teva

CeptudmkaTt COOTBETCTBUSA

Certificate of Compliance

“Authonzalion NUMBer/PerncTpauuoHHBIN N2 GMP Certificate Number/Ne cepTumukata 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

Ceptudcurkat Ne: 80212404

Certificate No:

MpoaykT: duHnencuH petapa TabneTku

Product: nponoHrmpoBsaxHoro agewcrena, 400 mr x 50
LT
FINLEPSIN TV 400MG ERT 50 RU

MmnopTtupyioLlas cTpaHa: Pocecus

Importing country: Russian Fed.

PervcTpayuoHHoe M N015417/01
yAOCTOBEpPEHMe:
MA:
NopmaTUBHUIA JOKIOMEHT: M N015417/01-060319, N3M. 1-3
ND:
Ne cepum Garnka: 14116222
Batch No (Bulk):
Ne cepum roToBoro npogykra: 16209922
Batch No (Finished product):
Ne cepun A®C 21124865
(MponssoauTens):
Batch No API {Manufacturer):
Ne cepun A®C: 220266436
Batch No API:
Mpouseogutens AGC: Arevipharma GmbH
AP| manufacturer name:
Aapec npoussogutens AQC: Meissner Strasse 35
API manufacturer address: 364159
01445
Radebeul
Germany
YnaKkoBaHHOe KONU4ecTBo Ans 6.840,000 WIT
UMnopTUpYyoLei cTpaHe! [WwT):
Quantity packed for importing country:
Cpok rogHocTy: Mai 2025
Expiry date: May 2025
CpOK rogHocTH: 3roga
Shelf life 3 YEARS
[aTta npousBoAcTBa: 19 Mawn 2022
Date of manufacture: 19 May 2022

YcnoBust XpaHeHus:

HE XPAHWTb NPW TEMM.BLILLE +25°C

[laHHbIN [JOKYMEHT MMEEeT 3NeKTPOHHbIE NOANWCH.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z c.0.
UL Emilii Plater 53, 00-113 Warszawa;

www.teva.ol
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,emait: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsa
number/: 951-15-88-683; Regon /Statistical [D number/

w, 12th Business Section of the National Court Register, Registration number: KRS 0000070048; NIP /Taxpayer ID
012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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Cepmudmkar No: 80212404

teva

CepTuchukat COOTBETCTBUA

Certificate of Compliance

Ruthorizaton Number/PerncTpayror bl Ne GMP Cerliicate Number/Ne cepTucukara 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

Storage condition: DO NOT STORE ABOVE 25°C
MpoussoauTens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakow

YnakoBLLUK: ul.Mogilska 80, 31-546 Krakéw, Poland
BPS: Teva Operations Poland, Krakoéw

MecTo npoeefeHus aHanusa: ul.Mogilska 80, 31-546 Krakow, Poland
BTS: Teva Operations Poland, Krakow
BbinyckaoLnid KOHTPONb KavecTea: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakow

KapToHHas nayka: 70064601

Box:

donbra: 70060306

Foil:

MHCTpyKkUMA NO MeguuUUHCKOMY 70068153

NpYMEHEHMUIO:

Leaflet:

[laHHBLIM NOATBEPXKAAI0, HTO UHOPMALWSA, YNOMSAHYTasA Bbilue, NOANTWHHASA U TOYHAS. HanHas
cepua npogykTa bbina npousseseHa, BKoYas NpoLeccs yNakoBKkwW/ MapKWPOBKM W KOHTPONSA
KaYecTBa Ha BbILLEYNOMSHYTBIX NNoLaakax B NONHOM COOTBETCTBMN C TpeboBaHMAMM GMP u
cneuunduKkaLmMein MMNOpPTUPYIOLEeA CTpaHkl. 3anucu NpoLeccoB NPoUIBOACTBA, YNaKoBKW U
aHanuaa 6binv NPoBEPEHbI M HaxoAnTes B cooTBeTCcTBMM ¢ GMP.

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

local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The batch
pracessing, packaging and analysis records were reviewed and found to be compliance with GMP.

Cepus BbIryweHa Ana peanusauyuu.
The batch is released for sale.

