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CepTtudukar coorBetrcTBUA

Certificate of Compliance

Authorization Number/Perucrpaumoxsbin Ne
138/0018/15

GMP Certificate Number/Ne ceptudukata GMP
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

Ceptudpmkat Ne: 80167133

Certificate No:

Mpoaykr: duHnencuH tTabnetkn 200 mr 50 TabneTtkn
Product: FINLEPSIN®TABLETS 200MG 50 RU

MmnopTupytowas ctpaHa:
Importing country:

Poccus
Russian Fed.

PeructpaunoHHoe yaocToBepeHue:

M N015012/01

MA:

Ne cepuun 6anka: 14217318
Batch No (Bulk):

Ne cepuu roTosoro npogykra: 16320618

Batch No (Finished product):

Ne cepun A®C 17A16893, 17Y17518
(MpoussoauTtens):
Batch No API (Manufacturer):
Ne cepun ADC: 180166643, 180166645
Batch No API:
Mpoussogutens APC: Arevipharma GmbH
API| manufacturer name:
Appec npoussogutens APC: Meissner Strasse 35
AP! manufacturer address: 364159

01445

Radebeul

Germany
YnakoBaHHOe KONWYECTBO NS 25.200,000 WUT
UMNopTUpYOLWEen cTpaHb [T
Quantity packed for importing country:
Cpok rogHocTy: Asryct 2021
Expiry date: August 2021
[ata npoussoacTsa: 13 Asryct 2018
Date of manufacture: 13 August 2018

D,aHHbIVI OOKYMEHT nmeeT aNneKTpoHHbIe Noanucu.
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 Krakéw 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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Ceptudmkar Ne: 80167133

Cerificate Number:

Ceptudukar coorseTcTBUSA

Certificate of Compliance

Authorization Number/PeructpaunoHHsin Ne
138/0018/15

GMP Certificate Number/Ne ceprumukata GMP
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

Mpoussogutens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakéw
YnakoBLyuk: ul.Mogilska 80, 31-546 Krakéw, Poland
BPS: Teva Operations Poland, Krakéw

MecTo nposegeHuns aHanuaa:
BTS:

ul.Mogilska 80, 31-546 Krakéw, Poland

Teva Operations Poland, Krakdw

Bbinyckatowumit KOHTPOsb KayecTBa:

ul.Mogilska 80, 31-546 Krakéw, Poland

BRS: Teva Operations Poland, Krakéw
KapToHHas nauka: 70055084

Box:

donbra: 70055083

Fail:

WHcTpyKums no MmeguumHckomy 70057438
MPUMEHEHWNIO:

Leaflet:

AaHHbIM noATBEPXAAI0, YTO MHCOPMALINA, YIOMSHYTas Bbilwe, ayTeHTUYHas U TouHas. JaHHas
cepus npoAykTa 6bina npousseaeHa, BKOYAA NPOLECCH! YNakoBKW U KOHTPOMNS Ka4ecTsa, B
rnonHom cooTeeTcTauM ¢ TpebosaHuaMu GMP 1 cneumdukalmei UMNOPTUPYIOLLEN CTPaHBI.
3anucu npoueccos NPOU3BOACTBA, YNAKOBKM W aHan13a HaXxoAATCs 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 Regulatory Authority and with the

specifications in the Marketing Authorisation of the im

reviewed and found to be compliance with GMP.

Cepus BbinyLeHa ans peanusauum.

