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Ceptudcdukar coorBeTcTBUSA

Certificate of Compliance

‘Authorization Number/PerncrpaunoHHbin Ne
138/0018/15

MP Certificate Number/Ne ceptudukata GMP
GIF-IW-400/0018_01/04/203/14
GIF-IW-400/0018_03/04/152/14
GIF-1W-400/0018_03/04/205/14

Ceptudpumkat Ne: 80161037

Certificate No:

MpoaykT: duHNencuH petapg TabneTku

Product: NponoHrupoBaHHoro aencteun, 200 mr x 50

w
FINLEPSIN RETARD TAB.PR 200MG 50 RU

MmnopTupyiowana cTpaHa: Poccua
Importing country: Russian Fed.
PeructpaunoHHoe yaoctoBepeHue: T N015417/01
MA:
Ne cepun 6anka: 14040318
Batch No (Bulk):
Ne cepun rotoBoro npoaykra: 16074218
Batch No (Finished product):
Ne cepumn A®GC 17L16746
(MpoussoauTens):
Batch No API (Manufacturer):
Ne cepun A®C: 170965093
Batch No API:
Mpounssogutens ADC: Arevipharma GmbH
API manufacturer name:
Appec npoussogutens A®C: Meissner Strasse 35
AP| manufacturer address: 364159
01445
Radebeul
Germany
YnakoBaHHOe KONU4ecTBO AN 14.570,000 WT
UMnopTUpytoLen cTpaHsbl [LT]:
Quantity packed for importing country:
Cpok rogHocTu: despanb 2021
Expiry date: February 2021
[aTa npoussoacTea: 07 ®eBpans 2018
Date of manufacture: 07 February 2018

LaHHbIn AOKYMEHT UMEET 3NeKTPOHHbIe nognucu.
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 Krakdw 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 coorsBetcTrBus

Certificate of Compliance

‘Authorization Number/PerncrtpaumnonHsiit Ne GMP. Certificate Number/Ne ceprnukata GMP
138/0018/15 GIF-IW-400/0018_01/04/203/14

GIF-IW-400/0018_03/04/152/14
GIF-1W-400/0018_03/04/205/14

MponzsoauTens: Teva Operations Poland, Krakow
BMS:

YnakoBLUUK: Teva Operations Poland, Krakow
BPS:

MecTto nposegeHna aHanuaa: Teva Operations Poland, Krakéw
BTS:

Bbinyckaowmin KOHTpone KayecTea: Teva Operations Poland, Krakow
BRS:

KapToHHas nadka: 70055080

Box:

®donbra: 70055078

Foil:

WHCcTpyKUMA No MeauumMHCKomy 70055092
NPUMEHEHNIO:

Leaflet:

HaHHbIM nogTBEpPXKAALD, YTO MHdOPMaUUS, YNOMAHYTasA Bbile, ayTeHTUYHAaA U ToYHas. [aHHas
cepus npoaykTa b6bina npon3seneHa, BKMOYas NpoLECChl YNaKoBKU U KOHTPONSA KavyecTsa, B
nonHom cooteeTcTeun ¢ TpebosaHuamn GMP 1 cneuyndukaymen MUMNOPTUPYIOLLEN CTpaHbl.
3anucu npoueccos NPOVM3BOACTBA, YNAKOBKU M aHann3a HaxoAaTces B cooteeTcTeumn ¢ 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 importing country.The batch processing, packaging and analysis records were
reviewed and found to be compliance with GMP.

Cepvm BbinyLwieHa ana peanusauun.
The batch is released for sale.

MoaTteepxageHo ynonHoMoYeHHbIM nuuom: ANNA WIERZBICKA-KOWALIK
Approved by QP:

Kpakos, aeHb: 07.03.2018, 16:24:49

Krakéw,on:

ﬂaHHblﬁ AOKYMEeHT UMeET ANEeKTPOHHbIe nognucu.
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 Krakow 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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CepTudmkaT aHanmsa
Certificate of analysis

Ceptudpukat Ne/Certificate No: 40443117
Mpoaykt/Name of product.
FINLEPSIN 200 RETARD TABLETS 200MG
Koa maTtepuwanal/Material code: 80012431
Ne cepuu/Batch number: 14040318
Ne cepumn 6anka/Bulk batch number: 14040318

Koa cneuucbukaLmm n cTpaHbl-umnoprtepa/

Specification code & importing country. SDi1002250/10

[Hata npoussogcrtea/Date of manufacture: 07 ®espanb 2018 / 07 February 2018
Cpok rogHocTw/ Expiry date: ®espanb 2019 / February 2019