MoaTBEpKAEHO ynonHomoueHHbIM nuLiom: Malgorzata Magier-Bugaj
Approved by QP:

KpakoB, AeHb: 13.06.2022, 14:50:20

Krakow,on:

,U.aHHbII'/'I OOKYMEHT UMEET 3NTEKTPOHHbIE noanucu.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. 2 0.0.
U1, 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 1D

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

Ceptudoukar aHanu3a
Certificate of analysis

Ceprudukat Ne/Certificate No: 40507202

Mpoaykt/Name of product: GUHNEncuH petapa TabneTku
nponoHruposaHHoro fevictems, 400 mr, BAJIK

Kog matepuanal/Material code: 80012432

Ne cepuu 6anka/Bulk batch number: 14116222

Kog cneuwndukaumm n cTpaHbi-umnoprepa/
Specification code & importing country: SDI1002241/18
PerucrpauvoHHoe yaocToBepeHue/

Marketing Authorization Number: M N015417/01

HopmaTuBHbIA AOKYMEHT/

Code of Normative Document: M N015417/01-060319, U3M. 1-3
Cpok roAHOCTW rOTOBOrO NpoAykTa /

Finish product shelf life: 3TO0A /3 YEARS

[ata nponseoacteal/Date of manufacture: 19 Mait 2022 / 19 May 2022
Cpok ropHocTWExXpiry date: Mai 2023 / May 2023

Onucanue /General requirements
Ot Benoro A0 XenToBaToro LgeTa, okpymble nnockue Tabnetkm B hopMe NUCTa KNesepa co CKOLUEHHBIMU KpasiMu, ©
kpecToobpasHbIMM NUHUAMU pa3noma Ha oBenx CTOPOHaX W 4-Ms sapybkamu Ha GOKOBOIN NOBEPXHOCTY, C rNAAKOA NOBEPXHOCTLIO,
HENOBPEXAEHHLIMU KPasMN ¥ 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.
PesynbTat/Result:
CooTeetcTByeT/Satisfactory
KommenTapuia/Comment: ver. by M. Kruczek

NoanuuHocTs KapB6amasenuHa - BIXX /identification of carbamazepine - HPLC
BpeMms yepAvBaHUA OCHOBHOIO Nitka Ha XPOMATOTPaMMe UCTILITYEMOro PacTBOpa JOMKHO COOTBETCTBOBATL BPEMEH!
yaepxusaHua nuka kapbamasennia Ha xpoMaTorpaMme cTaHAapTHOro pacTeopa
Corresponds to the standard Pesynbtat/Result.
Cootsercreyet/Satisfactory

MoanuHHocTs kap6amasenuHa — Y@-cnektpodotomeTpun /identification of carbamazepine - UV
YO-CnekTp NOMMOLWEHNS UCNBITYeMOro pacTBopa, NOMYYEeHHOTo Yepes 210 MuH pacTBopeHus, B obnacti ot 260 Ao 320 Hm,
LOMKEH MMETb MaKCUMYM NOTTIOLUEHHMA MPW TOW Xe ANHE BOMHEI, YTO W Y®-CnexTp cTaHwgapTHOro pacTeopa kapbamasenuna
Corresponds to the standard PesynbTat/Result:
CooTeeTcTByeT/Satisfactory

CpepHsisn Macca TabneTku (600,0 £ 2%) [Average mass of tablets (600,0 mg +/-2%)
He meHee: 588.0 mr He Gonee: 612.0 mr
Lower limit:  588.0 mg Upper limit: ~ 612.0 mg Peaynerat/Result.
599.7 mr/ 599.7 mg

OTKNOHEHWA OT cpeaHeii macce! [Uniformity of tablets weight

He Gonee uem 2 OTAMYAETCS OT CpeAHel Maccsl Gonee Yem Ha 5 % v H1 0AHOA He oTnuyaeTcs Oonee Yem Ha 10 %

Not more than 2 individual weights deviate from average weight by more than 5% and none deviates more than 10%
PesynbTat/Result:
CooTteeTcTeyeT/Satisfactory

KommeHTapuit/fComment: L=587.9;H=614.2

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 [D
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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Ceptucpukar Ne/Certificate No: 40507202

teva

CepTtudukar aHanumsa
Certificate of analysis

Pacreopenue (Ph. Eur. unn IF'® PO, cnektpocboToMeTpus) Yepes 15 munyT: 10-30% oT 3aABneHHoro konuyecTsa
kap6ama3senuHa /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
cornacHo cneuuduxaumnmn
according to specification PeayneTat/Result:
CooteetcreyeT/Satisfactory
KommeHTapuit/Comment: 10;11;18;13:17,13;A=14

