teva

CepTudumukart cCooTBeTCTBUA

Certificate of Compliance

Authorization Number/PernctpauvorHein N2 GMP Certificate Number/Ne cepTucdukara GMP

138/0018/15 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

Ceptudukar Ne: 80214961
Certificate No:
MpoaykT: duHnencuH petapg TabneTku
Product: nponoHrnposaHHoro aencrtens, 200 mr x 50
wT
FINLEPSIN TV 200MG ERT 50 RU
NmnopTupytowan ctpaHa: Poccusn
Importing country: Russian Fed.
PernctpaunorHoe M N015417/01
yOOCTOBEpPEHUE:
MA:
NopmaTMBHWIA [OKIOMEHT: M N015417/01-060319, N3M. 1-3
ND:
Ne cepun Banka: 14159022
Batch No (Bulk):
Ne cepum rotosoro npogykra: 16310922
Batch No (Finished product):
Ne cepun A®C 22M26296, 22B26329
(MpoussoguTens):
Batch No API (Manufacturer):
Ne cepuun A®C: 220567721, 220668072
Batch No API:
Mpoussogutens APC: Arevipharma GmbH
AP| manufacturer name:
Appec npoussogutensa A®C: Meissner Strasse 35
API manufacturer address: 364159
01445
Radebeul
Germany
YnakoeaHHOe KONW4ecTBO ANA 13.060,000 WUT
MMMOPTUpPYIOLWEN cTpaHbl [WT]:
Quantity packed for importing country:
Cpok rogHOCTH: UioHb 2025
Expiry date: June 2025
Cpok rogHoCTH: 3TrogA
Shelf life 3 YEARS
Harta nponssoacTsa: 27 WioHb 2022
Date of manufacture: 27 June 2022
YCcnoBusi XpaHeHus. HE BbILUE +25°C

JaHHbIRA OOKYMEHT UMEET 3NEKTPOHHbIE NoANMNCK.
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 [D
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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Ceptudbmkar Ne: 80214961

teva

Ceptudukat CoOoTBEeTCTBUA

Certificate of Compliance

Authorization Number/PerncTpaumoHHbin Ne GMP Certificate Number/Ne ceprudukara GMP

138/0018/15 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
MpoussoauTens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Krakéw

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

MecTto npoBegeHvs aHanusa: ul.Mogilska 80, 31-546 Krakoéw, Poland
BTS: Teva Operations Poland, Krakéw
BrinyckatoLmin KOHTpoOnb KavyecTea: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakéw

KapToHHasa navka: 70064602

Box:

donepra: 70060305

Foil:

MHCTpyKUMs No MeauunHCKOMY 70068153

NPUMEHEHMIO:

Leaflet:

HaHHbIM noaTBEPXKAA0, MTO MHOPMaLUA, YNTOMAHYTas Bbile, NOANWHHAA U TovHasA. [JaHHas
cepus npoaykra 6blna npousseeHa, BKNOYasa NPoLECChl YNAKOBKW/ MapKUpPOBKN U KOHTPONS
Ka4yecTBa Ha BbilLEYNOMAHYTbIX NoLagKkax B NOSIHOM COOTBETCTBUM ¢ TpebosaHusamn GMP u
cneunduKaumen MMNopPTMPYIOLLE CTpaHbl. 3annucy NPoLLeccoB NPOM3BOACTBA, YNAKOBKA U
aHanusa 6biny npoBepeHbl U HaxopaTca B cooTeeTcTBUM € 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.

CepI/IFl BbinyileHa And peann3auui.
The batch is released for sale.