Onucanue /General requirements
Ot 6enoro [0 XernToBaToro LBeTa, OKpyrnbie nnockue Tabnetkn B hopMe NUCTa KneeBepa Co CKOLUEHHbIMW KpasmMy, C
kpectoobpa3HbiMU NUHUAMKU pa3noma Ha 06enx cTopoHax u 4-MA 3apybkamn Ha 60KOBOW NOBEPXHOCTY, C FNaAKON NOBEPXHOCTLIO,
HEMoBPEXAEHHLIMU KPasiMu U OAHOPOAHLIM BHELUHUM BUOOM
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:
CooTsetcrsyeT/Satisfactory
KommeHTapuin/Comment: verified by K.Sikora

NoanuHHocTb kapbama3senuna - BAXKX /identification of carbamazepine - HPLC
CooTBeTCTBYET CTaHAapTy
Corresponds to the standard Pesynbtat/Result:
CootsetcryeT/Satisfactory

NoanuHHocTL kKap6amasenuHa — Y®-cnektpodoTtometpun /Identification of carbamazepine - UV
CooTBeTCTBYET CTAaHAAPTY
Corresponds to the standard Pesynbtat/Result:
Cootsetcrayet/Satisfactory

CpepHaa macca Tabnetku (300,0 £ 2%) /Average weight of tablet (300,0%2%)
HuxHui npepen:  294.0 mr Bepxnuii npegen:  306.0 mr
Lower limit:  294.0 mg Upper limit:  306.0 mg PesynsTtat/Result:
301.2mr/ 301.2 mg

OtknoHeHun oT cpeaHent maccel /Uniformity of tablets weight

He Bonee yem 2 oTnu4aeTcs oT cpegHel maccbl 6onee wem Ha 5 % 1 HM 0aHON He oTnuyaeTcs Bonee yem Ha 10 %

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

Kommentapuit/Comment: L=296.0;H=306.3

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).

1/ 5



Ceptudmkat Ne/Certificate No: 40443117
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CepTtudukar aHanusa
Certificate of analysis

PacrBopeHue akTuBHOTrO BeujecTBa — YpoBeHb 1 (Ans 6 Tabnerok) Yepes 15 muHyT ans kaxgoi Tabnerku: 10-30% ot
3asiBneHHoro konuvecrtea /Dissolution of active substance - Level I (for 6 tablets) After 15 minutes for each tablet: 10-30%
of declared content
corrnacHo cneuvdukaumm
according to specification PesynbTtat/Result:
He coovsetcteyeT/Not satisfactory
KommenTapuin/Comment: 11;11;8;12;10;13

PactBopeHue pencrtayioulero Bewectsa: CpeaHee ans ypoBHen 1+2 (12 tabnetok) yepes 15 MUHYT (B % OT 3asiBI@HHOTO
conepxaHus) IDissolution of active substance: Average of levels 1+2 (12 tablets) after 15 minutes (in % of declared

content)
HwxHuiA npepen: 10 % BepxHuid npeaen: 30 %
Lower limit: 10 % Upper limit: 30% Pesynbrat/Result:

10%/10%

PacrTsopeHue geicTayollero BewecTtsa — YpoBeHsb Il (ans 12 tabnetok) Yepes 15 MuHyT AnA kaxaon Tabnetku: 0 — 40 %
OT 3anBneHHoro cogepxauus /Dissolution of active substance - Level Il (for 12 tablets) After 15 minutes for each tablet:
0-40% of declared content
cornacHo crneyudmkauum
according to specification PesyneTtat/Result:
CootseTtcrayet/Satisfactory
KommeHTtapuin/Comment: 10;11;13;7;9;10

PacTteopeHue akTuBHOro BelecTsa — YposeHb 1 (Ans 6 Tabnetok) Yepes 90 MuHyT ans kaxaon tabrnetkw: 45 - 65% ot
3ansneHHoro konuyectsa /Dissolution of active substance - Level I (for 6 tablets) After 90 minutes for each tablet: 45-65%
of declared content
cornacHo cneundukaumm
according to specification Pesynbrtat/Result:
CooTteetctsyet/Satisfactory
KommenTtapui/Comment: 50;51;47;53;48;50

PacTtBopeHue nencTayloilero Bewectaa: CpeaHee ans yposHen 1+2 (12 tabnetok) yepes 90 MUHYT (B % OT 3asiBNeHHOro
conepxaHus) IDissolution of active substance: Average of levels 1+2 (12 tablets) after 90 minutes(in % of declared

content)
HwxkHuii npeaen: 45 % BepxHui npepen: 65 %
Lower limit: 45 % Upper limit: 65 % PesynbTat/Result:

50 %/ 50 %

PacTeopeHue aencTayiowero Bewecrsa — YpoBeHb Il (ans 12 tabnetok) Yepes 90 MuHyT ans kaxxpon rabnetku: 35 -75 %
OT 3aaBneHHoro copepxanus /Dissolution of active substance - Level Il (for 12 tablets) After 90 minutes for each tablet:
35-75% of declared content
cornacHo cneuvdukauum
according to specification Pesynbtat/Result:
CootsetctByeT/Satisfactory
KommeHTtapuit/Comment: 51;54;56;42;49;53

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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Ceptucbukar Ne/Certificate No: 40443117
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CepTudmkar aHanusa
Certificate of analysis

PacTeBopeHue akTUBHOro BellecTsa — YpoBeHb 1 (ans 6 Tabnetok) Yepes 210 MuHYT ANs Kaxaon Tabnetku: He MeHee 70 %
oT 3aABneHHoro konuyectsa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not
less 70% of declared content
corfacHo cneuudukaumm
according to specification Pesynbtat/Result.
CootseTtcTByeT/Satisfactory

Kommentapuin/Comment: 81;80;78;82;78;81

PacTtBOopeHue gencTByOLero sewecTsa: CpegHee Ans ypoBHen 1+2 (12 Tabnertok) yepes 210 MUHYT (B % OT 3aAABNEHHOrO
cogepxaHusn) /Average of levels 1+2 (12 tablets) after 210 minutes (% of declared content)
HwxHwniA npegen: 70 %
Lower limit: 70 % Pesynbtat/Result;
81%/81%

PacTBopeHue aencteyowero Beuecrtsa — YpoBeHs Il (ans 12 tabnetok) Yepez 210 MUHYT Ons kaxxaon TabneTku: He
MeHee 60 % ot 3asBneHHoro cogepxanusn /Dissolution of active substance - Level Il (for 12 tablets) After 210 minutes for
each tablet: not less 60% of declared content
cornacHo creuvcukaummn
according to specification Pesynbtat/Result:
CootsetcryeT/Satisfactory

KommenTapuit/Comment: 82;84;84;77;81;85

Xpomarorpadpudeckan ynctora (BIXX) - Kapbamasenuna anokcug /Chromatographic purity (HPLC): - Carbamazepine
epoxide
BepxHuii npeaen: 02%
Upper limit: 0.2% PesyneTat/Result:
0.0%/0.0%

KommenTapuin/Comment: ND

Xpomarorpacduyeckas ynucrora (B3XX) - Akpuaon /Chromatographic purity (HPLC): - Acridone
BepxHuit npepen: 0.2 %
Upper limit: 02% Pesynbtat/Result:
00%/0.0%

KommeHTapuin/Comment: ND

Xpomartorpacduyeckan uncrora (BIXX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
BepxHuit npepen: 0.2 %
Upper limit: 02% Pesynbtat/Result;
0.0%/00%

KommeHTapuit/Comment: ND

Xpomartorpadpuueckan yucrora (BIXKX) - 9-metunakpuaud /Chromatographic purity (HPLC): - 9-methylacridine
BepxHuii npepen: 02%
Upper limit: 0.2% PesynbTat/Result.
0.0%/0.0%

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; Regon /Statistical ID number’' 012230311,

Share capital: PLN 22,000,000.00 (fully paid-up).
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Ceptudukat Ne/Certificate No: 40443117
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CepTtuchukar aHanu3sa
Certificate of analysis

Xpomarorpaduueckas uncrora (BIXX) - UmuHoctuns6en /Chromatographic purity (HPLC): - Iminostilben
BepxHuit npegen: 0.2%
Upper limit: 0.2% PesynbTat/Result:
0.0%/00%

KommenTapuin/Comment: ND

Xpomartorpachuueckan uncrorta (BIXX) - eauHnuHan HenpgeHTuduumMposaHHaa npumecs /Chromatographic purity (HPLC):
- single unknown impurity
BepxHuii npeaen: 02 %
Upper limit: 02% PesyneTtat/Result:
0.0%/00%

KommenTapuin/Comment: 0.03

Xpomatorpaduueckan yncrora (B3XX) - cymma HenzeHTUDMUMpPOBaHHbIX NpuMeceid /Chromatographic purity (HPLC): -
Total unknown impurities
BepxHuii npegen: 0.5%
Upper limit: 0.5% Pesynbrat/Result:
01%/01%
Kommenrapuin/Comment: 0.05