Pacreopenme (Ph. Eur. unn IF'® PO, cnektpochoTomeTpus) Hepes 90 MUHYT: 45 -65% OT 3aABNEHHOro KONM4YecTBa
kap6ama3senuHa [Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
cornacHo cneuudukaymmn
according to specification Pesynetat/Resuit:
CooteetcTeyeT/Satisfactory
KommenTapuit/Comment: 51;51;54,53,57,54,A=53

Pactsopetue (Ph. Eur. unn I'® P®, cnektpodotromerpus) Hepes 210 MUHYT: He MeHee 70 % OT 3aABNEHHOro KonuM4ecTsa
kapBamazenuna [Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
declared content
cornacHo cneuudukauymm
according to specification PesynbTat/Result:
CooTeetcrByeT/Satisfactory
KommeHTapuit/Comment: 82;82;84,83;85;84;,A=83

PoacTeeHHbie npumeck (B3XKX) - Kap6amazenuna anokcup /Chromatographic purity (HPLC): - Carbamazepine epoxide
He Gonee: 0.2%
Upper limit: 0.2% PesynbTat/Result:
0.0%/00%
Kommentapuit/Comment: ND

PopcTeeHHbIe npumeci (BIXKX) - Akpupon [Chromatographic purity (HPLC): - Acridone
He 6onee: 0.2 %
Upper limit: 0.2% PeayneTat/Result:
00%/0.0%
KommenTapuin/Comment: ND

PoacTeeHHbIe npumeck (BXKX) - Akpuann /Chromatographic purity (HPLC): - Acridine
He Gonee: 0.2 %
Upper limit: 02% Pesynstat/Result:
00%/0.0%
KommeHTapuit/Comment: ND

PopncTeeHHbie npumeck (BXKX) - 9-metunakpuanH /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 0.2%
Upper limit: 0.2% Pesynetat/Result:
0.0%/00%
KommeHTapuit/Comment: <QL

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 1D
number/: 951-15-88-683; Regon /Statistical 1D number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudpmkat Ne/Certificate No: 40507202

teva

Ceprudpukar aHanuaa
Certificate of analysis

PopcteBeHHble npumecu (B3XX) - UMuHoctuneGen /Chromatographic purity (HPLC): - Iminostilben
He Gonee: 02%
Upper limit: 02% Pesynetat/Result:
0.0%/00%
KommeHTapuit/Comment: <QL

PopacreeHHble npuMmecy (BIXKX) - eanHWyHan HemaeHTUMUKWpoBaHHan npumeck /Chromatographic purity (HPLC): -
single unknown impurity
He Gonee: 0.2 %
Upper limit: 0.2% PesynbeTtat/Result:
01%/01%
KommeHnTapuit/Comment: 0.05

PoacTtBeHHbie npuMecy (B3XKX) - cymma HemaeHTMUUMpOBaHHbIX npuMecein (Chromatographic purity (HPLC): - Total
unknown impurities
He Gonee: 0.5%
Upper limit: 05% PeasynbTat/Result:
0.1%/01%

PoacreeHHbie npumecy (BAXX) - cymma Bcex npumecen /Chromatographic purity (HPLC): - total known and unknown
impurities
He Gonee: 0.5%
Upper limit: 0.5% PesynbTat/Result:
0.1%/0.1%

KonuuecTBeHHOe onpegeneHue mﬁéamasenuua B ogHoii Tabnetke (B3XKX) /Assay of carbamazepine in 1 tablet

He mexee: 380.0 mr He 6onee: 420.0 mr
Lower limit:  380.0 mg Upper limit:  420.0 mg PesynbTat/Result:
408.3 mr/ 408.3 mg
KonuuectseHHoe onpeaenexue kapbamasenuna /Assay of carbamazepline (in % of declared
He mexee: 95.0 % He Gonee: 105.0 %
Lower limit: 95.0% Upper limit:  105.0 % Pesynetat/Resulf:

102.1 %/ 102.1 %

[aHHbIM NoATEEPXKAAID, YTO MH(OPMALWA, YNOMAHYTARA Bbllue, ayTeHTUYHaA U TouHas. [JaHHas cepus npoaykTa Gbina
NpoaHanuaupoBaHa B NOMHOM COOTBETCTBUM ¢ TpeGoBanuammu GMP v sapervcTpypoBaHHON cneumvdKrkauuein UMnNopTupyoLLen
CTpaHbl. PeaynbTaThl aHanU3oB COOTBETCTRYIOT 3aPErMCTPUMPOBAHHON cneuudukaumm.

| 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.