MoaTteepxaeHo ynonHomouyeHHsIM nuuom: Anna Wierzbicka-Kowalik
Approved by QP:

KpakoB, geHb: 05.09.2022, 16:07:34

Krakoéw,on:

,U,aHHbIVI AOKYMEHT MMeeT aNekKTPpOoHHble nognuci.
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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teva

Ceptudoukar aHanmsa
Certificate of analysis

CepTtudpukat Ne/Certificate No: 40510753

Mpoaykr/Name of product: duHnencuH petapa TabneTku
nponoHrmpoeaHHoro gencteus, 200 mr x 50
wr
FINLEPSIN TV 200MG ERT 50 RU

Kon matepwanal/Material code: 10009739

Ne cepuwn/Baich number: 16310922

Ne cepuu Banka/Bulk batch number. 14159022

Kog cneuudvkauum n cTpanei-umnoptepa/
Specification code & importing country: SDII002250/19 Russia
PeructpalunoHHoe yaocrosepeHne/

Marketing Authorization Number: M N015417/01

HopmaTuBHbIi# JOKYMEHT/

Code of Normative Document. N N015417/01-060319, U3M. 1-3
CpoOK rogHoCcTM roToBoro npoaykra /

Finish product shelf life: 3TOCOA /3 YEARS

NaTa npousBoactea/Date of manufacture: 27 Wionb 2022 / 27 June 2022
Cpok rogHocTw/ Expiry date: WioHe 2025 / June 2025

MuaueupyansHas ynakoBka /Correctness of individual packaging
TabneTkn ynakoeaHbl B 6nuctepsl ns MBX/MBAX/nammHupoBaHHoi anoMuHnesoit donbri, no 10 TabneTok B kaxablii Bnuctep u
no 5 6nuctepos. (50 WT) ¢ MHCTPYKUMEN NO NPUMEHEHWIO B KAPTOHHYIO NaYKy ¢ KOHTPONEM NEPBOro BCKPLITUS.

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:
CooTteeTcTBYeT/Satisfactory
KommeHnTapuin/Comment: exp 06.2025 ver. by M.Pogoda

MNpaBunbLHOCTL MHAWBUAYanNbHOU ynakoBku /Correctness of individual packaging
MapkupoBka cpegcTeammn uaeHtTuguxaumm (Ul).
Presence of Unique Product Identifier (Ul)
PeaynbTat/Resulf:
CooTteetcTeyeT/Satisfactory
NpaBunbHOCTL MHAMBUAYaNbHOW ynakoBku [Correctness of individual packaging
Hanudne ycTpoicTBa 3aluThl OT HeCaHKUMOHWpoBaHHOro agoctyna (ATD)- kneeHan nadka.

Presence of Anti-Tampering Device (ATD)- glued box.
PesyneTat/Result:
CooTteeTcTByeT/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 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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Ceptudbukar Ne/Certificate No: 40510753

teva

Ceptudmkar aHanusa
Certificate of analysis

AaHHbIM NOATBEPXKAAIO, YTO MHOPMALUA, YNOMSHYTaS BbILLE, AYTEHTUUHAS U TOUHas. JaHHas cepws npogykTta 6bina
npoaHanusiposaHa & NOfHOM COOTBETCTBUN C TpebGosaHuaMM GMP 1 sapervcTpupoBaHHOI creLmdukaumedi MMMOPTUPYIOLLE
CTpaHbl. PesynbTaThl aHannsoe COOTBETCTBYIOT 3apErNCTPUPOBAHHON chieLdukaLmu.,

| 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.

Onobpero/Approved by: Agnieszka Samsonowska
Kpakos, pata, Bpemsa/Krakéw, on: 01.09.2022, 13:29:42

JlaHHbBIN OKYMEHT UMEET 3NeKTPOHHbIE 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 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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teva

Ceptudmkar aHanusa
Certificate of analysis

Ceptudomkat Ne/Certificate No: 40509271

Mpoaykr/Name of product: ®uHNencuH petapa TabneTku
NponoHrMpoBaHHoro gelicteus, 200 mr, BAJIK

Kop marepuwana/Material code: 80012431

Ne cepuw Ganka/Bulk batch number: 14159022

Kopg crieuudukauum n cTpaHbl-umnopTepa/
Specification code & importing country:. SDII002250/18
PerucrpaumnoHHoe yaocroeepeHune/

Marketing Authorization Number: M NO015417/01

HopmaTuBHbIA JOKyMEHT/

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

Finish product shelf life: 3IroOdA /3 YEARS

[Nata npoussoactea/Date of manufacture: 27 WioHb 2022 / 27 June 2022
Cpok rogHocTwW/ Expiry date: MoHb 2023 / June 2023

