teva

CepTucpukar coorBeTcTBUA

Certificate of Compliance

Authorization Number/PerncTpaumoHHbin Ne

GNP Certilicate NUmber/Ne cepTaukara 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

Ceptudumkar Ne: 80212011

Certificate No:

MpogykT: duHnencuH Tabnetku 200 Mr 50 Tabnetkun

Product: FINLEPSIN TV 200MG T 50 RU

MmMnopTupylowasn ctpaHa: Poccua

Importing country: Russian Fed.

PerucrpaumnoHHoe
YAOCTOBEpEHUE:
MA:

M N015012/01

NopmaTvBHWIA QOKIOMEHT.
ND:

M N015012/01-260618 N3M. 1

Ne cepun Ganka: 14127322
Batch No (Bulk):
Ne cepvu roToeoro npoaykTa: 16193222
Batch No (Finished product):
Ne cepum A®C 22B26428
(MpownasoauTens):
Batch No AP| (Manufacturer):
Ne cepmmn ADC: 220567870
Batch No API:
Mpouzsopntens ADC: Arevipharma GmbH
AP| manufacturer name:
Aapec npoussogutens ADC: Meissner Strasse 35
AP| manufacturer address: 364159
01445
Radebeul
Germany
YnakoraHHOE KONWYecTBo AN 25.250,000 WT
MMMOPTUPYIOLWEen CcTpaHbl [WT]:
Quantity packed for importing country:
Cpok rogHocTu: Mai 2025
Expiry date: May 2025
Cpok rogHocTK: 3T0OA
Shelf life 3 YEARS
[arta npoussogcTea: 30 Mai 2022
Date of manufacture: 30 May 2022
Ycnosus xpaHeHus: HE BbIWE +25°C
Storage condition: DO NOT STORE ABOVE 25°C

MpounssoguTens:

ul.Mogilska 80, 31-546 Krakéw, Poland

[aHHbI LOKYMEHT UMEET 3NEKTPOHHbIE 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.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,cmail: 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).

1/2



Ceptucpukar Ne: 80212011

Y Cerificate Number:
eva

CepTudukar COOTBETCTBUA

Certificate of Compliance

Authorization Number/PerncrtpauvoHHbin Ne GMP Cerfiicate Number/Ne ceprndukata GMP
138/0018/15 IWSC.405.12.2021.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, Krakow

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

MecTo npoBeaeHMA aHanmsa: ul.Mogilska 80, 31-546 Krakow, Poland
BTS: Teva Operations Poland, Krakow
BeinyckaroLLnit KOHTpOMb KavyecTBa: ul.Mogilska 80, 31-546 Krakéw, Poland
BRS: Teva Operations Poland, Krakow

KapToHHas nadka: 70064603

Box:

donera: 70060307

Foil:

MHcTpykUMA No MeguUnHCKOMY 70068040

NPUMEHEHMIO:

Leaflet:

[lanHbIM noaTBEepPXKAalo, YTO MHOPMaUMA, YNOMSAHYTas Bbille, NOANVHHAA U TouHasA. [laHHas
cepus npoaykTa Bbina nponsseaeHa, BKNKYasa NPoLecch! yNakoBKu/ MapKWPOBKM U KOHTPONSA
KayecTBa Ha BbiLLEYNOMSHYThIX NroLwagkax B NONHOM COOTBETCTBUM € TpeGosaHuammu GMP u
cneynukaLmMen MMNOPTUPYIOWEeNn CTpaHbl. 3anvucu NpoLeccoB NPON3BOACTEA, YNAKOBKU U
aHanuaa 6binu NpoBepeHbl ¥ HaxoaaTea B cooteeTcTBMM ¢ 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.

Cepl/lﬂ BbinylleHa AnA peann3audun.
The batch is released for sale.

