Actpa3eHeka Ab

Actpa3ereka Ab CeuaeH OnepaiweHc
SE-151 85 COOEPTANBLE
AstraZeneca Weouss
Ten. +46 (0) 8 553 260 00
daxkc +46 (0) 8 552 544 80

CEPTU®UKAT AHAITU3A

HEKCUYM, TabneTku Kuwe4HopacTBOPMMbIE, NOKPbITbIE NNEeHOYHOW o6onoykon, 40 mr, bnuctep 7x4,

Homep cepum:

[ara npounsBopacTBa:
NopeH po:

CrtpaHa-umnoprep:

Homep NMAUEeH3UU Ha NPOU3BOACTBO!

Homep perncrpaumMoHHOro

Navykn KapTOHHbIE

ZSDB
Mawn 2026 r.

Anpenb 2029 r.

Poccunckasa ®egepaunsn
SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770
JTM-Ne(009827)-(PIr-RU)

yOOCTOBEpPeHUA:
Cneuundukauus: Doc ID-004554773 1.0
MOKA3ATEJNb/METO[ HOPMbI PE3YNbTAT
Homep cepun ADC 25EP200760
OnucaHue MpoponroBartas ABOSKOBbLINYKNas CooTtBeTtcTBYET
TabneTka po3oBOro UBeTa, NoKpbITas
nneHo4YHol obono4ykon, ¢ rpasupoBkor 40
mG Ha 0QHOW CTOPOHE WU rPaBUPOBKOM
A/El Ha gpyroi ctopoHe
CpeaHsaAa macca Hopma: 0.57 r 0.572r
WNaeHntudmkauma, 3zomenpazon JOomkHa BbITh NONOXUTENBHON MonoxutensHas
Naentudmkauma, MarHmin JOomkHa BbITh NONOXUTENBHON MonoxutensHas

KonuyecTBeHHOe onpegeneHue,

95-105% OT 3asBNEeHHOro KonuyecTsa

100 % oT 3asBneHHoro

Jzomenpason Konu4yecTea
OpHOpOAHOCTL AO3UPOBaHUSA [ormkeH cooTBETCTBOBATL TpEBOBAHUSM

Eeponenckon ®apmakonen, TECTUPYIOT
OaHopoAHOCTL COAEPXKUMOro 10 TabneTokK CooTBeTcTBYET
PacTtBopeHue, zomenpason, CooTteeTtcTByeT TpeboaHnam dapm. 94 % oT 3aABNEeHHOro
MWHMMAanbHOE 3Ha4YeHue CLWA «PacTtBOpeHWe nekapcTBEHHbIX KonuyecTea.

dopmM ¢ 3aMeaneHHbIM
BbicBOGOXaeHUeM, BychepHasa ctagus».
OnpegeneHue NPoOBOAAT C
MCNonb30BaHWEM NONACTHON MeLLanku
(annapart 2), npy CKOPOCTKU BpaLLeHUA
mewankn 100 o6/muH. Yepes 30 MWH. He

Do

ABT

ynpaBs/ieHUo AOKYyMEeHTaMn Ka4ecTsa
Ha JleKapCcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
[aTta n Bpemsa Bbirpy3ku: 23.10.2026, 15:33

Ctp.1ma3

REATG TRERe Gipanatepr 28 nions 2026 r. B 13:06:45

Omyuyem: 2451147




Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc
SE-151 85 COOEPTANBLE

AstraZeneca Liseuys

Ten. +46 (0) 8 553 260 00
dakc +46 (0) 8 552 544 80

CEPTU®UKAT AHAITU3A

HEKCUYM, TabneTku Kuwe4HopacTBOPMMbIE, NOKPbITbIE NNEeHOYHOW o6onoykon, 40 mr, bnuctep 7x4,

Navykn KapTOHHbIE

Homep cepuu: ZSDB

[arta npounsBoacTBa: Mawn 2026 r.

FopeH po: Anpenb 2029 .
CrtpaHa-umnoprep: Poccunckasa ®egepaunsn

Homep nuueH3nn Ha NPon3BOACTBO: SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770

Homep perncrpaumMoHHOro JTM-Ne(009827)-(PIr-RU)
yOOCTOBEpPeHUA:
Cneuundukauus: Doc ID-004554773 1.0
NMOKA3ATENB/METOO HOPMbI PE3YINbTAT
meHee 70% (Q) oT 3aABNEeHHOro
KonuyecTtea. TecTupytoT 6 TabneTok.
PogcTBeHHbIe NnpumMmech
CymMmma npumecei He 6onee 2 % < 0.05 %
EonHnyHaa ngeHTumumMpoBaHHas He 6onee 0.5 % < 0.05 %
NMpPUMECH
EavHnyHas HemaeHTUUUMpoBaHHaA He 6onee 0.2 % < 0.05 %
NMpPUMECH
KommeHTapuu:

HopmaTtusHasa gokymeHtaums JTMN-Ne(009827)-(Pr-RU)-261125

npOHSBO,D,CTBO, TecTupoBaHue, nepenyHan ynakoska, BTOpUYHaA ynakoeka, BbII'IyCI{aIOLLl,Ir‘IIFI KOHTPOJb Ka4ecTea:

AcTtpa3eHeka Ab
MapTtyHaBareH, SE-152 57, Copgeprtanse, LWWeeuns

MNpounszeogutens AGC 33omenpasona marHus Tpurugpar:
MuHakem OdioHkepk MNMpoagakwH, ®paHuums.

224 AseHto e na JopaoHs, 3oH 3" 3HTepnpuae ay Hopa MpaxT, OoHKepK

59640 ®paHuna
Tect Kputepun npuemnemoctm PesynbTar
YnakoBka B cootBetctBum ¢ HA CooTtseTCcTBYET
MapkupoBka B coorBetctBumn ¢ HA CootBeTcTBYET
Cpok rogHocTH B cootBetctBum ¢ HA CooTtseTcTBYET

Cp2u33
Qg:gﬁma‘gg@gmm@w@m epr 28 niona 2026 r. B 13:06:45

ynpaBs/ieHUo AOKYyMEeHTaMn Ka4ecTsa
Ha JleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.

[aTta n Bpemsa Bbirpy3ku: 23.10.2026, 15:33

Omyuyem: 2451147




Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc
SE-151 85 COOEPTANBLE

AstraZeneca Liseuys

Ten. +46 (0) 8 553 260 00
dakc +46 (0) 8 552 544 80

CEPTU®UKAT AHAITU3A

HEKCUYM, TabneTku Kuwe4HopacTBOPMMbIE, NOKPbITbIE NNEeHOYHOW o6onoykon, 40 mr, bnuctep 7x4,
Nadku KapTOHHbIE

Homep cepuu: ZSDB

[arta npounsBoacTBa: Mawn 2026 r.

FopeH po: Anpenb 2029 .
CrtpaHa-umnoprep: Poccunckasa ®egepaunsn

Homep nuueH3nn Ha NPon3BOACTBO: SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770

Homep perncrpaunoHHoro J1M-Ne(009827)-(Pr-RU)
YAOCTOBEpEeHUs:
Cneuundukauus: Doc ID-004554773 1.0
NOKA3ATEJIB/METO[ HOPMbI PE3YNbTAT
| Ycrnosus xpaHeHus | B cootseTcTBUM ¢ HI | CooTtBeTCTBYET \

HacTosawmm noateepxaaem, Y4To BbllenpuBegeHHas nHopmMauusi ABNSeTCS TOYHON U JOCTOBEPHOMN.
NaHHas cepus M3roToBneHa/nponsBeaeHa, BKMYasi ynakoBKy/MapkUpPOBKY M KOHTPOSb KavyecTBa, Ha
BblLLEYKa3aHHOW MNPOM3BOACTBEHHOW Nnowaake B MOMIHOM COOTBETCTBUM c TpeboBanusimu GMP
MECTHOTO PEerynsiTopHOro opraHa W chneuuukaumsMy, ykasaHHbIMM B perucTpauuoHHOM
YOOCTOBEPEHUN WUMMNOPTUPYIOWEN CTpaHbl. [poToKonbl NPOM3BOACTBA CEPWM, YMaKOBKUA WU
NPOBEAEHHbIX aHaNU30B NPOBEPEHbLI U COOTBETCTBYHOT TpeboBaHusm GMP.

BbinyweHo: HaxpenH Owanum YnonHoMo4YeHHoe Nuuo
YnonHoMo4eHHoe nuuo B cooTBeTcTBUM C TpebosaHusmn Oupektusbl 2001/83/EC

[ata Bbinycka: 16 nionsa 2026 r.

