' NOVARTIS

MpounsBeneHo:

000 #HoeapTuc Hesa#

[opora B KameHky, 0.40, kopn. 3, fuT. A,

mT. b

194362 CankT-TMeTepbypr

WHoneuayanbHbld Homep: 2406211816

[MTacnopT kayecTBa

HaumeHoBaHwe npoaykra:

FANBYC TAB 50MIM Ne28

INekapcTBeHHan opma: TabneTtku
Tun ynakoBku: BNVNCTEP
Pa3smMep ynakoBku: 2WT x14 WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Koa maTtepuana: 44068548 Tun BbINycKa: BbINycK Ha pbIHOK
BHYTpeHHWIA HOMep cepuu: LK1219 MeuaTHbin Homep LK12190521
cepuu:
[NaTta npousBoacTBa: 28-MA-2021 [aTa Bbinycka: 24-NHOH-2021
FopeH po: 30-AMP-2024 Brinyckaemoe 35031 WT
KONUYecTBO:
NpoussoacTeeHHas nnowaaka: 000 "HoeapTuc Hesa"
Jopora B KameHky, 8.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CankT-MeTepbypr
Beinyckalowum KOHTpONbL 000 "HoeapTuc Heesa"
KayecTBa [Nopora e Kamenky, 8.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CaHkt-MeTepbypr
KoHTponb kauyecTBa: 000 "HoeapTtuc Hesa"
[Nopora B KameHky, 0.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CankT-MeTtepbypr
CrtpaHa-umnoprep: Homep perucTpauvoHHOTO YAOCTOBEPEHUS:
Poccua JICP-008119/08 OT 14.10.2008
KomnoHeHTbI:
HaumeHoBaHWe maTepuana: FANBYC TAB 50MI
Kon matepuana: 42027188 HepacdacosakHbii npoaykt  Homep cepuu: LJ5155
Obuwee KonuyecTso 983336 WIT

HepacdpacoBaHHOro NpoAaykra::
MpousBoacTBEHHAA Nnowaaka:

00O "HoeapTuc Heea"
Oopora B KameHky, 0.40, kopn. 3, nuT. A, nuT. B
194362, Poccun, CankT-MeTtepbypr

CtpaHuua: 1/2 MoanvucaHo 3NeKTPOHHO B COOTBETCTBUM C NONUTUKOM CaHao3 No aNEeKTPOHHLIM NoANNCAM




MpousseneHo:

L' NOVARTIS 000 #HosapTuc HeBa#

Lopora B Kamerky, 4.40, kopn. 3, nuT. A,
T, b
194362 CankT-MeTepbypr

WHauBuayansHblid Homep: 2406211816

[TacnopT kayecTBa

HaumeHoBaHWe npoaykTa: FANBYC TAB 50MI Ne28
44068548 BHyTpeHHUH LK1219
HOMep cepuu:

Kop matepuana:

KoMnoHeHTkI:

HavmeHoBaHue maTepwana: BUNOAMNUNTWUH CYBCTAHUWMA-NOPOLLOK 014
Kop maTepwana: 40006800 ®apm. CybetaHuus Homep cepuu: B607056

MNpownseoacTeeHHas nnowaaka: F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

tanusa

Cepus npoussoavTens: +009210399

3aknw4yeHue

HacTOALLMM R NOATBEPKAALD, YTO YKa3aHHas MHPOPMaLMs SBNAETCS OCTOBEPHON 1 TouHOM. Cepusa NPoayKTa, ykasaHHas Bbilue
6bina Npou3BeaeHa, ynakoBaHa 1 NPOKOHTPOMMPOBaHa Ha NPOM3BOACTBEHHBIX NNOWaAKaX, ykadaHHbIX BbilLE, B NONHOM
COOTBETCTBUM C TPeBOBaHMAMM NokansHbIx MpaBun Haanexallei NPOM3BOACTBEHHOM MPAKTUKK U PErucTpaLMOHHOro A0CHE.
3anucK No NPOM3BOACTBY, YNAKOBKE 1 KOHTPOMIO KayecTsa Bbinv COOTBETCTBYIOWUMA TpeBoBaHMAM

Mpasun Hagnexawen NPOU3BOACTBEHHOM NPaKTUKK.

KommeHTapui k cepTudimkary:

B xone npon3BoACTBEHHOIO Npouecca OTCyTCTBYIOT OTKIOHEHWUA, KOTOPbIE MOTYT NOBMWATL Ha BbINYCK NPOAYKLWW.

