teva

CepTuduKaT COOTBETCTBUS

Certificate of Compliance

“Authonzation Number/PervcTpalmorHbii Ne
138/0018/15

GME Carllicate Number/Ne cepTu@ukaTa 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

Ceprudpmkar Ne: 80181799

Certificate No:

MpoaykT: lacTan TabneTku Ans paccacbisanHus, 60 WT
Product: GASTAL TABLETS 60 RU

WUmnopTupyowas cTpada. Poccus

Importing country: Russian Fed.

PeructpaunorHoe yAoCToBepeHUE:
MA:

M NO 14448/01

Ne cepun Banka:
Batch No (Bulk):

14344619, 14344519

Ne cepun roToBOrO NpoAyKTa:
Batch No (Finished product):

16441619

Ne cepun A®C

101915002, 308193027

(MpouasoguTens):

Batch No API (Manufacturer):

Ne cepun APC: 190965408, 190965477

Batch No APL:

MNpouaeogutens ASC: 1) DSP - |zrael

API manufacturer name: 2) SPI USA

Appec npovu3BoAnTeNA AGC: 1) Mishor Rotem

AP! manufacturer address: 8680600
Mobile Post Arava
Israel

2) 40 Cape Henlopen Drive, Lewes
19958

Delaware
USA

YnakoBaHHOe Konu4ecTeo Ans 18.480,000 WT
UMROPTUPYOLLEN CTpaHbl [WT]:
Quantity packed for importing country:
CpoK rogHocTH: HosGpb 2022
Expiry date: November 2022
[lata npou3BOACTBA: 09 Hosbpe 2019
Date of manufacture: 09 November 2019

[laHHbIA AOKYMEHT UMEET 3NEKTPOHHbIS nognucu.
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.p

.pl
Mailing address of the Cracow factory and office: ul. Mogilska 80,31-546 Krakow tel.: +48 12 617 80 00, fax:
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
BDO 000010649 Share capital: PLN 22.220,000.00 (fully paid-up).

number/: 951-15-88-683; Regon Statistical ID number/ 012230311
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Ceptucpukar Ne: 80181799

te Qﬁa Cerificate Number:

CeptudukaT COOTBETCTBUA

Certificate of Compliance

Eﬁfﬁongangn Number/PerncrpauuncHHblid Ne GMP Certificate Number/Ng cepTuduxara 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_02/238

MpouseoanTenb: Teva Operations Poland, Krakéw
BMS:

YnakoBLUK: Teva Operations Poland, Krakéw
BPS:

MecTo npoBeaexHns aHanuaa: Teva Operations Poland, Krakow
BTS:

BhinyckarLwuil KOHTPOIb Ka4ecTsa: Teva Operations Poland, Krakow
BRS:

KapToHHas nauka: 70063002

Box:

donbra: 70062998

Foil:

WHCTpYKUMA NO MeauLUHCKOMY 70063000
NPUMEHEHWIO:

Leaflet:

[aHHbIM NOATBEPXKAAI0, YTO UHDOPMALWA, YNOMAHYTaA BbILUE, ayTEHTUYHAA 1 TouHanA.[laHHanA
cepus npoaykTa Gbina npousse/ieHa, BroYas NPOLECCh! YNaKkoBki U KOHTPONA Ka4yecTBa, B
MONHOM COOTBETCTBUM C TpeBosaHusamu GMP u cneuvdmkaumen UMNOPTUPYIOLWEN CTpaHsbl.
3an1cy NpoLieccos NPOU3BOACTBA, YNAKoBKA U aHanuaa HaxoAATCA B COOTBETCTBUMA C 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 Regulatary 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.

Cepm BbinNywieHa ona peanuaayuun.

The batch is released for sale.

MoaTBepPXAEHO YNONHOMOYEHHLIM N1LoM: Anna Jachewicz-Jakubowicz
Approved by QP:
KpakoB, AeHb: 06.12.2019, 13:27:54

Krakow,on:

NaHHbIA AOKYMEHT MMEET JNIEKTPOHHBIE MOANUCH.
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’ 012230311: BDO 000010649 Share capital: PLN 22,220,000.00 (fully paid-up).
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teva

Ceptudukar aHanuza
Certificate of analysis

Ceprucpukar Ne/Certificate No: 40469358

Mpoaykt/Name of product: [actan Tabnetku gnsa paccacbiBanvd, 60 wr
GASTAL TABLETS 60 RU

Koa matepuana/Material code: 10004423

Ne cepwuu/Batch number: 16441619

Ne cepuw 6anka/Bulk batch number: 14344519,14344619

Kop cneuudukauuu v cTpaHbl-umnoptepa/
Specification code & importing country: SDIR000990/5 Russia

[ara npoussoacrea/Date of manufacture: 09 HosBpb 2019 / 09 November 2019
Cpok rogHocTu/Expiry date: Hosbpe 2022 / November 2022

Onucauue /General requirements

Kpyrneie Tabnetku or Genoro 4o kpemoBoro UBeTa C rnagKkomn NoBEPXHOCTLIO U hackKoi
Tablets are white to cream, round with a smooth surface and with bevelled edges.

