EVAM Operations Polan

CepTtudukar coorsetrcTeusa

Certificate of Compliance

‘Authorization Number/PeructpaunonHein Ne
138/0018/15

GMP Cerlificate Number/Ne cepTudukata GMP.
IWZJ.405.11.2017.MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200/17
IWZ.J.405.11.2017.MG.3, WTC/0018_01_02/239

CepTtucpukat Ne: 80170137

Certificate No:

MpoAaykT: ®uHnencuH petapa TabneTtkn

Product: nponoHruposaHHoro aencraus, 400 mr x 50

wT
FINLEPSIN RETARD TAB.PR. 400MG 50 RU

MmnopTupytowan ctpaHa: Poccus
Importing country: Russian Fed.
PerncTpauvoHHoe ygocTtoBepeHue: M NO15417/01
MA:

Ne cepuun 6anka: 14335518
Batch No (Bulk):

Ne cepuu roTosoro npoaykra: 16455518

Batch No (Finished product):

Ne cepun A®GC 18U18247, 18U18246
(MpoussoguTens):

Batch No API (Manufacturer):

Ne cepun ADC: 180869762, 180869763
Batch No API:

Mpoussogutens ASC: Arevipharma GmbH

API| manufacturer name:

Appec npoussogutena APC:

Meissner Strasse 35

API manufacturer address: 364159
01445
Radebeul
Germany
YnakosaHHOe KONU4ecTBo AN 7.110,000 WT
UMNOpTUPYIOLLEN CTpaHbl [T]:
Quantity packed for importing country:
Cpok rogHocTy: Hosbpb 2021
E xpiry date: November 2021
[ara npousBoacTea: 14 Hosbpb 2018
Date of manufacture: 14 November 2018

ﬂaHHblVI OOKYMEHT MMeeT ANEKTPOHHbIE nognucu.
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 Krakéw 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,

Share capital: PLN 22,000,000.00 (fully paid-up)
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Ceptudukar Ne: 80170137

Cerificate Number:

TE"“ L A1 16T = AN 0

CepTtudukar coorBeTrcTBUA

Certificate of Compliance

‘Authorization Number/PeructpauuvonHbii Ne GMP Certificate Number/Ne ceptucukara GMP

138/0018/15 IWZJ.405.11.2017.MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200/17
IWZJ.405.11.2017.MG.3, WTC/0018_01_02/239

MNpoussogutens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakow

YnakoBLUUK: ul.Mogilska 80, 31-546 Krakoéw, Poland
BPS: Teva Operations Poland, Krakow

MecTo nposeaeHnsa aHanuaa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéow
Beinyckaowmin KOHTPONb KavecTsa: ul.Mogilska 80, 31-546 Krakow, Poland
BRS: Teva Operations Poland, Krakow

KapToHHas nauka: 70055091

Box:

donbra: 70055079

Fail:

UHCTpyKUMA no MeanumHCKoMy 70055092

NPUMEHEHWIO:

Leaflet:

HAaHHbIM noaTBEPXKAAI0, 4TO MHAPOPMALIMA, YIOMSIHYTAA BbILLE, ayTeHTUYHAsA U ToYHas.JaHHas
cepus npoaykTa Gbina nponsseaeHa, BKMOYan NPoLECcCh! YNAKOBKU U KOHTPONS Ka4yecTea, B
nonHom cooTeeTcTBuM ¢ TpebosaHnaMn GMP u cneumdurkauvein UMNOPTUPYIOLLEN CTPaHbI.
3anucu npoLieccos NPOU3BOACTBA, YNAKOBKM M aHann3a Haxo4ATCs B COOTBETCTBUM ¢ GMP.

| hereby certify that the above information is authentic and accurate.. This batch of product has been manufactured, including
packaging and quality control in full compliance with the cGMP requirements of the local Reguiatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be compliance with GMP,

Cepvm BbiMyLleHa ana peanunsayuu.
The batch is released for sale.

