teva

CepTudukat cooTBeTCTBUA

Certificate of Compliance

Authorization Number/PernctpaunoHHbii Ne GMP Certificate Number/Ne ceptucdukata GMP

138/0018/15 ISF.405.42.2023.IP.1; WTC/0018_01_01/227
ISF.405.22.2026.IP.3; WTC/0018_01_04/40

CepTtudukat Ne: 80241931

Certificate No:

MpoaykT: actan® TabneTkun AnNA paccacbiBaHWS

Product: (bnncTep) 6 x 2 (Nnayka KapToHHas)

GASTAL TV 450-300MG T 12 P RU

VanOpTVIpy}OIJJ,aFI CTpaHa:
Importing country:

Poccus
Russian Fed.

PerucTtpaunoHHoe
YAOCTOBEPEHNE:!
MA:

1IN-N2(000129)-(PT-RU)

NOpMaTVIBHMVI AOOKIOMEHT:
ND:

NN-Ne(000129)-(Pr-RU)-100124

Ne cepuu 6anka:
Batch No (Bulk):

14113726, 14113826

Ne cepumn rotoBoro npoaykra:
Batch No (Finished product):

16164026

Ne cepuun A®C 102515003, 308253014
(MpounssoguTenb):

Batch No API (Manufacturer):

Ne cepuun APC: 250765427, 260266480
Batch No API:

Mpownssogutens ADC: 1) Dead Sea Periclase

API manufacturer name:

Magnesia Products SBU
2) SPI Pharma Inc

Appec npoussogutens APC:

API manufacturer address:

1) Mishor Rotem

8680600

Mobile Post Arava

Israel

2) 40 Cape Henlopen Drive, Lewes
19958

Delaware

USA

YnakoBaHHOE KONMMYECTBO AN
MMMNOPTUPYIOLLEN CTpaHbl [WT]:
Quantity packed for importing country:

88.800,000 WUT

Cpok rogHoCTHU: Anpenb 2029
Expiry date: April 2029

Cpok rogHocTK: 3TO0A

Shelf life 3 YEARS

,D,aHHbII7I AOKYMEHT MMEET ANEKTPOHHbIE NoANMNCHK.
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 Crakéw 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).



teva

Ceptudumkar Ne: 80241931

Cerificate Number:

CepTtudukar cooTrBeTCTBUSA

Certificate of Compliance

Authorization Number/PerncrpaunoHHbin Ne
138/0018/15

GMP Certificate Number/Ne ceptudukata GMP
ISF.405.42.2023.1P.1; WTC/0018_01_01/227
ISF.405.22.2026.1P.3; WTC/0018_01_04/40

[ata npoussoacrea:
Date of manufacture:

16 Anpenb 2026
16 April 2026

Ycnosus XxpaHeHus:
Storage condition:

DO NOT STORE ABOVE + 25 °C
HE XPAHWTb MPW TEMN.BBILLE +25°C

MpoussoauTens: ul.Mogilska 80, 31-546 Krakéw, Poland
BMS: Teva Operations Poland, Sp.z 0.0.
YnakoBLuK: ul.Mogilska 80, 31-546 Krakow, Poland
BPS: Teva Operations Poland, Sp.z o.0.

Mecto npoBeneHuna aHanmsa:
BTS:

ul.Mogilska 80, 31-546 Krakoéw, Poland

Teva Operations Poland, Sp.z o.0.

BbinyckatoLwuii KOHTPOrb KayecTsa:

ul.Mogilska 80, 31-546 Krakéw, Poland

BRS: Teva Operations Poland, Sp.z 0.0.
KapToHHas nauka: 70076682

Box:

donbra: 70076491

Foil:

MHCTpYKUMA NO MeanLMHCKOMY 70076493

NPUMEHEHNIO:

Leaflet:

HacToswmm nogTeepxaato, YTo BbilLeykadaHHaa MHOPMaLMSA ABNSETCS NOANMHHON U TOYHOW.

