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Dr.Reddy’s ¢
CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
MpoaykTt: Omes® 1CP, (Aomnepugon+OmMenpa3oi) Kancyabl ¢ MOAUGHIIMPOBAHHBIM BbicBoGOXkAeHHEM, 30 Mr+20 mr

Market / Puinok : Russia/ Poccus

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepus Ne ) O6bem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaauTHYecKUii oTyeT No JlaTa aHaau3a

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

JaTta npou3BoacTBA I'onen g0

Mfg. License No. /

[poussoacreennan anueusus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI"™-RU)
Ne

Analysis performed according ND / Ananus npoeeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBHu4Hoi ynakosku yreepaaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpU4HO# ynakoBku yTepacaens: 07.12.2023
PL approved: / JIB yTBepaxkaen: 26.11.2025
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S/_I:'.? Specification / Cnenuduxanns

Test / Tect Result / PesyabTaT

Hard transparent colorless gelatin capsules
size 1 with a black imprint

Hard transparent colorless gelatin
capsules size 1 with a black imprint «“Y
DR, REDDY’S” on the capsule cap and a
red imprint “ OMEZ-DSR” on the
capsule body. Capsule contents: white and
brown spherical pellets. /

1 Description / Onucanue

I Dr. REDDY'S " vn Ulie capsule cap
and a red imprint " OMEZ-DsSR " on the
capsule body. Capsule contents: white to
grayish-white and brown to yellowish
brown spherical pellets. /

Teepable KeNaTHHOBBIE MPO3payHbIe
OecuBeTHBIE KalCyJbl pasMmepa 1 ¢

i . M p p Teepavle  KEJaTHHOBLIE  [MPO3pauHble
MapKUPOBKO# 4YepHOro LBETA

. GecuBeTHbie  Kancyssl pasmepa | ¢
« Y DR. REDDY’S» Ha Kpbllueuke | MAPKUPOBKOH HEPHOro LBeTa

KarcyJibl 1 MApKUPOBKOH KpacHOro LBeTa
«OMEZ-DSR» Ha Kkopmyce KarcyJisl.
Copepxumoe  kancyn:  cdepuveckue
neaneTs 6€M0ro 1 KOPUUHEBOTO LBETA.

o
« Y DR. REDDY’S» Ha KpbILIEUYKE
Karncynbl U MapKUpOBKOM KpacHOro LBETa
«OMEZ-DSR» Ha kopnyce KarcyJbl.
Conepxumoe Kancys: chepuueckue
neieTsl OT 0enoro oo cepoBaro-6eNoro u
oT KOPUYHEBOrO bils) JKENTOBATO-
KOPUUYHEBOIO LIBETA.

2 | Identification /
Upentnpnkanus

HPLC / BOXX

Omeprazole / Omernpazon
Domperidone / Jomnepunox

The retention times of the main peaks in
the chromatogram of test solution comply
with the retention times of omeprazole
and domperidone peaks in the
chromatogram of standard solution. /
BpemeHa ynep>uBaHus OCHOBHbLIX MTMKOB
Ha  XpoMaTrorpamme  HCILITYEMOro

The retention times of the main peaks in the
chromatogram of test solution should
comply with the retention times of
omeprazole and domperidone peaks in the
chromatogram of standard solution (section
Assay). /  BpemeHa  ynep)kuBaHUs
OCHOBHBIX TIMKOB Ha XpOoMarorpaMmme

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeGOBaHUAM HJT

Conclusion : APPROVED/
3axuoyenne: OJJOBPEHO

Prepared by /
[MoxroTosneHo:
D. Latha - Quality control-

Team Member g

Checked by / [posepeHo:
A. Susmitha - Quality
control- Team Member

¢l

Checked by (AQA) /
IpoeepeHo (AOK):

- Quality Assurance-
Member dfm‘

Ahamadullah Mohammad

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauecTBa/OTBETCTBEHHOE JTULIO:
P. Rama Rao - Quality P?_‘__
Assurance- Team Member

Team

Date /ata: 31-07-2026

Date /[Hata: 31-07-2026

Date /Jara: 31-07-2026

Date /[laTa: 31-073 1ote




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, (lomnepuaon+Omenpason) Kancyabi ¢ MoandUUPOBAHHEIM BbicBoGoxaeHneM, 30 mr+20 mr