MNogTBEpXaeHo ynonHomo4eHHbIM nuuomM: Malgorzata Magier-Bugaj
Approved by QP:

KpakoB, geHb: 04.12.2018, 16:20:53

Krakow,on:

ﬂaHHblﬁ AOKYMEHT UMeeT 3NeKTPOHHbIe noanucu.
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 Krakow factory and office: ul. Mogilska 80,31-546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47.email: krakow/(diteva,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,

Share capital: PLN 22,000,000.00 (fully paid-up).
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Ceprtudukar aHanusa
Certificate of analysis

Ceptucbukar Ne/Certificate No: 40454765

MNpogykt/Name of product: duHnencuH petapa TabneTtku
NPOnOHrpoBaHHOro Aeictaus, 400 mr x 50
wT
FINLEPSIN RETARD TAB.PR. 400MG 50 RU

Koa marepuana/Material code: 10009736

Ne cepwuw/Batch number: 16455518

Ne cepuu 6ankal/Bulk batch number: 14335518

Koa cneundvkauun n ctpaHbl-umnoprepal

Specification code & importing country: SDI11002241/12 Russia

Aata npoussoactsa/Date of manufacture: 14 HosGpb 2018 / 14 November 2018
Cpok rogHocTw Expiry date: Hos6pb 2021 / November 2021

WHpuenayaneHan ynakoeka /Correctness of individual packaging
Tabnetku ynakosaHe! B Gnucteps! 13 6enoit HenpoapayHoil NBX/MBAX//Anomutnesoit chonbri, no 10 TabneTok B Kaxabli
6nuctep v no 5 Gnuctepos (50 WT) B KAPTOHHYIO nayvky BMECTE C UHCTPYKUMEN NO NPUMEHEHMUIO.

Tablets are packed in blisters made of white, opaque PVC/PVDC//Parchment/Al foil, 10 tablets in each blister and next 5 blisters
(50 pieces) into printed carton box with a leaflet.
Pesynbtat/Result:
Cootsertcrayet/Satisfactory
KommenTapuit/Comment: exp. date 11 2021 ver.B.Stolarz

HaHHLIM noATBEPXAAI0, YTO UHGOPMALINS, YNOMSIHYTAS BbILLE, AyTEHTUYHAS M TOYHASI. HaxHas cepus npogykTa 6bina
NpoaHan1avpoBaHa B MONHOM COOTBETCTBUM C TpeBosaHuamMn GMP v 3aperncTpupoBaHHoil cneLmdmkaume vMnopTUpYloLE
CTpaHbl. PesynbTaThl aHanu3os COOTBETCTBYIOT 3apercTpUpOBaHHOI cneLmdukaum,

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.

OnobpeHo/Approved by: Beata Stolarz
Kpakos, pata, spemsi/Krakow, on: 28.1 1.2018, 09:46:49

[aHHbIll AOKYMEHT UMEeeT aNeKTPOHHLIE NoANNCH.
This document was electronically approved, handwritten signature is not required.

Teva Operations Poland sp. z o.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 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,

Share capital: PLN 22,000.000.00 (fully paid-up).
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Ceptucbukar Ne/Certificate No: 40454660

MNpogykr/Name of product: PuHnencuH petapg TabneTtku
NPOJIOHrMpoBaHHOro Aeictaus, 400 mr, BANK
FINLEPSIN 400 RETARD TABLETS 400MG

Kop matepwana/Material code: 80012432
Ne cepuu/Batch number: 14335518
Ne cepuun 6anka/Bulk batch number: 14335518

Koa cneuundomkauun u ctpaHsl-umnopTepal

Specification code & importing country: SDI1002241/12

[ata npoussogcTteal/Date of manufacture: 14 Hos6pb 2018 / 14 November 2018
Cpok rogHocTu/Expiry date: Hosbpe 2019 / November 2019

