(' NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version 1 4.0

AHanWTUYECKUIA NaCNOPT Ha FOTOBYH NPOAYKUUIO

JlvueH3na Ha ocyu(ecTBneHne NpOU3BOACTBA NeKapcTReHKbIX cpeacTe Na00153-N1C ot 09 Hoabps 2015 OO "HoeapTuc Hepa"

ropa

[opora 8 KameHky, 2.40, kopn. 3,
nuT. A, NuT. B
194362, Poccus, Cankr-Metepbypr

KoHTponk kavecTea

Tenedon: +7 812 336 9891

Homep nacnopra:
Certificate number

4-272-0521 Bepcua: 1.0

1. OBLAA UHOOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHue NpoayKuuu:

Faneyc® tabnetkn 50 mr Ne 28

i

Checked against

MameHeHue Ne 1 oT 22.11.2019

MposepeHo Ha cooTBeTcTBMe ¢ | MameHeHKne N2 2 ot 18.03.2020

MameHeHve Ne 3 ot 09.12.2020

SPEC_FDF 00102805, sepcwus 6.0

NICP-008119/08-290719 Mansyc TabneTku 50 mr

Cneundukauma kadvectsa Ha [ansyc®, TabneTku 50 mr Ne28, Nes6 |

BHyTpeHHWH Ko Homep cepum

HepacdacoBaHHOW npoaykumu: | 42027188 HepactacoBaHHo! npoaykuuu:| L5147

Product Code Balk Balch Number'Balk ™, EMaE e

BHyTpeHHUIA Kof ynakoBaHHOM Homep cepuu ynakoBaHHon

npoayKuuu: 44068548 npoaykumm: - | LJ96240521

Product Code FOF Batch Number FDE

Hata npousBoacTea:

Manufacturing Date SR el
Paamep cepun 3a BhIYETOM

Paamep cepuu: )

Bolch Site 0k 35221 yn. npoﬁ,. 35208 yn.
Batch size without samples

2. NONYYEHHBLIE PE3YNbTATDI
TEST RESULTS
Ne Nokasarens* TpeboBanue - PeaynbTat .
= Parameters Requirements Result

1 OnucaHwe
Appearance

Ot 6enoro [0 CBETNo-XenToro upeTa
Kpyrnelie rnagkuve TabneTtku co
CKOWEHHLIMKU ~ KpasMu, C pasvpoBKOR
«NVR» Ha ogHoW cTopoHe U «FB» Ha
APYroA cTopoKe.

Benoro uUseta kpyrnele rnagkve
TabneTku CO CKOWEHHBIMIK Kpaamu, ¢
rpasupoBkod  «NVR» Ha ogHon
cTopoHe U «FB» Ha apyroi CTOpoHe.,

MNoanUHHOCTHL
2 | Identification

- BungarnuntuH

Bpema yoepxuBaHus OCHOBHOrO nuka Ha
XpoMaTorpamMme UCNsITYEMOro pacTBopa,
NPUrOTOBNEHHOrC ANA  KONUYECTBEHHOro
OonpedeneHns, OOSMKHO COOTBETCTBOBATH
BPEMEHW yOEepPXUBAHUSA nvka
BUNZ4arnunTuHa Ha XpomaTtorpamme
cTaKgapTHoro pacteopa la. OTnudune BO
BpemeHax yOEPKUBEH A DOMAHO
cocTaBnATh He Bonee + 2,0%.

B3OMCX: CooTeeTCTBYET

Ha xpomatarpamme UCMBLITYEMOrO
pacTeopa OCHOBHOE MATHO MO MOMOKEHUIO,
okpacke “ BENUYUHE AOMKHO
COOTBETCTBOBATH NATHY Ha
XpomaTorpamme CTaHAapTHOro pacTeopa.

TCX: CooTeetcTayeT

PacTBopeHue

Dissolution

He wmexHee 80% (Q) swngarnuntuHa oT
HOMWHaNbLHOro coaepxaHus DOMKHO
nepenTn B pacteop Yepead 30 MUHYT

102%
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Form to SOP-8013721

NvueH3na Ha ocywecTeNeHUe NPOU3BOACTRBA nekapcTeerHbiX cpeacts Ne00153-N1C ot 09 norbpa 2015

roga

Doc No. : FRM-8015490
Version : 4.0

AHanuTUYECKWUI NACNOPT Ha rOTOBYHD NPOOYKLUIO

00 "HosapTuc Hesa"

