teva

Ceptudukat COOTBETCTBUA

Certificate of Compliance

Authorization Number/PerncToaumorHbii Ne

TP Cerlllicate Number/ N2 cepTudunkara GMP

138/0018115 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
Ceprucbukat Ne: 80212980
Certificate No:
MpoaykT: duHnencvH petapg TabneTku
Product: nponoHrupoBaxHoro aeictems, 200 mr X 50
wTr
FINLEPSIN TV 200MG ERT 50 RU
MmnopTupytoLas cTpaHa: Poccus
Importing country: Russian Fed.

PerucrpaunoHHoe
yA0CTOBEPEHUE:!
MA.:

N N015417/01

NopmaTUBHWA JOKIOMEHT:
ND:

1M N015417/01-060319, N3M. 1-3

Ne cepun 6anka: 14152922
Batch No (Bulk):
Ne cepvu roToBOro npoaykra: 16252422
Batch No (Finished product):
Ne cepun A®C 22M26296
(MpoussoauTens):
Batch No AP| (Manufacturer):
Ne cepuu A®C: 220567721
Batch No API:
Mpoussoautens A®C: Arevipharma GmbH
AP| manufacturer name:
Apnpec nponssoanTens A®C: Meissner Strasse 35
AP| manufacturer address: 364159
01445
Radebeul
Germany

YnakosaHHOE KONWYecTBo AnNA
UMNopTVPYIOLLEi cTpaHbl [WiT]:
Quantity packed for importing country:

13.190,000 WT

CpoK rogHoCcTH: WioHb 2025
Expiry date: June 2025

CpoK rogHocTH: 3TrOOA

Shelf life 3 YEARS

[ata npou3BoOACTBa: 20 VMioHb 2022
Date of manufacture: 20 June 2022

YCnoBus XpaHeHus:

HE BbILWE +25°C

.D,aHHblﬁ [AOKYMEHT UMeeT AnNeKTPOHHbIe 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

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

546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47.cmail: krakow@teva.pl
National Court Register; Registration number; KRS 0000070048; NIP /Taxpayer ID

number/: 951-15-88-683; Regon /Statistical 1D number/ 012230311: BDO 00001 0649 Share capital: PLN 22,220,000.00 (fully paid-up).
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CeptudmkaTt Ne:

Cerificate Number:

CepTucmkaT COOTBETCTBUSA

Certificate of Compliance

80212980

Authorization Number/PerucTpaunonHsin Ne
138/0018/15

TP Certificate Number/Ne cepTudukata GMP
IWSC.406.13.2021.AJE.1, WTC/0018_D1_01/56
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
MponasoguTens. ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakow

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

MecTto npoBefeHus aHanuaa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéw

BbinyckaroLwmids KOHTPONb KavecTea:
BRS:

ul.Mogilska 80, 31-546 Krakéw, Poland

Teva Operations Poland, Krakéw

KapToHHaa navka:
Box:

70064602

donpra:
Foil:

70060305

WHCTpyKUMA No MeauLyMHCKOMY
MPUMEHEHMIO:
Leaflet:

70068153

JlaHHbIM NOATBEPXKAAI0, HTO MHGOPMALMA, YNOMAHYTasA Bbile, NOANUHHAR U TOYHAA. HanHas
cepus npogykTa Beina nponsseAeHa, BKIOYas NpoLeccol yNakoBKW/ MapKUPOBKW U KOHTPONSA
KayecTBa Ha BbiLUEYNOMAHYTHIX Nnowagkax B NorHOM COOTBETCTBUM C TpeboBanuamu GMP v
cneumnduKaLmen MMNOPTUPYIOLLIEN CTpaHbl. 3anucu NPOLeccoB NPOM3BOACTEA, YNAKOBKW 1
aHanu3a 6bini NpoBepeHb! M HaxoAATCA B cooTeeTcTBUM ¢ GMP.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packagingflabelling 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

Cepun BbinylleHa 4ns peanuaauui.
The batch is released for sale.

