)y NOVART

I S NpousBeneHo:
000 #Hosaptuc Hesa#
[opora B KameHky, 4.40, kopn. 3, nuT. A,
1. B
194362 CaHkT-MNeTtepbypr

MHausuayanbHbid Homep: 2408211435

MacnopT kayecTBa

HauMeHoBaHHWe npoAaykTa: FANBYC TAB 50MI™ Ne28
NexapcTBeHHan opMa: Tabnetkun
TWn ynakoBKu: BIACTEP
Paszmep ynakoBKMu: 2WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Kopn maTepuana: 44068548 Twvn BbinycKa: Bbinyck Ha pbIHOK
BHyTpeHHWA HOMep cepuu: LM1599 MNevaTHbIh HOoMep LM15990721
cepuu:
[arta npousBoacTBa: 13-1KON-2021 [laTta BbInycka: 24-ABl-2021
FopeH po: 30-1KOH-2024 Beinyckaemoe 35154 WT
KONWU4eCTBO:
NMpouasoacTeeHHan nnowaaka: 000 "HoeapTtuc Hesa"
[opora B KameHky, 0.40, kopn. 3, uT. A, nuT. B
194362, Poccus, CaHkr-MeTepbypr
BinyckalowWwmi KOHTPONb 000 "HosapTtuc Hesa"
KayecTBa [Nopora B KameHky, 0.40, kopn. 3, nuT. A, nurT. B
194362, Poccus, Cankt-MNeTepbypr
KoHTponk kayecTBa: 000 "HoeapTuc Hesa"
[opora B KameHky, A.40, kopn. 3, nut. A, nuT. B
194362, Poccun, CankT-Tetepbypr
CtpaHa-umnopTep: Homep perucTpaLMoOHHOro yAoCTOBEpeHUs.
Poccusn NICP-008119/08 OT 14.10.2008
KoMnoHeHTbI:
HaumeHoBaHuWe maTepuana: FANBYC TAB 50MI
Kon maTtepuana: 42027188 HepacdpacoBanHblid npogykt  Homep cepum: LL8218
O6Llee KONUYECTBO 990270 WT

HepacdpacoBaHHOro npoaykra::
MNpousBoacTBeHHan nnolwaaka:

00O "HosapTtuc Hesa"
[opora B Kamerky, A.40, kopn. 3, iuT. A, nuT. b
194362, Poccus, CaHkt-TNeTtepbypr

CrtpaHunua: 1/2 NMoannMcaHo AaNEKTPOHHO B COOTBETCTBUMW C nonuTuko CaHgo3 No aNeKTPOHHbBIM NOANUCAM




Npou3sepeHo:

() N OVA RT I S 000 #HosapTnc Hesa#
Dopora B KameHky, .40, kopn. 3, nuT. A,

mmTt. b
194362 CankT-MNMeTepbypr

MHaveuayaneHein Homep: 2408211435

[TacnopT kayecTBa

HanmeHoBaHue npoAaykTa: FANBYC TAB 50MI™ Ne28

Kopn maTepuana: 44068548 BHyTpeHHUH LM1599
HOMEp cepuu:

KomnoHeHTbI:

HaumeHoBaHue MaTepnana:  BWNOAMMNTHMH CYBCTAHLUWA-NOPOLLOK 014
Kon matepunana: 40006800 ®apm. CybctaHumn Homep cepuu: B607058

NpoussoacTBeHHan nnowanaka: F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

Wtanna
Cepwusa npovssoauTens: +009290179

3aknoyeHue

HacTosLumuM s NOATBEPXKAAK, YTO YKazaHHas MH(OPMaLMs SBNAETCA AOCTOBEPHOM 1 TouHOW. Cepusa NPOAYKTa, ykasaHHas Bbille
Bbina NpoM3BeAeHa, ynakoBaHa 1 NPOKOHTPONMPOBaHa Ha NPOM3BOACTBEHHbIX NNOLAAKaX, yka3aHHbIX BbILLE, B NONHOM
COOTBETCTBIM C TpeBOBaHUAMM nokanbHbIX MpaBun Haanexallein NPOM3BOACTBEHHON NPaKTUKK M PerncTpaumoHHOro Aocke.
3anvcy No NPoW3BOACTBY, YNAKOBKE M KOHTPOTIO KauecTsa Gbinv COOTBETCTBYIOLMMM TpeboBaHNAM

Mpaeun Haanexallei NPOU3BOACTBEHHON NPaKTUKK.