Cepusa BbinylleHa: TatbaHa Bynaeea, YNonHOMOYEHHOE NUUO
Nata / BpeMA Bbinycka cepun:  24-MHOH-2021/16:16:01 UTC

[arta / Bpems cozaaHus cepTudmkara:

16:16:25UTC

24-UHOH-2021/

Crpanuua: 2/2 MoanucaHo 3NeKTPOHHO B COOTBETCTBUM C nonuTukon CaHao3 No 3/1eKTPOHHBIM NOAMUCAM



') NOVARTIS

Form to SOP-8013721

NTUUEH3UA Ha OCYLLECTBACHIKE NPOMIBOACTBA NEKAPCTBEHHLIX cpeAcTs Ne00153-NC oT 09 Honbpa 2015

rona

Doc No. : FRM-8015490
Version : 4.0

AHanWTUYECKWUI NACNOPT Ha FOTOBYH NPOAYKLUMID

00 "Hosapruc Hepa"

Lopora & KameHky, 0.40, kopn. 3,
nuT. A, nut. B

194362, Poccusn, CankT-lNeTepbypr

Homep nacnopra:
Certificate number

o, 1
.?Teneqw_ri ?“‘812 336 989 .

E
T

KoHTponb kavecTea

4-275-0521

K
i Bepcus: 1.0

1. OBLLAA MH®OPMALMKA
GENERAL INFORMATION

P—lammenoaaﬂae npogyKuMu:

Product Name

Faneyc® Tabnetkn 50 Mr Ne 28

Checked against

ﬁposepeHQ Ha COOTBETCTBUE C:

WNameHeHue N2 1 o1 22.11.2019
WameHerne Ne 2 o1 19 03.2020
WameHeHne Ne 3 o7 09.12.2020

SPEC_FDF 00102805, Bepcus 6.0

NCP-008119/08-290719 Naneyc tabnetku 50 mr

Cneundukauyma kadvectea Ha [laneyc®, Ttabnetkn 50 mr Ne28 Ne56

BHyTpeHHUi Kog | Homep cepuu |
HepacdacoBaHHou npoaykuuu: | 42027188 HepachacosaHHow npoaykuyuu:| LJ5155
Product Code Balk Batch Number Balk
| BHYTpeHHMI Ko ynakoBaHHOM Homep cepuu ynakoBaHHOM
npoaykumu: 44068548 NpoayKumm: LK12190521
Froduct Code FDF Batch Number FDF
Hata npou3asoacrea:
Manufacturing Date 28.05.2021
i Paamep cepuu 3a BbIYETOM
gasmep cepuun: 35 044 yn. npo6: g 35031 yn.
atch Size s ; |
Balch size without samples
2. NONYYEHHLIE PE3YINbTATHI
TEST RESULTS
No MokasaTtenb* TpeboBaHue Peaynbrar
= Parameters Requirements Result
OT ©Benoro [0 CBeTNO-XeNnToro ueera | benoro useta kpyrable rnagkve
1 OnucaHue Kpyrnble rnagkve TabneTku CO CKOWEHRHbIMW | TAaBNeTKN CO CKOLEHHbIMWU Kpasmun, C
Appearance kpasmu, ¢ rpaeupoBkon «NVR» Ha oaHol | rpaBupoBkon  «NVR» Ha ogHow
cTopoHe U «FB» Ha gpyron cTopoHe. cTopoHe v «FB» Ha Apyrov cTopcHe.
BpeMs yAepMUBaHUA OCHOBHOrO MNUKa Ha
XpoOMaTorpamMmMe  WCnbITyeMoro  pacTeopa,
NpUroTOBNEHHOro  ONA  KOMWYEeCTBEHHOrO
s 810 EBDRISSHAR A SHARAETITTAG | EO CuiesTaaeY
MoonuHHOCTL P yaep A

o | Identification

Ha xpomarorpamme cTaHAapTHOro pacTeopa
1la. OTnuyme BO BpemeHax yaepXuBanuA
AOMKHO COCTaBNATL He Gonee + 2 0%.