Market / PoiHoK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepns Ne ¢ Bao071i8 O6bem cepuu * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaJNTHYECKHIT oTUeT N Jara aHanu3a

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

Jata npoussoacTBa Tonen a0 -

Mfg. License No. /

IpoussoacTeennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI"-RU)
Ne

Analysis performed according ND / Ananun3s nposegen no H/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBUYHO#i YynakoBKkH yTBepaxaensn: 07.12.2023
Artworks of secondary package approved: / Makerbt BTopu4HOii ynakosku yreepaxaensi: 07.12.2023
PL approved: / JIB yTeepxkaen: 26.11.2025

Page2of 9/Crp.2 13 9
pacTBopa  COOTBETCTBYIOT  BpPEMEHAM | UCTBITYEMOrO pacTBopa [OJKHBI
YOEpKHUBaHUA [HMKOB OMeMNpasoNa U | COOTBETCTBOBATH BpPEMEHaM YAEpXKHBAaHUA
JIOMITepUAOHA Ha XpoMaTorpaMme | MHKOB OMerpa3oia M [JOMIEepUIOoHa Ha
CTaHAAapTHOrO pacTBopa. XpoMarorpaMMe CTaHIapTHOTO pacTBopa
(pasnen «KonmMueCTBEHHOE ONpEAENEHUER).

3 | Average weight of the net 377.67 mg /377,67 mr 369.0mg = 10% (between 332.1 to
content / Cpexnsis macca 405.9 mg) / 369,0 mr = 10 % (ot 332,1 a0
COAeP>KMMOro KamcyJ 405,9 mr)

4 | Water content / 1.2%/1,2% Not more than 4.0 % / He Gonee 4,0 %

Copnepixanue BOAbI

5 | Uniformity of dosage units / OaHopoaHOCTH J03UPOBAHHBIX €IMHHULL

Omeprazole / Omenpason 9.1/9,1 Acceptance value (AV) should be less than
or equal to 150 / [TIlokasarens
npuemaemoctd (AV) pomkeH ObITh He
oonee 15,0.

Domperidone / Jomnepuaox 8.5/8,5 Acceptance value (AV) should be less
than or equal to 15.0 / [Nokazarens
npuemsieMoctd (AV) nomkeH GbITh He

6osee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [lponykr cooTBeTcTBYET TpeboBanuam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / [posepeno: | Checked by (AQA) / Approved by: Quality
IMonroTosneHo: A. Susmitha - Quality [posepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad | Omo6peno: Obecnieuenue

- Quality Assurance- Team | kayecTBa/OTBETCTBEHHOE JHLIO:

Team Member
L%; @ Member C'lewg/ ) P. Rama Rao - Quality

Assurance- Team Member

Date /data: 31-07-2026 | Date /Jara: 31-07-2026 Date /Hara: 31-07-2026 Date /lara: 21-0F WL




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, (lomnepugon+Omenpa3zoi) Kancy.ibl ¢ MOAHGUIHMPOBAHHBIM BbicBoGoKAeHneM, 30 Mr+20 mr

Market / Peinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust No + BI6021T8 O6nem cepun 1250000 kancyn
Analytical Repourt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaJINTHYeCKHi 0TyeT No JaTa anaansa

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

JlaTa npou3BoAcTBa Togen a0

Mfg. License No. /

IlpoussoacTeennas guuenznsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Ananu3s nposeaen no H/L: JIIT-Ne(002687)-(PT-RU)-071223
Artworks of primary package approved: / Makern! nepBn4HOii ynakoBku yreep:xiaenn: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpU4HOii ynakosku yTBep:;kaenbi: 07.12.2023
PL approved: / JIB yrBepxaen: 26.11.2025
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6 | Impurities / Ilpumecu

Omeprazole / Omenpasona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4

|
Impurity 5 / npumecs 5

Not detected / He obHapykeHa

Mot detected / e oBuapycia
0.02%/0,02%

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hmxe npenena KoMYECTBEHHOTO
onpenenenus (IMKO = 0,010%)

Domperidone / Jomnepuoona.
Impurity A / npumecs A
Impurity B / npumecs B

Impurity C / npumecs C

Impurity D / npumecs D

Impurity F / npumecs F

0.02%/0,02%

Not detected / He o6HapyskeHa

Less than LOQ (LOQ = 0.012%) /
Hwke npenena KOJIHYECTBEHHOTO
onpenenenus ([TKO = 0,012%)