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

194362, Poccun, Cankr-TeTtepbypr

Tenedon: +7 812 336 9891

KoHTponb kavecrtea
Homep nacnopra: ’ :
Bl n';_;}r_iberp" | 4-272-0521 Bepcus: 1.0
No Mokasatens* TpeGoBaHue Pesynbrar
o Parameters Requirements Result e
1
4 EV‘;‘?; He Gonee 2.9 % 2,2%
202-01 (amuna): He Bonee 0,5% 202-01 - MeHee npegena
209-01 (UMKNUYECKNA aMULUH): KONM4ecTBEHHOro onpegeneHuns
He Bonee 0,2% (0,1%);
207-01(auketonunepasuH). He Bonee 0,2% | 209-01 — He obHapyxeHo;,
PonCTRHHbIe EAUHWUYHBIG HemgeHTm¢mu:1poaaHHblﬁ 207-01 - H? obHapyxeHo;
npuMec npoAykT pacnana: He Sonee 0,2% EAVHWYHBIRA )
5 De ; Cymma npopgykToB pacnaga: He 0Gonee | HEWAEHTUMWUMPOBAKHLIA  NPOAYKT
DERdaKHN AU 0.8% pacnaga - meHee npepena
- Bunparnuntuua '
KONMUYECTBEHHOTO onpeaeneHusa
(0,1%);
CymMmma npoaykToe pacnajga -
MeHee npegena KOMWYEeCcTBEHHOrO
onpegeneHus (0,1%)
OpHopogHoCTL
[03UpPOBaHKUS
6 | Uniformity of dosage AV =150 AV=2 4
units
-BungarnuntuH
KonuyecTBeHHoO®
; | onpeaenexue Ot 950% po 105,0% swnpgarnvnTvHa oT 100 0%
Assay HOMWHaNLHOrO COAERKAHMSA '
- BungarnunTtux
Mo 14 Tabnetok 8 6nuctep An/An. Mo 14 TabneTok B GnvcTep An/An.
Mo 2 wnu 4 Brnucrepa Bmecte c (o 2  6Gnuctepa BMmecTe ¢
4 YnakoBka MHCTPYKLUMEA NO NPUMEHEHWIO B Nauky. | MHCTPYKUMER MO MNPUMEHEHWKO B
Packing HonyckaeTca Hanudue KOHTpONA | nadky. KoHTponb nepsUYHOro
NePBMYHOrD  BCKPbITUA  Ha  KapTOHHOWM | BCKPLITUA Ha KapTOHHOM  nauke
nadke. MpUCYTCTBYET.
Ha 6nucrepe Ha DVCCKOM _ fA3blke | Ha 6nwucTtepe Ha  DyCCKOM  A3blke
VK23bIBAKOT'  JIOMOTWN  KOMNaHWM  (Ha | yKa3adbl, NOroTUn  Komnadwk (Ha
natuHuue), TOproeoe HanMeHoBaHVe | naTtuHuue), Toprosoe
npenapara o npeaynpefuTensHoW | HauMeHoBaHue npenaparta o
MapKUPOBKON ®, AO3UPOBKY, | NpeaynpeauTensHOW  MapKUpPOBKOKA
MeXayHapodHoe HenaTeHToBaHHoe | ®,  pAo3auposka,  MexadyHapogHoe
Mapkuposka HaUMeHOBaHWE, nNEeKaApCTBEHHYID DOPMY, | HEMATEHTOBAHHOE  HaWUMEHOBaHWe,
9 L abelling faTy OKOHYaHWA Cpoka rOAHOCTW, HOMEp | NekapcTBeHHas dopma, nara
cepun, [aTy NPOM3BOACTRA. OKOHYaHWA CpOoKa ro4HOCTW, HOMEP
Jonyckaetcs  HaHeceHWe  BHYTPEHHWX | cepun. BHYTDEHHWE YyNaKoBOYHbIE
YNaKoBOYHbLIX KOLOB KCMMNaHW. Koabl KOMNaHwu OTCyTcTBYHT. [daTa
B cnyyae ocywecTsnedus nepBWYHOW | NPOM3BOACTBA OTCYTCTBYET.
YNakoBKW Ha MPOU3BOACTBEHHOW Nnowaake | Ha kapTOHHOM nayvke Ha DYCCKOM W
000 «Hoeaptuc Hesa», Pocecuns parta | aHrnuiAckom A3blKaX__ YKazaHbl:
NpPoW3BOACTBA HE YKa3bIBAETCSH. NnoroTuUn KomnaHuu (Ha naTtuHuue),
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(') NOVARTIS