OnwcaHune /General requirements
OT 6enoro A0 XenToBaToro UeeTa, OKpyrnkie nnockue Tabnetkv B thopMe NUCTa Krnesepa co CKOLUEHHLIMU KpasMu, ¢
KpecToobpasHbIMM NMUHUSIMK pasnoMa Ha o6enx cTopoHax 1 4-mA 3apy6kamu Ha GOKOBO NOBEPXHOCTH, C rMaKoW NOBEPXHOCTbLIO,
HefoBpeXaeHHbIMN KpasMU 1 OZHOPOAHBIM BHELLUHUM BUAOM
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.
CooteetcTByeT/Satisfactory
KommeHTapuin/Comment: verified by PMigala

MoanuHHocTE Kap6amasenuna - BAXKX /Identification of carbamazepine - HPLC
Bpems yaepXvBaHusi OCHOBHOTO NMUKA HA XpOMAaTOrpamMmMe UCTILITYeMOro pacTsopa JOMKHO COOTBETCTBOBATL BPEMEHN
yOepX/1BaHus nuka kapbamasenunHa Ha xpomaTorpamme cTaHAapTHOTC pacTeBopa
Corresponds to the standard Pesynbtat/Result.
CooteetcTByeT/Satisfactory

NoanuHHocTE Kap6amasenuHa — Y®-cnektpodotomerpun [ldentification of carbamazepine - UV
YO-CnekTp nornoweHns nenbITyemoro pacteopa, nofy4yeHHoro yepes 210 MyuH pacteopenus, B o6nactu ot 260 o 320 Hm,
[OMKEH UMETL MaKCUMYM MOFMOLLEHUS NPU TOW e ANNHE BOMHbI, YTO 1 YD-cnekTp cTaHAapTHOro pacTeopa kapbamasenuda
Corresponds to the standard PesynbTat/Result:
CootBeTcTeyet/Satisfactory

CpeaHss macca Tabnetkm (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 Pesynbtat/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 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 1D number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudounkar Ne/Certificate No: 40509271

teva

CepTtudukart aHanusa
Certificate of analysis

OTtknoHeHuA ot cpeaHen macckl /Uniformity of tablets weight [g]
He Bonee yem 2 oTnuyaeTtcs oT cpeaHelt macckl Gonee Yem Ha 5 % v HM oaHoW He oTnnvaeTca BGonee 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%
PesyneTtat/Result:
CooTeetctByeT/Satisfactory
KommeHTtapuin/Comment: L=298.4;H=306.0

PactBopeHue (Ph. Eur. unu I'd P®, cnektpocdotometpus) Yepes 15 munyt: 10-30% OT 3asBNEeHHOroO KONuU4yecTsa
kapb6amasenuHa /Dissolution of active substance - Level I (for 6 tablets) After 15 minutes for each tablet: 10-30% of
declared content
cornacHo cneuudurkauum
according to specification PesynbTat/Result:
CooteetcTByeT/Satisfactory
KommeHTtapuin/Comment: 11;13;15;11;15;11;A=13

Pacteopetue (Ph. Eur. unu I'd PO, cnektpocdotometpusn) Hepes 80 munyT: 45 -65% OT 3asBneHHOro konuyecrtsa
kap6ama3senuHa /Dissolution of active substance - Level I (for 6 tablets) After 90 minutes for each tablet: 45-65% of
declared content
cornacHo cneundukaummn
according to specification PesynbTat/Result:
CootBetcTByeT/Satisfactory
KommeHTtapwit/ Comment: 53;54;56;54,;55;51;A=54

PactBopeHue (Ph. Eur. unu e PO, cnektpodotomMetpus) Yepes 210 muHyT: He meHee 70 % OT 3asiBNEeHHOro KoNUYyecTsa
kapGamasenuHa /Dissolution of aclive substance - Level | (for 6 tablets) After 210 minutes for each tablet: not less 70% of
declared content
cornacHo cneuundukauum
according to specification PesyneTtat/Result;
CooteetcTByeT/Satisfactory
KommenTtapui/Comment: 83;85;85;85;85;84;A=84