MoaTeepaeHo ynonHoOMo4YeHHbIM nuLoM: Anna Jachewicz-Jakubowicz
Approved by QP:
Kpakos, geHb: 07.06.2022, 12:56:43

Krakéw,on:

OaHHbIn AOKYMEHT MMEEeT INeKTPOHHbIE NOANNUCK.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Zo.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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teva

CepTudmukar aHanusa
Certificate of analysis

Ceprudbukar Ne/Certificate No: 40507185

IMpopykt/Name of product: ®PuHnenciuH Tabnetkn 200 mr 50 TabneTikn
FINLEPSIN TV 200MG T 50 RU

Koa matepuana/Material code: 10009737

Ne cepuu/Batch number: 16193222

Ne cepuu 6anka/Bulk batch number: 14127322

Kog cneuudurkaumm u ctpaHbl-umnoprepa/
Specification code & importing country. SDI1002220/19 Russia
PeructpauuoHHoe yaoctoeepeHue/

Marketing Authorization Number: T N015012/01

HopMaTUBHbIA AOKYMEHT/

Code of Normative Document. M N015012/01-260619 N3M. 1
CpoK rogHOCTH rOTOBOrO ApoAyKTa /

Finish product shelf life: 3TO0A /3 YEARS

DNara npoussoacrtea/Date of manufacture: 30 Mait 2022 / 30 May 2022
Cpox rogHocTu/ Expiry date: Main 2025 / May 2025

WHaueuayansHas ynakoeka /Correctness of packaging

Tabnetkn ynakosarbl 8 bnuctepsi nz NBX/MBOX/namuHrposaHHOi anioMuHueBoi cdoneri, mo 10 TabneTtok B kaxgwli GnvcTtep u
no 5 Gnucrepos (50 W) BMECTE C MHCTPYKUMEH NO NPUMEHEHWIO B KAPTOHHYIO NAYKy C KOHTPONEM NEePBOro BCKPLITHS

Tablets are packed in blisters made of white, opaque PVC/PVDC//

Al/Parchment foil, 10 tablets in each blister and next

5 blisters (50 pieces) into a printed box with a leafiet.
Pesynetat/Result:
CooTteetcTyet/Satisfactory

KommenTapuin/Comment: exp 05.2025, verified by N. Mikotajczyk

ﬁ;;éﬁﬁﬁﬁhcm WHAMBUAYansHOM ynakoeku /Correctness of individual packaging
MapkupoBka cpeacTeamm uaesTudoukaumn (Ul).

Presence of Unique Product Identifier (Ul)
PesynbTat/Result:

Cooteetcrayert/Satisfactory
MpaBunbHOCTE MHAWBUAYANLHOW ynakoBku /Correctness of individual packaging
Hannuwe ycTpoiicTea 3alluThl OT HECAHKUMOHMPOBAHHOTO focTyna (ATD)- kneeHas nadka.

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

CootsetcTByeT/Satisfactory

[aHHbIM noaTBEPXAal0, YTO UHDOPMALWA, YNOMAHYTaN BbilLe, ayTeHTUYHARA U ToYHas. [laHHan cepua npoaykTa Boina
npoaHanuaupoBaHa B NoNHOM cooTeBeTcTeNM ¢ TpeGosaHnamn GMP 1 saperucTpupoBaHHO#| cneuudukaLuein UMNopTUpYOLLei
cTpaHbl. Pe3ynbTaThl aHanvM3oB COOTBETCTBYIOT 3aperMcCTPUPOBAHHON cneuvdukaumi.

| 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 resulfs were reviewed and found fo 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 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 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: 40507185

teva

CeptudmkaTr aHanusa
Certificate of analysis

Opobpexo/Approved by: Agnieszka Samsonowska
Kpakos, pnata, spems/Krakéw, on: 02.06.2022, 12:40:10

[laHHbIiA AOKYMEHT MMEBT 3MEKTPOHHLIE NOANMCH.
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 B0 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 fTaxpayer ID
number/; 951-15-88-683; Regon /Statistical ID number/ 0122303 11: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).

2] 2