Form to SOP-8013721

NuueHann Ha ocylecTBneHre npousacacraa NEKAPCTBEHHDBIX C

reaa

Doc No. : FRM-8015430
Version : 4.0

AHanuTM4eckMit NacnopT Ha roToByo npoayKuuio

peacte NeQ0153-N1C ot 09 Hos6pa 2015

00 "Hosaptuc Heaa"

Hopora 8 Kamenky, 4.40, kopn. 3,
nat. A, nut. B

194362, Poccwn, CankT-MNeTepbypr

Tenedou: +7 812 336 9891

KoHTponk kavectsa

Homep nacnopra:
Mm“m s 4-272-0521 Bepcus: 1.0
Ne Mokasatene* TpeGoBaHue PeaynkTar

i Parameters Requirements Resuit

Ha kapTowHoW nauke Ha PDVYCCKOM U
AHrMWIACKOM A3bIKAX  VKa3blBAKOT NOroTwn

komMnakum  (Ha  naTuHuue), Toproeoe
HauMeHoBaHne npenapara [
npedynpeautencHow  mapkupoekon — ®,
MexAyHapoaHoe HEeNnaTeHTOBRaHHoe
HaumeHoBaHue, A03NPOBKY,
NEKapCTBEHHYHD OPMYy W KOMWYECTERO

TabneTok B ynakoBke, YyCNOBUA OTNycKa K13
anTek, «[ns npuéma sHyTPe», HasBaHue u
coaepxaHve AelcTBYIOWEro sellecTsa B 1
TabneTke, ykaszaWMe O  codepxaHuu
NaKkTo3bl 6easoaHon B KayecTtee
BCMOMOratenbHOro  BewecTea W ee
Konuyecteo B 1 Tabnetke, ycnosus
XpaHeHus, «XpaHuTb B HEQOCTYMHOM ANA
Letell mecTe», «MoapobHsie ykazaHus no
NPMMEHEHUIO nNpenapata npuBeAeHsl B
NPUNOXEHHOW WUHCTRYKILMNY, HOMeEp
PETUCTPALMOHHOrO  yAOCTOBEPEHUS  (Ha
PYCCKOM f3blKe), HaumeHoBaHue 1 agpec
(cTpaHa) KOMMaHuu - BNagensya
perucTpaumMoHHoro YAOCTOBEPEHNS,
HauMeHoBaHvWe W agpec (ropod, crpaHa)
KOMNaHuu - Npou3BOAWUTENSA, WTPUX-KOA,
HOMEP Cepuun (Ha pycckoMm sablke), AaTy
NPON3BOACTBA W AaTy OKOHY@HWA CpoKa
roOHOCTU (Ha pycckoMm fA3bike), norotvn
TOProsoro HaMMeHoOBaHWS.

HonyckaeTtcs HaseceHue

YNaKoBOYHbIX KOAOB KCMMAZHUM.
AononHUTeNnsHO  MoOryT BbiTh  HaHeceHsl

BHYTPEHHUX

cpencTea NAEHTUDUKALMN ans
MOHATOPWHIA OBWXKEHUSA NeKapcTBEHHbIX
npenapaTos ans MeaULMHCKOro

nMEUMeHeHns oT npoussoauTensa a0
KOHEYHOoro noTpebutens.

TOprosoe HavMeHoBaHWe npenapaTta
C npegynpeauTenbHOR MapKUupoBKow
®, MeXayHapoaHoe
HENaTeHToBaHHOE  HaWMeHoBaHuWe,
A034pOBKa, nekapcTBeHHas chopma
W KonuyecTso TabneTok B ynakoBke,
ycnoeua oTnycka w3 antek, «[ns
NPMEMa  BHYTPb», HasBaHwe u
cogepxaHue AencTaeyowero
geulecTsa B 1 TabrieTke, ykasanve o
CcofepxaHuK1 naktosel GessoaHoON B

KayecTee BCNOMOraTenbHoro
BELeCcTBa U ee KonuyecTeo B 1
Tabnetke,  ycnosws  xpaHenus,
«XpaHuTs B8 HEeOoCTynHoOM  Ans
netei MecTe», «[NoapobHble
yKasaHus no NPUMEHEHWIO
npenapara npuBeaeHs! B

MPUNOXKEHHOW MHCTPYKUMU» , HOMEp
PErUCTPaLIMOHHOTO  YAOCTOBEPEHKSA
(Ha pycckom s3bike), HauMeHoBaHue

v agpec (CTpaHa) KOoMnaHum —
8najensua PErvcTpaymoHHoro
YOOCTOBEPEHWA, HAWMEHOBaHUE U

agpec (ropog, cTpaHa) KOMNaHuv —
NPOU3BOAUTENA, WTPWUX-KOL, HOMEP
Cepun (Ha pycckoMm A3bike), aaTta
NPOW3BOACTBA W [aTa OKOHYaHWR

Cpoka rogHOCTM (  Ha  pycCKoM
A3bIKE), noroTun TOProBoro
HaWuMEHOBaHWSR, BHYTPEHHUe

YNaKoBOYHbIE KOObLI KOMNAHWK.