The batch is released for sale.

porting country.The batch processing, packaging and analysis records were

MoaTeBEpxaeHo ynonHoMo4eHHbIM nuuom: Anna Wierzbicka-Kowalik

Approved by QP:

KpakoB, aeHb:
Krakéw,on:

07.09.2018, 16:18:49

ﬂaHHbIVI AOKYMEHT UMeeT dNEeKTPOHHbIE Nnoanucu.
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({a@iteva.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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EVARR (perations Potand

CepTudukaT aHanm3a
Certificate of analysis

Ceptudmkat Ne/Certificate No: 40450798

Npoaykt/Name of product. duHnencuH Tabnetku 200 mr 50 TabneTku
FINLEPSIN®TABLETS 200MG 50 RU

Koa marepuanal/Material code: 10009737

Ne cepuwn/Batch number. 16320618

Ne cepuwu 6anka/Bulk batch number: 14217318

Koa cneundukaumm u ctpaHbi-umnoptepa/

Specification code & importing country: SDI002220/13 Russia

Harta nponssoactea/Date of manufacture: 13 Asryct 2018 / 13 August 2018
Cpok rogHocTW/ Expiry date: Asryct 2021 / August 2021

WuausnayansHas ynakoBka /Correctness of packaging
Tabnetkn ynakosaHb! B 6niuctepsl 3 6enoit Henpoapauxon NBX/MBAX/AnoMuHnesoi oneru, no 10 TaBneTok B Kaxablit
6nucTep 1 no 5 6nuctepos (50 LIT) B KAPTOHHYIO NAYKY BMECTE € MHCTPYKLMEH MO NPUMEHEHMIO.

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.
Pesynbtat/Result.
CooTteeTtcrayet/Satisfactory

Kommentapuit/Comment: exp. date: 08.2021 verified by T.Jaros

HaHHbIM noaTBEPXKAAID, 4TO MHChOPMALIMSA, YOMSAHYTas Bbille, ayTEHTUYHas U TouHas. [laHHas cepus npogykTa Beina
npoaHanu3uposaHa B NOMHOM COOTBETCTBMM C TpebosannaMu GMP u 3aperucTpuposaHHoN creuwduKauneit UMNopTUPYIoW el
CTpaHbl. Pe3ynbTaThl aHanM3oB COOTBETCTBYIOT 3aperucTpUpoBaHHoi cneumdukaLmi.

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.

OnobpeHno/Approved by: Tomasz Jaros
Kpaxkos, paTta, spemsi/Krakow, on: 31.08.2018, 14:04:56

[aHHbIn AOKYMEHT UMEET 3MeKTPOHHbIE 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 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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Ceptudwukar aHanusa
Certificate of analysis

Ceptudcbukar Ne/Certificate No: 40450143

MNpoaykt/Name of product: ®uHnencuH Tabnetkn 200 mr, BANK
FINLEPSIN TABLETS 200MG

Koa matepwanal/Material code: 80012430

Ne cepuwn/Batch number: 14217318

Ne cepuu 6anka/Bulk batch number: 14217318

Koa cneuundukaumm n ctpaHbl-umnopTtepa/

Specification code & importing country: SDII002220/13

Hara nponssoacrea/Date of manufacture: 13 Asryct 2018 / 13 August 2018
Cpox roaHocTn/Expiry date: AsrycT 2019 / August 2019

Onucanne /General requirements
Benble kpyrnble TabneTtku ¢ cackoi, BeINyKNbIe C 0AHOI CTOPOHBI 1 C PUCKOI B BUAE KIMHOOBpa3Horo yriy6neHns — ¢ Apyroii.
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.
Pesynbtat/Result:
CooteeTtcrayet/Satisfactory
KommenTtapuii/Comment: verified by D.Tutak

MoanuHHocTs kapGamaszenuna - BAXKX /ldentification of carbamazepine - HPLC
Bpemsi yaepxusaHus OCHOBHOrO nuka COOTBETCTBYET BPEMEHW YAePKUBAHUS NWKa AN CTAHAAPTHOrO pacTeopa
Retention time of the major peak corresponds to the retention time of the standard
Pesynetat/Result.
Cooteetctayert/Satisfactory

CpeaHsna macca tabnetku /Average tablet weight
Hwxuuit npegen:  266.0 mr BepxHuit npepen:  294.0 mr
Lower limit:  266.0 mg Upper limit:  294.0 mg PeaynbTat/Result.
280.5 mr/ 280.5 mg