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: 40507202

teva

Ceptudoukar aHanusa
Certificate of analysis

OpoGpeHo/Approved by: Agnieszka Samsonowska
Kpakos, nara, spema/Krakow, on: 06.06.2022, 15:47:49

[aHHbIA AOKYMEHT UMEEeT 3/IEKTPOHHbIe 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 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 R gister; Registration number: KRS 0000070048; NIP /Taxpayer 1D
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

CepTudumkar aHanusa
Certificate of analysis

Ceptuchbukar Ne/Certificate No: 40507494

MNpoaykt/Name of product: ®uHnencuH petapg Tabnetku
nponoHrupoeaHHoroe Aeictamns, 400 Mr x 50
LT
FINLEPSIN TV 400MG ERT 50 RU

Koa marepuana/Material code: 10009736

Ne cepuw/Batch number: 16209922

Ne cepun Banka/Bulk batch number: 14116222

Koa cneundukauyum n ctpanbl-umnoprepal
Specification code & importing country. SDII002241/18 Russia
PeructpauuoHHoe yaocToBepeHue/

Marketing Authorization Number: M N015417/01

HopmaTueHbI GOKyMeHT/

Code of Normative Document: M N015417/01-060319, U3M. 1-3
CpoK roAHOCTH roToBOre NpoaykTa /

Finish product shelf life: 3TO0A /3 YEARS

[Hara npouseoactea/Date of manufacture: 19 Maii 2022 / 19 May 2022
Cpok rogHocTw/ Expiry date: Maia 2025 / May 2025

WnpueuayansHas ynakoska /Correctness of individual packaging
Tabnetku ynakosaHbl B Gnuctepst na NBX/MBOX/namnHMpoBaHHo# anioMuHreBoi conbr, no 10 TabneTok B kaxablit GnucTep 1
no 5 6nuctepos (50 WT) ¢ MHCTPYKUUER NO NPUMEHEHMIO B KAPTOHHYIO NaYKy C KOHTPOIIEM NEPBOro BCKPLITHS BMeECTe.
Tablets are packed in blisters made of white, opaque PVC/PYDC//Parchment/Al foil, 10 tablets in each blister and next 5 blisters
(50 pieces) into printed carton box with a leaflet.
PeaynbTat/Result:
Cooreercrayet/Satisfactory
KommenTapuin/Comment: exp 05.2025, verified by N. Mikotajezyk

MNpaeunsHOCTL MHAMBUAYANLHOW ynakoBku /Correctness of individual packaging

Mapkuposka cpeacTeamu uaeHTucvkauum (Ul).

Presence of Unique Product Identifier (Ul)
Pesynbtat/Result:
Cooreetcrayet/Satisfactory

MNpaBunbHOCTL uu,quau,qyanbuoﬁ }Héxosxu ICorreciness of Individual packaging
Hanuuue ycTpoicTea 3aluuThl OT HecaHKUWOHUpoBaHHoro aoctyna (ATD)- kneeHas nauka.

Presence of Anti-Tampering Device (ATD)- glued box.
PesynbTat/Result:
CooteeTcrayet/Satisfactory

[anHbiM noaTBEpXAalo, YT MHOPMAaUUR, YNIOMSIHYTas Bbille, ayTeHTUMHas U TouHan. [laHHan cepus npoaykra Beina
NpoaHanusupoBaHa B NOMHOM cooTeeTcTenU ¢ TpebosaHnamu GMP 1 saperncTpupoBaHHONK cneunduKaumeil IMNoPTUpPYIOLE
CTpaHbl. PesynbTaTtsl aHanu30B COOTBETCTBYIOT 3aperncTpupoBaHHoi cneyuncukamm.

1 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.

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 Krakdw tel.: +48 12 617 B0 00, fax: +48 12 411 10 47,cmail: 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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Ceprucbukar Ne/Certificate No: 40507494

teva

CepTudomkar aHanusa
Certificate of analysis

OpobpeHo/Approved by: Tomasz Jaros
Kpakos, nata, spems/Krakéw, on: 08.06.2022, 12:43:51

[laHHbIi AOKYMEHT UMeeT SNEKTPOHHbLIE NOANUCY.
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.p|

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 /Slatistical TD number/ 0122303[] BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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