MopTBEPXAEHO YNONHOMOYEHHBIM NuUom: Malgorzata Magier-Bugaj

Approved by QP:
Kpakos, OeHb: 14.07.2022, 23:54.03

Krakéw,on:

JlaHHbIN QOKYMEHT UMEET 3NIeKTPOHHbIE 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;

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: kKrakow(@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 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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CepTudmkar aHanusa
Certificate of analysis

Ceprudukar Ne/Certificate No: 40509006

Mpopykr/Name of product: duHNencuH petap TabneTku
nponoHruposaHHoro gencrens, 200 mr x 50
wT
FINLEPSIN TV 200MG ERT 50 RU

Kon marepuana/Material code: 10009739

Ne cepuu/Batch number: 16252422

Ne cepuu 6anka/Bulk batch number: 14152922

Kop cneundmkaumm n cTparbl-umnoptepa/
Specification code & importing country: SDI1002250/18 Russia
PerucrpavuuonHoe yaoctosepeHue/

Marketing Authorization Number: M N015417/01

HopmaTtusHeId AOKYMEHT/

Code of Normative Document: M N015417/01-060319, U3M. 1-3
Cpok rogHocTy roToBoro npogykra /

Finish product shelf life: 3rOAA/ 3 YEARS

Aarta npoussopcteal/Date of manufacture: 20 WioHb 2022 / 20 June 2022
Cpok rogHocTW Expiry date: WioHb 2025 / June 2025

Hnnusnnyam;nan yﬁ;x;axa ICorrectness of individual backagh}&
TabneTkn ynakosaHs! B 6nucteps ua MBX/MBOX/namuinposaiHon anioMmuHnesoit donbri, no 10 TabneTok B kaxabli nuctep u
no 5 6nucTepos (50 WT) C MHCTPYKUMER NO MPUMEHEHWIO B KAPTOHHYIO NAaYKy C KOHTPONEM NEPBOTO BCKPLITUSA.

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.
Cooteetcryet/Satisfactory
KommeHTapuit/ Comment: exp 06.2025, verified by N. Mikotajczyk
MpaBuneHoCcTe MHAMBUAOYaNLHOM ynakoBku /Correctness of individual packaging
Mapkupoeka cpeacTteamu naeHTudmkaumm (Ul).
Presence of Unique Product Identifier (UI)

PeayneTat/Result:

Cooteercreyer/Satisfactory
h;aBHﬂhHOCTb uu.diﬁsu.qyahhnoﬁ ynaxoaxu ICorrectness of individual packaging -
Hanwuue ycTpoiicTea 3awnTbl OT HECAHKUMOHMPOBaKHOro goctyna (ATD)- kneeHas nayka.

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

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 12411 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
pumber/: 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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Ceprudpukar Ne/Certificate No: 40509006

teva

Ceprtudmkar aHanusa
Certificate of analysis

[laHHbIM NOATBEPXAAID, YTO MHCIOPMALINA, YNIOMSIHYTaA Bbille, ayTeHTUYHan 1 TouHas. [laHHas cepus npoaykTa Beina
NpoaHanM3upoBaKa B NOMHOM COOTBETCTBMY G TpeGosaHuamu GMP 1 3aperucTpUpoBaHHoON cneuvdukaumed MNopTrpYioLLei
CTpaHbl. PesynbTaTs 8Hanv3os COOTBETCTRYIOT 3aperncTpUpOBaHHON creuvdukaumn.

| 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.

OpoGpeHo/Approved by: Agnieszka Samsonowska
Kpakos, para, spemsi/Krakéw, on: 11.07.2022, 11:54:40

[aHHbI JOKYMEHT UMEET 3NeKTPOHHbIE MOJNMCH.
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 paid-up).
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Ceptucukar aHanusa
Certificate of analysis

Ceptudpmkar Ne/Certificate No: 40508942

MpogyxT/Name of product: duHnencuH petapg TabneTku
nponoHrvpoBaHHoro geiicteus, 200 mr, BAJK

Kop matepuanal/Material code: 80012431

Ne cepumn 6anka/Bulk batch number. 14152922

Kop cneundukaumm 1 cTpadbl-uMnoprepa/
Specification code & importing country:. SDI1002250/18
PervnctpauvoHHoe yaocToeepeHue/

