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NEKJAPALIIMSI O COOTBETCTBHUU

JNEKJIAPAHT, IPUHUMAIOLIMIA JEKJTAPALIMIO O COOTBETCTBHH

000 "Tesa"

Csedenusn o peucmpayuu op2anusayuu. Mesxcpaiionnan uncnexiyus Dedepanvhoil nanozosol cayaictsl Ne 46 no
2 Mocxse 01.01.2008, OT'PH 1027739033024, dama npuceoenus OF'PH 01.08.2002.

Adpec: 115054, 2. Mocksa, ya. Banosas, 0. 35. Tereghon: 8 (495) 644-22-34.

B nuye: Ienepansnozo dupexmopa Opuik Powe

Jlosepennoe muyo: Makcumosa JI.A., dosepenrocmy T-932 om 14.04.201 9

3ASIBJISIET, UTO

nexapcmesennoe cpedcmeo; Dunnencur pemapd, mabaemxu npoIOH2UPOBAHH020 Qeticmeua 200 mz 10 wm.,
ynaxosku suetikosvie Konmypiuie (3), navku kapmontvie, PY Ne ITN015417/01 om 17.10.2008 (dama 3amenvl
PY 06.03.2019) suidano Tesa Papmayesmuseckue Tpednpuimus JImo., cepun 16364919, napmus 14700
ynakosox, zoden do 01.08.2022, npoussodcmea Tesa Onepetitunc Ionanod Cn.3 0.0., llonvwa, yn. Moeunecka
80, 31-546 Kpaxos, koo OKI1J2 21.20.1 0.233, koo TH B3] 3004900002, konmparxm Ne 71 om 01,09.2016,
uneotic Ne 2520021451 om 14.10.2019

COOTBETCTBYET TPEBOBAHUAM

IT1 N015417/01-060319 uzm. Nel

NEKJIAPALLUS TTIPUHATA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 46123 om 21.10.2019 Jla6opamopnuui yewmp OO0 "HKK OHL", ammecmam
axxpedumaruu POCC RU.0001.21PK75, Cepmugpuiam POCC PL.®MI15.C88473 om 23.10.2019

& {;j’—— Makcumosa JLA.
: MOJIIHCh DO
o W wsa%y
Z2” CBEJEHMS O PETUCTPAIIMM

OPTAH 10 CEPTUO®UKALIMH, 3APETUCT PHPOBABILIUHA JEKJIAPALIMIO

POCC RU.0001.11®MI15 OPTAH 110 CEPTH®HKALMH ITPOAYKUHMH OBIECTBO C

Ol PAHMYEHHOFH OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nam. I, kom. 1., adpec opzana no
cepmudgpukayuu: 143581, Mockosckas oGnacme, Hempunckuii paiion, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seG-caiim: OYKK.peh.

JNEKJIAPALIMSI.O COOTBETCTBHHA 3APEFMCTPUPOBAHA A2 POCC RU J-PL.®M15.A.25809/19

JIATA PEFUCTPALINI.24.10.2019
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teva

CepTudukart cooTBeTCTBUS

Certificate of Compliance

Authorization Number/PercTpaunorHbin Ne
138/0018/15

GMPE Cerlficate Number/Ne cepTudukata 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

CepTtudpukat Ne: 80179850

Certificate No:

Mpoaykr: ®duHnencuH petapg TabneTku

Product; nponoHrupoBaHHoro aeictaus, 200 mr x 50

w
FINLEPSIN RETARD TAB.PR 200MG 50 RU

MmnopTupytowas cTpaHa: Poccus
Importing country: Russian Fed.
PerucTpaLMoHHOE YA0CTOBEPEHME! M N015417/01
MA:
Ne cepun banka: 14256419
Batch No (Bulk):
Ne cepuwv rotToBoro npoaykra: 16364919
Batch No (Finished product):
Ne cepun AGC 18Y19648
(MpoussoauTens):
Batch No API (Manufacturer):
Ne cepun ADC: 190764501
Batch No APl:
Mpoussogutens ASC: Arevipharma GmbH
AP| manufacturer name:
Agpec npovasogutena AOC: Meissner Strasse 35
AP| manufacturer address: 364159
01445
Radebeul
Germany
YnakoBaHHOE KONW4YecTso AnAa 14,700,000 WT
MMMopTUpPYoLWeN CTpaHbl [LT):
Quantity packed for importing country:
Cpok rogHocTH: Asryct 2022
Expiry date: August 2022
[AaTa npow3BoAcTEa:; 28 Asryct 2019
Date of manufacture: 28 August 2019

