teva

CepTucpmkat COOTBETCTBUA

Certificate of Compliance

Authorization Number/PerucTpaunonHbik No

GMP Gertiticate Number/Ne ceptudukata GMP

138/0018/15 IWSC.405.13.2021.AJE.1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

CepTudukar Ne: 80216358

Certificate No:

Mpoaykr: duHnencuH petapa Tabnertku

Product: nponoHrupoBaHHoro aenctaus, 200 mr x 50

wT
FINLEPSIN TV 200MG ERT 50 RU

MmnopTupyiowas cTpaHa: Poccus
Importing country: Russian Fed.
PeructpaLlyoHHOe M N015417/01
YyAOCTOBEpPEHWE:

MA:

NopMaTVBHUIA [OKIOMEHT:
ND:

M N015417/01-060319, U3M. 1-3

Ne cepun 6anka: 14229522
Batch No (Bulk):
Ne cepwun roToBoro NpoAyKra: 16369822

Batch No (Finished product):

Ne cepuun A®C 22M26302, 22126942
(MpowussoguTernb).
Batch No API (Manufacturer):
Ne cepun ADC: 220668078, 220869029
Batch No API:
Mpoussogutens APC: Arevipharma GmbH
AP| manufacturer name:
Anpec npoussogutens AGC: Meissner Strasse 35
AP manufacturer address: 364159

01445

Radebeul

Germany

YnakoeaHHOE KONMM4YecTBo ANA
UMMNOPTUPYIOLLERA CTPaHb! [LUT]:
Quantity packed for importing country:

14.420,000 WUT

Cpok rogHoCTH: CeHTbpb 2025
Expiry date: September 2025

Cpok rogHoCTH: 3TOCAA

Shelf life 3 YEARS

NaTa npousBopgcTBa: 13 CeHTa06pb 2022
Date of manufacture: 13 September 2022

Ycnosua XpaHeHus:

HE BbILLE +25°C

JlaHHbIA AOKYMEHT UMEET 3NEKTPOHHbIE NoANUCA.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z 0.0.

UL Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow(@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048; NIP /Taxpayer ID
number/; 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudcbukat Ne:

Cerificate Number:

Ceptudukar cCooTBETCTBUA

Certificate of Compliance

80216358

Authorization Number/PerncrpaLmorHbiit Ne
138/0018/15

GMP Certiicate Number/Ne ceptucukata GMP
IWSC.405.13.2021.AJE.1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

Storage condition:

DO NQOT STORE ABOVE 25°C

MpoussoauTensb: ul.Mogilska 80, 31-546 Krakow, Poland
BMS: Teva Operations Paland, Krakéw
YnakoBLuuK: ul.Mogilska 80, 31-546 Krakéw, Poland
BPS: Teva Operations Poland, Krakéw

MecTo npoBegeHUA aHannsa:
BTS:

ul.Mogilska 80, 31-546 Krakéw, Poland

Teva Operations Poland, Krakow

BbinyckatoLLuil KOHTPOMNb KavecTsa:

ul.Mogilska 80, 31-546 Krakow, Poland

BRS: Teva Operations Poland, Krakéw
KapTtoHHas nadka: 70064602

Box:

donebra: 70060305

Foil:

MHCTpYKUMA N0 MeaULIMHCKOMY 70068153
NMPUMEHEHMIO:

Leaflet:

[laHHBIM NOATBEPXKAAL0, YTO MHEDOPMALWSA, YIOMSHYTAA Bbille, NOAMMHHANA U TO4YHaA. [laHHaA
cepwsi NpoAyKTa bbina NpousBefeHa, BKIIOYas NPOLECChl yNakoBKin/ MapKMPOBKM U KOHTPONSA
KauecTBa Ha BbILLIEYNOMARYTHLIX NNOLasKax B NONHOM COOTBETCTBUN C TpeGoBaHusaMN GMP v
cneunuKaLmeih IMNOPTUPYIOLLE CTpaHbl. 3anncy NpoLieccoB NPOU3BOACTEA, YNAKOBKM U

aHanuaa BNy npoBepeHbl M HaxoAATCs B cooTeeTcTBum ¢ GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeliing and quality control at the above mentioned site(s) in full compliance with the cGMP requirements of the

Jocal Regulatory Authority and with the specification

processing, packaging and analysis records were reviewed and found to be compliance with GMP.

Cepvm BbinyLLleHa AnA peanusaunu.

The batch is released for sale.