OTknoHeHus oT cpeaHei macchkl Tabnetku /Uniformity of single tablets weight
He 6onee 2 sHaueHWit MOTYT OTKIOHATLCA OT CpeaHen Macchl Gonbie Yem Ha 5 %; H OHO 3HAYEHWE HE MOXET OTKMOHSTLCS OT
cpeaHen maccel 6onee yem Ha 10 %
+/-5% of tested average weight tablet (NMT 2 tablets +/-10%)
Pesynbtat/Result:
CooteeTtcrayert/Satisfactory
KommenTtapuit/Comment: L=275.7;H=286.1

OpHopoaHocTe Aosvposanus /Uniformity of dosage units - mass variation
AV </ =15,0 gnsa 10 kancyn unn

AV </ =15,0 ana 30 kancyn

1 HU 0QHO 3HaYeHue He meHee, Yem 0,75 M u He Gonee, uem 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
PeaynbTat/Result:
Cootsetcrayet/Satisfactory

KommeHTapui/Comment: AV=2.1

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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Ceptudukat Ne/Certificate No: 40450143

EVA jperations Potan

CepTtuchukar aHanusa
Certificate of analysis

PacTeopetue peiicTaylowero BewecTsa - YpoBetb 1 KonuuecTso AeiicTsyiowero BewecTsa, pacTBOPEHHOro B TeyYeHue
45 MuHyT, ANs Kaxpon Tabnetku 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 cneuudukaLmn
According to specification Pesynetat/Result;
Cooteetcrayet/Satisfactory
KommeHTapuit/Comment: 96;96;98;96;98;98:A=97

PacTteopetue peitcTeylowmnx BewecTs (YpoBeHb |) KonnyecTso AeicTBYIOWMX BEWECTB, PacTBOPEHHLIX B Te4eHue 30
MUHYT, AN kaxpou 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 less than 50% (Q+5%)
CornacHo cneyudukauuu
According to specification Pesynetat/Result:
CooteeTtctByeT/Satisfactory
KommenTapuit/Comment: 94,94;95;94;96;95;:A=95

PacTteopetue peictaytowmx selwecTs (YpoBeHs |) KonvuyecTso geicTByommx BellecTs, pacTBOPeHHbIX B TeueHue 180
MUHYT, AN kaxpaoi Tabnetku 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 cneuudukaumm
According to specification Pesynwtat/Result:
CooTtsetcryeT/Satisfactory
KommeHTapuin/Comment: 97;97;99;97;99;98;A=98

PacteopeHue aeicTaylowmx BelecTs (YpoBeHs |) KonuyecTBo aeiicTByOIMX BElECTB, pacTBopeHHbIX B TeyeHue 30
MUHYT, AN kaxpgon TabneTtkn 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 cneuudukauuu
According to specification PesyneTat/Result:
CooteetcrByeT/Satisfactory
KommeHTapuin/Comment: 94;94;95;94:96:95:A=95

PacTBopeHue geicTByoWmX BewecTs (YposeHb 1) Konuuectao AeicTByIOWMX BewWweCcTB, PACTBOPEHHLIX B TeveHue 120
MUHYT, ANA kaxaon TabneTku 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 cneuudmkauum
According to specification PesynbTtat/Result:
CootsercrByeT/Satisfactory
KommeHTapuit/Comment: 97;97;98;97;99;98:A=98

Xpomarorpacueckan uncrora (BIXKX) - Kap6amasenuna anokcun /Chromatographic purity (HPLC): - Carbamazepine
epoxide
BepxHuti npegen: 02%
Upper limit: 02% PeaynbTat/Result;
0.0%/0.0%

KommeHTtapuit/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; Regon /Statistical ID number/ 012230311,

Share capital: PLN 22,000,000.00 (fully paid-up).
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: Ceptudukat Ne/Certificate No: 40450143
GEVARE JRETALIONS ' ';_.lq,',"’

Ceptudmkar aHanusa
Certificate of analysis

Xpomarorpacuyeckan yuctora (BIXKX) - AkpugoH /Chromatographic purity (HPLC): - Acridone
BepxHuit npegen: 02%
Upper limit: 02% Pesynbtat/Result:
0.0%/0.0%
KommenTapuit/ Comment: nd