KommeHTapui K cepTudmKaTy:

HopmaTuBHan AOKyMeHTaLuWs:
NCP-008119/08-290719

WMam. Ne1 k JICP-008119/08-290719
Mam. Ne2 k JICP-008119/08-290719

Wam. Ne3 k JICP-008119/08-290719
B xoe Npou3BOACTBEHHOMO NpOLIEcca OTCYTCTBYIOT OTKNOHEHMA, KOTOPbIE MOTYT NOBMUATL Ha BbINYCK NPOAYKUMK.

CepuA BbinylleHa: TatbAHa Bynaeea, YnonHoMo4eHHoe nuuo
DNara / Bpems BbiNycka cepun:  24-ABl-2021/12:33:59 UTC

Nata / Bpema co3naHuA cepTudMKaTa:

12:35:01UTC

24-ABr-2021/

CtpaHuua: 2/2 MoanncaHo 3NeKTPOHHO B COOTBETCTBUN C nonuTukon CaHaos No aNeKTPOHHbLIM NOANUCAM



NOVARTIS

Form to SOP-8013721

NWLEH3UA Ha OCYLLECTBIIEHME NPOM3BOACTBA NeKapcTaeHHbix cpeacTs Ne00153-11C or 09 Honbps 2015

roaa

Doc No. ;: FRM-8015480
Version : 4.0

AHanNUTUYECKUIA NAacnopT Ha roToBYH NPOAYKLMIO

00 "Hoeaptuc Heaa"

[opora B KameHky, a.40, kopn, 3,
nuT. A, nuT. B

194362, Poccun, Cankr-lNetepbypr

TenedoH: +7 812 336 9891

KoHTponb kayecTtea

Homep nacnopra:
Certificate number

4-374-0721

Bepcus: 1.0

1. OBLWAA UHPOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHue NpoayKuUMK:

ansyc® Tabnetkn 50 mr Ne 28

Checked against

lMpoBepeHO Ha COOTBETCTBUE C:

Wamenernve Ne 1 o1 22,11.2019
MameHeHue Ne 2 ot 19.03.2020
MameHenve Ne 3 ot 09.12.2020

SPEC _FDF 00102805, sepcws 6.0

NCP-008119/08-290719 Maneyc Tabnetku 50 Mr

Cneunchbukalmn kauvectBa Ha [ansyc®, Tabnetkm 50 mr Ne28, Ne56

BHyTpeHHWHA KOAQ Homep cepuun
HepaccacoBaHHOW npoAykuuu: | 42027188 HepactacoBaHHOM npoaykuun: L8218
Product Code Balk Batch Number Balk .
BHYTpeHHW#! Koa ynakoBaHHOW Homep cepun ynakoBaHHOW
npoayKuWu: 44068548 npoayKuuu: LM15990721
Product Code FDF Batch Number FDF
Oata nponsBoAcTBa:
Manufacturing Date 13.07.2021
: Paavep cepuuM 3a BbIYETOM
Bpaarg:‘ ey 35167 yn. npo6: 35 154 yn.
Batch size without samples
2. NMONYYEHHBLIE PE3YJIbTATHI

TEST RESULTS

Ne Mokazarenn* TpeGoBaHue Pesynbrar
Parameters Requirements Result
Ot 6Genoro Ao cBeTno-kentoro useta | Benoro ueera Kpyrnble rnagkue

1 OnucaHue
Appeararice

Kpyrnble rnagkue Tabnetkn Co CKOLUEHHbIMW
Kpasmu, c rpaBupoBkoli «NVR» Ha ogHoW
cTopoHe u «FB» Ha Opyroi cTopoHe.

TabneTkn CO CKOLUEHHbIMW Kpasamu, C
rpaBupoBkon  «NVR» Ha ogHo#
cTopoHe n «FB» Ha apyrow cTopoHe.