[aHHbliA SOKYMEHT UMEET 3MeKTPOHHbIE NognucH.
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; Reistration number: KRS 0000070048; NIP /Taxpayer [D
number/: 951-15-88-683; Regron /Statistical 1D number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTudbvkaT Ne: 80179850

teva

Ceptuchukar coorBeTcTBUNA

Certificate of Compliance

Authorization Number/Peructpauvonnrsin N2 GMP Cerflficate Number/Ne ceptutinkata 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

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

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

MecTo npoBeaeHus aHanuaa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakow
BbinycKalowmii KOHTPONb KavyecTsa: ul.Mogilska 80, 31-546 Krakdw, Poland
BRS: Teva Operations Poland, Krakdw

KapToHHas nauka: 70062505

Box:

donera: 70060305

Foil:

MHCTpyKuma no meguumHCcKoMy 70061789

NPUMEHEHWIO:

Leaflet:

AaHHbIM noaTBEPXKAAID, YTO UHOPMAaUMS, YIIOMAHYTAsA BbILUE, 8YTEHTUYHAA U ToYHas.[aHHas
cepusA npoAykTa Bbina nponsseaeHa, BII0YaA NPOLECCH! YNAKOBKM W KOHTPONA Ka4ecTsa, B
NOSIHOM cooTBETCTBUM ¢ TpeGosaHuamn GMP u cneuvdrkaumen UMNopTUPYIOLLEN CTPaH.I.
3anvcy npoLeccoB NPOU3BOACTBA, YNAKoBKM U aHanwaa HaxoAsTCs B COOTBETCTBUM ¢ 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 Autharisation of the importing country.The batch processing, packaging and analysis records were
reviewed and found to be compliance with GMP.

Cepwus BbinyLeHa ANs peanuaauuu.

The batch is released for sale.

MopTeepxaeHo ynonHomMoueHHsIM nuuom: Anna Jachewicz-Jakubowicz
Approved by QP:

Kpakoe, geHb: 07.10.2019, 06:58:38

Krakoéw,on:

ﬂaHHblﬁ AOKYMEHT UMEET 3MEeKTPOHHbIE NoAMNCHK.
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/ 01223031 1: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudukar aHanusa
Certificate of analysis

Ceprudgukat Ne/Certificate No: 80179850

MNpoaykr/Name of product: duHnencuH petapp TabneTku
NpONOHrMpoBaHHoro aeicrens, 200 mrx 50
w
FINLEPSIN RETARD TAB.PR 200MG 50 RU

Kon marepuana/Material code: 10009739

Ne cepuwn/Batch number. 16364919

Ne cepuu 6anka/Bulk batch number: 14256419

Kop cneuudukayum n cTpadbi-uMnoprepa/

Specification code & importing country. SDII002250/13 Russia

[lata npouasoactea/Date of manufacture: 28 Asryct 2019 / 28 August 2019
Cpok roaHocTw/ Expiry date: Agryct 2022 / August 2022

WHauemayanbHan ynakoeka /Correctness of individual packaging
TabneTkv ynakosaHsl B 6nucTepsl u3 6enoit HenpospauHoit NBX/MBAX/AnoMUHWeBO# donsru, no 10 TabneTok B KaxAbIA
6nuctep 1 no 5 6nuctepoa (50 LWT) B KAPTOHHYIO Nadvky BMECTe C WHCTPYKLWER MO NPUMEHEHMUIO.

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.
PesynsTat/Result:

CooTeetcrayeT/Satisfactory

[aHHbiM NOATBEPXKAAI, YTO MHDOPMALIMA, YNOMAHYTAA Bbille, ayTeHTUYHaRA U ToHHasn. DanHan cepvs npoaykTa Beina
NpoaHanuaupoBaHa B MoHOM COOTBETCTBUM C TpeBosanuamin GMP n aaperucTpupoBaHHoM cneundmKaLmen MMNopTUpYIoLLeR
CTpaHb!. Pe3ynsTaThl aHaNnn3os COOTBETCTBYIOT 3apErucTpUPOBAHHON cneludukaLmm.

| 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: Anna Jachewicz-Jakubowicz
Kpakos, nata, spems/Krakdw, on: 07.10.2018, 06:58:38

[aHHblit QOKyMEHT UMEeT 3NeKTPOHHBIE NOANUCA.
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

