teva

Ceptudumkart cooTBeTCTBUSA

Certificate of Compliance

Authorization Number/PerncrpauvonHsin No GMP Certificate Number/Ne cepTudukata 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

Ceptudmkat Ne: 790000265780
Certificate No:
MpoaykT: duHnencuH TabneTtkn 200 mr 50 TabneTkun
Product: FINLEPSIN®TABLETS 200MG 50 RU
MmnopTupyrowas crpaHa: Poccus
Importing country: Russian Fed.
PerucrpaunoHHoe yaoctToBepeHue: M N015012/01
MA:
Ne cepum 6anka: 14071020
Batch No (Bulk):
Ne cepum rotoBoro npoaykra: 16112620
Batch No (Finished product):
Ne cepun A®C 19C20057, 19C20058
(MpoussoauTens):
Batch No API (Manufacturer):
Ne cepuu APC: 190965480, 190965481
Batch No API:
Mpoussogutens APC: Arevipharma GmbH
API| manufacturer name;:
Appec npoussogutenst AQC: Meissner Strasse 35
API| manufacturer address: 364159

01445

Radebeul

Germany
YnakoeaHHoe Konu4ecTBo asis 0,000 WIT
UMMOPTUPYIOLEN CTPaHbI [WT]:
Quantity packed for importing country:
Cpok rogHOCTH: MapT 2023
Expiry date: March 2023
IaTa nponssoacTea: 16 Mapt 2020
Date of manufacture: 16 March 2020

ﬂaHHblﬁ OOKYMEHT UMeeT 3NeKTpOoHHbIe NOQMUCH.
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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Ceptudomkat Ne: 790000265780

teva

Ceptudukart cooTBeTCTBUS

Certificate of Compliance

Authorization Number/PerncTpaLmonHbii N2 GMP Certificate Number/Ne ceptudunkata 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

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

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

MecTo npoeeaeHNUs aHanusa: ul.Mogiiska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéw
Bbinyckatowmin KOHTPOsb KavyecTsa: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakéw

KapToHHas nayka: 70064603

Box:

donbra: 70060307

Foil:

MHCTpyKUMA Mo MeaNLIMHCKOMY 70064604

NPUMEHEHWIO:

Leaflet:

HanHbivM noaTBEPXKAAID, YTO MHPOPMALIUA, YNIOMAHYTas BeiWe, ayTeHTUYHAA U TovHanA.[laHHas
cepust npoaykTa 6bina npouseeaeHa, BKNIOYas NPoLeCCh! YNaKoBKU U KOHTPONS KavecTea, B
nonHom cooTtBeTCcTBUK € TpeboBaHuamn GMP u cneuudmrkaumein MIMNOPTUPYIOLWENR CTPaHb.
3anucy NpoLeccoB NPOM3BOACTBA, YNAKOBKU M aHanu3a HaxoasTes B cooteeTcTBun ¢ GMP.

I 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 Regulatory 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.

Cepml BblfiyleHa aAns peanvusavun.
The batch is released for sale.

KommeHTapui:

Comment:
Edition 2 due to correction of CoA - adding of translation.
Quantity packed for importing country: 11 945 pc.

MoaTteepxaeHo ynonHomoyeHHbIM nuuom: Malgorzata Magier-Bugaj
Approved by QP:

KpakoB, geHb: 23.04.2020, 16:06:53

Krakéw,on:

D,aHHblﬁ AOKYMEHT UMEeeT INeKTPOHHbIE NoOANUCH.
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 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

Ceptudmkar aHanusa
Certificate of analysis

Ceprucbukat Ne/Certificate No: 790000265780

Mpogykt/Name of product. duHnencuH Tabnetkn 200 Mr 50 TabneTku
FINLEPSIN®TABLETS 200MG 50 RU

