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Ceptuchukar coorBeTCcTBUSA

Certificate of Compliance

Authorization Number/PernctpaunonHbia Ne
138/0018/15

GMP Certificate Number/Ne ceptuchuxata 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

Ceptudcukat Ne: 80186604

Certificate No:

MpoaykT: ®duHnencuH petapg TabneTtkn

Product: nponoHruposaHHoro gewncreus, 400 mr x 50
wT
FINLEPSIN RETARD TAB.PR. 400MG 50 RU

MmnopTtupyloLlas crpaHa: Poccus

Importing country: Russian Fed.

PerncrpaunoHHoe yaocToBepeHue:

M N015417/01

MA:

Ne cepun 6anka: 14101020
Batch No (Bulk):

Ne cepun roToBoro npoaykra: 16175520

Batch No (Finished product):

Ne cepym APC 19N21246, 19N21247
(MpoussoguTens):
Batch No API (Manufacturer):
Ne cepun APC: 191065550, 191266213
Batch No API:
Mpoussoautens APC: Arevipharma GmbH
API manufacturer name:
Appec npoussoautens A®C: Meissner Strasse 35
APl manufacturer address: 364159

01445

Radebeul

Germany
YnakosaHHoe Konn4ecTBo ANs 6.242,000 WLIT
UMMNOPTUPYIOLEN CTPaHb! [T
Quantity packed for importing country:
Cpok rogHocTu: Anpenb 2023
Expiry date: April 2023
[aTa npoussogcTea: 20 Anpenb 2020
Date of manufacture: 20 April 2020

ﬂaHHbIVI AOKYMEHT UMEET 3NEKTPOHHBIE NOAMNCH.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z0.0.
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: 80186604

teva

CepTudcumkat cOOTBEeTCTBUA

Certificate of Compliance

Authorization Number/Peructpaumonyein Ne GMP Certificate Number/Ne cepTudukara 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

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

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

MecTto npoBegeHns aHanusa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéw
BbinyckaloLuia KOHTPOSb Ka4yecTBa: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakéw

KapToHHasa nadka: 70064601

Box:

donbra: 70060306

Foil:

MHCTpYKUMA NO MeAULIMHCKOMY 70064391

NPUMEHEHMWIO:

Leaflet:

HaHHbIM noaTBEPXKAAI0, YTO UH(OPMaLMS, YNOMAHYTAas Bbille, ayTeHTUYHas U TovHas. [laHHas
cepus npoaykTa bbina nponsseaeHa, BKIOYas NMPOLECCh! YNaKoBKM 1 KOHTPONA KavecTsa, B
nomnHom cooTeeTcTBuM ¢ TpebosaHnamu GMP 1 cneymdukaumen MMNOPTUPYHOLLENA CTPaHbI.
3anucu npoLieccoB NPOWM3BOACTRA, YNAKOBKN Y aHaNU3a HaxoasTcs B cooTBeTcTBUU ¢ 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 BbifyLLleHa Ansa peannsaduin.
The batch is released for sale.

MoaTBEPXAEHO YNONMHOMOYEHHBIM NULIOM: Anna Jachewicz-Jakubowicz
Approved by QP:

KpakoB, OEHb: 25.05.2020, 14:00:32

Krakow,on:

HdaHHbiA AOKYMEHT UMEET 3AJIEKTPOHHbIE NOAMNCH.
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/ ¢12230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fally paid-up).
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teva

Ceprucukar aHanusa
Certificate of analysis

Ceptudukat Ne/Certificate No: 80186604

Mpoaykr/Name of product: duHnencuH petapg Tabnetku
nponoHrupoBaHHoro aewncrens, 400 mr x 50
T
FINLEPSIN RETARD TAB.PR. 400MG 50 RU

Kop maTtepuana/Material code: 10009736

Ne cepuu/Batch number: 16175520

Ne cepuu Banka/Bulk batch number: 14101020

Kog crneuundukaumm n cTpaHbl-umnoprepa/

Specification code & importing country: SDII002241/15 Russia

DNara npoussoactealDate of manufacture: 20 Anpens 2020 / 20 April 2020
Cpok rogHocT/ Expiry date: Anpenb 2023 / April 2023

WuauBupyansHan ynakoBka /Correctness of individual packaging
TabneTku ynakosaHbl B 6nmctepsbt ua NMBX/MBOX/namuHuposaHHON aniomuHneBoii donbry, no 10 Tabnetok 8 kaxaeiv 6nuctep n
no 5 6nuctepos (50 WT) ¢ MHCTPYKUWEN NO NPUMEHEHKIO B KAPTOHHYIO MAYKY C KOHTPONEM NEPBOro BCKPbITUS BMECTE.

