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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, (lomnepuaon+Omenpa3o.) Kancyabl ¢ MoaudMUHPOBAHHBIM BhICBOGONAeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + B2d0ala0 O6bem cepun " 1250000 kancyn
Analytical Repourt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHaauTHuecKui oTueT No JaTta aHanu3a

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029
JaTta npomnsBoacTea logen a0

Mfg. License No. /

IMpown3sBoacTBeHHas Jnuensus : 63/RR/AP/96/F/R
No

Analysis performed according ND / Auanu3s nposegen no HJ/{: JITT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsbl nepBUYHOI YNaKOBKH yTBepxaeHbl: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpHYHOM ynakoBkHu yTBepaxAeHbl: 07.12.2023
PL approved: / JIB yrBepaaen: 26.11.2025

MA number:/ Homep PY  : JIII-No(002687)-(P[™-RU)

Page1of9/Crp. 1 u39

S/‘l:: Test / TecT Result / Pe3yasbTar Specification / Cneundukauus
1 Description / Onucanune Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules
capsules size 1 with a black imprint “” Y | size | with a  black imprint

DR. REDDY’S” on the capsule cap and a | , 7Y DR. REDDY'S " on the capsule cap

il g = SRIGEERE - the and a red imprint " OMEZ-DSR " on the
capsule body. Capsule contents: white and capsule body. Capsule contents: white to

browm spherical pellets: / grayish-white and brown to yellowish

Teepaple >kenaTHHOBbE npo3paunsie | brown spherical pellets. /
GecLBETHBIE  KarCyJibl M 1 ¢
3 N Y pasiepa TBepasle  KeNaTHHOBbIE  MPO3payuHble
MapKHPOBKO# YepHOro uBeTa
OecuBeTHBIE Kancynsl pasmepa | ¢

YEPHOro uBera

»
« 7Y DR. REDDY’S» wa KpblleuKe | MAPKUPOBKOH
" »
KancyJsbl U MApKUPOBKOMH T Y
Y PKHp KpASHAra OeEta) DR. REDDY’S» Ha KpbILIEYKE
«OMEZ-DSR» Ha kopmyce Kancyfsl. .
Comepmumps  pamegr  eiEnusREES Kancy/ibl M MapKUpPOBKOH KpacHOro LiBeTa
p Y- P «OMEZ-DSR» Ha koprnyce Kamncyel.
neJuieThi 6€70ro ¥ KOPUYHEBOrO LIBETA. .
Conepxumoe KancyJ: chepudeckue
MeseTbl OT GeNToro Ao cepoBato-Oenoro u
oT KOPUUHEBOTO IO KENTOBATO-
KOPHUYHEBOrO L(BETA.

2 | Identification /
Uaentudunxanus

HPLC/ BOXX

Omeprazole / Omenpazon
Domperidone / Jomnepuaon

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. /

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

Bpemena  ynepxusanus
NMKOB HAa _Xpomarorpamme

Bpemena ynepKuBaHKs OCHOBHBIX MUKOB | Assay).  /
Ha  XpOMarorpaMMme  MCIbITYEMOro | OCHOBHBIX

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnevenne
kauecTBa/OTBETCTBEHHOE JIMLIO!
S. Haneef - Quality Assurance-
Team Member Fay

Date /[lata: % [ o) LTh

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykr cooreercTByeT TpeboBanusam HJJ
Prepared by / Checked by / IposepeHo:
[MoarotoBneHo: A. Susmitha - Quality
D.Latha - Quality control- control- Team Member

Team Member k_&t/_ Cg/
Date /Hara: 31-07-2026

Date /[ara: 31-07-2026

Checked by (AQA) /
Hpoeepeno (AOK):
Siva Sankaru Kummiari -

Quality Assyrance- Team
Member i

¥/
Date /[lara: 31-07-2026
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (lomnepuaoca+Omenpa3on) Kancyabl ¢ Moau(HIHPOBAHHBIM BbIcBoGoxaeHneM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne B b B2602086 O6bem cepun © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHaJnTHYeCKHii oT4eT No ) JaTta anannza

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JlaTta npou3BoacTea T'ogen g0

Mfg. License No. /

Ilpoussoacreennas suuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI"-RU)
No

Analysis performed according ND / Anann3 nposeaen mo H/I: JITI-Ne(002687)-(PT-RU)-071223
Artworks of primary package approved: / MaxeTs! nepBu4Hoil ynakosku yreep:kaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpuuHo#i ynakoBku yTeepaxaenbr: 07.12.2023
PL approved: / JIB yreep:kaen: 26.11.2025
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pacTBOpa  COOTBETCTBYIOT  BpEeMEHaM | WCIMBITYEMOro pactsopa JIOJKHBI
YAEpXUBaHUS [MHMKOB OMENpa3olla U | COOTBETCTBOBATh BPEMEHAM YAEPXMBaHMA
JOMMEpUAOHA  HAa  XpomartorpamMMe | MHKOB OMeENpazosia 4 OOMIEPUAOHA Ha

CTaHAapTHOrO pacTBopa.

XpoMaTorpaMme CTaHIApTHOrO pacTBopa
(paznen «KonnuecTBEHHOE OMPEAEICHUE).

3 | Average weight of the net
content / Cpeansist Macca
COAEPIKIMOro Karmcy.