Dissolution

HOMUWHanNbLHOro coaepxaHns
nepenTy 8 pacTteop 4eped 30 MUHYT

[OMKHO

- BungarnvntuH
Ha xpomartorpamme WCMbITYEMOro pacteopa
OCHOBHOE MATHO N0 NONOXEeHWKD, OKPacCKe U
P TCX: CooTeeTcTBYET
BENUYMHE AOSMKHO COOTBETCTBOBATL MNATHY
Ha xpomaTorpamMme cTarAapTHOro pacTeopa.
He meHee 80% (Q) sungarnunTuHa oOT
PacTBopeHue b (@ A

100%
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' i &' Doc No. ;: FRM-8015480
NOVARTIS o [lpy FRINEOTRALE
Form to SOP-8013721 o

AHaNUTHYECKWUIA NacrnopT Ha TOTOBYH MPOAYKUMIO

NMuueHsua Ha OCYILECTBNEHUE NPON3BOACTBAE NEKAPCTBEHHbIX CPEACTS Ne00153-NC oT 09 Hosbpsa 2015 OO "HosapTuc Hesa"

roaa Nopora 8 Kamenky, .40, kopn. 3,
nuT. A, nut. b
194362, Pocewa, Cankr-Netepbypr

TenedoH: +7 812 336 9891

- KoHTponb Kadectea st oS
Homep nacnopra: o 4-275-0521 Bepcwa: 1.0
Certificate number
No Mokasatens* TpeGoBanue Peaynbrat
Parameters Requirements Result
5 |Bom He Gonee 2,9 % 2,3%
202-01 (amupa): He Bonee 0,5% 202-01 - MeHee npegena
208-01 (LUUKINHECKUA aMUAVH): KONMWYECTBEHHOTO onpegeneHuns
He Bonee 0,2% (0,1%);
207-01(avketonunepasuH): He Bonee 0.2% 209-01 - MeHee npegena
EQVHUYHbIA HEWOEHTUDULUMPOBAHHBIR | KONWYECTBEHHOIO onpeaeneHns
PoOcTBEHHbIE npoaykT pacnaga: He Sonee 0,2% (0,1%);
npuMecH Cymma npoaykTos pacnaga: He tonee 0,8% 207-01 — He oBHapyXeHo,
| § | Degradation EAvHUYHBIR
‘ products HEeWAGHTUMUUMPOBAHHBLIA  MPOAYKT
- BunparnuntuHa pacnaga - MeHee  npejena
KONUHECTBEHHOIO onpeaeneHus
(0,1%);
Cymma npoJyKToB pacnaja — MeHee
npegena KONWYECTBEHHOIO
onpepenexus (0,1%)
OpHOpOAHOCTL
0,03UpOBaHuA
6 Uniformity of dosage | AV =150 AV=1.0
units
-BungarnvnTun
KonuuecTBeHHOE
2 onpeneneHune Ot 95,0% po 105,0% BsungarnuntuHa oT 100 7%
Assay HOMWHAMLHOrO CoAepXaHuna !
- BungarnuntuH
KaTteropwa 3A:
O6wee Yucno aspobHbIx
8 MukpoGuonoruieck | Mukpoopranuamos - He Gonee 10° KOE B 11, | Mexee S50 KOEB 1T,
an yucroTa | OBuiee YKCnO APOKKEBBLIX U
Microbiological purity | nnecxessix rpu6os - He Gonee 102 KOE 8 11 | Menee 10 KOE B 1T
OTcyTereve Escherichia colis 11 OTvcyTtcTtBue B 11
Mo 14 TaBneTok B GucTep AVAR. Mo 14 TabneTok B Bnuctep An/An.
Mo 2 unvm 4 GrucTepa BMECTE C MHCTPYKUWen fla 2 Gnugmeps BEMBOIG @
2 pyxune
g ynaxpaxa Mo npumeHeHuio B nadky. [lonyckaetcs WHCTPYKUMEH NC  NPUMEHEHWIO B
Packing ; y naudky. KoHTponb nepBuYHOro
HanUuUe KOHTPONA NEePBUYHOIC BCKPLITUA Ha ks
. KAPTOHHOM NavKe. BCKPLITUA Ha  KApTOHHOW  nadke
nNpuCyTCTBYET.
Ha GhvcTepe Ha DVCCKOM Asblke vkasbiBaoT' | Ha Onucrepe Ha DVECKOM HA3bIKE
AOraTUN KOMAAHUM (Ha NaTUHWUE), TOProBOe | ¥KasaHbl: NOroTun  KomMnaHun (Ha
HauMeHoBaHwue npenapara ¢ | natuRuue), TOProeoe
10 MapKkupoBKa npeaynpeauTensHon MapK1poBKON ®, | HaumeHoBaHWe npenapara c
Labelling LO3NPOBKY, MeXaQyHapoaHoe npeaynpeauTensHowm MapKUpPOBKOW
HEMaTEeHTOBaHHOE HauMmeHoBaHue, | ®, O03WpOBKA,  MexZyHapoaHoe
‘ nekapcTBeHHylo  popmy, AaTy OKOHYaHWA | HenaTeHToBaHHOE HauMeHoBaHue,
i cpoka roAHOCTW, HOMEP cepuw, AaTty | NeKkapcTBeHHas dopma, naTa
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NOVARTIS