HaHeceHsbl cpeacrea
naeHTUUKkaUmMm  ans MOHUTOPWHra
ABUXEHWA NeKapCTBEHHbIX
npenapatos 4ns  MeauUuHCKOro

NPUMEHEHWA OT NPOWU3BOAUTENA [O
KOHeYHoro noTpebuTtens.

10 XpaHeHue
Storage

B opurvransHoi ynakoske npn TemMnepaType He Boeiwe 30°C,

Cpok rogHocTH
(MepuoaunyHocTs

11 | KoHTponA)

Shelf life

| (Frequency of control)

3rona

3 roga (30.04 2024)

* - MHKDOGMOROFHHECKER YucTtoTar He AsnseTca PYTWUHHBIM METO

aHannia koMmnaHum

AOM @Hanusa u MOXeT OTCYTCTBOBATL B CepTudukaTe
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& NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721

Version : 4.0

AHanuUTM4eCKM NacnopT Ha rOTOBYH NPOAYKLUHO

JuueHana Ha ocywecTsneHne npon3BoacTBa nekapcTaeHtsix cpeacte Ne00153-1C ot 09 HoAbpa 2015 QO "HosapTuc Hesa"

rona Dopora B Kamenky, 4.40, kopn. 3,
naT. A, nut. B
194362, Poccus, CankT-MNeTtepbypr
Tenedou: +7 812 336 9691
= - KoHTponb KavecTea '
Homep nacnopra: ] ,
Corlillesta tbar 4-272-0521 Bepcua: 1.0

3. 3AKMNKOYEHUE

CONCLUSION
NexapcteeHHbIn npenapaT Tansyc® tabnetkn 50 mr Ne 28, Homep cepwn LJ96240521 cooTteeTcTRyeT
TpeBoBaHnsM HOPMaTUBHOM AoKyMeHTauwK TCP-008119/08-29071 9, nameHeHue Net, vameHeHwe N22, usmeHeHue
Ne3,
MeHeaxep nc KoKTponk kauecrsa
Y1Bepaun | “ nepeHocy " Banupauvu Akosnesa O A, Vi AN
Approved by aKanuTUYeckux MeTeauK "‘XJ 2 7{“‘:
fonxHocTs (Pesition) WO (Full name) Darn (puje)” ”
VO
Version Description of change
(Bepcus) (OnucaHWe nameHeHu)
1.0 HoBebiit nacnopt

(Native) Information Print Date:23 June 2021 Page 4 of.4 Business Use Only * ESOPS D2




‘ » ; ~ MNpouaeepneHo:
{’b) NOVARTIS 000 #HosapTic Hesat
Hopora B KameHky, .40, kopn. 3, nuT. A,

nt. B
194362 Carkr-leTepbypr

WHavBupyanbHbiid Homep: 2406211812

[MacnopT KavecTBa

HaumeHoBaHWe npoaykTa: FANBYC TAB 50MI™ Ne28
INekapcTBeHHan chopma: TabneTtku
Tun ynakoBKu: BNNCTEP
Paamep ynakoeku: 2WT x14 WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Kog matepuana: 44068548 Tun BbiNycKa: BbInycK Ha pbIHOK
BHYTpeHHUI HOMep cepuu: LJ9624 MewaTHbIA HoMep LJ96240521
cepun:
faTta npousBoacTBa: 27-MAW-2021 Oarta Bbinycka: 24-NKOH-2021
lNogeH po: 30-AlP-2024 Bbinyckaemoe 35208 WT
KONMUYecTBO:
MpoussoacTBeHHan nnowaaka: 000 "HosapTuc Hega"
[Dopora B Kamehrky, .40, kopn. 3, nut. A, nuT. B
194362, Poccus, CarkT-MeTepbypr
Bbinyckalowmin KOHTponb 000 "HosapTuc Hesa"
KavyecTBa [opora B KameHky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccun, CaHkr-MNeTtepbypr
KouTponb kavecTtBa: 00O "HoeapTtuc Hesa"
Hopora B Kamehky, A.40, kopn. 3, nut. A, nuT. B
194362, Poccuna, Cankt-Metepbypr
CrpaHna-umnoprep: Homep perucTpaunoHHOro yAoCTOBEpPeHUs:
Poccus NCP-008119/08 OT 14.10.2008
KomMnoHeHTbI:
HaumeHoBaHue maTepuana: FANBYC TAB 50MI
Koa matepuana: 42027188 HepacdacoeaHHbIW NpoAyKT  Homep cepuun: LJ5147

OOLee KONU4yecTeo 992030 WIT

HepacthacoBaHHOro NpoAaykKra:.