Ceptudpmkar asanuaa
Certificate of analysis

Ceptudmkat Ne/Certificate No: 40465734

Mpoaykt/Name of product: dunnencuH petapg Tabnetku
NPONOHIMpOBaHHOro AeficTaus, 200 Mr, BAJTK

FINLEPSIN 200 RETARD TABLETS 200MG

Kop marepwanal/Material code: 80012431
Ne cepuw/Batch number: 14256419
Ne cepuv Ganka/Bulk batch number: 14256419

Koa cneuudukaumu U ctpaHbi-uMnoprepal

Specification code & importing country:. SDII002250/13

[ara npoussoacteal/Date of manufacture: 28 Asryct 2019 / 28 August 2019
Cpok rogHocTw/ Expiry date: Aeryct 2020 / August 2020

Onucanue /General requirements

Ot Benoro Ao XKenToeaToro LBeTa, okpyrnele nnockve Tabnetkn B hopme nNvMcTa KNesepa Co CKOWEHHbIMW KpasmMu, C
Kkpectoobpa3sHbiMy NUHWUAMK pasnoma Ha obenx cTopoHax v 4-Ma 3apybkamu Ha 6OKOBOI NOBEPXHOCTH, C rMaAKoH NOBEPXHOCTBID,
HEMOBPEeXASHHLIMWA KPasMU 1 OAHOPOAHBLIM BHELWHWM 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.
PesynsTat/Result:

Cooteercreyer/Satisfactory
KommeHTapuia/Comment: verified by PMigala

MopnunHocTe kapGamasenuna - B3XKX /ldentification of carbamazepine - HPLC

CooTBeTcTBYET CTaHAapTy
Corresponds to the standard Peaynsrat/Result:
CooTteetcrayet/Satisfactory

NMoanuHHocTk Kap6amasenuHa — Y®-cnekrpodoTometpua /identification of carbamazepine - UV

CooTeercTByeT cTaHgapTy
Corresponds to the standard Peaynetat/Result:
CootsetcteyeT/Satisfactory

CpenHnan macca Tabnetku (300,0 £ 2%) /Average welght of tablet (300,0£2%)
Hwxuuin npegen:  294.0 BepxHuit npepen:  306.0
Lower limit:  294.0 Upper limit: ~ 306.0 PeayneTtat/Result:
299.7 /1 299.7

OTKnoHeHuA oT cpearen maccel /Uniformity of tablets weight

He Gonee 4em 2 oTnuyaeTca oT cpeaHelr maccel Gonee Yem Ha 5 % W HY oAHOI He oTnvyaeTcs Gonee yem Ha 10 %

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

KommenTapuit/Comment: L=293.5;H=303.1

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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Ceptudomkar No/Certificate No: 40465734

teva

Ceptudpukar aHanusa
Certificate of analysis

PacTeopeHue akTUBHOro BewecTea — YpoBeHb 1 (ans 6 Tabnertox) Yepes 15 MuHyT Ana kaxaown tabnetku: 10-30% ot
3anBreHHoro konuuyecTra /Dissolution of active substance - Level | (for 6 tablets) After 15 minutes for each tablet: 10-30%
of declared content
COrnacHo cneundukauum
according to specification PesyneTat/Result:
CooteetvcTayet/Satisfactory

KommenTapuin/Comment: 15;18;15;14;18,12;A=15

PacTsopeHue akTMBHOro BewecTea — YposeHb 1 (ana 6 tabnetok) Yepes 90 MuHyT Ana kaxgok Tabnertku: 45 - 65% or
3anBeneHHoro konuvecTea /Dissolution of active substance - Level | (for 6 tablets) After 90 minutes for each tablet: 45-65%
of declared content
cornacHo cneundgukauuu
according to specification Peaynorat/Result:
Coovsercrayet/Satisfactory

KommenTapuin/Comment: 64;61;61,60;65;57;A=61

PacreopeHue akTuBHoro sewecrsa — YposeHe 1 (Ansa 6 rabnetok) Yepes 210 MuHyT anna kaxaon tabnetku: He meHee 70 %
oT 3asiBneHHoro konuvectea /Dissolution of active substance - Level | (for 6 tablets) After 210 minutes for each tablet: not
less 70% of declared content
cornacHo cneuudukaLmm
according to specification PesyneTtat/Result;
Cootsercreyet/Satisfactory

KommeHTapuit/Comment. 92;88;89;89;90;88;A=89

Xpomarorpachuyeckan uuctora (BIXX) - Kap6amasenuna anokcupn /Chromatographic purity (HPLC): - Carbamazepine
epoxide
BepxHuit npepen: 02%
Upper limit: 02% Pesynetat/Result:
0.0%/0.0%
KommenTtapuit/ Comment: ND

