teva

CepTucpunkar coorBeTCTBUSA

Certificate of Compliance

Authorization Number/PernctpauvoHHbi Ne

138/0018/15

GMP Certificate Number/Ne ceptudukata GMP

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

Ceptucoukat Ne: 80207737

Certificate No:

MponykT: lactan® TabneTkn Ans paccacbiBaHWUSA

Product: (6rncTep) 6 x 2 (Navka KapTOHHas)
GASTAL TABLETS 12 RU

MmnopTupytoLasa cTpaHa: Poceus

Importing country: Russian Fed.

PernctpaunoHHoe
yAoCTOBEepeHue:
MA:

JIMN-Ne(000129)-(PI'-RU)

NopmaTuBHUI JOKIOMEHT:
ND:

JIN-Ne(000129)-(PIr-RU)-010221

Ne cepun 6anka:
Batch No (Bulk):

14337921, 14007822, 14007922

Ne cepun rotoeoro npoaykra:
Batch No (Finished product):

16000922

Ne cepun A®C 102115001, 308213037
(Mpoussogutens):

Batch No APl (Manufacturer):

Ne cepun ADC: 211064918, 210764071
Batch No API:

Mponseogutene APC: 1) Dead Sea Periclase

APl manufacturer name:

Magnesia Products SBU
2) SPI Pharma Inc

Aapec npounssogutens ADC:

APl manufacturer address:

1) Mishor Rotem

8680600

Mobile Post Arava

Israel

2) 40 Cape Henlopen Drive, Lewes
19958

Delaware

USA

YnakoBaHHOE KOrnvyecTBo AN
UMNOPTUpPYtOLWER CTpaHbl [LWT]:
Quantity packed for importing country:

96.240,000 WIT

Cpok rogHocTH: [ekabpb 2024
Expiry date: December 2024
Cpok rogHocTH: 3TMO0A

Shelf life 3 YEARS

,D,aHHbIVI [OKYMEHT MMeeT 3NeKTPOHHbIe 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 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

Ceptudukat Ne: 80207737

Cerificate Number:

Ceptudukart cooTrBeTCTBUA

Certificate of Compliance

Authorization Number/PernctpaLuonHbin Ne
138/0018/15

GMP Certificate Number/Ne ceptudukarta GMP
IWSC.405.13.2021.AJE.1, WTC/0018_01_01/556
IWSF.405.50.2020.KK.1, WTC/0018_01_03/108
IWSC.405.13.2021.AJE.2, WTC/0018_01_02/56

[aTa npoussogcraa:
Date of manufacture:

13 Oekabpb 2021
13 December 2021

YcnoBuA XpaHeHust:
Storage condition:

DO NOT STORE ABOVE + 25 °C
HE XPAHWTb NMPWU TEMM.BbILLE +25°C

Flpovnasop.menb: Teva QOperations Poland, Krakow
BMS:
YHaKOBLLMK: Teva Operations Poland, Krakéw
BPS:
MecTto npoBegeHus aHanuaa: Teva Operations Poland, Krakow
BTS:

BbinyckatoLmiA KOHTpONb KavecTsa:
BRS:

Teva Operations Poland, Krakéw

KapToHHaa nadka:
Box:

70069631

®donbra:
Foil:

70067397

|/|HCprKLWIF| no MmeagulMHCKOMY
NPUMEHEHWUIO!
Leaflet:

70069632

JlaHHbIM NOATBEPXA A0, YTO UHEOPMALIMA, YNOMAHYTaA Bbllle, NOANUHHAA U ToYHasA. [laHHasA
cepuvsi NpoayKTa 6bina nponsseAeHa, BKMoYas NpoLecchl yNakoBKn/ MapKUpPOBKM U KOHTPOIA
KayecTBa Ha BbILLEYNOMSHYThIX Mrowagkax B NofnHOM COOTBETCTBIAM ¢ TpebosaHusimu GMP u
cneumnduKalmein IMNOpPTUPYIOLLEN CTpaHbl. 3anucy NpoLECCoB NPOM3BOACTBA, YNaKoBK/ U
aHanusa 6binm NpoBepeHbl U HaxoaATea B cooTeeTcTBUN ¢ 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.

