teva

CepTudukar cooreseTcTeUs
Certificate of Compliance

Lertificate Number/Ne ceptudukara GMP

133,0018” 5 IWSC.405.13.2021.AJE.1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

CepTtuchurar Ne: 80210968

Certificate No:

MpogykT: ®uHnNencuH petapg Tabnerku

Product: nponoHrupoBaHHoro aeicteuns, 200 mr x 50

wT
FINLEPSIN RETARD TAB.PR 200MG 50 RU

WmnopTupyowas crpaHa:
Importing country:

Poccus
Russian Fed.

PeructpaumoHHoe M N015417/01

yAOCTOBEepeHue:

MA:

NopMaTUBHWIA SOKIOMEHT: M N015417/01-060319, U3M. 1-3

ND:

Ne cepuwm Ganka: 14090622

Batch No (Bulk):

Ne cepuw rotosoro npoaykTa: 16162022

Batch No (Finished product):

Ne¢ cepun A®C 21E24571

(MpounssoguTens):

Batch No AP| (Manufacturer):

Ne cepum ADC: 220266434

| Batch No API:

Mpouseogutens APC: Arevipharma GmbH

AP| manufacturer name:

Appec npoussogutens A®C: Meissner Strasse 35

API manufacturer address: 364159
01445
Radebeul
Germany

YnakoBaHHOE KONMU4eCTBO Ans 15.070,000 WT

VMMNOPTUPYIOLLEA CTpaHb! [WiT]:

Quantity packed for importing country:

Cpok rogHocTH: Anpenb 2025

Expiry date: April 2025

Cpok rogHocTK: 3roga

Shelf life 3 YEARS

Hata npoussoacTea: 14 Anpenb 2022

Date of manufacture: 14 April 2022

Ycnosus xpaHeHus: HE BBILLE +25°C

ﬂaHHblﬁ AOKYMEHT MMEEeT 3/TIeKTPOHHbIe 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;

MaﬂmgaddmofﬂuCrlmw factory and office: ul. Mogilska 80,31-546 Krakéw tel.: +48 12 617 80 00, fax: +48 12411 1047ema[l krakow

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court R

number/: 951-15-88-683; Regon /Statistical ID number/ 012230311: BDO 000010649 Share capital: FLN 22, 220 ,000.00 (ﬁ.llly paid- up)
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teva

Ceptucbukar Ne: 80210968

Cerificate Number:

Ceptudmkar coorBeTcTBUA

Certificate of Compliance

Authorization Number/PerucTpaumnontbin Ne
138/0018/15

GMP Certificate Number/Ne ceptudukata GMP
IWSC.405.13.2021.AJE. 1, WTC/0018_01_01/55
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

Storage condition:

DO NOT STORE ABOVE 25°C

MpoussoauTtens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakow
YnaxkoBwuK: ul.Mogilska 80, 31-546 Krakéw, Poland
BPS: Teva Operations Poland, Krakéw

MecTo nposegeHua aHanuaa:
BTS:

ul.Mogilska 80, 31-546 Krakoéw, Poland

Teva Operations Poland, Krakow

BbinyckaloLymit KOHTPOb KayecTaa:

ul.Mogilska 80, 31-546 Krakow, Poland

BRS: Teva Operations Poland, Krakéw
KapToHHan nadka: 70064602

Box:

donbra: 70060305

Foil:

MHCTPYKUMA No MeanLMHCKOMY 70068153
NPUMEHEHMIO:

Leaflet:

HaHHbIM noaTBEPXAal0, YTO UHGOPMALIUS, YNOMSAHYTas Bbille, MOANTMHHAA 1 ToYHas. [laHHas
cepus npodykTta Obina npousseaeHa, BKNOYas Npouecchl Ynakoskw/ MapkMpOBKU U KOHTPONSA
KayecTBa Ha BbilLeYNOMAHYTbIX NMoLwagkax B nonHoM cooTBeTcTBUM ¢ Tpebosannamm GMP u
cneuuvduKaLuen UMNOpTUPYIOLLEA CTpaHbl. 3anucy NPoLEeCcCOB NPON3BOACTBA, YNaKOBKW U
aHanuaa 6binu NposepeHbl U HAXOARTCA B COOTBETCTBUM ¢ GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) 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.