Xpomarorpadryeckan yucrora (BOXX) - Akpupon /Chromatographic purity (HPLC): - Acridone
BepxHui npegen: 0.2 %
Upper limit: 0.2% PesynwTtat/Result:
0.0%/0.0%
KommeHTapuit/Comment: ND

Xpomartorpacuyeckan yucrora (BOXX) - Akpuaun /Chromatographic purity (HPLC): - Acridine
BepxHuia npegen: 02%
Upper limit: 0.2% PeaynbTat/Result:
0.0%/00%

KommenTapuin/ Comment: ND

Teva Operations Poland sp. z 0,0,

ul. Emilii Plater 53, 00-113 Warszawa; www.teva.p|

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 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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Ceptucbukar Ne/Certificate No: 40465734

teva

CepTudmkar aHanusa
Certificate of analysis

Xpomartorpaduyeckan unucroTa (BIXX) - 9-meTunakpuamH {Chromatographic purity (HPLC): - 9-methylacridine
BepxHuii npeaen: 0.2%
Upper limit: 0.2% PesynesTtat/Result;
0.0%/0.0%

KommenTapuit/ Comment: ND

XpomartorpadpMyeckan YucToTa (BIXX) - UMMHOCTUNLGEH IChromatographic purity (HPLC): - Iminostilben
BepxHuit npepen: 0.2 %
Upper limit: 0.2% Pesynbtat/Result;
00%/00%

KommenTapuit/Comment: ND

Xpomatorpachuyeckas yucroTa (B3XX) - equHnyHan HEMABHTUIULIMPOBAHHAA NPUMECKH IChromatographic purity (HPLC):
- single unknown impurity
BepxHuit npeaen: 0.2%
Upper limit: 02% PesyneTat/Result;
00%/00%

KommenTtapuin/Comment: 0.04

Xpomarorpaghuyeckas yucrota (BIXKX) - CyMMa HEMABHTU(PULMPOBAHHbIX NPUMecen IChromatographic purity (HPLC): -
Total unknown impurities
Bepxnui npegen: 0.5%
Upper limit: 0.5% PeayneTar/Result:
01%/0.1%

KommenTtapuin/Comment: 0.06

Xpomarorpadpmueckan wucrora (BIXKX) - CyMMa UAEHTU(MUUPOBAHHLIX U HEUAEHTUDULMPOBAHHBIX npumecen
IChromatographic purity (HPLC): - total known and unknown impurities
BepxHuit npepen: 0.5%
Upper limit: 0.5% Pesynetat/Result:
01%/01%

KommeHnTapuin/Comment: 0.06

KonuuecteenHoe onpenenenue kapbamazenuHa s opHou TaGnetke (BIXKX) /Assay of carbamazepline in 1 tablet (HPLC)
HwxHuit npegen:  180.0 BepxHwit npegen:  210.0
Lower limit:  190.0 Upper limit: ~ 210.0 Peaynetat/Result:
204.2 /1 204.2

KonunuecTtaenHoe onpegenexue kapGamasenuna (8 % or 3asBneHHOro KonMYecTsa) IAssay of carbamazepine (in % of
declared content) (HPLC)
Hwxnuit npepen: 95.0 % Bepxnuit npegen:  105.0 %
Lower limit:  95.0% Upper limit: ~ 105.0 % PeayneTat/Result:
1021 %/ 102.1 %

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 Krakdw 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).

3/ 4



Ceptudbukat No/Certificate No: 40465734

tevd

Cepruchukar aHanuza
Certificate of analysis

faxHeiM nogTBEepXaak, UTO UHOPMAaLMS, YNOMAHYTas BbIlLe, ayTeHTU4HanA U ToYHaA. [anHas cepws npogykTa Guina
NnpoaHanu3npoeaHa B NONHOM COOTBETCTEUU ¢ TpeBosanuamu GMP u 3aperucTpupoBaHHoi cneyudukauven UMNopPTUPYIOLLEH
CTpaHbl. Pe3ynbTaThl aHanM30B COOTBETCTBYIOT 3aperucTpupoBaHHoi cneundukaLmuu,

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.

OnobpeHo/Approved by. Agnieszka Makowiec
Kpakos, nara, Bpema/Krakéw, on: 02.10.2019, 10:52:01

{laHHbIA BOKYMEHT UMEET 3MeKTPOHHLIE NOAMNMCH.
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’ 01223031 1: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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