AEKJIAPAIIMSI O COOTBETCTBUHA

AEKJIAPAHT, MPUHUMAIOIIU A AEKJIAPAIIMIO O COOTBETCTBUM

000 "Tesa"

Ceedenus o peaucmpayuu opeanusayuu: Mevicpaiionnas uncnexyus PedepansHoli Hano2o6ol cayxchvl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoenus OFPH 01.08.2002.

Adpec: 115054, 2. Mockea, yn. Barosas, 0. 35. Tenegpon: 8 (495) 644-22-34.

B nuye: enepansnozo dupexmopa Spux Poe

Hosepennoe auyo: Maxcumosa J1.A., dosepennocmp T-932 om 14.04.2019

3AABJIAET, YTO

Aekapemeelinoe cpedemeo: Iacman, mabnemxu 0na paccacvieanus 6 wm., ynakosku syetikogsie KOHMYpHbLE
(3), nauxu kapmonnoie, PY Ne I1 N014448/01 om 12.05.2011 (0ama samenvt PY 15.04.2019) évidano Tesa
Papmaijesmuveckue Ipednpusmus Jimd, cepus 16305319, napmus 37330 ynaxosox, 20den do 01.06.2022,
npouseodcmea Tesa Onepesiwnic [lonand Ch. 3 0.0., [onswa, y1. Mozunscxa 80, 31-546 Kpaxos, kod OKII]2

21.20.10.112, koo TH B3] 3004900002, konmpaxm Ne 71 om 01.09.201 6, unsotic Ne 2520020368 om
12.09.2019

COOTBETCTBYET TPEBOBAHUAM

IT N014448/01-150419

AEKJIAPALIAS TPUHSITA HA OCHOBAHUHM

npomoxon ucnvimanui Ne 43142 om 26.09.2019 JTabopamophuiii yenmp OO0 "LIKK OHL]" ammecmam
akxpedumayuu POCC RU.0001.21PK?75, Cepmucpuxam POCC PL.®MI15.C86254 om 26.09.2019

HATA TIPUHATUA JEKJIAPALIAH 30.09.2019
APA JEACTBUTEJILHA J10 01.06.2022

T f”w Makcumosa JLA.
NOATHCH ®.H.0
CBEJIEHUS O PETUCTPAIIUU

OPI'AH I10 CEPTH®HKAILIUH, 3APETHCTPHPOBABUIHH JEKJIAPALIHIO
POCC RU.0001.11®MI5 OPIAH 110 CEPTHOUKALIIH ITPOIYKIIHH OFLECTBO C
Ol PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOM LEHTP KOHTPOJIA KAYECTBA",
adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mockosckas o6nacme, Hempunckuii pation, dep. Jlewixoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-catim: oyxk.pe.
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teva

CepTudukar ananusa
Certificate of analysis

CepTucbukar Ne/Certificate No: 40464746

Mpoaykr/Name of product: Facran TabneTku Ans paccacbiBaqus, 30 wr
GASTAL TABLETS 30 RU

Kog matepwanal/Material code: 10004422

Ne cepuu/Batch number: 16305319

Ne cepuu 6anka/Bulk batch number: 14206519,14206619

Kopa cneundukauymm v CTpaHbi-uMmnopTepal

Specification code & importing country: SDIR000990/4 Russia

Hara nponssoacTsa/Date of manufacture: 27 WioHs 2019 / 27 June 2019
Cpoxk roaxocTu/Expiry date: WioHe 2022 / June 2022

Onucauue /General requirements
Kpyrnele Tabnetku ot 6enoro go KPEMOBOrO LiBeTa C rnafkon NoBEPXHOCTEI0 U hacKom
Tablets are white to cream, round with a smooth surface and with bevelled edges.

PesynoTat/Result:
Cootsetcrayet/Satisfactory
KommenTapuit/Comment: verified by K. Cmil

MognuHHoCcTL — Antomunna okeunn /ldentification - Aluminium oxide
KauecTseHHan peakuus ¢ MopuHom
Gives reaction with morin Peaynerat/Result:
Coorsercrayet/Satisfactory

MoanuHHocTL — MarHus okcug /Identification - Magnesium oxide
KadecTteennan peakuus ¢ 3puoxpoMom YepHoiM T
Gives reaction with eriochrome black PeayneTat/Result:
Cooteetcrayer/Satisfactory

OmHopopHocTs no macce /Uniformity of single tablets weight
OTknoHeHue OT cpegHen Maces!:

>= 18 13 20: makc. 5%

<= 2 13 20: makc. 10%

Deviation from average weight:

>= 18 of 20: max. 5%

<=2 of 20: max. 10%
PeayneTat/Result.