MognUHHOCTL
2 | Identification

Bpema yAepXvBaHWUA OCHOBHOrO nWKa Ha
XpomarorpaMme UCNbITYEMOro  pacTeopa,
NPWUrOTOBMEHHOrO  ANA  KOMWYECTBEHHOro
onpepeneHuna, AO0JKHO COOTBETCTBOBaTb
BPEMEHW yASPXVBAHWA NKa BUNAArNNTUHA
Ha XxpomaTorpamMme CTaHAapTHOrO pacTeopa
1a. OTnuuve BO BpemeHax YyAepXuBaHUA
JAOIHKHO COCTaBnATL He Gonee + 2,0%.

B3XX: CooTBETCTBYET

- BungarnuntuH
Ha xpomaTtorpamme WCRbITYEMOro pacTteopa
OCHOBHOE MATHO MO MNOMOXEeHWo, OKpacke U ]
BenuyMHe A0MKHO COOTBETCTBOBATH NATHY TEX: CagTagETRyeT
Ha xpomaTtorpamme cTaHAapTHOrO pacraopa.
He meHee 80% (Q) BungarnunTuHa OT
3 PacTeopstiue HOMWHaNBHOro coaepxaHua porkHo | 100%
Dissolution nepewnTy B pacTeop Yepea 30 MUHYT
Bopa o 0
4 Watei He Gonee 2,9 % 2,3%
(Native) Information Print Date: 6 August 2021 Page 1 of 4 Business Use Only * ESOPS D2




') NOVARTIS

Form fo SOP-8013721

JInueH3uA Ha OCyLLeCTBNEHHE NPOM3BOACTBA NekapcTeeHHeIx cpeacTe N200153-J1C ot 09 HosrGps 2015

Doc No. : FRM-8015490
Version : 4.0

AHanuTUYecKuii NAacNopT Ha rOTOBYH NPOAYKLIUIO

00 "Hoeaptuc Heea"
Dopora B Kameniky, 4.40, kopn. 3,

ropa
nt. A, nut. B
194362, Poccua, CankT-NMeTepbypr
Tenedon: +7 812 336 9891
KoHTponb kauectsa
Homep nacnopra:
o hagnon 4-374-0721 Bepcusi: 1.0
Ne MNMokasarenn* TpeboBanue Pesynbrar
Parameters Requirements Result
202-01 (amup): He Gonee 0,5% 202-01 - MeHee npegena
209-01 (uvknuyeckuih aMmauH): KONWYECTBEHHOrO onpeaeneHus
He Gonee 0,2% (0,1%);
PoacrseHHble 207-01(gukeTonunepa3unH): He Bonee 0,2% 209-01 - He ob6HapyxeHo,
npumecu EAvHWYHBIRA HenaeHTUrumMpoBaHHblid | 207-01 - He oBHapyXeHo;
5 | Degradation npoaykT pacnapa: He Gonee 0,2% EAVHWYHBIA HEMAEHTUULIMPOBAHHBIi
products CyMma npogykTos pacnaga: He Gonee 0,8% | npoaykT pacnaga — He 0BHapyXeHo;
- Bunparnuntuha Cymma npogykToB pacnaga — MeHee
npeaena KONUYECTBEHHOro
onpeaenexus (0,1%)
OgHopoaHOCTL
AO3UpoBaHuA
6 | Uniformity of AV =150 AvV=18
dosage units
-BunparnuntuH
KonuyectBeHHOe
7 onpegenexHue Ot 95,0% po 105,0% BungarnunTUHa oOT 100.8%
Assay HOMWHaNbLHOro COAEPKaHUA '
- BunpaarnuntuH
Mo 14 Tabnetok B 6nvcTep An/An. Mo 14 Tabnetok B Gnuctep An/An.
YriakoBka Mo 2 unu 4 6nuctepa BmecTe ¢ MHCTPYKUWel | Mo 2 GnvcTepa BMECTE C MHCTRYKUMEN
8 Packing no npvumeHeHwlo B nauky. [JonyckaeTcs | No NPUMEHEHMIO B NaudKy. Kourpom_:
Hanu4yme KOHTPONS NepPBUYHOrO BCKPBITUA HA | NEPBMYHONO BCKPLITUA Ha KapTOHHOM
KapTOHHOI navxe. navke npucyTCTBYeT.
Ha 6nucrepe Ha PYCCKOM A3blKe YKa3bliBalOT: | Ha 6Gnucrepe Ha pycCcKOM _A3blke
roroTMN KOMNaHwWu (Ha naTuHWLE), TOProBoe | YKasaHbl: NOroTMn KoMnaHwm (Ha
HavMeHoBaHue npenapara C | NaTuHWULE), TOproBoe HaWMeHOBaHWe
npeayripeAUTenNsHON mapkupoBkoli  ®, | npenapata ¢ npeAynpeauTenbHON
[O3UpOBKY, MexayHapoaHoe | MapKvpoBKOW ®, AO3UPOBKA,
HenaTeHToBaHHoe HauMeHOBaHwe, | MexayHapoAHoe  HenaTeHTOBaHHOE
nexkapcTBeHHyto ¢popmy, AaTy OKOHYaHWA | HauMeHoBaHwe, neKkapcTBeHHan
cpoka TrOoAHOCTW, HOMep cepuw, pgaTy | opma, [fAara OKOHYaHMA  Cpoka
NPOM3BOACTBA. roAHOCTH, HOMEep cepu. BHyTpeHHWe
9 MapkupoBka [onyckaeTcs HaHeceHve BHYTPEHHWUX | YNaKoBOMYHbIE koAbl KOMMaHWK
Labelling YNaKOBOYHbIX KOAOB KOMNaHWUM. otcytcTeyloT. [ara npowuseogcTea
B cnyyae ocywecTBneHwWs NepBUMHOW | OTCYTCTBYET.
YyNakoBKW Ha NPOW3BOACTBEHHOA nnowjaake | Ha kapTOHHOW Nayke Ha_ DYCCKOM W
OO0 «Hosaptvc Hepa», PoccuAa paTta | aHIIWACKOM A3biKax yKa3aHbl: OroTvn
NPoW3BOACTEA HE YKa3blBAETCA. KOMNaHuM (Ha naTuHWLE), Toproeoe
Ha kapTOHHOW Nayke Ha  pycckoM W | HAUMeHOBaHue npenapara c
SHINWACKOM _f3blKax yKasblBAKT. NOroTun | npeaynpeauTensHoi Mapkuposkoii ®,
KOMMaHuW  (Ha  naTWHWuUe), TOProBoe | MeXZyHapoaHoe  HenaTeHTOBaHHOoe
HavMeHoBaHue npenapara c | HaumeHoBaHMe, Z[031pOBKa,
npeaynpeavTensHoM Mapkvpoekod  ®, | nekapcTBeHHas dopMa M KoNU4ecTso
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', NOVARTIS