Marketing Authorization Number: M N015417/01

HopmaTueHbIi AoKyMeHT/

Code of Normative Document. M N015417/01-060319, U3M. 1-3
Cpok rogHocTM roToBoro npoaykra /

Finish product shelf life: 3TOJA /3 YEARS

[ara npowasoacteal/Date of manufacture: 20 WioHb 2022 / 20 June 2022
Cpok rogHocTu/Expiry date: WMionb 2023 / June 2023

Onucanue /General requirements
Ot 6enoro A0 XenToBaToro UBeTa, OKpyrnbie nnockue TabneTtku B hopme NUCTa KNEBEPa CO CKOLUEHHLIMU Kpasamu, C
KpecToobpa3HbIMK NIMHUAMK pasnoma Ha obeux cTopoHax v 4-Ma 3apybkamv Ha GOKOBOI NOBEPXHOCTH, C rMAAKON NOBEPXHOCTLID,
HENDBPEXAEHHBIMW KPasiMi U OQHOPOAHLIM BHELLHUM BUOOM
White to yellowish, round, flat, cloverleaf shaped tablets with beveiled edge, double-sided cross break mark, 4 notches on the band,
with smooth surfaces, undamaged edges and uniform appearance.
PesynbTat/Resuit:
Cooteetcreyet/Satisfactory
KommenTtapuin/Comment: ver. by M. Kruczek
MoanuHHoCTL Kap6ama3zenuHa - B3XX [identification of carbamazepine - HPLC
Bpems yaepxuBaHns OCHOBHOMO NKa Ha XpPOMaTorpaMmMe MCMbITYEMOro pacTeopa A0/MKHO COOTBETCTBOBATL BPEMEHU
yAepxueaHusa nuka kapbaMasenuHa Ha Xxpomatorpamme CTaHAapTHOroO pacTeopa
Corresponds to the standard PesynbTat/Result:
CootsetcTtByet/Satisfactory

MNoanuHHoCTL Kap6amazenuHa — Y®-cnektpodotometpun /Identification of carbamazepine - UV
Y®-CnekTp nornoLieHus UcnbITyeMoro pacreopa, Nosy4eHHoro yepes 210 MuH pacTeopenus, B obnactu ot 260 go 320 Hm,
HOMKEH MMETL MAKCUMYM NOTNOLEHWA NPKU TOW e ONvHE BOMHbI, 4TO M Y®D-CNekTp CTaHOapTHOro pacTeopa kapbamasenuHa
Corresponds to the standard PesynbTtat/Result:
Cooteetcreyer/Satisfactory
CpepHnaa macca Tabnetkm (300,0  2%) /Average weight of tablet (300,0+2%)
He meHee: 294.0 mr He Gonee:  306.0 mr
Lower limit:  294.0 mg Upper limit: ~ 306.0 mg Peaynerat/Result:
302.8 mr/ 302.8 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 /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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CepTtudpukar Ne/Certificate No: 40508942

teva

CepTudpukar aHanumsa
Certificate of analysis

OTKNOHEeHUA OT cpenueu Macce! fUmfonmty of tablets wetght [g]
He Bonee yem 2 oTnvMyaeTcs oT cpegHeit maccki Bonee yem Ha 5 % v HWM 0JHOI He oTnu4aeTcs Bonee 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%
Peaynbrat/Result:
CootsetcTayeT/Satisfactory
KommenTapuin/Comment: L=297.6;H=305.9

PacrsopeHxue (Ph. Eur. unu N'e® P®, cnekrpocotometpus) Yepes 15 muHyT: 10-30% OT 3anBneHHoro Konu4yecTea
kap6amazenuHa /Dissolution of active substance - Level I (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
cornacHo cneuudukayn
according to specification Pesynbrat/Result:
He cooTeetcTayet/Not satisfactory
Kommentapuin/Comment: 11;18;13;14;9;16,A=13