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.
Pesynetat/Result:

CooteevcrayeT/Satisfactory

hpa.B.ManOCTb uHaMBUAyanbHon ynakoBku /Correctness of individual packaging
Hanuuve ycTpoiCcTBa 3alUuThl OT HECAHKLMOHUPOBaHHOFO aoctyna (ATD)- kneenas nadka.

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

[JaHHLIM noATBepKAal0, YTo MHOPMaLMs, YNOMSAHYTas Bollle, ayTEeHTU4HAA M TouHas. [aHHas cepus npogykta Geina
npoaHanu3anposaHa B NOSIHOM COOTBETCTBUM € TpebosaHuaMu GMP 1 3aperncTpMpoBaHHON cneumcukaumein MNopTUPYIOLLEN
CTpaHbl. PesynbTaTthl aHanM30B COOTBETCTBYHOT 3aPErMCTPUPOBAHHOW cneuudnkaLmuy.

| 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.

OpobpeHo/Approved by: Anna Jachewicz-Jakubowicz
Kpakog, gata, spemsi/Krakéw, on: 25.05.2020, 14:00:32

[aHHbiin AOKYMEHT UMeeT SNEKTPOHHbIE NOANMCH.
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: ut. 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 Nationat 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

CepTtudmkar Ne/Certificate No: 40474704

Mpoaykr/Name of product. duHnencuH petapg TabneTku
nponoHrupoeaHHoro gencrteun, 400 mr, BANK
FINLEPSIN 400 RETARD TABLETS 400MG

Kog marepuanal/Material code: 80012432
Ne cepuwn/Batch number: 14101020
Ne cepun 6anka/Bulk batch number: 14101020

Kog cneundukayuy v cTpaHbi-umnoprepa/

Specification code & importing country: SDII002241/15

Hata npoussoactea/Date of manufacture: 20 Anpenb 2020 / 20 April 2020
Cpok rogHocTu/Expiry dalte: Anpenb 2021 / April 2021

Onucanue /General requirements
Ot 6enoro 40 XeNTOBATOrO LBETA, OKpYrMble NNockue TabneTky B hOpMe NUCTA KreBepa CO CKOLLEHHLIMU KpasiMu, ¢
KpecToobpasHbiMU NTMHUSIMW pa3noma Ha obeux CTopoHax U 4-MA 3apybkamu Ha G0KOBOI MOBEPXHOCTH, C [NAAKON NOBEPXHOCTbIO,
HenoBpeXxaeHHbIMU KpaaMu 1 OQHOPOAHbBIM BHELWHUM 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.
PesyneTtat/Result:
CootsetctByeT/Satisfactory
KommeHTtapuil/Comment: verified by PMigala

NopnvHHOCTE KapGamaszenuHa - BOXKX /Identification of carbamazepine - HPLC
CooTBeTCcTBYeT CTaHAAPTY
Corresponds to the standard PesynbTat/Result.
CooTteeTcTByeT/Satisfactory

NognuHHOCTL Kap6amasenuHa — Y®-cnexkrtpodoTrometpus /ldentification of carbamazepine - UV
CooTBeTCcTBYET CTaHZapTy
Corresponds to the standard PesynbTtat/Result.
CooreetcrByet/Satisfactory

CpegHsas macca TabneTtku (600,0 £ 2%) /Average mass of tablets (600,0 mg +/-2%)
HwxHui npegen:  588.0 Bepxnuit npegen:  612.0
Lower limif:  588.0 Upper limit:  612.0 Pesynbtat/Result:
598.9 /598.9

OTknoHeHus oT cpeaHen macckl [Uniformity of tablets weight

He Gonee yem 2 oTnu4aeTcs oT cpeaHei Maccht bonee yem Ha 5 % 1 HU ogHol He oTnudaeTcs Bonee 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:
Cooreetcreyet/Satisfactory

KommenTtapuin/ Comment: L=590.9;H=607.2

Teva Operations Poland sp. z 0.0.

ul. Emilij 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.p|

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: 40474704

Ceptndpukar aHanusa
Certificate of analysis

PacTBopeHue akTUBHOro BeulecTBa — YpoBeHb 1 (ana 6 Tabnertok) Yepea 15 muHyT ans kaxagon tabnetku: 10-30% ot
3anaBrieHHoro konuuectea /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30%
of declared content
cornacHo cneuudvkaummn
according to specification Pesynbtat/Result:
CooTteetcrByeT/Satisfactory
KommenTtapwii/Comment: 20;20;20;20;16;16;A=19

PacTBOpeHue akTUBHOro BellecTBa — YpoBeHb 1 (ana 6 TabneTtok) Yepes 90 muHyT ana kaxaoi Tabnerku: 45 - 65% ot
3asBneHHoro konuyectea /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65%
of declared content
cornacHo cneundukalmm
according to specification PesynbTat/Result:
CootsetcTByeT/Satisfactory
KommeHTtapuin/Comment: 53;50;51;55;60;49;A=51