HaHHas napTtusa npoaykTa 6bina nponsseaeHa, BKOYAs YNakoBKY/MapKUPOBKY N KOHTPOMb KaYecTBa Ha
BbllLIeyKa3aHHbIX nriowagkax B norHOM cooTBeTCTBUM ¢ TpebosaHusamm EASC GMP 1 B cooTBETCTBUM
C perucTpaumnoHHbIM yA0CTOBEPEHWEM CTPaHbl-uMnopTepa. 3anucy no o6paboTke NapTum, ynakoske u
aHanuay 6binv NpoBepeHbl 1 NpusHaHbl cooTBeTcTBYOWMMU EA3SC 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 EAEU GMP 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 EAEU GMP.

CepMH BbinylleHa anga peannsauun.
The batch is released for sale.

MoaTsepxaeHo ynonHoMoYeHHbIM nuuom: Anna Onysyk

Approved by QP:
KpakoB, OeHb: 13.05.2026, 13:45:40

Krakoéw,on:

[aHHbIn AOKYMEHT nMeeT 3NEeKTPOHHbIe Noanucu.
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 Crakéw factory and office: ul. Mogilska 80,31-546 Krakow 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, 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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Ceptudomkart aHanusa
Certificate of analysis

Ceptudmkat Ne/Certificate No: 40545219

Mpoaykt/Name of product. lactan® TabneTkn 115 paccacbiBaHUS
(6nucTep) 6 x 2 (N7 4Ka KAPTOHHasA)
GASTAL TV 450-300MG T 12 P RU

Koa matepuwanal/Material code: 19002776

Ne cepuwn/Batch number: 16164026

Ne cepumn 6ankal/Bulk batch number: 14113726,14113826

Koa cneuundukauum n ctpaHbl-umnoprtepa/

Specification code & importing country: SDII016528/2 Russia
PeructpaumoHHoe yaocTtoBepeHue/

Marketing Authorization Number: JIM-Ne(000129)-(PIr'-RU)
HopmaTtuBHbIA JOKYMEHT/

Code of Normative Document: JIM-Ne(000129)-(PI-RU)-100124
Cpok rogHOCTU roToBOro npoaykra /

Finish product shelf life: 3TOOA /3 YEARS

[Hata npoussoacTea/Date of manufacture: 16 Anpenb 2026 / 16 April 2026
Cpok rogHocTu/Expiry date: Anpenb 2029 / April 2029

WnupuBupyansHas ynakoBka /Correctness of individual packaging
Mo 6 Tabnetok B 6nuctep u3 MNMBX/antoMuHnesoit onbru. Mo 2 6nuctepos BMECTE C MHCTPYKLUMEN MO MPUMEHEHUIO B KAPTOHHYIO
nayky C KOHTPONIEM MEepPBOro BCKPbITUS.
6 tablets each in a PV C/aluminum foil blister. 2 blisters together with the instructions for use in a cardboard pack with the control of
the first opening.
Pesynbtat/Result:
CootBeTtcTByeT/Satisfactory
Long text:
exp. 04.2029 d.pr04.2026 verified by M. Serwaczak

MpaBunbHOCTL UHAUBUAYaNbLHOMU ynakoBku /Correctness of individual packaging

MapkupoBka cpeacteamu ngeHtndunkauum (Ul).

Presence of Unique Product Identifier (Ul)
PesynbTtat/Result:
CootsetcTtByeT/Satisfactory

ICorrectness of individual packaging
yuTaemocTtb 2D-koga
2D Code Readability Pesynbtat/Result:
CootsetcTByeT/Satisfactory

MNpaBunbHoCTbL MHAMBUAYanbLHoMU ynakoBku /Correctness of individual packaging
Hanuuve ycTponcTBa 3almThbl OT HECaHKLMOHWPOBaHHOro aoctyna (ATD)- kneeHas navka.