(0aHHas a3neKTpoHHasA noAnuch SBNAETCA KPUAWYECKM PaBHOLIeHHLIM 3KBUBANeHTOM pPYKOMUCHOW
nognucu)

Ctp.3u33
Qg:gﬁﬁg%@gﬁﬁm@m@m epr 28 niona 2026 r. B 13:06:45 Omuem: 2451147
ynpaBs/ieHUo AOKYyMEeHTaMn Ka4ecTsa
Ha JleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
[aTta n Bpemsa Bbirpy3ku: 23.10.2026, 15:33




AstraZeneca

AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALIE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Nexium, gastro-resistant film-coated tablets 40 mg, blister 7x4, carton packs

Batch Number:
Date of Manufacture:

Date of Expiry:

Importing Country:

Manufacturing Authorisation Number:

Marketing Authorisation Number:

Specification:
TEST/PROCEDURE
API batch number

Appearance

Average mass
Identification, Esomeprazole
Identification, Magnesium

Content, Esomeprazole

Uniformity of dosage units, Content

uniformity

Issued by: Strandberg, Erene on 28/JUL/2026 13:06:45

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpy3sku: 23.10.2026, 15:33

ZSDB

May-2026
Apr-2029
Russian Federation

SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770

NN-Ne(009827)~(Pr-RU)

Doc ID-004554773 1.0

ACCEPTANCE CRITERIA

A pink, oblong, biconvex, film-coated

tablet engraved 40 mG on one side and

A/El on the other side.

Normal value: 0.57 g

Positive identity

Positive identity

95 to 105% of stated amount

Meets the requirements in Ph Eur. 10
individual tablets.

Page 1 of 4

RESULT

25EP200760

Complies

0572 g
Positive

Positive

100 % of stated amount

Complies

Report: 2451147



AstraZeneca

Batch Number:

Date of Manufacture:
Date of Expiry:
Importing Country:

Manufacturing Authorisation Number:

Marketing Authorisation Number:

Specification:

TEST/PROCEDURE

Dissolution Esomeprazole, Range minimum
value

Related substances
Total amount
Any known individual

Any other individual

Issued by: Strandberg, Erene on 28/JUL/2026 13:06:45

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpy3sku: 23.10.2026, 15:33

AstraZeneca AB

AstraZeneca AB Sweden Operations

SE-151 85 SODERTALIE
Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Nexium, gastro-resistant film-coated tablets 40 mg, blister 7x4, carton packs

ZSDB

May-2026

Apr-2029

Russian Federation
SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770
J1M-Ne(009827)-(Pr-RU)

Doc ID-004554773 1.0

ACCEPTANCE CRITERIA

Meets the requirements in USP
according to "Dissolution - Delayed-
Release Dosage Forms, Buffer Stage". In
USP dissolution apparatus 2 (paddle),
100 rpm. After 30 minutes not less than
70% (Q) of stated amount. 6 tablets
tested.

Not more than 2%
Not more than 0.5%

Not more than 0.2%

Page 2 of 4

RESULT

94 % of stated amount

<0.05 %
<0.05 %
<0.05 %

Report: 2451147



AstraZeneca AB
AstraZeneca AB Sweden Operations

AStrazeneca SE-151 85 SODERTALIE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Nexium, gastro-resistant film-coated tablets 40 mg, blister 7x4, carton packs

Batch Number: ZSDB

Date of Manufacture: May-2026

Date of Expiry: Apr-2029

Importing Country: Russian Federation

Manufacturing Authorisation Number: SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770

Marketing Authorisation Number: J1M-Ne(009827)-(Pr-RU)

Comments: Normative document JIMN-Ne(009827)-(PIr-RU)-261125

Manufacturing, testing, primary packaging,
secondary packaging, batch release
AstraZeneca AB

Gartunavagen, SE-152 57, Sodertalje, SWEDEN

Esomeprazole magnesium trihydrate API MANUFACTURER:
Minakem Dunkergque Production

224 avenue de |la Dordogne

Zone d'Entreprises du Nord Gracht

59640 Dunkerque

France

Test Acceptance Criteria Result
Packaging Complies to the normative document Complies
Labelling Complies to the normative document Complies
Expiry Complies to the normative document Complies
Storage Complies to the normative document Complies

| 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 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 in compliance with GMP.

Page 3 of 4
Issued by: Strandberg, Erene on 28/JUL/2026 13:06:45 Report: 2451147

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpy3sku: 23.10.2026, 15:33




AstraZeneca AB
AstraZeneca AB Sweden Operations

AStrazeneca SE-151 85 SODERTALIE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Nexium, gastro-resistant film-coated tablets 40 mg, blister 7x4, carton packs

Batch Number: ZSDB

Date of Manufacture: May-2026

Date of Expiry: Apr-2029

Importing Country: Russian Federation

Manufacturing Authorisation Number: SE-H-GMP/MIA-24-036232,
SE-H-GMP/MIA-23-072770

Marketing Authorisation Number: J1M-Ne(009827)-(Pr-RU)

Released by : Nahrain Oshalim Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC

Released On : 16-Jul-2026

(This electronic signature is the legally binding equivalent of a hand written signature)

Page 4 of 4
Issued by: Strandberg, Erene on 28/JUL/2026 13:06:45 Report: 2451147

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpy3sku: 23.10.2026, 15:33