PactBopenue (Ph. Eur. unn I'® PO, cnektpodotomeTpus) aeiicTeylomero sewectsa: Cpegxee ans yposhen 142 (12
Tabnetok) yepea 15 MuHyT (B % OT 3anBneHHoro copepanun)lDissolution of active substance: Average of levels 1+2 (12
tablets) after 15 minutes (in % of declared content)
He menee: 10 % He 6onee: 30 %
Lower limit: 10 % Upper limit: 30 % Pesynstat/Result:
‘ 14%114 %

Pacteopenue(Ph. Eur. unu M® PO, cnektpodoToMeTpus) ASHCTBYIOWEro BewecTsa — YposeHs i (ann 12 Tabnetok) Yepes
15 MUHYT Ans kaxaon Tabnetku: 0 — 40 % oT 3anenexHoro copepxanus/Dissolution of active substance - Level li (for 12
tablets) After 15 minutes for each tablet: 0-40% of declared content
cornacHo cneundgurkaumm
according to specification Pesynerat/Result:
CooteercTByeT/Satisfactory
KommeHTapuit/Comment: 13;12;17;11;12;16;A=14
Pac'raopenne (Ph. Eur. uru ro PO, cnempocho-roue'rpun) Yepes 90 muHyT: 45 -65% ot 3aABNEHHOMO KonuyecTtsa
kapbamasenuHa /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
cornacHo cneuwdukauym
according to specification Pesynbtat/Result:
CootsercTByeT/Satisfactory

KommenTapwit/Comment: 47;54,57,56;48,53;A=52
Pacreopenue(Ph. Eur. unu F'® PO, cnektpodotometpus) aeicTayiollero Bewectea: CpegHee ANs ypoBHei 1+2 (12
TabneTok) yepea 90 MUHYT (B % OT 3asBneHHoro coaepxanun)/Dissolution of active substance: Average of levels 1+2 (12
tablets) after 90 minutes(in % of declared content)
He meHee: 45 % He 6onee: 65 %
Lower limit: 45 % Upper limit: 65 % Pesynbrat/Result:
54% 154 %

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 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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Ceprtucbukar Ne/Certificate No: 40508942

teva

Ceprudpmkar aHanmsa
Certificate of analysis

Pacreopexue(Ph. Eur. unu Md PO, cnektpodoToMeTpun) AencTBylOWero BelecTsa — YpoBenb ll (ans 12 tabnetok) Yepes
90 MMHYT ans Kaxno#n Tabnertku: 35 — 75 % ot 3anBnenHoro cogepxanusa/Dissolution of active substance - Level Il (for 12
tablets) After 90 minutes for each tablet: 35-75% of declared content
cornacHo cneuncukayum
according to specification Pesynbrat/Result:
Cootsertcrayet/Satisfactory
Kommentapui/Comment: 54,53;57,55;52;56;A=55

PacrtesopeHue (Ph. Eur. unu N PO, cnektpocorometpusn) Yepes 210 munyT: He mernee 70 % OT 3asBNEHHOro KONM4ecTea
kap6amasenuna /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
declared content
COIMacHo cneuudukaumnm
according to specification Peaynbtat/Result:
CooteetcTByet/Satisfactory
KommenTapuin/Comment: 81;83;86;85,83,83;A=84

Iat;c;pen;e(Ph. Eur. nnu o PO, c.l'.IeIH(TpOd)OTOMEThI-;ﬂ.) Aéﬁ&sﬁomero éeﬁ;ecraa: Cpeﬁﬁéé Ans yposHen 142 (1 2
Tabnetok) yepes 210 MUHYT (B % OT 3asnBneHHoro cogepxannn)/Average of levels 1+2 (12 tablets) after 210 minutes (% of

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

84%/84%

Pacreopexune(Ph. Eur. unu I'd PO, cnextpodotomeTpun) gencrayiowero sewecrsa — Yposens Il (ans 12 tabnetok) Yepes
210 MmuHYT ANnA Kaxgow Tabnetku: He MeHee 60 % ot sasBneHHoro copepkaHun/Dissolution of active substance - Level ]
(for 12 tablets) After 210 minutes for each tablet: not less 60% of declared content
COrnacHo cneuudukaumm
according to specification PeaynbTat/Result:
Coorsetcrayet/Satisfactory