KommenTapuit/Comment: verified by: K.Cmil

PesyneTat/Result:
Cootaercreyet/Satisfactory

NoanuHHoCTL - ANoMUHKUA okekng [ldentification - Aluminium oxide
KauecTseHHas peakums C MOpUHOM
Gives reaction with morin

Peaynetat/Result:
Coorsetcreyet/Satisfactory

NoanuHHocTs — Marnua okeup /identification - Magnesium oxide
KauyecTseHHaRr peakuus c 3puoXpoOMOM YepHeiMm T
Gives reaction with eriochrome black

PeaynbTart/Result:
Coorsercreyet/Satisfactory

OpHopopHocTe No Macce /Uniformity of single tablets weight
OTKNoHEeHWe OT CpefHen Macchbl:

>= 18 u3 20: makc. 5%

<=2 u3 20: makc. 10%

Deviation from average weight:

>= 18 of 20: max. 5%

<=2 of 20: max. 10%

Kommentapuit/Comment: L=1.0482;H=1.0818

PesynsTat/Result:
Cootsetcrayet/Satisfactory

CpepgHnas Macca Tabnetku [Average weight of tablet
HwxHwit npegen:  1.0379 Bepxuuin npegen:  1.1021
Lower limit: ~ 1.0379 Upper limit: ~ 1.1021

Teva Operations Poland sp. z 0.0.
ul. Emilii Plater 53, 00-113 Warszawa; www.teva.pl

PeasynbTat/Result.
1.0630 / 1.0630

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 [D

number’; 951-15-88-683; Regon 'Statistical [D number 01223031 1: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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Ceptudpukat No/Certificate No: 40469358

teva

CepTtudukar aHanusa
Certificate of analysis

KncnotHo-HeTpanu3yiowasn cnocobHocTs kaxgoi Tabnetku, HeiTpanuzauus 0.1 MpacTesopa x10pUcTOBOAOPOAHOI
kucnotel /Acid binding capacity 0.1 mol/l HCL per one tablet

HwxHWA npeaen: 190
Lower limit: 190 Peaynbrat/Result:
223 /223

KonnvecreenHoe onpefenedve anioMMHWMa okcuaa B oaHow Tabnetke [Assay of aluminium oxide in one tablet
HwxHuit npegen:  162.0 BepxHuit npegen:  198.0
Lower limit:  162.0 Upper limit: ~ 198.0 PeaynbTat/Result:
187.5 /1 187.5

KonuyecteeHHoe onpeaeneHne MarHMA okcuaa B oaqHon Tabnetke /Assay of magesium oxide in one tablet
HwxHui npegen: 210.6 BepxHuit npepen: 257.4
Lower limit:  210.6 Upper limit:  257.4 PeaynbTat/Result.
241.0 /1 241.0

MHaveuayansHan ynakoeka /Correctness of individual packaging
TabneTku ynakosaHb! B 6nucTepsl u3 MBX//anioMuHWeBod gonkry, no 6 TabneTok B kaxgbii 6nuctep u no 10 Bnucrepa (60 wrT) B
KAPTOHHYIO NaYKy BMECTE C UHCTPYKLMENR MO NPUMEHEHWIO.
Tablets are packed in blisters made of transparent PVC//Al foil, 6 tablets in each blister and next 10 blisters into printed boxes with
a leaflet.
PeaynbTtat/Result;
Cootsertcteyet/Salisfactory
KommeHnTapuit/Comment: exp.date:11.2022

HaHxHeIM noaTeepxAaaio, 4To MHOPMaUMA, YNOMAHYTaA BLILWE, ayTEHTUYHAA W ToYHaA. [laHHasa cepusa npoaykTa Geina
npoaHanv3vpoBaHa B NONHOM COOTBETCTBUM € TpeboBaHuamn GMP 1 aaperucTpupoBaHHoi cneyudmvKkauven MMNOpTUPYIOWEeR
cTpaHbl. PeaynuTaThl aHanu3os COOTBETCTBYIOT 3aperucTpuposaHHoi cneyndukauyuu.

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.

OpnobpeHo/Approved by: Tomasz Jaros
Kpakoe, pata, spems/Krakow, on: 06.12.2019, 07:22:20

JaHHbilt AOKYMEHT UMEET 3NEKTPOHHbIE NMOANWUCH.
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.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’ 01223031 1: BDO 000010649: Share capital: PLN 22,220,000.00 (fully paid-up).
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