Cepws BeINyweHa g4na peanusauuu.

The batch is released for sale.

MNoaTeeppeHo ynonHomodYeHHsIM nuloM: Anna Wierzbicka-Kowalik

Approved by QP:

aKoB, [eHb.
ﬁrgkéw.on:

13.05.2022, 10:31:34

[aHHbIiA JOKYMEHT UMEET 3NEKTPOHHLIE NOAMMUCH.
This document was electronically approved, handwritten signature is not required

Teva Operations Poland sp. Z 0.0.
UL Emilii Plater 53, 00-113 Warszawa;

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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CepTtudbukar aHanusa
Certificate of analysis

Ceptudonkar Ne/Certificate No: 40505960

MNpoaykr/Name of product: duHnencuH petapa Tabnetku
NponoHrMpoBaHHoro aevctensa, 200 mr x 50
wr
FINLEPSIN RETARD TAB.PR 200MG 50 RU

Kop matepuana/Material code: 10009739

Ne cepuw/Batch number: 16162022

Ne cepun 6anka/Bulk batch number; 14090622

Koa cneuundukaumm n crpaHbl-umnopTepal
Specification code & importing country: SDI1002250/17 Russia
PerucTpaumoHHoe yaoctoBepeHue/

Marketing Authorization Number: M N015417/01

HopmatueHbIin gokyMeHT/

Code of Normative Document: M N015417/01-060319, U3M. 1-3
Cpok rogHOCTH roToBOro NpoaykTa /

Finish product shelf life: 3rOdA /3 YEARS

Rara npoussoacrtea/Date of manufacture: 14 Anpenb 2022 / 14 April 2022
Cpok rogHocTw/Expiry date: Anpenb 2025 / April 2025

Mukpobuonoruyeckas yucrora (Ph. Eur. unm I'® P®): - O6wee uncno aspobHiix MuKpoopranHusmos (TAMC)
IMicrobiological purity - total aerobic microbial count
He Gonee 10° KOE/r
Not more than 1000 CFU/g Pesynstat/Result;
CoorsetcTeyert/Satisfactory
Kommentapuit/Comment: <10 CFU/g

Mukpobuonoruyeckan uuctora (Ph. Eur. unu Mo P®): - O6wee YUCNo ApoXoKkeit MNNecHeBbIX rpubos (TYMC)
IMicrobiological purity - total yeasts and moulds count
He Gonee 10° KOE/r
Not more than 100 CFU/g Pesynbrat/Result:
Cootsetcreyet/Satisfactory
Kommentapuit/Comment: <10 CFU/g

Mukpo6uonoruyeckan uucrora (Ph. Eur. unu I'® P®): - Escherichiacolis 1 r IMicrobiological purity - Escherichia coli in
1g
Oreyterayet
Absent PesynbTat/Result.
CooteetctByet/Satisfactory
KommenTapuit/Comment: Verified by: K.Adamczyk

Hﬁﬁl;uny_a"nhaan ynakoska /Correctness of Individual packaging
Tabnetkn ynakoeaHel B 6nucteps! u3 NBX/MBOX/naMyuHupoBaHHoii anioMWHNEBOR tponeri, no 10 TabneTok B kaxabin GAucTep u
no 5 GrmcTepos (50 W) ¢ MHCTPYKUME NO MPUMEHEHUIO B KAPTOHHYIO Nadky C KOHTPONEM NepBoro BCKPbITUA.

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:
Cooteetcteyet/Satisfactory
Kommenrapuit/Comment: exp. 04.2025, ver. A.Samsonowska

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: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudbukar Ne/Certificate No: 40505960

teva

Ceprtudmkar aHanusa
Certificate of analysis

MpasunbHOCTL MHAMBKMAYaNbHOW ynakoBku /Correctness of individual packaging

Mapkmposka cpeacTeamu naeHTucukaumu (Ul).