Koa matepuanal/Material code: 10009737

Ne cepuw/Balch number: 16112620

Ne cepwu Banka/Bulk batch number: 14071020

Koa cneuundrkaluy n cTpaHbl-uMmnopTepal

Specification code & importing country: SDI1002220/16 Russia

Hara npounssopactea/Date of manufacture: 16 Mapt 2020 / 16 March 2020
Cpok rogHocTW/ Expiry date: Mapt 2023 / March 2023

UnguBnayanbHas ;naxo_aia ICorrectness of packaging
TabneTku ynakosaHbl B 6nuctepbl n3 6enon HenpoapauHon MNBX/MNBOX/AniomuHuesoii gonbru, no 10 TabneTok B kKaxabii
6nuctep 1 no 5 Gnuctepos (50 WT) B KAPTOHHYIO MAYKY BMECTE C MHCTPYKLUMEN NO NPUMEHEHWIO.

Tablets are packed in blisters made of white, opaque PVC/PVDC/

Al/Parchment foil, 10 tablets in each blister and next

5 blisters (50 pieces) into a printed box with a leaflet.
Pesynetat/Result:
CooreeTcTByeT/Satisfactory

npaua_unbn;:c'r; qu.ﬁBm:yaanoﬁ ynakoBKu ICorrectness of individual packaging
Hanuuue ycTpoiicTea 3alLmMThl OT HECAHKLIMOHUPOBAaHHOTO gocTtyna (ATD) - kneeHblit ALWMK.

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

[JaHHbIM noaTBEpPXAAI0, YTO MHOPMALMA, YNOMSAHYTAs Bbillie, ayTeHTUUHAA U TouHas. [avHas cepus npoaykra Gbina
npoaHanusupoBaHa B NOMHOM COOTBETCTBUM € TpeGoBaHusiMn GMP 1 3aperucTpupoBaHHON crieLnUkaLmen UMNOPTUPYIOLLEN
CTpaHbl. PeaynbTaThl aHaNM30B COOTBETCTBYIOT 3apErMcTPUpPOBaHHON cneundukaumi.

| 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.

KommenTtapui/Comment:
Edition 2 due to correction of CoA - adding of translation.

Ono6peHo/Approved by: Malgorzata Magier-Bugaj
KpakoB, nata, sBpemsa/Krakéw, on: 23.04.2020, 14:57:11

HaHHbIll AOKYMEHT MMEET SNEKTPOHHBIE TIOAMNNCH.
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

Ceptudukar aHanusa
Certificate of analysis

Ceptudbukar Ne/Certificate No: 40472988

Mpoaykr/Name of product. ®duHnencuH Tabnertiy 200 mr, BAJIK
FINLEPSIN TABLETS 200MG

Kon martepuanal/Material code: 80012430

Ne cepuw/Batch number: 14071020

Ne cepuu 6anka/Bulk batch number: 14071020

Koa cneuwndmkaummn u cTpaHel-umnoprepa/

Specification code & importing country:. SDII002220/15

Oara npoussogcrea/Date of manufacture: 16 Mapt 2020 / 16 March 2020
Cpok rogHocTw/Expiry date: Mapt 2021 / March 2021

OnucaHue /General requirements
Benble kpyrnbie TabneTku ¢ (ackoi, BLINYKNbIE ¢ OAHON CTOPOHLI U C PUCKOW B BuAE KNMHOOGPAa3HOTo yrnyGneHus — ¢ apyrom.
White, round tablets with bilateral bevel on one side and deep score (snap tab), convex on the other side with smooth surface,
undamaged edges and uniform appearance.
PesynbTtat/Result:
Cooteetcreyet/Satisfactory
KommeHTtapui/Comment: verified by PMigala

NopnuHHocTs kap6amasenuHa - BOXKX /identification of carbamazepine - HPLC
Bpems yaepXuUBaHWA OCHOBHOTO MUKa COOTBETCTBYET BPEMEHMN YASPXUBaHUA NUKa ANS CTaHAaPTHOTO pacTeopa
Retention time of the major peak corresponds to the retention time of the standard
Pesynbrat/Result:
CooteetcTayer/Satisfactory