Presence of Anti-Tampering Device (ATD)- glued box.
PesynbTat/Result:
CoortsetcTByeT/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 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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Ceptudoukat Ne/Certificate No: 40545219

Ceptudukar aHanusa
Certificate of analysis

[aHHbIM noATBEPXKAAl, YTO MHGOPMaLMS, YNOMSAHYTas Bbille, ayTeHTUYHas U TouHast. [laHHas cepus npoaykTa 6bina
npoaHanuavpoBaHa B NofTHOM CooTBeTCTBUM C TpebosaHusimu EASC GMP u 3apeructpupoBaHHOI creundukaumen
MUMMNOPTUPYIOLLEN CTpaHbl. PedynbTaThl aHann3os COOTBETCTBYIOT 3aperucTpupoBaHHoi cneumdukaumm.

| hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the EAEU GMP 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.

KommenTtapuin/Comment:
Product complies with requirements of SDII16528/3

OpobpeHo/Approved by: Agnieszka Samsonowska
Kpakos, aata, Bpemsi/Krakow, on: 13.05.2026, 10:29:52

[aHHbIN AOKYMEHT UMEET 3NEKTPOHHbIE NOAMNUCH.
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@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

CepTtudpmukar aHanusa
Certificate of analysis

Ceptudmkat Ne/Certificate No: 40544979

Mpoaykt/Name of product. lacTan® tabnetku ana paccaceiBanus, BAJNK
Kon matepuanal/Material code: 80013465

Ne cepuwn 6anka/Bulk batch number: 14113726

Kop cneundukaumm u cTpaHbli-umnoptepa/

Specification code & importing country: SDI1016528/3
PernctpauunoHHoe ygoctoBepeHue/

Marketing Authorization Number: JIM-Ne(000129)-(Pr-RU)
HopmaTuBHbIA AOKYMEHT/

Code of Normative Document: JIM-Ne(000129)-(PIr-RU)-100124
Cpok rogHoCTM roToBoro npoaykra /

Finish product shelf life: / 3 YEARS

[ata nponsBogcteal/Date of manufacture: 16 Anpenb 2026 / 16 April 2026
Cpok rogHoctu/Expiry date: AnBapb 2027 / January 2027

Onucanwue (BusyanoHbit) /General requirements (Visual)
Kpyrnbie Tabnetkun ot 6enoro Ao KpeMoBOro LBeTa C rnaako NOBEPXHOCTbLIO U hackow
Tablets are white to cream, round with a smooth surface and with bevelled edges.
PesynbTat/Result:
CooteeTtcTByeT/Satisfactory
KommenTtapuin/Comment: verified by R. Dyba

MoanuHHocTb — Antomunua okeua /ldentification - Aluminium oxide
KauecTBeHHas peakuusi C MOPUHOM - NONOXUTENbHAsA
Gives reaction with morin PesynbTat/Result:
CootseTtcTByeT/Satisfactory

MoanuHHocTb — MarHus okcup /Identification - Magnesium oxide
KauecTBeHHasn peakuusi C 3pUOXPOMOM YepHbIM T - NONOXUTENbHAsA
Gives reaction with eriochrome black PesynbTat/Result:
CootseTtcTByeT/Satisfactory

OAHOPOAHOCTL A03UPOBaHHbIX eAuHUL (PacyeTHO-MacCcoBbIN cnocob) - ANOMUHUS rMAPOKCUAA - MarHus kapboHaTa
renk /Uniformity of dosage units - mass variation: - Aluminium Hydroxide-Magnesium Carbonate Gel

AV </ = 15,0 gns 10 TabneTok unu

AV </ =15,0 pna 30 TabneTtok

1 HU OZIHO 3HaYeHune He meHee, 4yem 0,75 M n He Bonee, yem 1,25 M

AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values is less than 0,75M and more than 1,25M

Pesynbtat/Result:
CootseTtcTByeT/Satisfactory
KommeHTtapuin/Comment: AV=1.3;L=97.8;H=99.4;A=98.5;RSD=0.5

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 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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Ceptudumkat Ne/Certificate No: 40544979
teva