PoacreeHHble npumeck (BOXX) - KapbamasenuHa anokeup /Chromatographic purity (HPLC): - Carbamazepine epoxide
He Gonee: 0.2%
Upper limit: 02% Pesynetat/Result.
00%/00%
KommenTtapuit/Comment: ND

PoacTeeHHbIe npumecu (BIXKX) - AkpugoH /Chromatographic purity (HPLC): - Acridone
He bonee: 02%
Upper limit: 02% PesynbTat/Result:
0.0%/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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Ceptudbukar Ne/Certificate No: 40509271

teva

CepTudukar aHanusa
Certificate of analysis

PoacteeHHble npumecu (BOXKX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
He Gonee: 02%
Upper limit: 0.2% PesynbTat/Result:
0.0%/00%
KommeHTtapuil/Comment: ND

PogcrBeHHble npumecu (B3XKX) - 9-meTtunakpuamud /Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 02%
Upper limit: 0.2% PesynbTat/Result:
0.0%/00%
KommenTapuit/Comment: ND

PopacTtBeHHble npumeck (BIXKX) - UmuHoctunweben /Chromatographic purity (HPLC): - Iminostilben
He Gonee: 0.2 %
Upper limit: 0.2% Pesynbtat/Result:
00%/00%
KommenTtapuit/ Comment: <QL
PoacteeHHble npumecu (BIXX) - enuHvynan HemaeHTudmunposaHHasa npumeck /Chromatographic purity (HPLC): -
single unknown impurity

He Gonee: 02%
Upper limit: 02% PeaynbTat/Result.
0.0%/00%
KommeHTapuw/Comment: 0.04

PopacTteeHHble npumecu (BIXKX) - cymma HenpaeHTUdbuumpoBarHbIx npumecen /Chromatographic purity (HPLC): - Total
unknown impurities
He 6onee: 05%
Upper limit: 0.5% Pesynerat/Result:
0.0%/00%
KommenTtapwit/Comment: 0.04

PoacTtBeHHbLIe npumeck (BAIXKX) - cymma Bcex npumecei /Chromatographic purity (HPLC): - total known and unknown
impurities
He Gonee: 0.5%
Upper limit: 0.5% Pesynbtat/Result:
00%/0.0%
KommeHTtapuin/Comment: 0.04

KonuvectBeHHOE onpeaeneHne kapbamasenuna B oaHol Tabnetke (BOXKX) /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 Peaynwtat/Result:
205.8 mr/ 205.8 mg
KommeHTtapuid/Comment: PR#2343135

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 Q0, fax: +48 12 411 10 47,email: krakow@teva.pl
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Ceptudbukat Ne/Certificate No: 40509271
teva

Ceptudumkart aHanmsa
Certificate of analysis

KonuuyecTtBeHHoe onpegeneHne kapbamasenuHa /Assay of carbamazepine (in % of declared
He meHee: 95.0 % He 6onee: 105.0 %
Lower limit: 95.0 % Upper limit: ~ 105.0 % PesyneTat/Result:
102.9%/102.9%

JaHHbIM noaTBEPXAAID, YTO MHOPMAaLMSA, YNIOMAHYTas BbilLe, ayTeHTUYHas 1 TouHas. [laHHas cepus npoaykTa Gbina
npoaHanusupoBaHa B NONHOM COOTBETCTBUMN ¢ TpeGosanuamMn GMP 1 saperncTpupoBaHHON crneumdukaumnei UMNOPTUPYIOLLIEN
CTpaHb!. PesynbTaThl aHanu3oB COOTBETCTBYHT 3aperUcTpMpoOBaHHON cneLudukaumm.

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.

Opo6peHo/Approved by: Tomasz Jaros
Kpakos, aara, spems/Krakéw, on: 22.07.2022, 13:19:48

,D,aHHblﬁ AOKYMEHT UMEET NEKTPOHHbIE NOANWCHA.
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
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