Presence of Unique Product Identifier (Ul)
PeayneTat/Result:
CootsetcTBYeT/Satisfactory

npasu_ﬁ;uocrb n;huau,qyanbuoﬁ YNaKkoBKu ICorrectness of individual packaéing
Hanuuue ycTpolicTea 3alnTbl OT HECAHKLMOHUPOBAHHOO A0CTYNa (ATD)- kneeHas nauka.

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

[aHHbiM noaTBEPXAAI, YTO MHPOPMALWS, YNIOMAHYTAR BbILLE, AYTEHTUYHAS U TOUHas. [HauHas cepus npoaykTa 6bina
NpoananusupoBata B NoNHoOM cooTeeTcTekm ¢ TpeGosannamn GMP 1 3aperucTpupoBaHHol cneuydmKkaumet UMNopTUpYIoLeH
CTpaHbl. Pe3ynbTaTbl aHANW30B COOTRETCTBYIOT 3apPerucTPUPOBAHHOI CreLuhuKkaLmm.

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.

Opo6Gpeno/Approved by: Agnieszka Samsonowska
Kpakoe, gara, spemsi/Krakéw, on: 11.05.2022, 09:39:37

[laHHbii AOKYMEHT UMEET 3NEKTPOHHbIE NOANWUCH.
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 far 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 (fally paid-up).
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CepTudmkar aHanusa
Certificate of analysis

Ceptudpukar Ne/Certificate No: 40505542

Mpoaykr/Name of product: duHnencuH petapg TabneTku
NPONOHrMpoBaHHoro gencraus, 200 mr, BAJK

Ko matepwana/Material code: 80012431

Ne cepuv 6anka/Bulk batch number: 14090622

Koa cneundukaumu u cTpaHbi-umnoprepa/
Specification code & importing country: SDII002250/17
PernctpauynorHoe yaocTtoeepeHune/

Marketing Authorization Number: M N015417/01

HopmaTvBHbIA goKymeHT/

Code of Normative Document: 1 N015417/01-060319, U3M. 1-3
Cpoxk rogHocTK roToBoro npogykra /

Finish product shelf life: 3TOOA /3 YEARS

Data npoussoactea/Date of manufacture: 14 Anpens 2022 / 14 April 2022
Cpok rogHocTw/Expiry date: Anpenb 2023 / April 2023

Onucanue /General requirements
Ot Genoro fo xenToBaToro UBeTa, OKPYrmbie nnockue Tabnetkn B hopMe nucTa KNeBepa Co CKOLIEHHbIMUW KpasiMu, ¢
KpecTooBpasHbiMu NMHUAMKM pasnoma Ha o6eux cTopoHax u 4-Ms 3apy6kamu Ha 6OKoBOI NOBEPXHOCTY, C rMajKol NoBepPXHOCTLIO,
HenoBpeXAeHHLIMU KpasiMi 1 O\HOPOAHbLIM BHELLHUM BUIOM
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/Resuilt:
Cootsetcrayet/Satisfactory

Kommentapuit/ Comment: verified by PMigala

ﬂo.mTuﬁnom lcapﬁamazéﬁuua - BOXX /ldentification of carbamazepine - HPLC
Bpems yaepxusaHia OCHOBHOMO NUKa Ha XPOMATOrpaMMe MCNbITYEMOTO PACcTBOPa JOMKHO COOTBETCTBOBATH BpPeMeHu
YAEPKWBAHWA NKka KapbamasenuHa Ha xpoMaTorpaMmme CTaHAapTHOro pacTeopa

Corresponds to the standard PesyneTat/Result:
CooteetcTeyet/Salisfactory

hOAﬂMHHOGTh xap&aua:’.;;ﬁna - Ym-énelcrpod:OTomerpun Hdentiﬁc"ation of carbamazepin; JV-
Y®-CnekTp nornowieHns UCnbITyemoro pacTeopa, Nony4eHHoro Yepes 210 MUH pacTBOpeHus, B 06nacTu or 260 A0 320 Hm,
AOIKEH MMETL MaKCUMYM MOFMOUEHWUS NPy TOW Xe ANWHE BOTHbI, YTO 1 YD-CNexTp CTaHAapTHOro pacTeopa kapGamasenuHa