Form to SOP-8013721

MULEH3UA Ha OCYLIEeCTBNEHWe NPOM3BOACTEA NEKapCTBEHHBIX CPEACTB Ne00153-11C ot 09 HoRGpsa 2015

roga

Doc No. : FRM-8015490
Version : 4.0

AHaNnUTHYECKWA NAacnopT Ha rOTOBYIO NPOAYKLMIO

00 "HosapTuc Hesa"

Dopora B Kamenky, 4.40, kopn. 3,
nut. A, nut. B

194362, Poccun, CankT-NeTepBypr

KoHTponk Kayectea

Tenedou: +7 812 336 9891

Homep nacnopra:
Cettificate number

Ne Mokaszartens*
Parameters

4-374-0721

Bepcus: 1.0

TpeGoBaHue
Requirements

PesynbTar
Result

MexayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHWe, O03NPOBKY, NEeKapCTBEHHYIO
copmy 1 Konu4ecTso TabneTok B ynakoeke,
ycnoBus OTNycka M3 antek, «Ona npuéma
BHYTpb», HasBaHwe n  cogepxaHue
peicTeylowero Bewectsa B8 1 Tabnetke,
yKasaHWe 0 CoaepkaHuv nakTossl 6e3BoaHON
B KadecTse BCNOMOraTenbHOro BewecTsa W
ee konwdectBo B 1 Tabnetke, YCNoBWUA
XpaHeHWs, «XpaHwTb B HeAoCTYMHOM Ans
petein mecte», «MoapobHble yKasaHWA no
npYMeHeHWlo npenapaTta npuBeaeHbl B
NPUNOXEHHON VHCTPYKUWUN», Homep
PEruCTPaUMOHHOrO  YAOCTOBEPEHUA  (Ha
pycckom s3blke), HauMeHoBaHWe W ajpec
(cTpana) KOMNaHuu - Bnagensua
perncTpaunoHHoro YAOCTOBEPEHUA,
HauMeHoBaHve v agpec (ropoA, CTpaHa)
KOMNaHwn — NpPOU3BOAUTENA, LWTPUX-KoA,
HOoMep cepun (Ha Ppycckom #3bike), AaTy
NpoM3BOACTBA W [AaTy OKOHYaHWA Cpoka
rogHoCTU (Ha pyCcCKOM R3blke), noroTvn
TOProBOTO HaMMEHOBaHWA.
Jonyckaetcs HaHeceHue
yNaKoBO4YHbIX KOAOB KOMNaHWW.
[ononHutensHo moryT ObiTb  HaHeCeHbl
cpeacTBa MAEHTMWKALMK ANA MOHWUTOPUHTA
OBUKEHWS TNeKapCTBEHHbIX npenapartos AnA
MEeAWLMHCKOro NpUMeHeHUA oT
NpPOW3BOAUTENS A0 KOHEUHOro NoTpeduTens.