CepTtudukart aHanumsa
Certificate of analysis

OaHopoAHOCTL [O03UPOBaHHbIX eauHUL (PacyeTHO-MaccoBbIN ¢/ 10c06) - Marnus ruapokcupg /Uniformity of dosage units -
mass variation: - Magnesium Hydroxide

AV </ =15,0 ansa 10 TabneTok unu

AV </ = 15,0 gnsa 30 TabneTok

W HU 0OHO 3Ha4YeHune He meHee, yem 0,75 M 1 He bonee, yem 1,25 M

AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values is less than 0,75M and more than 1,256M

PesynbTat/Result:
CootseTtcTByeT/Satisfactory
KommeHnTapuin/Comment: AV=3.1;L.=102.5;H=104.3;A=103.3;RSD=0.5

OaHopopgHocTb TabneTok no macce /Uniformity of single tablets mass
+ 5 % oT cpeaHen macchl
+/- 5% of tested average weight Pesynbtat/Result:
CootseTtcTByeT/Satisfactory
KommeHTapuin/Comment: L=1.0557;H=1.0765

CpenHsis macca Tabnetku (F® P® unu Ph. Eur) (1,07g +/-3%) (BecoBou metoan) /Average weight of tablet (1,07g +/-3%)(

Weight method)
He menee: 1.0379r He 6onee: 1.1021r
Lower limit: ~ 1.0379 g Upper limit: ~ 1.1021 g Pesynbtat/Result:

1.0659r/1.0659 g

Pacnapgaemoctb /Disintegration time - every 10th batch

TECT He AABNSIETCS PYTUHHBIM, NPOBOAUTCS Ha Kaxaon 10-i1 cepumn unu Kak MUHUMYM Ha OJHOW Cepun B rof, ecnv Npov3BoanTCs

MeHee 10-Tu cepwuii 3a roa.

The test is performed for every 10th batch or at least one batch per year if less than ten batches per year are manufactured.
PesynbTtat/Result:
CootseTcTByeT/Satisfactory

Pacnapaemoctb (T® P® unu Ph. Eur) /Disintegration time
He 6onee: 15 MuH
Upper limit: 16 min PesynbTtat/Result:
11 MuH / 11 min

KucnotHo-HeTpanuayowas cnocobHocTb kaxaon Tabnetku, Hentpanusaums 0.1 MpacTBopa xfiopucToBoAOpPOAHOM
Kucnothbl (TutpumeTpudeckui) /Acid binding capacity 0.1 mol/l HCL per one tablet (Titrimetric)
He meHee: 190 mn
Lower limit: 190 ml PesynbTtat/Result:
220 mn / 220 ml

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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Ceptudoukat Ne/Certificate No: 40544979

teva

Ceptucpukar aHanusa
Certificate of analysis

KonuyecTtBeHHOe onpeaerneHue anoMUHUS okcuaa B ogHow Tabnetke (TuTpumMeTpuyeckui, metoauka upmel) /Assay of
aluminium oxide in one tablet (Titrimetric, in-house method)
He meHee: 162.0 mr He 6onee: 198.0 mr
Lower limit: ~ 162.0 mg Upper limit: ~ 198.0 mg PesynbTat/Result:
183.9 mr/ 183.9 mg

KonunuyectBeHHOE onpeaeneHue MmarHus okcuaa B ogHow Tabnetke (TutpumeTpuyeckum, metoauka upmel) /Assay of
magesium oxide in one tablet (Titrimetric, in-house method)
He menee: 210.6 mr He 6onee: 257.4 mr
Lower limit: ~ 210.6 mg Upper limit: ~ 257.4 mg Pesynbtat/Result:
247.4 mr/ 247.4 mg

[aHHbIM noATBEpXAato, YTO MHAOPMAaLMS, YNOMSIHYTas Bbile, ayTEHTUYHAsA U TouHas. [laHHas cepusi npoaykTa Gbina
npoaHanuampoBaHa B NONHOM cooTBeTcTBUM ¢ Tpebosanuamn EASC GMP n 3apeructpupoBaHHoi cneuudukaumnen
MMNOPTUPYIOLLEN CTpaHbl. Pe3ynbTaTtbl aHann3oB COOTBETCTBYIOT 3aperncTpupoBaHHoW cneuudukaumn.

| hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the EAEU GMP 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.

