teva

CepTudmkar coorsetcTBus

Certificate of Compliance

Autnonzation Number/PerucTpauuorHbm Ne
138/0018/15

GMP Certificate Number/Ne cepTudnkara GP
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: 80203691

Certificate No:

Mponykr: duHnencuH TabneTkn 200 mr 50 TaBneTku
Product: FINLEPSIN®TABLETS 200MG 50 RU

MmMnopTupyolas ctpaHa:
Importing country:

Poccus
Russian Fed.

PeructpaunoHHoe M NO15012/01
yAOCTOBEpEHME:
MA.:
NopmaTuBHWiA fOKIOMEHT: M N015012/01-260619
ND:
Ne cepum Ganka: 14277421
Batch No (Bulk
Ne cepum roToBOro npogykra: 16404221
Batch No (Finished product):
Ne cepun A®C 21E24576
(MponseoguTens):
Batch No API (Manufacturer):
Ne cepumn ADC: 210764127
Batch No API:
MpowasoguTtens A®C: Arevipharma GmbH
AP| manufacturer name:
Aapec npoussogutens AOC: Meissner Strasse 35
AP| manufacturer address: 364159
01445
Radebeul
Germany

YnakoBaHHOE KONM4ecTBo Ans
UMMOPTUPYIOLWEN CTpaHbl [WT]:
Quantity packed for importing country:

24.420,000 WT

Cpok rogHocTu:

OxTabpb 2024

Expiry date: October 2024

CpoK rogHocTy: 3rogAa

Shelf life 3 YEARS

[lata npoussoacrsa: 01 OkTabpb 2021
Date of manufacture: 01 October 2021

YCnoBus XxpaHeHus:
Storage condition:

HE BbILLE +25°C
DO NOT STORE ABOVE 25°C

MpoussoguTens:

ul.Mogilska 80, 31-546 Krakéw, Poland

ﬂ.aHHbIﬁ AOCKYMEHT UmMeer ANEKTPOHHbLIE NoANUCK.
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 Krakdw tel.: +48 12 617 80 00, fax: +48 12 411 10 47, email: 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 1D number/ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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CepTudmkar Ne: 80203691

te %gd Cerificate Number:

Ceprudukar coorsercTeus

Certificate of Compliance

Aut?;onzation Number/PerucTpaunonren Ne GMF Cerfificate Number/Ne ceprudwuxata GNP
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

BMS: Teva Operations Poland, Krakéw

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

MecTo npoBegeHus aHanuaa: ul.Mogilska 80, 31-546 Krakéw, Poland
BTS: Teva Operations Poland, Krakéw
Bbinyckatowuii KoHTpons kavecTsa: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakéw

KapToHHas nayka: 70064603

Box:

donbra: 70060307

Foil:

WIHCTpyKLMA No MeAnLMHCKOMY 70068040

NPUMEHEHWIO;

Leaflet:

AaHHbIM NoATBEPXAAl0, YTO UHGOPMALKS, YNOMAHYTas BbIle, NOANMHHAS U ToYHaR. [aHHas
Cepws npoAykTa bbina npousseaeHa, BKNIOYan NPOLIECCH YNaKoBKM/ MapKUPOBKU U KOHTPONS
Ka“ECTBsa Ha BblLLIEYNOMAHYTLIX NNoWaakax B NOSIHOM COOTBETCTBIN C TpeGoBaHUAMY GMP u
cneLudukauven MMNopTHUpyowWweil cTpaHsl, 3anucu npoLieccos NPOU3BOACTBA, YraKoBKU U
aHanuaa 6binu NpoBepeHbl U HAXOAATCH B COOTBETCTBUMU ¢ GMP.

I 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.

Cephﬂ BbinywleHa ans peanusayun.
The batch is released for sale.