Corresponds to the standard PeayneTtat/Resuit:
CooteetcTeyet/Satisfactory

Cpeansia macca rabnerku (300,0 £ 2%) /Average weight of tablet (300,0£2%)
He meHee: 294.0 mr He 6onee:  306.0 mr
Lower limit:  294.0 mg Upper limit:  306.0 mg Pesynwrat/Result:
298.3 mr/ 298.3 mg

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 /T, axpayer ID
number/: 951-15-88-683; Regon /Statistical 1D number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudpurar No/Certificate No: 40505542

teva

CepTudoukar aHanmsa
Certificate of analysis

OTtknoHeHus 61' cpeﬁﬁeﬁ;ﬁ:cm [Uniformity of tablets weight [g] a
He Gonee yem 2 oTnuuaeTca oT cpeaHei macckl 6onee Yem Ha 5 % W HU 0fiHON He oTnuyaeTcs Gonee yem Ha 10 %
Not more than 2 individual weights deviate from average weight by more than 5% and none individual weight deviates more than
10%
PeaynbTat/Result;
CooteetcTayer/Satisfactory

KommenTapwit/Comment: L=290.8;H=304.0

PactsopeHue (Ph. Eur. unu N® PO, cnextpodotomeTpus) Yepes 15 munyT: 10-30% OT 3aABNEHHOIo KONWYECTEa
KapGamasenuna /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
cornacHo cneuyucukaumm
according to specification Peaynsrat/Resuit:
He cooteeTtcTeyeT/Not satisfactory

Kommentapuin/Comment: 12;16;12;16;9;14:A=13
Pactsopenue (Ph. Eur. unu I'® PO, cnextpodoToMeTpusi) AedcTBYIoILero BellecTBa: CpeaHee ans yposHen 1+2 (12
TabneTok) uepes 15 munyT (B % OT 3asBneHHoro copgepxanun)/Dissolution of active substance: Average of levels 1+2 (12
tablets) after 15 minutes (in % of declared content)
He meHee: 10 % He Gonee: 30 %
Lower limit: 10 % Upper limit: 30 % PeaynbTat/Resulf:
13%1/13 %

Pacteopenue(Ph. Eur. unu e P®, cnektpocthotomeTpus) feicTeyolero sellecTsa — YpoBeHs Il (ans 12 rabnetok) Yepes
15 muHyT Ana kaxnon Tabnetku: 0 — 40 % ot 3asenenHoro coaepxanus/Dissolution of active substance - Level Il (for 12
tablets) After 15 minutes for each tablet: 0-40% of declared content
COrnacHo cneumdukaymmn
according to specification PesynbTat/Result:
Cootsercreyer/Satisfactory

Kommenrtapwit/Comment: 11;12;14;12;15;12
Pactaopenue (Ph. Eur. unu '® PO, cnextpochorometpus) Yepes 90 munyT: 45 -65% oT 3anBneHHoro konuyecTea
kapbama3senuna /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
COMMacHo cneundukalmn
according to specification PesynbTat/Result:
Cootaetcryet/Satisfactory

Kommentapwin/Comment: 48;49;50;52;46,51;A=49

Pacteopenue(Ph. Eur. unu IF'® P®, cnektpocthoromeTpun) aeicTBylouiero sewecrsa: Cpeavee ans yposHen 1+2 (12
Tabnetok) yepes 90 muHyT (B % OT 3anBneHHoro cogepxanun)/Dissolution of active substance: Average of levels 1+2 (12
tablets) after 90 minutes(in % of declared content)
He menee: 45 % He Gonee: 65 %
Lower fimit: 45% Upper limit: 65 % PeaynbTat/Result:
50 %/ 50 %

Teva Operations Poland sp. z 0.0.