0.16%/0,16%

Not detected / He obHapyxeHa

Omeprazole / Omenpasona:
Not more than 0.50 % / He 6onee 0,50 %

Not more than U.5U % / He oonee U,5U0 %
Not more than 0.50 % / He Gosniee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %

Not more than 0.50 % / He Gonee 0,50 %

Domperidone / Jomnepudona.
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Remarks : The Product confirms to ND/

INMpumeyanne: [poaykr coorsercTByeT Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / IlpoeepeHo: | Checked by (AQA) / Approved by: Quality
[NoaroToBneHo: A. Susmitha - Quality INposepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad | Ogo6peHo: O6ecneueHue

Team Member

o

8-

Member d

- Quality Assurance- Team

KauecTBa/OTBETCTBEHHOE JIULIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /Hata: 31-07-2026

Date /lata: 31-07-2026

Date /JlaTa: 31-07-2026

Date /[lara: 2)1-0F-1oLb




. @
Dr.Reddy’s §¢
CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, (lomnepuaon+Omenpazo1) Kancy bl ¢ MOAHGHLIHPOBAHHBIM BbIcBOGOXKAeHHeM, 30 Mr+20 mr

Market / Prinok : Russia/ Poccus

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepust Ne Oo6bem cepuu 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaJHTHYECKHIi oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

JlaTa npou3BoacTBa T'oaen a0

Mfg. License No. /

IpousBoncrBennas guuensusi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI"-RU)
Ne

Analysis performed according ND / Anaan3s npoeenen no H/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTrn! nepBuuHoii ynakosku yreepaxaenst: 07.12.2023
Artworks of secondary package approved: / Makersl BTOpH4HOil yuakoekH yreepxaenni: 07.12.2023
PL approved: / JIB yreepxaen: 26.11.2025
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Not more than 0.20 % / He 6onee 0,20 %

Any individual unidentified impurity /
JIrobas enuHnuHas

Not detected / He ob6HapysxeHa
HEUAEHTH(hULMPOBAHHAS PUMECDH

Total impurities / Cymma npumeceit 0.2%70,2% Not more than 2.5 % / He 6onee 2,5 %

7 |Residual solvents/ OcTtaTouHbie opranuyecKue pacTBOPUTENH

Not more than 1107 pg per capsule / He
6onee 1107 Mkr Ha Kancyity.

Methanol / MetaHon 3 pg/caps / 3 mkr/kancyna

Not more than 221 pg per capsule / He
Gonee 221 MKr Ha KarcyJy.

Methylene chloride / Metunenxnopua 1 pg/caps / 1 mkr/kancyna

8 | Dissolution / PacTBopeHue
Omeprazole / Omenpa3son

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of

3%, 0%, 0%, 7%, 6%, 5%

In a 0.1 M hydrochloric acid
solution / B 0,1 M pactBope
XJIOPOBOAOPOIHON KUCIOTbI

omeprazole (C;7H;9N30;S) after 2 hours. /
B 0,1 M pactBope XJ0pOBOIOPOAHOM
KHCIOThI — He Gonee 15 % ot
dakTHyeckoro conepxaHus

omenpasona (C7H9N3O;3S) uepes 2 u.

Omeprazole / Omenpazon

Buffer stage (pH 6.8 phosphate
buffer) / B 6ydepe pH 6,8

99%, 93%, 95%, 93%, 94%, 92%

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N30;8) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMHHAJ/ILHOTO COACPIKAHUS
omenpasosa (C7H9N303S) uepes

Remarks : The Product confirms to ND/

Ilpumeuanue: [Tponykrt cootBercTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3akmwouenune: OJOBPEHO

Prepared by /
IToarorosneHo:
D. Latha - Quality control-

Team Member $ g

Checked by / ITposepeHo:
A. Susmitha - Quality
control- Team Member

%

Checked by (AQA)/
[posepeHo (AOK):
Ahamadullah Mohammad
- Quality Assurance- Team
Member (A/ﬁ“

Approved by: Quality
Assurance/Authorized person /
OpobpeHo: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIULIO:
P. Rama Rao - Quality 44_
Assurance- Team Member

Date /[lata: 31-07-2026

Date /Tara: 31-07-2026

Date /lata: 31-07-2026

Date /[TaTa: % -0F10Le




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (Jomnepuaon+Omenpa3ou) Kancyasl ¢ MoanduuupoBaHHbiM BoicBoGoxIeHHeM, 30 Mr+20 mr