MopaTBepXAeHO YNONHOMOYEHHbBIM TUoM: Anna Wierzbicka-Kowalik

Approved by QP:

KpakoB, OeHb:
Krakow,on:

14.10.2022, 10:39:47

JaHHbIA JOKYMEHT UMEET SMeKTPOHHbIE NOAMUCH.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z 0.0.
Ul Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakéw te

s in the Marketing Authorisation of the importing country. The batch

1.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow(@teva.pl

District Court for the Capitat City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Registration number: KRS 0000070048: NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudoukar aHanusa
Certificate of analysis

Ceptudcpuikat Ne/Certificate No:
Mpoaykr/Name of product:

Kon wmarepuana/Material code:

Ne cepww/Batch number:

Ne cepun 6anka/Bulk batch number:

Kog cneuundmkaumm 1 cTpaHbl-umnopTepa/
Specification code & importing country:
PeructpaunoHHoe ygoctoeepeHune/
Marketing Authorization Number:
HopmaTuBHbIA AOKyMeEHT/

Code of Normative Document.

Cpok rogHOCTH roToBOro npoaykra /
Finish product shelf life:

Jara npoussoacrtea/Date of manufacture:
Cpok rogHocTu/Expiry date:

40512572

duHNENcKH petapa TabneTku
nNposnoHrnpoBaHHoro gencrens, 200 mr x 50
Tl

FINLEPSIN TV 200MG ERT 50 RU
10009739

16369822

14229522

SDI1002250/19 Russia

I N015417/01

1 N015417/01-060319, U3M. 1-3
3TO0A /3 YEARS

13 CeHnTabpb 2022 / 13 September 2022
CeHTa6pb 2025 / September 2025

ﬁu.qusu.qyanbuaﬂ ynakoBKa /Correctness of individual packaging
TabneTku ynakoeaHbl B 6rivctepe! na NBX/TNBAX/nammBmpoBaHHoOi anioMuHueson donbri, no 10 TabneTok B kaxablil Gnuctep 1
no 5 6nucrepos (50 WT) € MHCTPYKLMER NO NPUMEHEHNIO B KAPTOHHYIO NaYKy ¢ KOHTPONEM NepBoro BCKPbITUS.

Tablets are packed in blisters made of white, opaque PVYC/PVDC//Parchment/Al foil, 10 tablets in each blister and next 5 blisters

(50 pieces) into printed carton box with a leaflet.

Pesynwtat/Result:
CootsetcTryeT/Satisfactory

KommeHnTapui/Comment: exp 09.2025 ver. by M.Pogoda

ﬁa_BManOCTI: wHauBMAyanbHoW ynakoBku /Correctness of individual packaging

MapkupoBka cpeacTeamu ugeHTudukaumn (Ul).
Presence of Unique Product Identifier (Ul)

MpaBunsHoCTL uunu;su.qyanbuov”l ynakoBkwu /Correctness of individual packaging'

Pesynbrat/Result.
CooteetcTeyert/Satisfactory

Hanunuue ycTpoiicTBa 3alUThl OT HeCaHKLMOHKUpOBaHHOro aocTtyna (ATD)- kneeHas navka.

Presence of Anti-Tampering Device (ATD)- glued box.

Pesynttat/Result:
Cooteetcrayert/Satisfactory

Teva Operations Poland sp. z 0.0.
ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakow tel.. +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl
District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTtudukar Ne/Certificate No: 40512572
teva

CepTtudukart aHanusa
Certificate of analysis

JaHHbiM nogTeepKaat, YTo HpopMaLUsa, YNOMAHYTas BbllLe, ayTeHTUYHaNA 1 TouHas. [JaHHasa cepma npoaykTa 6bina
npoaHanuW3MpoBaHa B NONMHOM COOTBETCTBUM ¢ TpeboraHuamu GMP 1 3aperncTpupoBaHHON cneuvdukauuein MMNoOpTUpYIoLLEi
CTpaHbl. PesynbTaTth! aHanu3oB COOTBETCTBYIOT 3aperncTpUpoBaHHoii creumdukaLmn.

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

OpnobpeHo/Approved by: Agnieszka Samsonowska
Kpakos, aata, Bpems/Krakow, on: 10.10.2022, 13:39:49

[aHHbIl OKYMEHT UMEEeT SNEeKTPOHHbLIE NOANNUCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTtuchukar aHanusa
Certificate of analysis

Ceptucbukat Ne/Certificate No: 40511479

Mpoaykt/Name of product: duHnencuH petapg Tabnetku
nposnoxruposaHHoro aevicteus, 200 mr, BANK

Koa matepuanal/Material code: 80012431

Ne cepun Ganka/Bulk batch number: 14229522

Koa cneundomkaumum n ctpaHbl-umnoprepal
Specification code & importing country: SDI1002250/19
PeructpaumoHHoe yagoctosepeHue/