Xpomatorpacpuyeckasa umcrota (BIXKX) - cymma naeHtnduumpoBaHHbIX U HeMaeHTMMULUKMPOBAHHbLIX NPUMeEcen
IChromatographic purity (HPLC): - total known and unknown impurities
BepxHuii npegen: 05%
Upper limit: 0.5% PesynbTtat/Result:
01%/01%

KommeHTapui/Comment: 0.05

KonuyectseHHoe onpepnenexue kap6amasenuHa B oaHomn Tabnetke (BOXKX) /Assay of carbamazepine in 1 tablet (HPLC)
HwxHuia npegen:  190.0 mr Bepxuuit npegen:  210.0 mr
Lower limit:  190.0 mg Upper limit: ~ 210.0 mg Pesynbtat/Result:
201.4 mr/ 201.4 mg

KonunuyectBeHHoe onpepneneHue kap6amasenuHa (B % oT 3asBneHHoro konuvecTtBa) /Assay of carbamazepine ( in % of
declared content) (HPLC)
HwxHuiA npepen: 95.0 % Bepxxuid npegen:  105.0 %
Lower limit: 95.0% Upper limit: ~ 105.0 % PesynbTtat/Result:
100.7 %/ 100.7 %

JaHHbIM noaTBepXAalo, YTo MHCHOPMaLMS, YNOMAHYTas Bhile, ayTeHTUMHAA 1 TouHas. [aHHan cepus npoaykTa 6eina
npoaHanuavpoBaHa B NOMHOM COOTBETCTBUU C TpebosaHusmvm GMP 1 3aaperucTpuposaHHoli cneuudmkaumen UMnNopTUpyioLen
CTpaHbl. PeaynbTaThl aHanNnW30B COOTBETCTBYIOT 3aperncTpupoBaHHon cneyvdukaumm.

| 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 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/Certificate No: 40443117

CepTudukar aHanumsa
Certificate of analysis

OpobpeHo/Approved by: Agnieszka Makowiec
Kpakos, aata, spems/Krakdw, on: 26.02.2018, 13:39:04

[aHHbI AOKYMEHT UMEeT 3NeKTPOHHLIE Nognucuy.
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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CemebVT KaT aHanu3a
Certificate of analysis

Ceptucbukar Ne/Certificate No: 40443422

Mpoaykr/Name of product. duHNencuH petapa TabneTtku
nponoHruposaHHoro gewucrasmns, 200 mr x 50
w
FINLEPSIN RETARD TAB.PR 200MG 50 RU

Kog, matepuanal/Material code: 10009739

Ne cepuwu/Batch number: 16074218

Ne cepun 6anka/Bulk batch number: 14040318

Koa cneuundukauun u cTpaHsl-umnopTtepa/

Specification code & importing country: SDII002250/10 Russia

Hata npounssoacteal/Date of manufacture: 07 ®espans 2018 / 07 February 2018
Cpok roaHocTw/ Expiry date: despanb 2021 / February 2021

UHauBuayansHas ynalz:)axa ICorrectness of individual packaging
Tabnetku ynakoBaHkl B Gnuctepel us 6enoit HenpoapadHoti MNBX/MBAOX//AniomuHuesoi cdoneru, no 10 TabneTok B kaxabli
6nuctep 1 no 5 6nuctepoe (50 WT) B KAPTOHHYIO NaYKy BMECTE C UHCTPYKLUEW NO NPUMEHEHUIO.

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.
Pesynbrat/Result:
CootseTctyeT/Satisfactory

KommenTapuin/Comment: exp. date 02 2021 ver. A.Makowiec

[JaHHbIM NoATBEPHAALD, YTO MHDOpMaUUA, YNIOMAHYTan Bbile, ayTeHTUYHAaA U TouHas. JaHHas cepus npoaykTa 6bina
npoaHanuaMpoBaHa B NOMHOM COOTBETCTBUM ¢ TpeBosaHnamn GMP u saperucTpyupoBsaHHoii cneundmkaunen uMAopTUpYIoLed
CTpaHbl. PeaynbTaThl aHaNnU30B COOTBETCTBYIOT 3aperucTpMpoBaHHON creumndukaLmm.

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.

OpnobpeHo/Approved by: Agnieszka Makowiec
Kpakos, nata, spems/Krakéw, on: 27.02.2018, 12:29:12

[JaHHbIl AOKYMEHT UMEET 3NeKTPOHHbLIE 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 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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