Market / Puinok

: Russia/ Poccus

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepns Ne i O6wbem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHAJTMTHYECKHH OTYeT No JlaTa ananun3a

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

Jata npou3BOACTBA T'ogen 10

Mfg. License No. /

Mpoussoacreennas guuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
Ne

Analysis performed according ND / Auann3 nposeaen no H/L: JITT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTs! nepBu4HO# ynakoBku yreepxaensi: (07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpn4HOii ynakoBku yreepaxaeHs:: 07.12.2023
PL approved: / JIB yreepaxaen: 26.11.2025
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after 1 hour /uepea 1

after 4 hours / uepez 4 u

after 8 hours / uepes 8 u

after 12 hours / yepez 12 4

329, 30%, 33%, 31%, 35%, 32%
33%, 33%, 37%, 30%, 31%, 31%
Average (L1+L2): 32%

68%, 67%, 71%, 71%, 71%, 70%
67%, 68%, 78%, 65%, 69%, 69%
Average (L1+L2): 69%

92%., 90%, 94%, 94%, 92%, 91%
87%, 90%, 98%, 89%, 95%, 90%
Average (L1+L2): 92%

101%, 99%, 102%, 101%, 99%, 96%
93%, 93%, 102%, 96%, 101%, 96%

30 MuH.

Domperidone / JlomnepuaoH In 0.IM hydrochloric acid solution / B
0,1 M pacTtBope XJIOPOBOAOPOAHOM
KUCHOTHL:

between 15 9% and 40 9/ ot 15 96 no 40 9%

between 30 % and 70 % / ot 30 % no 70 %

between 55 % and 95 % / ot 55 % 10 95 %

not less than 70 % / ne menee 70 %
of the labeled amount of Domperidone

(C22H24CINsO3)  /  OT  HOMHUH&JILHOTO
Average (L1+L2): 98% COUEPKAHMS JUMLUEPULOHA
(C22H24CIN5O3)

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusaM H

Conclusion : APPROVED /
3akmwuenne: OJJIOBPEHO

Team Member

G-

“

- Quality Agsurance-
Member

Prepared by / Checked by / Iposepeno: | Checked by (AQA)/ Approved by: Quality
[TonrotorneHo: A. Susmitha - Quality Ipoeepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad | Omofpeno: ObecneueHne

KauyecTBa/OTBETCTBEHHOE JIULO:
P. Rama Rao - Quality 74 _
Assurance- Team Member

Team

Date /[lata: 31-07-2026

Date /[lara: 31-07-2026

Date /[dara: 31-07-2026

Date /[1ara: B ~0F-1Lb




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, (lomnepuaon+Omenpazon) Kaney bl ¢ MoauguuupoBaHHbIM BoicBoGoxaeHneM, 30 Mr+20 mr

Market / Peinok

+ Russia / Poccus

Ne

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepus Ne ) Ob6bem cepuu * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHanuTHYecKHi oTueT Ne Jara ananusa

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

Jarta npousBojcrsa T'oxeH go

Mfg. License No. /

TpoussoacTBeHHas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI'-RU)

Analysis performed according ND / Auanus nposeaen no HJ: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTnl nepBu4HOii ynakosxku yreepxkieHbi: 07.12.2023
Artworks of secondary package approved: / Makets! BTOpHuHo#l ynakoeku yTeepaxaenbi: 07.12.2023
PL approved: / JIB yrBepaaen: 26.11.2025
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S.No

/ No Test / Tect

Result/ PesyasTaT

Specification / Cneunduxauns

9 |Assay/ Konu4uecTBeHHOE onpenesieHHe

Omeprazole / Omenpa3zon

20.37 mg/ 20,37 mr
(101.8%/101,8%)

From 18.0 mg to 22.0 mg of C17H19N303S
(Omeprazole) per capsule (90.0 to 110.0 % of
the label claim) / Or 18,0 mr a0 22,0 mr
Ci7H19N303S (omenpazon) B kancysne (ot 90,0
10 110,0 % oT HOMHHANILHOTO COAEPKAHHUA).