OpobpeHo/Approved by: Tomasz Jaros
KpakoB, aarta, Bpems/Krakow, on: 11.05.2026, 11:55:42

[aHHbI JOKYyMEHT UMEET 3NEKTPOHHbIE NOAMUCH.
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@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

CepTtucpukart aHanusa
Certificate of analysis

Ceptudpukat Ne/Certificate No: 40544987

Mpoaykt/Name of product: [acTan® TtabneTtku ansa paccacbiBaHus, BAJIK
Kon matepwanalMaterial code: 80013465

Ne cepun 6anka/Bulk batch number: 14113826

Kog cneuudukaumm n cTpaHbl-umnopTepa/

Specification code & importing country: SDII016528/3
PervucTtpaumoHHoe yaoctosepeHue/

Marketing Authorization Number: JIM-Ne(000129)-(PIr-RU)
HopmaTuBHbIA AOKyMEHT/

Code of Normative Document: JIM-Ne(000129)-(Pr-RU)-100124
CpoK rogHOCTM roToBOro npoaykta /

Finish product shelf life: / 3 YEARS

[ata npousBoactea/Date of manufacture: 16 Anpenb 2026 / 16 April 2026
Cpok rogHocTu/Expiry date: Aneapb 2027 / January 2027

OnucaHue (BusyaneHbin) /General requirements (Visual)
Kpyrnble TabneTkv ot 6enoro Ao KpemoBOro LiBeTa C rnajKkoin NOBEPXHOCTLIO U hackon
Tablets are white to cream, round with a smooth surface and with bevelled edges.
Pesynbtat/Result:
CootseTtcTByeT/Satisfactory
KommeHnTapuin/Comment: verified by U. Sawicka

MoanuHHocTb — ArilomuHua okeua /ldentification - Aluminium oxide
KauecTBeHHasi peakumsi C MOPMHOM - MOMNOXUTENbHas
Gives reaction with morin PesynbTtat/Result:
CooteeTtcTByeT/Satisfactory

MoanuHHocTb — MarHus okcup /ldentification - Magnesium oxide
KayecTBeHHas peakumsi C 3pMOXpPOMOM YepHbIM T - NoNoXuUTENbHasNA
Gives reaction with eriochrome black Pesynbtat/Result:
CootsetctByeT/Satisfactory

OaHOpPOAHOCTL AO3UPOBaHHbIX eauHUL (PacyeTHo-MaccoBbI CNOCco6) - ANOMUHUA rTMAPOKCMAA - MarHus kapboHarta
rens /Uniformity of dosage units - mass variation: - Aluminium Hydroxide-Magnesium Carbonate Gel

AV </ = 15,0 ana 10 TabneTok unu

AV </ = 15,0 ansa 30 TabneTtok

W HU OZHO 3HaYyeHne He meHee, YeM 0,75 M un He Gonee, yem 1,25 M

AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values is less than 0,75M and more than 1,25M

Pesynbtat/Result:
CootsetcTByeT/Satisfactory
KommeHTapuit/Comment: AV=2.4;L.=96.9;H=99.4;A=97.9;RSD=0.8

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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Ceptudbukat Ne/Certificate No: 40544987

teva

CepTtudukar aHanusa
Certificate of analysis

OAaHOpOAHOCTL A03UPOBaHHbLIX eAuHUL, (PacuyeTHO-MaccoBbI cnocob) - Marius ruapokenp /Uniformity of dosage units
mass variation: - Magnesium Hydroxide

AV </ =15,0 ans 10 TabneTok unu

AV </ = 15,0 ana 30 TabneTtok

W HW OJHO 3Ha4yeHue He MeHee, Yem 0,75 M n He Gonee, yem 1,25 M

AV </= 15,0 for 10 tablets or
AV </= 15,0 for 30 tablets
and none of individual values is less than 0,75M and more than 1,25M

