky, 0.40, kopn. 3, nuT. A,
T, B
194362 Canxr-NeTtepbypr

VHaMBUAYanbHbIA HOMEP: 1310211115

MacnopT ka4ecTBa

O 50+1000MI" Ne30

HaumeHoBaHVe NpoayKTa: rANBYC MET TAB nm
Kop matepuana: 44068551

BHYTpeHHWA LR1544
HOMEp cepwuu:

KoMnoOHeHThL:
HaumeHoBaHWe marepuana: BUNOAMUNTUH CYECTAHU,MH-HOPOLLIOK 014 —\
Kop maTepuana: 40006800 dapm. CyberaHuma Homep cepuu: B607057
Npon3BoACTBEHHAA nnowapka:F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE
Wranwa
Cepus NPOM3BOANTENA: +009230047
KoMnoOHeHTbI:
HaumeHoBaHWe maTepuana: MET®OPMUHA FMﬂPOXﬂOPMﬂ FPAH 910MI/T 010
Kopn maTtepuana: 40006442 dapm. CybeTaHuma Homep cepuu: B620784

nponsaoncmennaﬁ nnouwagka: Novartis Pharma Produktions Gm
Qeflingerstrasse 44
79664 Wehr

Fepmanuna

Cepus NPOM3BOANTENA: WVA94

L

3aknwyeHve

HacTosLLMM § NOATBEPXAAI, UTO ykazaHHas WHopMauns ABMSIETCA AOCTOBEPHOM 1 TouHoi. Cepws NpoAYyKTa, yKasaHHan Bbie
Bbina nponaseaeHa, ynakosara 1 NPOKOHTpONMpOBaHa Ha npou3BoACTBEHHbIX NowanKax, ykasaHHbix BbILE, B NOMHOM
cooTBETCTBUM C TpeboBaHUAMM nokanbHbix MNpasun Hapnexalwen npOHSBOACTBeHHOFI npaxKTuky u PerncTpaLyvoHHOTO ACCHE.
3anucy no Npou3BoACTBY, yNakoBKe W KOHTPOMIO kauecTsa Bbinn COOTBETCTBYIOLMMA TpeboBaHnAam

Mpasun Hagnexawen nponaaonc‘rBeHHan nNpaKTUKK.

KommeHTapwuh K cepTutbuKaTy:

HCP-001749109-200918 Mam.Ne1, Nam.Ne2, WMam.Ne3. B xope NpOV3BOACTBEHHOMO npouecca OTCYTCTBYIOT OTKNOHEHWR, KOTOpbIE
MOFYT NOBNWATH Ha BbINYCK npoAyKunm

CrpaHuua: 2/3 NMognucaHo NEKTPOHHO B8 COOTBETCTBUN C nonuTukon CaHpos no 3MeKTPOHHBIM noanucam




L

!, NOVARTIS

MHAMBNAYANEHBIA HOMED: 1310211115

MacnopT Ka4vecTBa

MNpounsBeaeHo: j
000 HoeapTuc Hesa

[opora B KameHky, 0.40, kopn. 3, nuT. A,
nut. B

194362 CankT-MeTepbypr

HaumeHoBaHwe NPoAyKTa:
Kopn maTtepwana:

FANBYC MET TAB /MO 50+1000MI™ Ne30

44068551 BHYTpeHHWA LR1544
HOMEp Cepun:

-

Cepwa BbinyLieHa:
Data / Bpems BbiNycka cepui.

TaTbaHa Bynaesa, YNONHOMOYEHHOE SO
13-0KT-2021/09:15:13 UTC

[aTa / Bpema co3aaHusa cepTudpnkara:

09:15:42UTC

Crpanunua: 3/3 MoanucaHo 3NeKTPOHHO B COOTBETCTBWM C NONUTWKOM CaHAo3 No anekT

13-OKT-2021/

POHHBIM noanucam