Domperidone / lomnepuaox

30.80 mg/ 30,80 mr
(102.7% / 102,7%)

From 27.0 mg to 33.0 mg C22H24CINsO»
(Domperidone) per capsule (90.0 to 110.0 % of
the label claim) / Or 27,0 mr g0 33,0 mr
CoHa4CIN5O, (nommnepuaon) B kamncyse (0T
90,0 no 110,0 % oT HOMHMHANILHOIO
comepKaHus).

10

Microbial limits / MukpoGHoJiornueckast 44cToTa

O61uee yncio a3pobHbIX
MHKPOOPTraHH3MOB

Total aerobic microbial count /

Less than 10 CFU/g/
Menee 10 KOE/r

"Not more than 10° CFU/g /
He 6onee 10> KOE/r

U NMJICCHEBBIX FpH6OB

Total combined yeasts and mould
count / OBlLiiee Y1Cno APOHOKEBBIX

Less than 10 CFU/g/
Meuee 10 KOE/r

Not more than 102 CFU/g/
He 6onee 10> KOE/r

E coli

Absentinl g/
OrcyrctByeTrB 1 1

Shall be absent in 1g/ OtcyrctBue B L 1

Remarks : The Product confirms to ND/
Tlpumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axkiaouenue: OJJOBPEHO

Team Member

G

Q-

- Quality Assur:
Member

Prepared by / Checked by / Tlposepeno: | Checked by (AQA) / Approved by: Quality
[oarorosnexo: A. Susmitha - Quality [MpoeepeHo (AOK): Assurance/Authorized person /
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad | Ogo6peHo: O6ecneyeHue

KauecTBa/OTBETCTBEHHOE JIMLIO:
P. Rama Rao - Quality
Assurance- Team Member

ance- Team

Date /Jara: 31-07-2026

Date /Hara: 31-07-2026

Date /TaTa: 31-07-2026

Date /dara: 2107 -l &




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (lomnepuaou+Omenpa3zon) Kancysbl ¢ MOAUHUAPOBAHHBIM BbicBoGokIeHHeM, 30 Mr+20 mr

Market / Poinox

: Russia/ Poccus

Batch No / . B2602178 Batch Quantity / . 1250000 caps /
Cepus Ne i O6Bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaTMTUYECKHIH oT4eT No JlaTa aHaau3a

o s Vs : 09-06-2026 Date of Expiry/ : 31-05-2029
JlaTa npou3BoacTBa Tlogen go

Mfg. License No. /

Ne

Ipon3BoacTBeHHAN JIMLEH3HUA ©

63/RR/AP/96/F/R

MA number:/ Homep PY

: JIM-Ne(002687)-(PT-RU)

Analysis performed according ND / Auaaus nposexen mo H/I: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersi nepBu4HOii ynakosxku yrsepxaennt: 07.12.2023
Artworks of secondary package approved: / MakeTsl Bropu4Hoii ynakosiku yrsepsxaenni: 07.12.2023
PL approved: / JIB yrBepxaen: 26.11.2025

Page 70f9/Crp.7u3 9

11 | Package / Onucanue ynaxopku | 10 capsules in a (PVC/AL/PA) foil/ | 10 capsules in a (PVC/AL/PA) foil/ aluminum
aluminum foil blister. 3 blisters and | goi1 pligter. 1, 3, 8, 10 blisters and patient
patient information leaflet (package | . . " :
insert) in a carton. / o 10 xancyn s | information leaflet (package insert) in a carton.
GancTepe 3 (IBX/AJUIIA) | / Tlo 10 kancyn B 6ancrepe uz (IIBX/AJI/TIA)
Gonbru/amomunmesoit  poneru. Ilo 3 | donbru/amomunneroit donsru. Ilo 1, 3, 8, 10
Ginciepd BMeLle U MHCLpYRuMed 1v GNMCTEpOB BMECTE C  MHCTPYKUMEH MO
MCANUHWHCKOMY NPHUMEHEHUIO (J'IHCTKOM-

" . —— MEIMUMHCKOMY  NPUMEHEHHIO  (JIMCTKOM-
BK/IA/IBILIEM) B TA4YKY KAPTOHHYIO.
12 | Labeling / MapxupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration
dossier. / Cm. pasgen 1.3.2, moaynsa 1
PErUCTPalMOHHOIO JOCHE.
13 | Storage / YcJyioBHsI XpaHEHUSA At temperature below than 25 °C. / I1pu temnepatype He ebiwe 25 °C.
14 | Shelf-life (storage period) / 3 years. / 3 roga.
Cpok rogHocTH (cpok
XpaHeHHR)