PesynbTat/Result:
CootsetcTByeT/Satisfactory
KommeHTtapuin/Comment: AV=5.5;L=103.9;H=106.6;A=105.0;RSD=0.8

OpHopopaHocTL Tabnetok no macce /Uniformity of single tablets mass
+ 5 % oT cpeaHen macchl
+/- 5% of tested average weight PesynbTat/Result:
CootseTtcTByeT/Satisfactory
KommenTapuin/Comment: L=1.0612;H=1.0890

CpepHsa macca Tabnetku (F® P® unu Ph. Eur) (1,07g +/-3%) (BecoBon meTton) /Average weight of tablet (1,07g +/-3%)(

Weight method)
He meHee: 1.0379r He 6onee: 1.1021r
Lower limit: ~ 1.0379 g Upper limit: ~ 1.1021 g PesynbTtat/Result:

1.0744r1/1.0744 g

Pacnapaemoctb /Disintegration time - every 10th batch
TECT He SBMSETCA PYTUHHBIM, NPOBOAUTCS Ha kaxaomn 10-i cepun unmn kak MUHUMYM Ha OHOW Cepuu B rof, ecnv Npou3BoanTCs
MeHee 10-Tu cepui 3a rog.
The test is performed for every 10th batch or at least one batch per year if less than ten batches per year are manufactured.
Pesynbtat/Result:
/Satisfactory
KommenTtapuin/Comment: NRT

KucnoTtHo-HeUTpanuaywasi CnoCO6HOCTb Kaxaon Tabnetku, Heutpanusauus 0.1 MpacTtBopa xnopucroBoaoponHom
KucnoTbl (TuTpumeTpuyeckui) /Acid binding capacity 0.1 mol/l HCL per one tablet (Titrimetric)
He meHee: 190 mn
Lower limit: 190 ml Pesynbtat/Result:
212wmn/ 212 ml

KonuyecTtBeHHOe onpeaeneHue antoM1MHUsA okcuaa B oagHow Tabnetke (Tutpumerpuyeckuin, metoauka cpupmel) /Assay of
aluminium oxide in one tablet (Titrimetric, in-house method)
He meHee: 162.0 mr He 6onee: 198.0 mr
Lower limit: 162.0 mg Upper limit: ~ 198.0 mg Pesynbtat/Result:
183.2 mr/ 183.2 mg
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Ceptudukar Ne/Certificate No: 40544987

teva

CepTtudukar aHanusa
Certificate of analysis

KonuuecteBeHHoe onpepeneHue MmarHus okcuaa B O4HOM TabneTke (TuTpumeTpUYeCKkun, MeToamuKa dupmbl) /Assay of
magesium oxide in one tablet (Titrimetric, in-house method)
He meHee: 210.6 mr He bonee: 257.4 mr
Lower limit: ~ 210.6 mg Upper limit: ~ 257.4 mg PesynbTat/Result:
251.1 mr/ 251.1 mg

HaHHbIM NOATBEPXAAIO, YTO MHCHOPMALIMS, YNIOMSIHYTas BbILE, ayTEHTUYHAs U TouHas. [aHHas cepusi npoaykTa beina
npoaHanu1s“poBaHa B NofHOM COOTBETCTBUM C TpebosaHuamm EASC GMP v 3aperncTpuposaHHoii cneumdukaumeil
“MNopTUpyloLei CTpaHb!. PesynbTaTbl aHanu3os COOTBETCTBYIOT 3aperncTpUpoBaHHoON crneumrdmkaumm.

I hereby certify that above mentioned information is authentic and accurate. This batch of product has been tested in full
compliance with the EAEU GMP 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
Kpakos, nata, Bpemsi/Krakow, on: 12.05.2026, 13:06:41

[aHHbI LOKYMEHT UMEET 3MEKTPOHHLIE NOANUCH.
This document was electronically approved, handwritten signature is not required.
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