ul. Emilii Plater 53, 00-113 Warszawa; www.leva.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: BDO 000010649: Share capital: PLN 22.220.000.00 (fully paid-up).
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Ceprtudomkar Ne/Certificate No: 40505542

teva

CepTudukar aHanusa
Certificate of analysis

Pacrasopenue(Ph, Eur. unu F® PO, cnexrpachoTomeTpua) AeicTBYIOWero BewecTsa — YposeHs Il (ans 12 rabnerok) Yepes
90 MuHYT Ans kaxpon Tabnerku: 35 - 75 % ot 3anBnexHoro cogepxanus/Dissolution of active substance - Level Il (for 12
tablets) After 90 minutes for each tablet: 35-75% of declared content
COrnacHo cneuudukaumm
according to specification PesynbTat/Result:
CooteertcreyeTt/Satisfactory
Kommentapun/Comment: 48;50;51;51;51;51

PacrsopeHue (Ph. Eur. unu e P®, cnektpodoTtomeTpus) Yepes 210 muHyT: He meHee 70 % OT 3afiBNEHHOro KonuyecTsa
kapbamasenunHa /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
deciared content
cornacHo cneuucuKaLmm
according to specification Pesynwtat/Result:
CootsetcTByet/Satisfactory

KommeHntapuin/Comment: 78;78;79;79;78;79;A=78

P;:Té@i;ewh. Eur. ntnu ro _I;tb, cnelcrpodJ;T—oﬁe*r;ﬁ;i) ;qeﬁc'raylomero ;;aluec_"raa Cpepnnee ans yposxen 1+2 (12
Tabnetok) yepes 210 muHyT (B % OT 3aRBneHHoro conepxanun)/Average of levels 1+2 (12 tablets) after 210 minutes (% of

declared content)
He meHee: 70 %
Lower limit: 70 % Pesynbrat/Result:

9% /79 %

Pacteopenue(Ph. Eur. unu M® PO, cnekrpocoTomeTpma) AencTBYloWero BewecTea — Yposess Il (ansa 12 rabnertok) Yepes
210 muHYT ANsA Kaxaon TabneTku: He meHee 60 % oT 3anBneHHoro copepxanual/Dissolution of active substance - Level If
(for 12 tablets) After 210 minutes for each tablet: not less 60% of declared content
cornacHo cneundukaumm
according to specification Pesynetat/Result:
CootsetcTeyeT/Satisfactory

KommenTapuin/Comment: 78,79;79;79;79;80
PoacrBeHHble nbumecu (BIXX) -7Kab6_auaaenm|-|_|;; 3noxcun7fcﬁr6;iéio§-raphic pun?(f;;l;a):_-_éa;éaz_obine epoxide'
He Bonee: 02%
Upper limit: 0.2% PesynbTtat/Result:
0.0%/00%

Kommentapuit/Comment: ND

PoacreeHHblie npumeck (BIXX) - AkpuaoH /Chromatographic purity (HPLC): - Acridone
He Gonee: 0.2%
Upper limit: 0.2% PesynbTat/Result:
0.0%/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@leva.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 11 number/ 01223031 1: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudmkar Ne/Certificate No: 40505542

Ceptudomkar aHanmsa
Certificate of analysis

PoacteeHtbie npumecw (B3XKX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
He Gonee: 0.2%
Upper limit: 0.2% Pesynstat/Result:
0.0%/0.0%
Kommentapuin/Comment: <QL
PopacteeHHbie npumeck (B3XKX) - 9-meTunakpuaun /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 0.2%
Upper limit: 0.2% Pesynetat/Result:
00%/0.0%
KommenTtapuit/Comment: ND

Popcteexubie npumeck (BIXKX) - UmunoctunLGen /Chromatographic purity (HPLC): - Iminostiiben
He Gonee: 0.2%
Upper limit: 0.2% Pesynerat/Result;
00%/00%

KommeHnTapuit/Comment: <QL

PopcreenHbie npumecu (BIXKX) - eanHnuHan HempaeHTUMUMPOBaHHas npumecs /Chromatographic purity (HPLC): -
single unknown impurity
He Gonee: 0.2 %
Upper limit: 0.2% Pesynbrat/Result:
00%/00%