OpHopoaHocTb ao3uposanna /Uniformity of dosage units - mass variation
AV </ =15,0 gna 10 kancyn unu

AV </ =15,0 ansa 30 kancyn

¥ HU OAHO 3Ha4YeHue He menee, Yem 0,75 M u He Bonee, yem 1,25 M

AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values is less than 0,75M and more than 1,25M
Pesynbtat/Result:
CooteetcTByet/Satisfactory
KommenTtapwii/Comment: AV=2.3

PacTBOpeHue OeiCTBYIOLIEro BeulecTBa - YpoBeHb 1 KonnuecTBo AeicTByOWero BewecTsa, pacTBOPeHHOro B TeYeHue
45 MuHyT, ona Kaxaon Tabnetkn He meHee 80 % (Q+5%)/Dissolution of active substance - level | Amount of active
substance dissolved within 45 minutes for each of tested tablet is not less than 80% (Q+5%)
CornacHo cneuucukauun
According to specification Pesynbrat/Result:
CooTeetcTBYET/Satisfactory
KommenTtapuit/ Comment: 98;98;98;99;95;99;A=98

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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CepTtudukar Ne/Certificate No: 40472988

teva

CepTtucpukar aHanmsa
Certificate of analysis

PacTBOpeHue geicTrytowmx seujecTs (YposeHsb 1) KonuyectBo gelicTBYOIMX BEWECTB, PACTBOPEHHLIX B TeueHue 30
MUHYT, ANA Kaxaoi Tabnetku He meHee 50 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 30 minutes from each of tested tablet is not fess than 50% (Q+5%)
CornacHo cneuvdmkarm
According to specification PesynbTat/Result:
CootBetctByeT/Satisfactory
KommenTtapuil/Comment: 91;94;93;95;90;94;A=93
PacrBopeHue gevicTByowmx sewecte (YpoBeHs 1) KonuvecTBo AeiCTBYOWMX BeleCTB, pacTBOPEHHbIX B TeveHue 180
MUHYT, ANS KOKO0M TabneTtku He meHee 90 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 180 minutes from each of tested tablet is not less than 90% (Q+5%)
CornacHo cneuudcukaumm
According to specification PesyneTat/Result:
CooteeTcTeyet/Satisfactory

KommeHTapuin/Comment: 100;100;99;101;99;101;A=100

PacTtBopeHue pencTByowmx sewects (YpoBeHsb [) KonuvecTBo AeiicTBYIOWNX BELWECTB, PACTBOPEHHbLIX B TeueHue 30
MUHYT, O5A KOKOO0W TabneTtku He MeHee 65 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 30 minutes from each of tested tablet is not less than 65%(Q+5%)
CornacHo cneuudukaumm
According to specification Pesynwtat/Resulf:
CooTteeTcTBYET/Satisfactory
KommeHTtapuin/Comment: 91;94;93;95;90;94;A=93

PacrBopeHue pgencTeyowux sewects (YpoBeHs 1) KonuyecTeo gencTBYOWKX BEWECTB, PaCTBOPEHHLIX B TeYeHue 120
MUHYT, ONA KKAoN TabneTkn He MeHee 90 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 120 minutes from each of tested tablet is not less than 90% (Q+5%)
CornacHo cneundmkaumm
According to specification Pesynstat/Result:
CooteeTcTBYET/Satisfactory
KommenTapuin/Comment: 100;100;99;101;98;101;A=100

Xpomartorpadmuyeckas umcrora (BOXX) - KapGamasenuna anokenp /Chromatographic purity (HPLC): - Carbamazepine
epoxide
Bepxnuit npegen: 0.2%
Upper limit: 0.2% PesyneTat/Result:
0.0%/0.0%
KommenTtapuit/Comment: ND