Onucauue /General requirements
Ot 6enoro no xenToBaToro LgeTa, OKpyrnble NNockue TabneTku B hopmMe nucTa knesepa CO CKOLIEHHBLIMM Kpasmu, ¢
KPeCToo6pa3HbIMU NIMHUAMKU pa3nioma Ha oBenx CTopoHax u 4-msi 3apybkamu Ha 60koBOII NOBEPXHOCTH, C rNaAKOI NOBEPXHOCTLIO,
HENoBPEXAEHHLIMU KpaaMu U OBHOPOAHLIM BHELLUHUM BUOM
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:
Cootsetcrayet/Satisfactory
KommewTapuit/Comment: verified by D.Liput

MoanuHHocTL kap6amasenuna - BAXX /Identification of carbamazepine - HPLC
CootsetcTByeT cTanaapTy
Corresponds to the standard PesynbTat/Result:
CootsetcTByeTt/Satisfactory

MoanuHHoCTb Kap6amasenuHa — Y®-cnektpodotomerpun /ldentification of carbamazepine - UV
CooTseTcTBYeET CTaHaapTy
Corresponds to the standard PesyneTat/Result:
CootsetcTByet/Satisfactory

CpenHsia macca Tabnetku (600,0 £ 2%) /Average mass of tablets (600,0 mg +/-2%)
HwxHuit npepen:  588.0 mr BepxHuit npegen:  612.0 mr
Lower limit:  588.0 mg Upper limit: ~ 612.0 mg Pesynbtat/Result:
595.0 mr/ 595.0 mg

OtknoHenus ot cpeaHen Macchl /Uniformity of tablets weight

He Bonee yem 2 oTnuuaetca oT cpeaHeit Maccel 6onee Yem Ha 5 % n HU 0AHON He oTnu4aeTcs Gonee yem Ha 10 %

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

KommeHTapwii/Comment: L=585.2:H=601.8

Teva Operations Poland sp. z o.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,

Share capital: PLN 22.000,000.00 (fully paid-up).
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Ceptucukar aHanusa
Certificate of analysis

PacTBopeHue akTueHOro BelecTsa — YpoBeHsb 1 (ans 6 Tabnetok) Yepe3s 15 MuHyT Ana kaxpgoit Tabnetku: 10-30% or
3asBneHHoro konuyectsa /Dissolution of active substance - Level I (for 6 tablets) After 15 minutes for each tablet: 10-30%
of declared content
corniacHo cneuundukaummn
according to specification PeayneTat/Resuit:
CooTtsetctayet/Satisfactory
KommenTapui/Comment: 16;17;17;14;13;11;A=15

PacTsopeHue akTuBHOro BelecTsa - YposeHs 1 (ans 6 Tabnetok) Yepes 90 MuHyT ans kaxaoi Tabnetku: 45 - 65% oT
3anBneHHoro konuuectea /Dissolution of active substance - Level I (for 6 tablets) After 90 minutes for each tablet: 45-65%
of declared content
cornacHo cneuudukaumn
according to specification Pesynbtat/Result:
Cootsetcteyet/Satisfactory

KommenTapuin/Comment: 55;53;54;49;52;49;A=52

PacteopeHue akTuBHOrO BewecTBa ~ YpoBeHs 1 (ans 6 Tabnetok) Yepes 210 MUHYT AnA KaxA0W TaBNeTkn: He MeHee 70 %
OT 3asiBneHHoro konuyectaa /Dissolution of active substance - Level I (for 6 tablets) After 210 minutes for each tablet: not
less 70% of declared content
cornacHo cneuudukaumm
according to specification Peaynbrat/Result:
Coortsetcrsyet/Satisfactory
KommenTapuii/Comment: 80;78;80;76;79;77;A=78

Xpomarorpacbuyeckasn yucrora (BIXKX) - Kap6amazenuta anokeug IChromatographic purity (HPLC): - Carbamazepine
epoxide
BepxHuit npepen: 0.2%
Upper limit: 02% Pesynbtat/Result:
00%/0.0%
KommeHnTapuit/Comment: ND

Xpomarorpacuueckan ymcrtora (BIXKX) - AkpuaoH IChromatographic purity (HPLC): - Acridone
BepxHuit npegen: 02%
Upper limit: 02% PeaynbTat/Result:
0.0%/0.0%

KommenTtapui/Comment: ND

Xpomarorpachuyeckas uncrora (BIXKX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
BepxHuit npegen: 02 %
Upper limit: 02% PeaynbTat/Result:
00%/00%

KommenTapuin/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 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: Regron /Statistical ID number, 012230311,

Share capital: PLN 22,000,000.00 (fully paid-up).