KommenTtapuin/Comment: 85;84;86,;85;85;85;A=85

Popcteentbie npumecu (B3XX) - KapGamasenuna anokcna /Chromatographic purity (HPLC): - Carbamazepine epoxide
He Bonee: 0.2%
Upper limit: 0.2% PesyneTat/Result:
0.0%/0.0%
Kommentapuit/ Comment: ND

PoacTteeHHble npumecu (B3XKX) - AkpuanoH /Chromatographic purity (HPLC): - Acridone
He 6onee: 0.2%
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(@leva.p|

District Court for the Capital City of Warsaw in Warsaw, 12th Business Section of the National Court Register; Regisiration 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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Ceprucpukar Ne/Certificate No: 40508942

teva

CepTudhukar aHanusa
Certificate of analysis

PoactBeHHble npumeck (BIXX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
He Gonee: 0.2 %
Upper limit: 0.2% PeaynwTat/Resulf:
0.0%/0.0%

KommeHTapuit/ Comment: ND

PoacreexHble npumeck (BIXKX) - 9-metunakpuaud /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 0.2%
Upper limit: 0.2 % Pesynsrar/Resuit:
0.0%/00%

KommenTtapuit/Comment: ND

PopcreeHHbie npumeck (BIXX) - UmMuHOCTHNLGEeH !Chromafographtc purity (HPLC): - - Iminostilben
He Gonee: 02%
Upper limit: 0.2 % Pesynetar/Result:
0.0%/0.0%
KommeHTtapuin/Comment: ND

I;on&aanume npumeck (BIXX) - eguHmnyHan HemgeHTUMUMpPOBaHHARA niﬁuuecb IChrorﬁ;tographic purity (HPLC): -
single unknown impurity

He Bonee: 02 %
Upper limit: 0.2% Pesynbrat/Result:
0.0%/0.0%

KommenTtapuin/ Comment: 0.02

PopcreBernbie npumacu (BS)I(X) cyMMa Heuneu'rucbnuuposauaux npumecen IChromatographlc purity (HPLC): - Total
unknown impurities
He Gonee: 05%
Upper limit: 0.5% PeayneTat/Resuit:
00%/0.0%
KommenTapuit/Comment: 0.02

PopcreenHbie npumecw (BIXX) - cymma Beex npumeceit /Chromatographic purity (HPLC): - total known and unknown
impurities
He 6onee: 05%
Upper limit: 0.6% PesynbTat/Result:
00%/00%

KonuuecteeHHoe onpefeneHue kapbamasenuHa B onHow Tabnetke (B3XKX) /Assay of carbamazepine in 1 tablet (HPLC)
He meHee: 190.0 mr He 6onee: 210.0 mr
Lower limit: ~ 190.0 mg Upper limit: ~ 210.0 mg PeayneTat/Result:
199.7 mr/ 199.7 mg

Konw-tec'rsanuoe onpeneneuue kap6amazenuHa IAssay of carbamazepme (In % of declamd
He meHee: 95.0 % He Gonee: 105.0 %
Lower limit: ~ 95.0 % Upper limit: ~ 105.0 % PeaynsTat/Result:
99.8%/99.8%

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@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 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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Ceptudpukar Ne/Certificate No: 40508942

teva

CepTudpukar aHanumsa
Certificate of analysis

[aHHbIM noaTBEPXAAIO, YTO MHGIOpMaLMs, YNOMSIHYTas Bbille, ayTeHTUYHAA U TouHas. [laHHas cepusi npoaykTa Gbina
NpoaHanu3upoBaHa B NOMHOM COOTBETCTBUM C Tpebosanuamu GMP 1 saperucTpupoBaHHOi cneumdukaLmed MMNopTUpYloLe
CTpaHbl. Pe3ynbTaTel aHANW30B COOTBETCTBYIOT 3aperuCTPUPOBaHHON cneuvndukaumn,

| 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
Kpakos, nata, spema/Krakow, on: 14.07.2022, 13:25:41

[aHHbIiA JOKYMEHT UMEET ANeKTPOHHLIE NOANUCH.
This document was eleclronically 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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