Form to SOP-8013721

IlMueHanA Ha ocyWecTeNeHMe NPoOMaBoACTBA NeKapcTeeHHbIX cpeacts N200153-NC oT 09 HoAabps 2015

rona

Doc No. : FRM-8015490
Version : 4.0

AHanUTUYeCKUA NacnopT Ha roToBYH NPOAYKLMIO

Q0O "HeosapTuc Hesa"

Hopora 8 Kamenky, A.40, kopn. 3,
nT. A, nuT. B

194362, Poccwa, CankT-MNeTtepbypr

TenedoH: +7 812 336 9891

KoHTpomk ka4yecTea

Haregmi i e 4-275-0521 Bepcus: 1.0
enificate numbe
Ne Mokasatens* TpeGoBaHue Peaynbrat ®
Parameters Requirements i Result P
npowaeoAacTBa. OKOHYaHWA CpoKa roAHOCTW, HOMEp
[onyckaeTcs HaHeceHue BHYTPEHHMX | Cepun. BHyTpeHHWE YNakoBOYHbIE
YMaKoBOYHbLIX KOOOB KOMMNaHKMK. KOAbl KOMnaHwW oTcyTCcTBYOT. [darta
; B cnyyae ocywecTBneHWa nNepBUYHOW | NMPOU3BOACTBA OTCYTCTBYET.
' YyNakoBKW Ha NPOM3BOACTBEHHOW nnowaake | Ha KapTOHHOW Nayke Ha DYCCKOM W
000 «Hosaptuc Hesa», Poccua parta | aHIOUACKOM A3bIKAX VKas3aHbl:
NpoW3BOACTSa HE YKA3LIBAETCH. NOroTUN KoMnaHuw (Ha naTtuHuue),
Ha kapToHHOW nayke Ha DVCCKOM W | TOProsoe HaumeHoBaHwe npenapata
aHrMAWCKOM  A3bIKaX  VKA3bIBAKT: NOratun | ¢ npedynpeauTerisHOW MapKupoBKOA
KoMnaHuu (Ha narvHuLe), TOproeoe ; MexayHapoaHoe
HaumeHoBaHwe npenaparta C | HeNaTeHTOBaHHOE  HauMeHOoBaHue,
npeaynpesuTensHon MapKWPOBKOW ®, | go3avpoBKa, NekapcTBEHHaA dopma
MexayHapoaHoe HEMaTeHTOBAHHOE | U KONMUYECTBO TAGNETOK B yNakoBKe,
HavMMeHoBaHWe, AO03VUPOBKY, NEKAPCTBEHHYHO | ycnoeus oTnycka w3 antek, «Ang
dopMy ¥ konuyecTeo TabneTok B ynakoske, | NpUéma  BHyTPb», Ha3BaHue U
ycnosua oTnycka u3 antek, «[na npuéma | cogepmanne AEWCTBYIOWEro
BHYTPbY», HaseaHue U conepwaHue | Belectsa B 1 TabneTke, ykasaHwe o
AevcTeylowero Bewectsa B 1 TabneTke, | codepxaduu nakTo3bl 6e3BoAHON B
yKasaHue o} coaepmanumn NakTossl | kayecTse BCNOMOraTensHoro
De3BogHOM B KayecTBe BCMOMOraTensHoOro | BewlecTsa u ee kKonuyecteo B 1
BEeWecTBa M ee konuyectBo B 1 TadneTtke, | Tabnetke, ycnosus XpaHeHus,
yCNoBUA XpaHeHus, «XpaHuTb B | «XpaHnTb B HEAOCTYNHOM  AnA
| HeaoCTYNHOM ana oeren mecTe», | geten MecTen, «MoapobHele
w «MoppobHble yKasaHWs NO  MNPUMEHEHUID | yKa3aHus no NpUMEHEHWIO
npenapata npuBedeHbl B NPWNOXEHHOW | NpenapaTta npuBeeHs! B
WUHCTPYKUWWY,  HOMEP  PErucTPauUOHHOTO | MPUNOXEHHOW WHCTPYKUUUY», HOMEpP
yOOCTOBEPEHWA  (H2  PYCCKOM  A3blKe), | PErMCTPAUMOHHOIO  yAOCTOBEPEHUA
HavnmeHoBaHwe 1 agpec (CTpaHa) KomMnaHuW | (Ha pyCCKOM A3bIKE), HauMeHoBaHUe
; - Bnanensya perncTpaunoHHoro | 1 agpec (cTpadHa) KomnaHun -
yOOCTOBEPEHWA, HaumeHoBaHWe W ajpec | enagensua perncTpaLuoHHOro
‘ (ropofd, cTpaHa) KoMnaHu — NPOU3BOAUTENSA, | YAOCTOBEPEHUS, HaUMEHOBaHue W
i WTpUx-KoA, HOMEp cepun (Ha Ppycckom | agpec (ropof, cTpaHa) KoMnaHuy —
A3blke), Aary npou3BoacTBa W AaTy | NPOU3BOAUTENS, LUTPUX-KOA, HOMEP
OKOHYaHWA Cpoka roAHOCTW (Ha pPYCCKOM | cepun (Ha PpycckoM s3bike), AaTa
A3bIKE), NOroTUN TOProBOro HAMMEHOBAHNSA. NpOW3BOACTBA W farta OKOHYaHWA
HonyckaeTcs HaHeceHne BHYTPEHHWUX | CpOKa roAHOCTU (  Ha PYCCKOM
YNaKoBOMHbIX KOACB KOMMaHW. A3bIKE), noroTuvn TOProsoro
[ononHuTtensHo MoryT 6bITe  HAHECEHb! | HAUMEHOBAHUSA, BHYTPEHHUeE
cpeacTBa UABHTUMMKALUNW ANA MOHUTOPUHIA | YNAKOBOYHLIE KOALI KOMNAHWUK,
OBWXEHNA NexkapCTBEHHbIX NpenapaTos Ansa | HaHeceHsl cpeacTsa
MeanLWHCKOro NPUMEHEHWS OT | ugeHTUukauMm AnNs MOHUTOPWHra
NPOW3BOAUTENS A0 KOHEYHOro noTpebutens. | ABMKeHUs nekapcTeeHHbIX
npenapartoB  AnA  MeauLIMHCKOro
NPMMEHEHWA OT NPOW3BOAWTENSA A0
KOHeYHoro noTpebutens.
XpaHeHue B ;. o
Storage OpUrMHaneEHOW ynakoske Npu TemnepaTtype He eoiwe 30°C.