Cepvm BbinyLleHa ona peanusayun.
The batch is released for sale.

MopTeepXAEHO YNONHOMOYeHHbIM nuLiom: Anna Jachewicz-Jakubowicz

Approved by QP:
Kpakose, aeHb: 11.02.2022, 13:29:37

Krakéw,on:

[laHHbIA JOKYMEHT UMEET 3NEKTPOHHbIE NOAMUCHK.
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.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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CepTtucpukar aHanusa
Certificate of analysis

CepTtudpukat Ne/Certificate No: 40501714

Mpopykt/Name of product. lactan® TabneTku AN paccacbiBaHWA
(6nuctep) 6 X 2 (Nayka KapToHHasA)
GASTAL TABLETS 12 RU

Kog matepnanal/Material code: 19002776
Ne cepuu/Batch number: 16000922
Ne cepuu 6anka/Bulk batch number: 14007822,14007922,14337921

Kog, cneuuncbukaumm n crpaHbl-umnoprepa/
Specification code & importing country: SDIR000990/7 Russia
PernctpaynoHHoe ygoctosepeHune/

Marketing Authorization Number: JIM-Ne(000129)-(PIr-RU)
HopmaTuBHbIN AOKYMEHT/

Code of Normative Document: JIM-Ne(000129)-(Pr-RU)-010221

Cpok rogHocTy roToBOro npogykra /

Finish product shelf life: 3TOOA /3 YEARS

Harta npoussoacrtea/Date of manufacture: 13 [Nekabpb 2021 / 13 December 2021
Cpok rogHocTw/Expiry date: Hekabpb 2024 / December 2024

Onucanue /General requirements
Kpyrnble TabneTku or 6enoro Ao KpeMoBOro LiBeTa € rnagkoli NOBEPXHOCTLIO U hackon
Tablets are white to cream, round with a smooth surface and with bevelled edges.

Pesynbtat/Result:
CooteeTcTByeT/Satisfactory
KommeHTapuit/Comment: verified by PMigala

MopnwHHoCTL — AntoMuHuA okcun, /Identification - Aluminium oxide
KauecTBeHHas peakuus ¢ MOPUHOM - NONOXUTENBHAs
Gives reaction with morin PesynbTat/Resuit:
CootBetcTByeT/Satisfactory

MoanuHHocTb — Maruus okcun /ldentification - Magnesium oxide
KauecTBeHHas peaKuus ¢ 3pMOXPOMOM YepHbIM T - nonoXxuTensHas
Gives reaction with eriochrome black PesynbTat/Result:
CooTtseTcTByeT/Satisfactory

OpHopopHocTk no macce (M P® unu Ph. Eur) /Uniformity of single tablets weight
OTKNOHEeHWe OT CPeAHER MaccChl:

>= 18 u3 20: makc. 5%

<= 2 n3 20: makc. 10%

Deviation from average weight:

18/20 max. 5%

2/20 max. 10%

PesynbTat/Result:
CooteeTcTByeT/Satisfactory
KommeHTapuin/Comment: L=1.05833;H=1.07999

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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Ceptudbukat Ne/Certificate No: 40501714

teva

Ceptudukar aHanusa
Certificate of analysis

CpepnHnasa macca Tabnetku (F® P® wnu Ph. Eur) /Average weight of tablet
He meHee: 1.0379r He 6onee: 1.1021r
Lower limit: 1.0379g Upper limit:  1.1021 g PesynbTtat/Result:
1.0702r/1.0702 g

Pacnagaemoctb (T'® P® unu Ph. Eur) /Disintegration time
He 6onee: 15 muH
Upper limit: 15 min PesyneTat/Result:
9 MuH / 9 min

KucnoTtHo-HeidTpanuaylowas cnocobHOCTb Kaxaoi TabneTkn, Heitpanusauus 0.1 MpacTteopa xnopucroBoaopoaHoN
kucriotbl (TutpumeTpuyeckuii) /Acid binding capacity 0.1 mol/l HCL per one tablet
He meHee: 190 mn
Lower limit: 190 mi PesynbTat/Resulf:
224 mn/ 224 ml