[MoATBEPXAEHO YNONHOMOYEHHBIM NIMLIOM: Malgorzata Magier-Buga;
Approved by QP:
KpakoB, feHb: 14.10.2021, 13:08:54

Krakéw,on:

LaHHbIi AOKYMEHT UMEET 3NeKTPOHHbIe nognuncu.
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 Krakow tel.; +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow%teva.m
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

CepTtudukar aHanusa
Certificate of analysis

Ceptudbukar Ne/Certificate No: 80203691

Mpoayxt/Name of product; ®uHnencur Tabnetku 200 Mr 50 TabneTku
FINLEPSIN®TABLETS 200MG 50 RU

Koa matepuanal/Material code: 10009737

Ne cepww/Batch number: 16404221

Ne cepuu Banka/Bulk batch number; 14277421

Koa cneuucbukaymm u cTpaHsi-nmnoprepa/
Specification code & importing country: SD11002220/17 Russia
PeructpauvoxHoe yaocTosepeHme/

Marketing Authorization Number: M N015012/01

HopmaTusHblit 4OKymeHT/

Code of Normative Document: N N015012/01-260619

CpoK rogHoCTH roToBOrO npoaykTa /

Finish product shelf life: 3TOOA/ 3 YEARS

Hata npouwssoacTeal/Date of manufacture: 01 OxTabpe 2021 / 01 October 2021
Cpok rogHocTw/ Expiry date: OkTa6pb 2024 / October 2024

MHauBmayanesHan ynakoeka /Correctness of packaging
TabneTku ynakosaHsl 8 6nuctepsl ua NMBX/MBOX/NaMUHUPOBAHHOI anOMUHUEBOI thorbru, no 10 TaGneTok B kaxablit Gnucrep u
no 5 6nuctepos (50 LWT) BMECTE ¢ MHCTPYKUMEN NO NPUMEHEHUIO B KAPTOHHYIO NaYKy C KOHTPOMNEM NEPBOro BCKPLITUS
Tablets are packed in blisters made of white, opaque PVC/PVDC//
AlfParchment foil, 10 tablets in each blister and next
5 blisters (50 pieces) into a printed box with a leaflet.
PeaynbTat/Result:
CooTteeTcteyet/Satisfactory
KommeHTapuit/Comment: expiry data:10.2024

MpaBuNLHOCTL MHAMBUAYaNLHOM YnakoBku /Correctness of individual packaging
MapkupoBka cpeACTBaMU UaeHTUDUKALUM (ul).
Presence of Unique Product Identifier (U])
Peaynerart/Result:
Cootsetcrayer/Satisfactory

MpaBunsHocTb hunuaunyafabudﬁ ynakosku /Correctness of individual packaging
Hanuuue ycTpoicTea 3aluuThl OT HECAHKUMOHUPOBAHHOrO Aoctyna (ATD)- kneenHas nadka.

Presence of Anti-Tampering Device (ATD)- glued box.
Peaynetat/Result;
Cootsetcrayet/Satisfactory

HaHHbIM NoATBEPKAALD, YTO MHGIOPMALINA, YNOMSHYTAaA BhilLe, AYTEHTUYHaA K TouHaA. [JaHHas cepusi npoayKTa bbina
npoaHanuauposaHa B NONHOM COOTBETCTBWM ¢ TpebosaHuamu GMP u 3aperucTpupoBaHHoON creundukaLmei UMnopTHpYIoLLEH
CTpaHbl. Pe3ynbTaTel aHanU308 COOTBETCTBYIOT 3apPErUCTPUPOBAHHOI cneyudrkaumu.

! 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.