PacTBOpeHue akTMBHOrO BellecTBa — YpoBeHb 1 (Ans 6 tabnertok) Yepes 210 MmuHyT AnA kaxaok TabneTku: He MeHee 70 %
oT 3asBneHHoro KonuvecTtsa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not
less 70% of declared content
cornacHo cnevuydukaymm
according to specification Pesynbtat/Result:
CooteetcTeyeT/Satisfactory
KommeHtapui/Comment: 79;77;78;80;77;76;A=78

Xpomatorpadmueckan yncrora (B3XX) - Kapbamasenuna snokcun /Chromatographic purity (HPLC): - Carbamazepine
epoxide
BepxHuii npepen: 0.2%
Upper limit: 02% PesynbTat/Resulf:
00%/00%
KommeHTapuin/Comment: ND
Xpomatorpacmueckan uncrora (BIXX) - Akpugou /Chromatographic purity (HPLC): - Acridone
BepxHuii npeaen: 0.2%
Upper limit: 0.2% PesynbTat/Result.
00%/00%

KommeHTapuit/Comment: ND

Xpomarorpacduyeckas uncrora (BIXKX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
BepxHuit npegen: 02%
Upper limit: 0.2% PesynbTat/Result.
00%/00%
KommenTtapuin/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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Ceptudpukat Ne/Certificate No: 40474704

teva

Ceptudukar aHanusa
Certificate of analysis

Xpomatorpacduyeckas uncrora (B3XX) - 9-merunakpupun /Chromatographic purity (HPLC): - 9-methylacridine
BepxHuit npegen: 0.2 %
Upper limit: 02% PesynbTat/Result:
00%/00%
KommeHTapuit/Comment: ND

XpomaTtorpadhuyeckasn uucrora (BAXX) - Umunoctune6en /Chromatographic purity (HPLC): - Iminostilben
Bepxnuit npegen: 0.2 %
Upper limit: 02% PesynbTat/Result:
00%/0.0%
KommenTapuit/Comment: ND

Xpomatorpaduyeckan umcrora (BAXKX) - eauHuyHasn HenaeHTMdUUmMpoBaHHan npumMecs /Chromatographic purity (HPLC):
- single unknown impurity
BepxHuit npegen: 0.2%
Upper limit: 02% PesynbTar/Result:
00%/0.0%
KommenTapwit/Comment: 0.03

XpomaTtorpacuueckas uncrora (BIXX) - cymma HemaeHTuULMpoBaHHbIX Npumeceit /Chromatographic purity (HPLC): -
Total unknown impurities
BepxHwuit npeaen: 05%
Upper limit: 0.5% Pesynetat/Result:
01%/0.1%
KommenTtapuit/Comment: 0.06

Xpomatorpacduyeckan yncrora (BIXX) - cymma naeHTMdOUUMPOBaHHLIX U HeMAEHTUhULIMPOBAHHBLIX NPUMECEN
IChromatographic purity (HPLC): - total known and unknown impurities
BepxHuih npegen: 0.5%
Upper limit: 0.5% PesyneTat/Result:
01%/0.1%
KommeHTapuin/Comment: 0.06

KonuuectBeHHOe onpeneneHune kap6amasenuHa B ogHoi Tabnetke (BAXX) /Assay of carbamazepine in 1 tablet
Hwxnuii npeaen:  380.0 BepxHwuit npepen: 420.0
Lower limit:  380.0 Upper limit:  420.0 Pesynbtat/Result:
400.2 /400.2

KonnuecteeHHoe onpeaeneHue kapbamasenuHa (B % ot 3asiBNeHHOro konuvecrsa) /Assay of carbamazepine (in % of

declared content)
HwokHuid npepen: 95.0 % BepxHuii npegen: 105.0 %
Lower limit: 95.0 % Upper limit:  105.0 % PesynbTat/Result.

100.0 %/ 100.0 %

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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Ceptuchukar Ne/Certificate No: 40474704

teva

Ceptudmkar aHanmsa
Certificate of analysis

[JanHbiM noaTeep*aalo, UTo MHAOPMaUNs!, YNOMSAHYTas! Bbillie, ayTEHTUYHAA U ToYHas. [laHHas cepus npoaykTa beina
npoaHanuavuposaHa B NOMHOM COOTBETCTBUM ¢ TpeBosanuammu GMP v saperncTpupoBaHHO! cneumdukaLuen MMNopTUpYIoLLe
CTpaHbl. PesynbTaThi aHaNM308 COOTBETCTBYIOT 3aperMcTPUPOBAHHOIA creLuduKaLmv,

| 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.

Opno6peHo/Approved by: Tomasz Jaros
Kpako, aata, spema/Krakow, on: 25.05.2020, 12:12:21

[aHHbIfN QOKYMEHT MMEET 3reKTPOHHbIE NOANUCH.
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 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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