Xpomarorpacuyeckas unctora (BIXKX) - Akpuoun /Chromatographic purity (HPLC): - Acridine
BepxHuii npegen: 0.2%
Upper limit: 02% Pesynetat/Result:
00%/0.0%
KommenTapuit/Comment: nd

Xpomarorpacpuyeckasn yncrora (BOXX) - 9-merunaxkpuaun /Chromatographic purity (HPLC): - 9-methylacridine
BepxHuit npeaen: 0.2%
Upper limit: 0.2% Pesynbtat/Result:
0.0%/0.0%

KommerTapuin/Comment: nd

Xpomartorpacpuyeckas yuctora (BIXKX) - UmuHoctuns6en /Chromatographic purity (HPLC): - Iminostilben
BepxHuit npepen: 0.2%
Upper limit: 0.2% PesynsTat/Result:
00%/0.0%
KommenTapuw/Comment: nd

Xpomarorpacpuieckas yncrota (BIXKX) - eanHnuHan HeupeHTuduumpoBaHHan npumeck /Chromatographic purity (HPLC):
- single unknown impurity
BepxHuit npegen: 0.2%
Upper limit: 02% Pesynbtat/Result:
0.0%/0.0%
KommenTapui/Comment: <QL

Xpomarorpacduueckasn unctora (BIXKX) - cymma HempeHTubUUMpOBaHHbIX NpuMmecenn /Chromatographic purity (HPLC): -
Total unknown impurities
BepxHuia npegen: 0.5%
Upper limit: 0.5% Pesynbtat/Result:
00%/0.0%
Kommentapuin/Comment: <QL

Xpomatorpaduyeckan yuctora (BIXKX): - cymma naeHTMMUMPOBaHHBIX U HEUASHTUDMLUMPOBAHHBLIX NPpUMEcen
IChromatographic purity (HPLC): -Total known and unknown impurities
BepxHuit npegen: 0.5%
Upper limit: 0.5% Pesynetat/Result:
00%/0.0%

KommenTtapuit/ 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 ID number': 951-15-88-683; Regon /Statistical ID number’ 012230311,
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Ceptucbukar Ne/Certificate No; 40450143

Ceptudukar aHanumsa
Certificate of analysis

KonuuecTeeHHoe onpeaeneHue kapbamasenuta B ogHoii Tabnetke (BIXKX) /Assay of carbamazepine in 1 tablet (HPLC)
Hwxuuid npegen:  190.0 mr Bepxuui npegen:  210.0 mr
Lower limit: ~ 190.0 mg Upper limit:  210.0 mg PesynbTtat/Result:
1971 mr/ 197.1 mg

KonuuyecteeHHoe onpeaenexHne kapbamasenuHa (B % oT 3asiBneHHoro konuvectea) /Assay of carbamazepine (in % of
declared content) (HPLC)
HwxHuiA npeaen: 95.0 % Bepxuuii npegen:  105.0 %
Lower limit: 95.0% Upper limit:  105.0 % PesynwsTtat/Result:
98.5%/98.5%

[aHHbIM noaTBEPXKAAID, YTO MHCOPMALMA, YNOMSHYTan BhIle, ayTEHTMYHAN U TouHas. [JaHHas cepus npogykTa Bbina
npoaHanusnposaHa B NofHOM COOTBETCTBUM C TpebGosaHnaMn GMP 1 3apertcTpupoBaHHON crieumdukaumen UMNOpTUPYIOLLE
CTpaHsl. Pe3ynbTaTel aHarnuaos COOTBETCTBYIOT 3apPErUCTpUpPOBaHHON cneumrdukaumm.

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 Makowiec
Kpaxos, nata, spems/Krakdw, on: 22.08.2018, 06:13:49

[HaHHbIR AOKYMEHT UMEET 3NEKTPOHHbIE NOAMUCH.
This docurnent 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
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