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 [D number/ 012230311 BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprtudhukar Ne/Certificate No: 80203691

tew ()

Ceptudukar aHanusa
Certificate of analysis

Opobpexo/Approved by. Malgorzata Magier-Bugaj
Kpakos, para, sBpems/Krakow, on: 14.10.2021, 13:08:54

[aHHbIA JOKYMEHT UMEET 3MEKTPOHHLIE 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.leva.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,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 1D number/ 012230311: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudmkar aHanusa
Certificate of analysis

Ceptudpukar No/Certificate No: 40496482
Mpopykr/Name of product: duHnencuH Tabnetky 200 mr, BANK
Koa marepuana/Material code: 80012430
Ne cepwu 6anka/Bulk batch humber: 14277421

Koa cneuudbrkaumn u cTpaHbl-umnoprepa/
Specification code & importing country: SDI1002220/17
PeructpaunoHHoe yaocToeepeHne/

Marketing Authorization Number: M N015012/01

HopmaTtueHbIA JOKYMEHT/

Code of Normative Document: N N015012/01-260619

Cpok roaHOCTH roToBOro npoaykTa /

Finish product shelf life. 3T0OJA /3 YEARS

Aata npoussoactea/Date of manufacture: 01 OkTsbpb 2021 / 01 October 2021
Cpok roaHocTw Expiry date: Oxtabpb 2022 / October 2022

Onucanune /General requirements
Benbie kpyrnble TabneTku ¢ hacko, BLINYKNbIE C OAHO CTOPOHbI U PUCKOW B BUAE KIMHOOBPa3HOro yriyBnenns — ¢ ApYyroi, ¢
rN1aAKoR NOBEPXHOCTLIO, HENOBPEKAEHHLIMY KPASMA 1 OAHOPOAHBIM BHELLHUM BULOM.

White, round tablets with bilateral bevel on one side and deep score (snap tab), convex on the other side with smooth surface,
undamaged edges and uniform appearance.
PesynsTat/Result:
Cooteetctayet/Satisfactory
KommenTapuin/Comment: verified by K. Jeziorska

MopnutHocTe kapbamazenuna - BXX /identification of carbamazepine - HPLC
Bpemsi yAepxuBaH1A OCHOBHOTO NUKA Ha XPOMAaTOTpamMmMe UCNLITYeMOro pacTeopa A0MKHO COOTBETCTBOBATL BPEMEHW
YAGPXMBaHUA NiMka kapbamasenuHa Ha XPOMaTorpamMme CTAHAAPTHOIO PacTBopa.

The retention time of the main peak on the chromatogram of the test solution should correspond to that one of the carbamazepine
peak in the chromatogram of the standard solution.
Pesynstat/Result:
Cooteetcrayert/Satisfactory

NoanuHHoCTL KapBamasenuHa — Vm-cnéxrpocpomme'rpun Ildentification of carbamazepine - UV
YNbTpaduoneToBbIi CREKTP, NONYYEHHBIR C MOMOLLLIO TECTOBOMO pacTeopa, A0NMKEeH COOTBETCTBOBATL CNEKTPY, NOSTYYEHHOMY C
NOMOLBIO CTEHAEPTHOrO pacTeopa Ha ANvHe BOMHL 260-320 HM B YCNOBWAX TECTA Ha PacTBOpPeHMeE.

The UV spectrum obtained with the test solution should correspond to that one obtained with the standard solution at a wa velength
of 260-320nm under the conditions of the Dissolution test.

PesyneTat/Resuit:
Cooteevcreyer/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 Q0, 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/Certificate No: 40496482

Ceptudoukar aHanmsa
Certificate of analysis

OnHopoaHocTe AcsupoBakua (Ph. Eur., pacyeTHo-BeCOBOW MeToA) IUniformity of Dosage Units by Mass Variation
(conforms to current Ph.Eur. 2.9.40)
Kputepuit npuemnemoctu (AV) — ve 6onee 15,0 %
AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values of the dosage unit is less than 0,75M or more than 1,25M.
Conforms to current Ph.Eur. 2.9.40
Pesynerat/Result;
Cooreertcreyet/Satisfactory
KommenTapuit/Comment: AV=2.4