Marketing Authorization Number: 1 NO15417/01

HopmaTUBHbBIN AOKYMEHT/

Code of Normative Document: 1 N015417/01-060319, U3M. 1-3

Cpok rogHOCTH roToBOrO npogykTa /

Finish product shelf life: 3rogA/3 YEARS

Harta npounseopcta/Date of manufacture: 13 CeHtabpb 2022 / 13 September 2022
Cpok rogHocTw/ Expiry date: CenTabpb 2023 / September 2023

Onucanue /General requirements
O7 6enoro Ao XenToeaToro LBeTa, okpyrible nrnockue TabneTku B hopmMe nucTa KNeBepa co CKOLWEHHbIMK KpasiMu, ¢
KpecToobpasHbIMU NUHWAMKW pasnioma Ha 06eunx cTopoHax U 4-ms 3apybkamu Ha GOKOBOW NMOBEPXHOCTH, C IMaAKOW NOBEPXHOCTBIO,
HenoBpeXAeHHbIMU KpasiMy U OAHOPOAHBIM BHELUHUM BUAOM
White to yellowish, round, flat, cloverleaf shaped tablets with bevelled edge, double-sided cross break mark, 4 notches on the band,
with smooth surfaces, undamaged edges and uniform appearance.
PesynbTar/Result:
CooreeTtctByeT/Satisfactory
KommenTapuin/Comment: veryfied by rdyba

MoanunHocTb kap6amasenuHa - BOXX /ldentification of carbamazepine - HPLC
Bpems yaepxvBaHua OCHOBHOIO MUKa Ha XpoMaTorpaMmme UCNbITYEMOro pacTsopa A0SKHO COOTBETCTBOBATL BPEMEHU
YAEPKUBaHUSA NUKa kapbamasenuHa Ha XxpomartorpamMme CTaHAapTHOro pacTeopa
Corresponds to the standard Pesynbtat/Result:
CooteeTcTByeT/Satisfactory

MoanuHHocTb kKapGamasenuHa — YO-cnektpodotomeTpusa [identification of carbamazepine - UV
Y®-CnekTp NOrnoLleHns UCNLITyeMOro pactsopa, nonydyeHHoro yepes 210 MuH pacTeopeHust, B obnacti ot 260 4o 320 Hwm,
JOMKeH UMEeTe MaKCUMYM MOINOLLEHWA NPU TOI e ANWHE BOMHEI, YTO M YO-CnekTp cTaHAapTHOro pacTeopa kapbamasenvHa
Corresponds to the standard Pesynbtat/Result:
CooteeTcTBYeT/Satisfactory

CpeaHsasa macca taénetku (300,0  2%) /Average weight of tablet (300,0£2%)
He meHee: 294.0 mr He 6onee: 306.0 mr
Lower limit:  294.0 mg Upper limit: ~ 306.0 mg Pesynbtat/Result:
299.7 mr/ 299.7 mg

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptucbunkar Ne/Certificate No: 40511479

Ceptuchukar aHanusa
Certificate of analysis

OTknoHeHus ot cpefHen macckl /Uniformity of tablets weight [g]
He Gonee yem 2 oTnnuyaeTcsa OT cpegHein maccel 6onee yem Ha 5 % 1 HM ogHoN He oTnmyaeTcs Gonee yem Ha 10 %
Not more than 2 individual weights deviate from average weight by more than 5% and none individual weight deviates more than
10%
PesynbTtat/Resultf:
CooteetcTByeT/Satisfactory
KommeHTapuit/Comment: L=295.0;H=303.5

PactesopeHue (Ph. Eur. unu s PO, cnekrpocdotometpus) Yepes 15 munyt: 10-30% oT 3asBneHHoOro konuyecrsa
kap6amazenuHa /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
cornacHo cneuudmkaumm
according to specification PesynbTat/Result:
CootretcteyeT/Satisfactory
KommeHTapwin/Comment: 12;13;14;12;12;11;,A=13

Pactsopenue (Ph. Eur. unu 'd PO, cnektpodoTometpus) Yepes 90 MuHyT: 45 -65% oT 3asBNEeHHOro Konu4yecTea
kap6amasenuna /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
cornacHo cneuudurkaumm
according to specification Pesynbtat/Result:
CooteetcTBYET/Satisfactory
KommenTapuin/Comment: 52;51;56;52;52,52;A=52

PacteBopenue (Ph. Eur. unu 'd PO, cnekrpodotometpun) Yepes 210 MuHyT: He meHee 70 % OT 3afiBNEHHOro KONMU4eCcTBa
kap6amazenuHa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
declared content
cornacHo cneuudukaunm
according to specification Pesynetat/Resulf:
CooteeTcTBYET/Satisfactory
KommenTtapuit/Comment: 81;80;83;81;81;82;A=81