MpouasoacTBeHHan nnowaaka: OO0 "HosapTuc Hesa"
[opora B KameHky, 0.40, kopn. 3, nuT. A, nuT. B
194362, Poccusn, CankT-MeTepbypr

Crpanuua: 1/3 MoanucaHo 3nNekTPoOHHO B COOTBETCTBMM C NOMUTHMKOM CaHao3 No 3NeKTPOHHLIM NOANUCAM



Ijﬁ N OVA RTI S gg‘g‘;ﬁiﬁ;’;;c Hesa#

[opora B Kamekky, 4.40, kopn. 3, nuT. A,
mut. B
194362 Cankt-NeTtepbypr

WHaveuayanbHbiA Homep: 2406211812

[TacnopT Ka4yecTBa

HawmeHoBaHue npoaykra: FANBYC TAB 50MI" Ne28
44068548 BHyTpeHHU#A LJ9624
HOMep Cepuu:

Kon maTepuana:

KoMnoHeHTbI:

HaumeHoBaHue maTepwana: BUNOAMNMUNTUH CYBCTAHUWA-NOPOLWIOK 014
Kon maTtepwana: 40006800 ®apm. CyBeTanumn Homep cepum: B606071

MpoussoacTeeHHan nnowapaka: F.|.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wtanus

Cepusa npoussoauTens: +009010126

KOMNOHeHTbI:

HaumeHoBaHwe maTepuana: BUNAAMUATUH CYBCTAHLUMA-MOPOLLOK 014
Kopg matepuana: 40006800 ®apm. CybcTaHums Homep cepuu: B607056

MNpoussoacTeeHHas nnowapka: F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wtanus

Cepwua npoussoauTens: +009210399

3akn4eHue

HacTosLWMM 5 NOATBEPXKAAI0, YTO yKa3aHHaA MHAOPMaLUs ABNSETCS AOCTOBEPHOM U TO4HON. Cepusa NPOAYKTa, ykadaHHas Bellle
Bbina NpouaseaeHa, ynakosaHa 1 NpoKOHTPONMpoBaHa Ha NPOM3BOACTBEHHBIX NIoLlafkax, ykasaHHbIX BbilLE, B NOMHOM
COOTBETCTBUM C TpeBOBaHUAMM NOKaNbHbLIX MpaBun Haanexallein NPOU3BOACTBEHHON NPaKTUKK U PErucTpaUmMoHHOro A0CLE.
3an1cu no NPoW3BOACTBY, YNAKOBKE W KOHTPOMIO KauecTea Gbinv COOTBETCTBYOLWMMY TpeBoBaHNAM

MpaBun Haanexalleh NPoU3BOACTBEHHOM NPaKTUKK.

KoMmeHTapuit K cepTudmkarty:

B xopne NPOW3BOACTBEHHOIO Npouecca OTCYTCTBYOT OTKNOHEHUA, KOTOpbIE MOTYT MOBMWATEL Ha BbINYCK NPOAYKUWM.

Crtpanuua: 2/3 MoanucaHo 3aNeKTPOHHO B COOTBETCTBUW C NONUTUKOK CaHAo3 No aNeKTPOHHLIM NoANNCcAM
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Dopora B KameHky, A.40, kopn. 3, nuT. A,
nat. b
194362 CankT-MNeTtepbypr

WHaMBUAYankHbIi Homep: 2406211812

[MacnopT Ka4ecTBa

HaumeHoBaHuWe NpoaykTa: FANBYC TAB 50MI" Ne28
44068548 BHYTpeHHWA LJ9624
HOMEp cepuu:

Kop matepuana:

CepwuA BbinylleHa: TaTbaHa Byaaeea, YnonHOMOYeHHOE MULO
[aTa / Bpems Bbinycka cepumn:  24-MHOH-2021/16:12:05 uUTC

[ata / BpeMsi co3faHua cepTudmkara:

16:12:26UTC

24-NKOH-2021/

CrpaHuua: 3/3 MoAnMcaHo aNeKTPOHHO B COOTBETCTBUN G MOMMUTUKON CaHao3 no 3neKTPOHHBIM NOANUCAM