PacTsopeHue geicTByOWero BewecTsa - YposeHs 1 Konuuectso AeWCTBYIOUEro BEWEeCTBA, PACTBOPEHHOrO B TEYEHHE
45 MUHYT, Ans kaxpomn Tabnertku He menee B0 % (Q+5%)/Dissolution of active substance - level | Amount of active
substance dissolved within 45 minutes for each of tested tablet is not less than 80% {Q+5%)
CornacHo cneuudukaumum
According to specification PesynsTat/Result:
CootsetctayeT/Satisfactory
KommeHTapuit/Comment: 97:97:98:99:96:99:A=08

PacTeoperue geicTeylowmux sewecrs (YposeHs I) Konuuecreo ASACTBYIOWUX BEWECTE, PaCTEOPEHHBIX B TedeHue 30
MUHYT, ANs kaxAon Tabnetkm He meHee 50 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 30 minutes from each of tested tablet is not less than 50% (Q+5%)
CornacHo cneuvdukaumu
According to specification Pesynbrat/Result:
CoorsetcTayeT/Satisfactory
KommenTtapuit/Comment: 94,94,95;95;93;95;A=94
PacTeopeHue aeicTaylowmMx BewecTs (YpoBeHs I) KonnyecTso geiCTBYIOWUX BEWECTs, PacTBOpPeHHbIX B TeveHue 180
MUHYT, ANA Kaxaoh Tabnetku He meHee 90 % (Q+5%)/Dissolution of active substances (level-1) Amount of active
substances dissolved within 180 minutes from each of tested tablet is not less than 90% (Q+5%)
CornacHo cneuuncukatuu
According to specification PeayneTat/Result:
Cooveetcreyet/Satisfactory

KommenTapuii/Comment: 99,99;99;100;97;99;A=09

Pactsopenue (Ph. Eur. unu F'® P®, cnektpothotometpus) (YpoeeHs 1) He meHee 60% (Q) oT 3asBnNeHHOro KoNUvecTea
kap6amasenuna yepes 30 munyT /Dissolution of active substances (level-1) Amount of active substances dissolved within
30 minutes from each of tested tablet is not less than 65%(Q+5%)
CornacHo cneundukaLuu
According to specification PeaynbTat/Result:
Cooteetctayet/Satisfactory

KommenTapuit/Comment: 94;94,95;95;93:95;A=94

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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Ceptucpukat Ne/Certificate No: 40496482

#

CepTudukar aHanmsa
Certificate of analysis

1

Pactsopenue (Ph. Eur. unu IF'® PO, cnektpodoTtomeTpus) (Yposetn 1): He meHee 85% (Q) oT 3anBneHHoro konuvecTea
kap6amazenuna uepes 120 MmuHyT /Dissolution of active substances (level-1) Amount of active substances dissolved within
120 minutes from each of tested tablet |s nof less than 90% (Q+5%)
CornacHo cneuudukaumm
According to specification Pesynetat/Resuit:
CooteerctayeT/Satisfactory

KommenTapui/ Comment: 98;98:98;100;97:99:A=99

PopcteeHHble npumeck (BIXX) - KapGamaaenuna anokeun /Chromatographic purity (HPLG): - Garbamazepine epoxide
He Gonee: 0.2 %
Upper limit: 0.2% PeaynsTat/Result:
0.0%/0.0%
KommeHTapuiw/Comment: ND

He Bonee: 02%
Upper limit: 0.2% PeaynsTat/Result:
00%/00%

KommeHTapun/Comment: ND

Popacteennbie npumecu (B3XKX) - Akpunun /Chromatographic purity (HPLC): - Acridine
He Gonee: 0.2%
Upper limit: 0.2% Peaynetat/Result:
00%/0.0%

KommeHTapuit/Comment. <QL

PopacreeHHbie npumeck (B3XKX) - 9-meTunakpuaun [Chromatographic purity (HPLC): - 9-methylacridine
He Gonee: 02%
Upper limit: 0.2% PeayneTat/Result:
00%/00%
KommenTapuit/Comment: <QL