PopnctBeHHble npumecu (BIXKX) - KapbamasenuHa anokcup /Chromatographic purity (HPLC): - Carbamazepine epoxide
He Gonee: 0.2 %
Upper limit: 0.2% Pesynbtat/Result:
0.0%/0.0%
KommenTapuit/Comment: ND

PopacreerHbie npumecu (BIXX) - AkpuaoH /Chromatographic purity (HPLC): - Acridone
He Gonee: 02 %
Upper limit: 0.2% Pesynbtat/Result.
0.0%/0.0%
KommeHTapuin/Comment: ND

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudpukar Ne/Certificate No: 40511479

CepTtudpukar aHanusa
Certificate of analysis

PoncreeHHble npumecu (BIXKX) - Akpuaud /Chromatographic purity (HPLC): - Acridine
He 6onee: 0.2%
Upper limit: 0.2% PesynbTat/Result:
0.0%/00%
KommeHTtapuin/Comment: ND

PoncTteeHHble npuMecn (BIXKX) - 9-metunakpuauH /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 02%
Upper limit: 02% PesynbTat/Result:
0.0%/00%
KommeHTapuit/Comment: ND

PonacTteeHHbIe npuMecu (BOXKX) - UMunrocTunsben [Chromatographic purity (HPLC): - Iminostilben
He Gonee: 0.2%
Upper limit: 02% PesynbTat/Result:
0.0%/00%
KommeHTtapuit/Comment: <LOQ
PoacteeHHbIe npumecy (BOXKX) - epuHuuHas HemaeHTUdMUMpoBaHHasa npumeck /Chromatographic purity (HPLC): -
single unknown impurity

He Gonee: 0.2%
Upper limit: 02% Pesynwtat/Result:
00%/00%
KommenTtapuin/Comment: 0.02

PoacteeHHbIe npumecu (BAXX) - cymma HewpgeHTudpmumuposaHHbiX npumecen /Chromatographic purity (HPLC): - Total
unknown impurities
He Gonee: 05%
Upper limit: 0.5% PesynbTat/Result:
0.0%/00%
KommenTtapuit/Comment: 0.02

PoacteeHHble npuMecu (BIXKX) - cymma Bcex npumeceit /Chromatographic purity (HPLC): - total known and unknown
impurities
He Gonee: 0.5%
Upper limit: 05% Pesynbtat/Result:
00%/0.0%
KommenTtapwuit/ Comment: 0.02

KonuuecTBeHHOe onpeaeneHue kapbamasenuHa B ogHoii Tabnetke (B3XKX) /Assay of carbamazepine in 1 tablet (HPLC)
He meHee: 190.0 mr He 6onee: 210.0 mr
Lower limit:  190.0 mg Upper limit:  210.0 mg Pesynbtat/Result:
199.6 mr/ 199.6 mg

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTtudpukar Ne/Certificate No: 40511479

teva

CepTudukar aHanusa
Certificate of analysis

KonuyecTBeHHOe onpeneneHne kapbamasenuna /Assay of carbamazepine (in % of declared
He meHee: 95.0 % He 6onee: 105.0 %
Lower limit: 95.0 % Upper limit:  105.0 % Pesynbtat/Result:
99.8 % /99.8%
KommeHntapwii/Comment: gLIR2409451

[JaHHbIM nogTBEpXKAAID, YTO MHOPMAaLWS, YNTOMAHYTAs Bbillle, ayTEHTHYHANA 1 TodHas. [laHHas cepus npogykra 6bina
npoaHanvaupoBaHa B NMOMHOM CooTBeTCTBUY ¢ TpebosaHuamu GMP 1 sapernctpupoBasHoOi cneumdukaumen MMNopTMpYLLEN
cTpaHbl. Pe3ynbTaTbl aHanW3o0B COOTBETCTBYIOT 3aperMcTpupoBaHHON cneundukaumv.

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the cGMP requirements of the local Regulatory Authority and with the registered specification of the importing
country. The testing results were reviewed and found to be in compliance with the registered specification.

Ono6peHo/Approved by: Tomasz Jaros
Kpakog, pata, spems/Krakow, on: 12.10.2022, 11:24:00

[aHHBIi OOKYMEHT UMEeEeT SNeKTPOHHLIE NoANUCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

Mailing address of the Cracow factory and office: ul. Mogilska 80, 31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register;Registration number: KRS 0000070048; NIP /Taxpayer ID
number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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