* Limits in this specification are shelf-life. When a product is released, it is tested according to the release specification, so more stringent
limits may be specified in the certificate of analysis. /* — HopMbI B cieLMHKalMK TPEACTABICHB! HA CPOK FOAHOCTH. [TpH BeIMyCKe Npenapar
HPOBEPSETCH B COOTBETCTBHH CO CrieuM(UKalLiell Ha BbIILYCK, MOITOMY B cepTHMKaTe aHanu3a Ha npenapar MOryT ObITh ykazaHs! Honee
CTPOry€ HOPMBI, YEM B HACTOSLIEM HOPMATHBHOM JOKYMEHTE I10 Ka4yeCTBY.

Remarks : The Product confirms to ND/
IMpumeyanmne: [Ipoayxt cooTBetcTByeT Tpeboranusm HJI

Conclusion : APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by /
[ToaroToBneHo:
D. Latha - Quality control-

Team Member g

Checked by / ITposepero: | Checked by (AQA) / Approved by: Quality
A. Susmitha - Quality IMposepeno (AOK): Assurance/Authorized person /
control- Team Member Ahamadullah Mohammad | Ono6peno: ObecneueHue

Member

&

- Quality Assurance-

KauecTBa/OTBETCTBEHHOE JIHLIO:
P. Rama Rao - Quality }2
Assurance- Team Member

Team

Date /[ara: 31-07-2026

Date /lara: 31-07-2026

Date /dara: 31-07-2026

Date /[lara: 21010l 6




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® ICP, (Jlomnepuaon+Omenpaso.) Kancyibl ¢ MoAnpHUHPOBAHHLIM BbicBoGoKAeHMeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poccus

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepus Ne T O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHaJMTHYECKHI oTUeT Ne [ara ananusa

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

JlaTa nponssoacTBa T'ogen g0

Mfg. License No. /

[pousBoacTBennas anuensusi : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Ananus nposegen no HJ: JITT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBH4HO# ynakoBku yreep:kaensr: 07.12.2023
Artworks of secondary package approved: / Makernl BTOpH4HO#i ynakoBku yTBepxaenbi: 07.12.2023
PL approved: / JIB yrBepxuen: 26.11.2025
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API name / HaumenoBanne A®C:

Omeprazole / Omenpazon

Domperidone /[loMnepuaoH

INN / MHH:

Omeprazole / Omenpazon

Domperidone / [lomnepuaon

API manufacturer batch number /

npounssoauTteas [JId:

OME/00226 0000133972
Homep cepnu npoussoautens APC:
FP Manufacturer API Batch number /
Homep cepnu cyGeTanuuu FBTA00167 FBTHO00005

API Manufactured by, address &
country /

Mpouseoaurens APC, agpec u
cTpaHa:

Srini Pharmaceuticals Ltd, Survey
No.247, Choutuppal (V),
Nalgonda District, India /

[Lpunn dapmacetotukanc Jita,

VYyactok Ne 247, Yoyrrynnan (B),

okpyr Hanronna, Unaus

B

Vasudha Pharma Chem Limited, Unit-II,
Plot No. 79, Jawaharlal Nehru Pharma City,
Thanam Village, Parawada Mandal,
Anakapalli - 531 019, Andhra Pradesh,

India /
acynxa ®apma Kem Jlumuren,

[MpouseoacTBeHHoe nogpazaenenue — I,
yuactok Ne 79, Jlxcapaxapsan Hepy ®apma
Cutu, TxaHam Bunnamxk, [lapaBana
Manpan, Anakananny — 531 019, Anaxpa

[Tpanew, Muaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HanmeHoBaHue, aapec, JHLEH3UA AJI51
TlpousBoacTBeHHasa miomanka /
Inowagka KOHTPoAs KayecTsa /
[Mnowaaka Boinycka

Dr. Reddy‘s Laboratories Ltd., Formulation Tech Ops — 11, Survey No 42p, 43,

44p, 45p, 46p, 53, 54&83, Bachupally Vill

age, Bachupally Mandal, Medchal

Malkajgiri District - 500090, Telangana State, India (license No

63/RR/AP/96/

F/R)/

J-p Pepau’c JTabopatopuc Jlta., [IponseoacteenHoe noapasaenenue-II,

VYuactku Ne 42p, 43, 44p, 45p, 46p, 53,
bauynannu Maunnan, Menuan Mankanmxk
Tenanrana, Muaus (JInueHzus