PoacreeHHile npumecu (B3XKX) - UmuHocTunbben /Chromatographic purity (HPLC): - Iminostilben
He 6onee: 0.2 %
Upper fimit: 0.2% PeayneTat/Result.
00%/00%
KommeHrTapuit/ Comment: <QL

single unknown impurity
He Gonee: 0.2 %
Upper limit: 02% Peaynbrtat/Result.
0.0%/00%

KommenTtapuia/Comment: 0.046

Teva Operations Poland sp. z 0.0,

vl. 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 G000070048; 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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Ceptudukar Ne/Certificate No: 40496482

CepTudukar aHanusa
Certificate of analysis

unknown Impurities
He Gonee: 0.5 %
Upper limit: 05% PesynbTat/Result:
0.1%/0.1%
KommeHTapuit/Comment: 0.084

PoacTeenHbie npuMecy (BOXKX): - cymma Bcex npuMecen IChromatographic purity (HPLC): -Total known and unknown
impuritles
He Bonee: 0.5 %
Upper limit: 0.5% PesynbTaT/Result:
0.1%7/0.1%
KommeHTapuit/Comment: 0.084

KonuyecTBeHHO® onpeaeneHue kap6amasenuHa B ogHo# Tabnetke (BIXKX) /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 Pesynbrat/Result:
196.9 mr/ 196.9 mg

He meHee: 95.0 % He Gonee: 105.0 %
Lower limit:  95.0 % Upper limit: ~ 105.0 % Peaynerat/Result:
98.4%/98.4 %

MukpoBuonoruueckas uucrora (Ph. Eur. unu e PO): - O6uiee yucno aspobHbix MUKpoopranusmos (TAMC)
IMicrobiological purity - total aerobic microbial count
He Gonee 10* KOE/r
Not more than 1000 CFU/g PeayneTtat/Resuit:
CoocTeercteyeT/Satisfactory
KommeHTapuin/Comment: 3 x 10 CFU/g

Mukpo6uonoruyeckas yucrota (Ph. Eur. unu e P@): - O61wee YMCNo apoxcken unneckesbix rpuos (TYMC)
IMicrobiological purity - total yeasts and moulds count
He 6onee 102 KOE/r
Not more than 100 CFU/g PeayneTat/Result:
CootseTcreyeT/Satisfactory
KommenTapuin/Comment: <10 CFU/g

MukpoBuonoruyeckas uucrora (Ph. Eur. unu Fe P®): - Escherichia coli & 1 r /Microbiological purlty: - Escherichla coli in
19
OvcyTcTayeT
Absent PesyneTat/Resulf.
CootsetcTeyet/Satisfactory
KommenTapuit/Comment: Verified by: K.Czerepak

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: krakowi@ieva.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 LD

number/: 951-15-88-683; Regon /Statistical 1D number/ 01223031 1: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceprudpukar Ne/Certificate No: 40496482

CepTudomkar aHanumsa
Certificate of analysis

[aHHbIM noaTEEPXARI0, YTO UHPOPMALMS, YIOMSIHYTAS BbiLLE, ayTEHTUUHANA W TOYHan. [laHHan cepus npodykTa Beina
npoaHanuaupoBaHa B NONHOM COOTBETCTBUW C TpeBosanusmu GMP » 3aperycTpypoBaHHOM cneunduKkaLved UMNopTUpYIoLeH
CTpaHbl. PeaynbTaTel aHanu3oB COOTEETCTBYIOT 3aPErMCTPUPOBaHHON cneuudmrkayuy.

| 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.

Opobpexo/Approved by: Tomasz Jaros
Kpakoe, aata, spemsa/Krakow, on: 12.10.2021, 13:19:37

JaHHbIA AOKYMEHT UMEET 3MNEeKTPOHHLIE 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, 31-546 Krakow tel.: +48 12 617 80 00, fax: +48 12 411 10 47,email: krakow@eva.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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