KommeHTtapuit/Comment: 0.04

Po,qcraenuué- npﬁuecm (BIXX) - cyuu_d ue_unenrmtmuuposauuux npuﬁeceﬁ IChrom?og?ébhic purity (HPLC): - Total
unknown impurities

He Bonee: 0.5 %
Upper limit: 0.5% Pesynbtat/Result:
0.1%/0.1%

Kommentapuit/Comment: 0.11

PoacreeHHbie npumeck (BIXKX) - cymma seex npumecen /Chromatographic purity (HPLC): - total known and unknown
impurities
He Gonee: 05%
Upper limit: 0.5% PeayneTat/Result:
01%/0.1%

KommenTapuit/Comment: 0.11

KonuuecteenHoe onpepeneHune kap6amasenuHa B ogHo Tabnetke (B3XKX) /Assay of carbamazepine in 1 tablet (HPLC)
He meHee: 190.0 mr He Gonee: 210.0 mr
Lower fimit:  190.0 mg Upper limit: ~ 210.0 mg Pesynbtat/Result.
202.2 mr/ 202.2 mg

Teva QOperations 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 1D
number/: 951-15-88-683: Regon /Statistical ID number/ 012230311: BDO (00010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudbukar Ne/Certificate No: 40505542
teva

Ceptudukar aHanusa
Certificate of analysis

KonuuecTeeHHoe onpegenenue kapbamasenuna /Assay of carbamazepine (in % of declared
He meHee: 95.0 % He Gonee: 105.0 %

Lower limit: ~ 95.0 % Upper limit: ~ 105.0 % Pesynbrat/Result:

101.1%/101.1 %

HanHeiM NOATBEPXAAID, YTO MHPOPMALIMA, YNIOMAHYTAS Bbille, aYTEHTUYHaR 1 TouHas. [laHHas cepus npoaykTa Gbina
npoaHanuaMpoBaHa B NONHOM COOTBETCTBUM C TpeBosaHuamu GMP 1 3apervcTpupoBaHHOi cneuvgrKaLumen UMNOPTMPYIOLLE
CTpaHbl. Pe3ynbTaTel aHanu3os COOTBETCTBYIOT 3aPErucTpUpPOBaHHON cneundukaumm,

! 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: Agnieszka Makowiec
Kpakos, gara, Bpema/Krakow, on: 12.05.2022, 14:07:19

[aHrbii JOKYMEHT UMEET ANeKTPOHHbLIE NOANNCH.
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.leva,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: BDO 000010649: Share capital: PLN 22,220,000,00 (fully pa id-up).
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AbHAY CAYNEA IO HAAZOPY

8 OPEPE BAPABOUXPAHEHMA

«CBefieHnA 0 BBOJE B rpaxAaHCcKuit 060poT B Poccuinckoinl degepaLnmn nekapCTBeHHbIX
CpeacTB N0 COCTOAHWUIO Ha 24.06.2022 16:11»

JlaTa BHeceHus B Ipoussoaurens Ceenenns o Ou&::ﬁﬂ:x. Homep Homep, nata
AHC Toproeoe HanMenoBanHe (BBIMYCKAOMHI Crpana CTagHAX HopmaTHBHas JOKyMEHTALH PATYCTHRIIAN B CepHH, paspeinenns
Pocanpaeaanzopa KOHTPOJIb) MPOH3BOACTBA %moﬁmﬂﬂ“xx: NapTHH Ha HIIIT
Ounnencun® petapj: Tabnetkn [T NO15417/01-060319; Ham. Nel &
JIOHPTHPOBAHHOTO AeHCTBHA Tesa Onepefimnuc TR g ITNO15417/01-060319; Ham. Ne2 k
16.06.2022 % P pe Momsma | Momaua Cn. 3 0.0., 000 "Tepa" 16162022 -

200 mr 10 wr., 6;mcTeps (5),
MaykH KapTOHHBIE

IMonaua Cn. 3 0.0.

TMonbwa

ITN015417/01-060319; Mam. Ne3 K
T NO15417/01-060319