54 u 83, bauynanan Bumnamx,
rupu Auctpukr - 500090, wrar
Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/

Ipumeyanne: Ilpoaykr cooTsercTByeT Tpeboranuam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneHo:
D. Latha - Quality control-

Team Member \

Checked by / Iposepeno:
A. Susmitha - Quality
control- Team Member

(2~

Checked by (AQA)/
IposepeHo (AOK):
Ahamadullah Mohammad
- Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
OpnobpeHo: O6ecrieuenue
kavecTBa/OTBETCTBEHHOE JIMLIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /Jara: 31-07-2026

Date /JTata: 31-07-2026

Date /[ata: 31-07-2026

Date /[ara: 30t e




. Q%
(=}
Dr.Reddy’s ¢
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® ICP, (lomnepuaon+Omenpa3zos) Kancysibl ¢ MOAUDHUUHPOBAHHBIM BbicBoGoxAeHneM, 30 Mr+20 mr

Market / PbiHok : Russia/ Poccns

Batch No / . B2602178 Batch Quantity / . 1250000 caps /

Cepus Ne ) O6nem cepuu * 1250000 kancyn
Analytical Repourt No/ . 2002FP26001692 Date of Analysis / . 31-07-2026
AHajguTH4ecKnii oTuer Ne Jara ananuza

Date of Manufacture / . 09-06-2026 Date of Expiry / . 31-05-2029

JaTa npou3BoAcTBa ToaeH go

Mfg. License No. /

IMpoussoacTeennan guuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Auanns nposeaen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTrsl nepeu4HOiH ynakoBKH yTeep:xkaenbr: 7.12.2023
Artworks of secondary package approved: / MakeTsl BTOpH4HO#i ynakosku yreepxaensr: 07.12.2023
PL approved: / JIB yreepxaen: 26.11.2025
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02346-2025 dt. 25 September 2025) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of the
Eurasian Economic Union is establishedy. /
3akniodeHue 0 cCOOTBEeTCTBUH: «HacToAlMM g NOATBEPKAAI0, UTO NPHUBEACHHAs BbiLle HHGOPMaLMs ABIAETCA JOCTOBEPHOM
M TOYHOMN. 3Ta cepus NMpoayKLHU Npou3BeneHa (BKIHOUYas yakoBKY (MapKMPOBKY) M KOHTPOJIb KAYECTBA) Ha BbILIEYKa3aHHOH
NpOU3BOACTBEHHOM IUIoulagke (Maowankax) B TIOJHOM COOTBETCTBUM ¢ TpeboraHusmu [lpaBun Hagnexarueit
NpOU3BOACTBEHHOI npakTHKK EBpasuiickoro sxkoHomuueckoro cotosza (NeGMP/EAEU/RU/02346-2025 ot 25 ceHtsadps 2025)
M TpeOOBaHUAMH KOHTPOJS KA4eCTBa JICKAPCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBUM CO CHELMGUKALMAMH,
COAePKALIMMUCS B PErHCTPALMOHHOM A0ChE CTPaHbi-UMIIOpTEpa. 3anucH Mo MPOM3BOACTBY, YMAaKOBKE U aHAIIM3Y MPOBEPEHHI,
M YCTaHOBMEHO HX COOTBeTCTBMe Tpebomanusm [IpaBun Hamnexaileli MpoOU3BOACTBEHHOH npakTuku Espasuiickoro

3KOHOMHYECKOIo COrO3ar».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: INpoaykr coorBercTRyeT Tpedoanusam HJL 3axarouenue: OJJOGPEHO
Prepared by / Checked by / Iposepeno: | Checked by (AQA)/ Approved by: Quality
IMoaroTosneHo: A. Susmitha - Quality IposepeHo (AOK): Assurance/Authorized person /
D. Latha - Quality control- control- Team Member Ahamadullah Mohammad | Omobpeno: Obecneuenue

- Quality Assurance- Team | kauecTBa/OTBETCTBEHHOE JIMLIO:

Team Member K
L‘z;f & gz ; Member ‘"'":Ei P. Rama Rao - Quality /
6'46 Assurance- Team Member

Date /Tara: 31-07-2026 Date /lara: 31-07-2026 Date /[ata: 31-07-2026 Date /1ara: 71 0%-10Lb