Xpomarorpacpuueckas uucrora (BIXX) - AkpuaoH [Chromatographic purity (HPLC): - Acridone
BepxHuit npeaen: 02 %
Upper limit: 0.2% PesynbTtat/Result:
0.0%/0.0%
KommenTapuit/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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Ceptudukat Ne/Certificate No: 40472988

teva

CepTudukar aHanusa
Certificate of analysis

Xpomartorpacuueckas uncrora (BIXKX) - Akpuagun /Chromatographic purity (HPLC): - Acridine
BepxHui npegen: 0.2%
Upper limit: 02% Pesynvtat/Result:
0.0%/0.0%
Kommentapuit/Comment: ND

Xpomartorpacduueckasn yucrorta (BIXKX) - 9-metunakpuaud /Chromatographic purity (HPLC): - 9-methylacridine
BepxHuii npeaen: 0.2%
Upper limit: 0.2% Pesynetat/Result:
00%/0.0%
Kommentapuin/Comment: <QL

Xpomarorpacuyeckan umcrora (B3XKX) - UMuHoctune6en /Chromatographic purity (HPLC): - Iminostilben
BepxHuii npegen: 0.2%
Upper limit: 0.2% Pesynetat/Result:
0.0%/0.0%
Kommentapwit/Comment: ND

Xpomatorpacpuueckasn yucrora (BIXKX) - enuHnuHan HemaentucmumposanHas npumecs /Chromatographic purity (HPLC):
- single unknown impurity
BepxHuii npeaen: 0.2%
Upper limit: 0.2% Pesynbtat/Result:
0.0%/00%
KommenTapuit/Comment: 0.03

Xpomatorpacuyeckas uncrora (BIXKX) - cymma HemaeHTuduumposaHsbix npumecen /Chromatographic purity (HPLC): -
Total unknown impurities
BepxHwii npepen: 0.5%
Upper limit: 0.5% PesynbTat/Result:
00%/00%
KommenTapwuit/Comment: 0.03

Xpomarorpadmueckas umcrorta (BIXKX): - cymma uaeHTM(pUUNPOBaHHbIX 1 HEMAEHTUMULMPOBAHKEIX NPUMecei
IChromatographic purity (HPLC): -Total known and unknown impurities
BepxHuii npepen: 0.5%
Upper limit: 0.5% Pesynbrat/Result:
0.0%/0.0%
KommeHTapwit/Comment: 0.03

KonunyecTtBeHHoe onpeneneHue kapbamasenuHa B ogHol Tabnetke (BOXKX) /Assay of carbamazepine in 1 tablet (HPLC)
HwxHuia npegen:  190.0 Bepxuuii npepgen:  210.0
Lower limit:  190.0 Upper limit:  210.0 PesynbTtat/Result:
197.7 1 197.7

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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CepTudmkat Ne/Certificate No: 40472988

teva

Ceptudmkar aHanumsa
Certificate of analysis

KonuyecresenHoe onpeaeneHune kapbamasenuda (B % ot 3asBneHHoro konuvecrsa) /Assay of carbamazepine (in % of
declared content) (HPLC)
HwxHuia npegen: 95.0 % Bepxuuia npepen:  105.0 %
Lower limit: 95.0 % Upper limit:  105.0 % Peaynetat/Result.
98.7%/98.7%

JaHHbiM NoAaTBEpXKAAI0, YTO MHOPMALWS, YNOMAHYTAasA Bbille, ayTeHTUYHAs U TouHas. [JaHHas cepus npoaykTa bbina
npoaHanu3upoBaHa B NOMHOM cooTeeTcTBUM ¢ TpebosaHuamu GMP v 3apeructpupoeaHHON cneyudukaumein UMNopTUPYIOLLEN
cTpaHbl. PesynbTaThl aHanu3oB COOTBETCTBYIOT 3apEruCTPUPOBAHHON cneumdmkaLmi.

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.

Opobpeno/Approved by: Tomasz Jaros
KpakoB, nata, Bpemsi/Krakéw, on: 27.03.2020, 09:18:07

JaHHbIA AOKYMEHT UMeET NEeKTPOHHLIE NOoANUCK.
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.ol

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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