BHYTPEHHMX

TaGneTok B ynakoeke, YCnosuA
oTnycka M3 antek, «[na npuéma
BHYTPb», HasBaHue W copepxaHue
aeiicteylowero  selwectea B 1
TabneTke, yKasaHue O COAEpXaHun
naktoasi GessopHOA B KadvecTse
BCMOMOraTeneHOro BEWecTBa W ee
konudectso B 1 Tabnertke, ycnoswA
XpaHeHWs, «XpaHuTb B HEAOCTYNHOM
ans  petein mecte», «MopapoGHeie
yKkazaHua no NpYMEHeHWIo Npenapara
npuseaeHb! B NPWUNOXEHHON
WHCTPYKLMMNY, Homep
PerucTpaLMoHHOro  YAOCTOBEPEHUA
(Ha pyccKOM R3blKe), HaMMEHoBaHWE K
agpec  (cTpaWa)  KOomnaHam - -
Bnagensua perucTpauuoHHoro
YAOCTOBEPEHUA, HauWMeHOBaHWe WU
agpec (ropod, CTpaHa) KomnaHun -
npov3soauTens, LWTPUX-kOA, HOMEp
cepunm (Ha PpyccKOM RA3blke), AaTa
NPOW3BOACTBA W AaTa OKOHYaHMA
CPOKa rogHOCTM ( Ha pYCCKOM A3bIKE),
oroTUN  TOProBOro  HauMeHOBaHWA,
BHYTPEHHWE  YNaKOBOWHble  KOAb
KOMMaHun.

HaHeceHsl cpeacTBa MAaeHTUdMKALMK
ans MOHWTOPUHIa OBUWKEHUA
nekapcTBEHHbIX  NpenapaTtoB  ANA
MEANULIMHCKOTO NPUMEHEHUR oT
npoussoanuTEnNA Ao KOHEeYHOoro
notpebuTens.

XpaHeHue

10 Storage

B opurnHarnbHoi ynakoBKke Npy Temneparype He Bbllle 30°C.

Cpok rogHoCTH
{Mepnoau4HOCTL
KOHTpONA)

Shelf life
(Frequency of
control)

11

3 ropa

3 ropa (30.06.2024)

* _ «MuKpOBMONOrMYECKAR UMCTOTA» HE ABNAETCA PYTUHHBIM METOAOM aHanaa i MOXET OTCYTCTBOBATL B cepTudukaTte

aHanuaa komnaHuu
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NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 4.0

AHanuTUMYeCKWN NAcNopT Ha FOTOBYIO NPOAYKLMIO

JIMLeH3MA Ha OCYLIECTBNEHWE NPOVM3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-11C oT 09 HoRbpa 2015 OO "HoeapTuc Hesa”

ropa [opora 8 Kamenky, a.40, kopn. 3,
T, A, nut. B
194362, Poccun, CaxkT-NeTtepbypr

Tenedon: +7 812 336 9891
KoHTponk kavectea

Homep nacnopra: 274 ;
Certificate number - 4-374-0721 Bepeus: 1.0

3. 3AKINKOYEHME
CONCLUSION

Nexapcreennbiii npenapat ansyc® Ttabnetku 50 mr Ne 28, Homep cepum LM15980721 cooteetcreyer
TpeboBaHUAM HOpMaTUBHOMK AoKymeHTauuu JICP-008119/08-280719, nameHeHune Ne1, uameHenve Ne2, uaueye'
Ne3. /
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