KonuuecTBeHHOE onpeaeneHne antoMMHUA oKkcuaa B ogHoOM Tabnetke (TuTpumeTpudeckuit) /IAssay of aluminium oxide in
one tablet
He MeHee: 162.0 mr He 6onee: 198.0 mr
Lower limit:  162.0 mg Upper limit:  198.0 mg PesynbTat/Result:
186.4 mr/ 186.4 mg

KonuuecTBeHHOe onpeaereHne MarHusa okcuaa B ogHOW TabneTtke (TuTpumerpuyeckuin) /Assay of magesium oxide in one
tablet
He meHee: 210.6 mr He Gonee: 257.4 mr
Lower limit:  210.6 mg Upper limit:  257.4 mg PeaynbTtat/Resulf;
2431 wmr/ 243.1mg

UHpuBugyansHaa ynakoBka /Correctness of individual packaging
TabneTku ynakosaHbl B 6nucTepsl U3 MNBX/aniomuHnesoi doneri, no 6 TabneTok B kaxkabii Gnuctep n no 2 Gnuctepa (12 wr)
BMECTE C MHCTPYKUMEA N0 NPUMEHEHUIO B KAPTOHHYIO NAYKy, Ha KOTOPYIO AOMOMHUTENBHO MOTYT BbITb HAHECEHb! 3aLUMTHBIE
HaKMNenKu.
Tablets are packed in blisters made of colourless PVC//Al foil, 6 tablets in each blister and next 2 blisters (12 units)into a printed
boxes with a leaflet.
PesynbTtat/Resulf:
CooTtsetcTByet/Satisfactory
KommenTtapui/Comment: exp date 12-2024

MpaBunLHOCTE MHAMBUAYaNbHOM ynakoBku /Correctness of individual packaging

MapkupoBka cpepcteamu naeHTudukaumm (Ul).

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

Teva Operations Poland sp. z o0.0.

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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Ceptuchukar Ne/Certificate No: 40501714

teva

CepTucpukaT aHanmsa
Certificate of analysis

Mukpo6uonorudeckas uucrora (Ph. Eur. unu I'd PO): - O6uee yncrno aspobHbix MUKpooprasmamos (TAMC)
IMicrobiological purity - total aerobic microbial count
He 6onee 10° KOE/r
Not more than 1000 CFU/g PesynbTat/Result:
CootsetcTByet/Satisfactory
KommeHnTtapuin/Comment: <10 CFU/g
Mukpobuonoruieckas uucrora (Ph. Eur. unu I'd PO): - O6wee uncno apoxokeil unnecHeeobix rpu6os (TYMC)
IMicrobiological purity - total yeasts and moulds count
He 6onee 10° KOE/r
Not more than 100 CFU/g PesynsTat/Result:
CooTeetcTayeT/Satisfactory

KommeHnTtapuit/Comment: <10 CFU/g

Mukpo6uonoruueckas uncrora (Ph. Eur. unu F® P®): - Escherichia coli B 1 r /Microbiological purity: - Escherichia coli in
19
OtcyTcTBYET
Absent Pesynetat/Result:
CooteetcTByeT/Satisfactory
KommeHnTapuit/Comment: Verified by:1.Belska

JaHHbIM noaTBEPXKAAI0, YTO MHChOpMAaLIMA, YNOMSHYTas Bbile, ayTeHTUYHan U TouHas. [laHHan cepus npoaykTa Gbina
npoaHanu3MposaHa B NOSIHOM COOTBETCTBUM C TpebosaHnamu GMP 1 3aperucTpupoBaHHoi cneuyudnkaunein MMnopTupyioLleit
CTpaHbl. Pe3ynbTaTbl aHanusoB COOTBETCTBYIOT 3aperucTpMpoBaHHOW cneumndukaLmm.

1 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.

Ono6peHo/Approved by: Natalia Zdebska
KpakoB, aata, sBpemsi/Krakow, on: 10.02.2022, 13:56:22

[aHHbIk AOKYMEHT UMEET ANEKTPOHHBLIE 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
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