!
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U,

NOVARTIS

Form to SOP-8013721

NuLeH3NA Ha OCYLLECTBNEHVE NPOM3BOACTBA NekapcTBeHHbIx cpeacTe Ne00153-11C ot 09 Hoabps 2015

roaa

Doc No. : FRM-8015480
Version : 4.0

AHanuTUYeCKWUI NacnopT Ha roTOBY K NPOAYKUNIO

QO "HosapTtuc Hepa"

Nopora 8 Kameriky, 4.40, kopn. 3,
T, A, nut. B

194362, Poccua, CankT-MNeTepbypr

Homep nacnopre:
Certificate number

KOHTp Onb KavecTea

TenedoH: +7 812 336 9891

|
|

4-275-0521 Bepcua: 1.0

Ne MokasaTens*
= Parameters

Tpe6oBaHue
Requirements

PeaynbTat
Result

Cpok rogHOCTH
(MeproguyHOCTL
KOHTPONA)

Shelf life
(Frequency of
corntrol)

3rona

3 ropa (30.04.2024)

* - MUkpoBUONOriieckas YncToTa» He ABNAETCA PYTUHHBIM METOLONM aHanU3a U MOXET OTCYTCTBOBATL B CepTMdukaTe

aHanwnaa KoMnaHuu

3. 3AKIMIOYEHMUE
CONCLUSION

NekapcTeeHHbIn npenapat [ansyc® Tabnetkn 50 mr Ne 28, Homep cepwm LK12190521 cooTeevcTayeT
TpeBoBaHUaM HopmaTuBHON aokymeHTauuu ICP-008119/08-290719, namereHue Nel, nameHeHne Ne2, nameHeHve

Ne3.

YrBepaun “

nepeHocy

MeHegxep no KOHTPOMID Kadectsa
Banuaauunu

[

Akosnesa O A

Approved by aHanWTUYeCKUX MeToauK el 2 4
OomwwocTs (Postion) KO (Full name) [l_,,d'd ;t)m!,m e n’ku:?:m’h (Signature)
Version Description of change | | .4 - W o
(Bepcwa) (OnvcaHne n3aMeHeHNA) il
1.0 Hosbi nacnopt B
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