2/ 4



Ceptudukar Ne/Certificate No: 40454660
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Ceprudukar aHanusa
Certificate of analysis

Xpomartorpacbuyeckas yuctora (BIXKX) - 9-meTMnakpuamH /Chromatographic purity (HPLC): - 9-methylacridine
BepxHui npegen: 02%
Upper limit: 02% PesynbTat/Result:
00%/0.0%

KommeHnTapuit/Comment: ND

Xpomatorpaduueckasn yucrora (BIXKX) - UMuHOCTUNLGEH IChromatographic purity (HPLC): - Iminostilben
BepxHuii npegen: 0.2 %
Upper limit: 02% PesynbTtat/Result:
00%/00%

KommenTapuin/Comment: ND

Xpomartorpaduyeckasn unctora (BIXKX) - eauHmuHan HeuaeHTucbMunposaHHan npumeck /Chromatographic purity (HPLC):
- single unknown impurity
BepxHuii npegen: 02%
Upper limit: 02% Pesynbrat/Result:
00%/0.0%
KommeHTapuit/Comment: 0.04

Xpomarorpacuyeckasn yuctora (BIXKX) - cymma HeuaeHTUPULMPOBaHHLIX NpuMmecei /Chromatographic purity (HPLC): -
Total unknown impurities
BepxHui npegen: 0.5%
Upper limit: 0.5% PesynbTat/Result.
01%/0.1%
KommeHTapuin/Comment: 0.08

Xpomarorpacuyeckas yuctora (BIXKX) - CymMMa MAEHTUDUUNPOBAHHBLIX ¥ HEMAEHTU(ULIMPOBAHHBIX npumecen
IChromatographic purity (HPLC): - total known and unknown impurities
BepxHuii npegen: 05%
Upper limit: 05% PesynbTat/Result:
01%/01%
KommeHTapuit/Comment: 0.08

KonuuyectseHHoe onpenenexue kap6amasenuHa B OQHOM TaBneTke (B3XX) /Assay of carbamazepine in 1 tablet
HuvxHuia npegen:  380.0 mr Bepxuuit npepgen:  420.0 mr
Lower limit: ~ 380.0 mg Upper limit: ~ 420.0 mg PesynbTat/Result:
397.7 mr/ 397.7 mg

KonuyectaeHHoe onpepeneHue kap6amasenuHta (8 % OT 3aSABMNEHHOTO konu4ecrea) /Assay of carbamazepine ( in % of

declared content)
HwxHnit npegen: 95.0 % Bepxvuit npegen:  105.0 %
Lower limit: 95.0 % Upper limit: ~ 105.0 % PesynbTat/Result:

994 %1994 %

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,

Share capital: PLN 22,000,000.00 {fully paid-up).
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CepTudukar aHanusa
Certificate of analysis

JanHbIM noaTaepxaalo, 4To UHOPMaLMs, yNoMAHyTas BbiLue, ayTeHTU4Han u TouHas. [laHHas cepusi npogykTa 6bina
fNpoananusnposaHa B NONHOM cooTBeTCTBUN C TpeboBarnamn GMP u saperucTpupoBaHHoN crneuudpukaLen UMnNopTUpyoLLeit
CTpaHbI. Pe3ynbTaThl aHanu3os COOTBETCTBYIOT 3aperuCTpUPOBaHHOIA cneumndukaumn.

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.

Opobpero/Approved by: Beata Stolarz
Kpakos, nara, spems/Krakéw, on: 29.11.2018, 13:50:40

[aHHbIi LOKYMEHT UMEeT 3neKTPoHHbIE 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,

Share capital: PLN 22,000,000.00 (fully paid-up).
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