Cootsercrayet/Satisfactory
KommeHTapuittComment: L=1.04997:H=1.09176

CpenHsan Macca tabneTku /Average welight of tablet
Hwxnui npegen:  1.0379 Bepxuuit npegen:  1.1021
Lower limit:  1.0379 Upper limit:  1.1021 PeayneTat/Result:
1.0693 / 1.0693

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 12411 10 47,email: krakow@teva.pl

District Court for the Capital City of Warsaw in Warsaw, |2th Business Section of the Natjonal Court Register;:Registration number. KRS 0000070048; NIP Taxpayer ID
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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Ceprudbukar Ne/Certificate No: 40464746

Ceptudukar ananuaa
Certificate of analysis

KucnotHo-HelTpanuayowas cnocobHocTe Kaxaomn Tabnevku, HeMTpanusauus 0.1 Mpacrteopa XSI0OpUCTOBOAOPOAHOM
kucnotel /Acid binding capacity 0.1 mol/l HCL per one tablet
HuxHuii npegen: 190
Lower limit: 190 PeaynbTat/Result:
221 /221

KonuyectBenHoe onpeneneHue anlOMWHUA oKCcuAa B OAHOI TaBneTke IAssay of aluminium oxide in one tablet
HwxHui npepen:  162.0 BepxHui npegen:  198.0
Lower limit:  162.0 Upper limit: ~ 198.0 Peaynbrat/Resuit:
185.0 / 185.0

KonuuecteenHoe onpeaenexue marina Okcuna B opHow Tabnetke /Assay of magnesium oxide in one tablet
HwkHuit npegen: 210.6 BepxHuit npepen:  257.4
Lower limit:  210.6 Upper limit:  257.4 PeayneTat/Result:
244.2 | 244.2

WHaueuayanesHas ynakoska ICorrectness of individual packaging
TabneTku ynakoBaHsl B 6nucTepsl na NBX//aniomuHmresoit chonbry, no 6 TabneTok B kaxzabii 6nuctep u no 5 Gnvcrepa (30 wr) B
KapTOHHYI0 NauKy BMECTE C MHCTPYKLMEN MO NpUMeHeHU.
Tablets are packed in blisters made of transparent foil PVC//AL, 6 tablets in each blister and next 5 blisters (30 units) into printed
boxes with a leaflet.
PeaynbTat/Resuit:
Cooteetcrayer/Satisfactory
KommenTapuit/Comment: exp.date:06.2022

[HawHeiM noaTeepxaaio, yto MHpopMaLus, ynoMaHyTas BbILLE, ayTeHTUYHanA 1 TouHas, JaHHas cepus npoaykTa 6bina
NpoaHanuavpoBaHa B NOMTHOM COOTBETCTBUM C TpebosaHnamu GMP u 3aperucTpuposaHHoOi cneuudukayven UMMNOPTURYIOLLEn
CTpaHsl. PesyneTaTtel aHanuaos COOTBETCTBYIOT 3apEruCTPUPOBaHHON Cnelutukayuy,

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: Beata Stolarz
Kpakoe, para, spems/Krakéw, on: 27.08.2019, 08:35:57

AaHHI AOKYMEHT NMeeT 3nNeKTPOHHBIE NoanUCH.
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 12411 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 D number 012230311: BDO 000010649: Share capital; PLN 22,220,000.00 {fully paid-up).
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CepTudukar coorBeTcTBuA

Certificate of Compliance

Authorization Number/Peru MOHHBIK N2 GMP Certificate Number/Ne cepTndhukata GMP
138/0018/15

IWZJ.405.11.2017.MG.1, WTC/0018_01_01/237
GIF-IW-400/0018_01_03/04/200/117
IWZJ.405.11.2017.MG.3, WTC/0018_01_02/239

Ceptudpmkar Ne: 80178308
Certificate No:
MMpopykT: lactan TabneTku ans paccacsisaHns, 30 wWT
Product: GASTAL TABLETS 30 RU
WmnopTupyrowan ctpaHa: Poccus
Importing country: Russian Fed.
PerucrpaunoHHoe y40CTOBEPEHNE: M NO 14448/01
MA:
Ne cepuun 6anka: 14206619, 14206519
Batch No (Bulk):
Ne cepuv rotoBoro npogykra: 16305319
Batch No (Finished product):
Ne cepun A®C 101815006, 401187008
(MpoussoguTens):
Batch No API (Manufacturer):
Ne cepun ADC: 190463289, 190262397
Batch No API:
Mpown3ssogutens ADC: 1) DSP - Izrael
AP| manufacturer name: 2) SPI USA
Appec npounssogutens AOC: 1) Mishor Rotem
AP| manufacturer address: 8680600
Mobile Post Arava
Israel
2) 40 Cape Henlopen Drive, Lewes
19958
Delaware
USA
YnakoBaHHOE KONM4ecTBo Ans 37.330,000 WIT
UMnopTUpYiowen cTpaHbl [WwT]:
Quantity packed for importing country:
Cpok rogHocTu: WioHb 2022
Expiry date: June 2022
[ara nponssoacTea: 27 WoHb 2019
Date of manufacture: 27 June 2019

,D,aHHbIIT‘I AOKYMEHT UMeeT 3NeKTPOHHbIE No4nnCHK.
This document was electronically approved, handwritten signature is not required .

Teva Operations Poland sp. Z 0.0.

Ul. Emilii Plater 53, 00-113 Warszawa; Lteva.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 fTaxpayer ID
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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