370.38 mg/ 370,38 mr

369.0mg + 10% (between 3321 to
405.9 mg) / 369,0 mr = 10 % (ot 332,1 oo
405,9 mr)

4 | Water content /
Coaepxanue Boabl

1.1%/1,1%

Not more than 4.0 % / He Gonee 4,0 %

5 | Uniformity of dosage units / OnHopoaHOCTHL KO3NPOBAHHBIX €IMHHUL

Omeprazole / Omenpazon 10.3/10,3 Acceptance value (AV) should be less than
or equal to 150 / [Tlokazarens
npuemyemMoctd (AV) nomkeH ObITh He
Gosee 15,0.

Domperidone / JJomnepuaoH 6.0/6,0 Acceptance value (AV) should be less
than or equal to 15.0 / [Tokaszarenb
npuemiaemoctu (AV) gomkeH ObITL HE
Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipogykr coorBeTcTByeT TpebosaHuam HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / [Tpoeepeno: | Checked by (AQA)/ Approved by: Quality
[MoarotoeneHo: A. Susmitha - Quality [Mpogepeno (AOK): Assurance/Authorized person /

D.Latha - Quality control-
Team Member

control- Team Member

Q-

Siva Sankaru Kummari -

Quality Assugance- Team
Member SE

OpnobpeHo: ObecneueHue
kauecTBa/OTBETCTBCHHOE JIMLIO:
S. Haneef - Quality, Assurance-
Team Member )fg

Date /Jara: 31-07-2026

Date /[{ata: 31-07-2026

Date /[lata: 31-07-2026

Date /[lata: <) ,9';)«—'%% .




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+QOmeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxt: Omes® ICP, (lomnepuaou+Omenpa3osn) Kancyabl ¢ mMoaundHuMpoBaHHBIM BbIcBOOOxKAeHneM, 30 Mr+20 mr

Market / Poinox

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne % BRI O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ - 2002FP26001597 Date of Analysis / . 30-07-2026
AHaauTHyeckuii oTyer No JlaTta ananu3a

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

Jara npousBoacrsa Tonen no

Mfg. License No. /

IpoussoacTeeHHasn aunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIITI-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Auanus nposexen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makers! nepen4Hoi ynakoBKd yreep:xiaeus: 07.12.2023
Artworks of secondary package approved: / Makersl BTOpHYHOI ynakoBku yreep:kaennt: 07.12.2023
PL approved: / JIB yrBepsxaen: 26.11.2025
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Impurities / Tpumecn

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

Impurity 5 / npumecs 5

Omeprazole / Omenpasona:

Not detected / He obHapyxeHa

Not detected / He obHapy»xeHa
0.02%/0,02%

Not detected / He oOHapyskeHa
Less than LOQ (LOQ = 0.010%) /

Huxe npenena KOJMYECTBEHHOTO
onpenenenus ([TKO = 0,010%)

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D

Impurity F / npumecs F

Domperidone / Jomnepuoona:

0.02%/0,02%

Not detected / He oGHapyxkeHa

Below Limit of Detection (LOD =
0.004%) / Huxe npenena
o6Hapysxenus (ITO = 0,004%)

0.12%/0,12%

Not detected / He o6HapyxeHa

Omeprazole / Omenpasona.
Not more than 0.50 % / He 6ouiee 0,50 %

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

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

Domperidone / [Jomnepuoona:

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 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cootBeTcTByeT TpedoBanusam HI

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by /
[loarorosneHo:

D.Latha - Quality control-
Team Member

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

'

[MpoeepeHo (AOK):

Quality

Checked by (AQA) /

Siva Sankaru Kummari -

Assurance- Team
Member ﬁ
)

Approved by: Quality
Assurance/Authorized person /
OpnobpeHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULO:
S. Haneef - Quality Assurance-
Team Member 45—

Date /[lara: 31-07-2026

Date /[Tata: 31-07-2026

Date /[lara %1-07-2026

Date /lata: | —o7] S




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JCP, (lomnepuaon+Omenpazo) Kancyibl ¢ MoAHGUUHPOBAHHBIM BbICBOGOKIeHHEeM, 30 Mr+20 Mr

Market / PeiHok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne # R0 Ofnem cepun 1250000 karcyn
Analytical Repovrt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHanuTH4ecknii oTuet Ne Hdara anasuza

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JlaTta npou3BoacTBa Togen go

Mfg. License No. /

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

Analysis performed according ND / Auaaus nposeaen mo H: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MaxeThbl mepBH4HO# ynakoBkH yrBep:aenbl: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTopuuHOii ynaxoBkH yTep:kaenni: 07.12.2023

PL approved: / JIB yrBep:kaen: 26.11.2025
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Any individual unidentified impurity /
JIrobasg eauHUuHas
HeUAeHTHGhULMPOBAHHAS TPUMECH

Total impurities / Cymma npumeceit

Not detected / He obHapyxeHa

0.2%/ 0,2%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 2.5 % / He Gonee 2,5 %

7  |Residnal salvents/ QeTaTaunnie aprat

TUHerKue [\ﬂf‘Tnn[\"T(‘ nw

Methanol / Metanon

Methylene chloride / Metunenxiopun

4 ug/caps / 4 mkr/kancyna

Not detected / He obHapyskeHa

Not more than 1107 pg per capsule / He
6onee 1107 mMxr Ha kancyny.

Not more than 221 pg per capsule / He
6osee 221 MKr Ha Karcyy.

8 | Dissolution / PacTBopenue

Omeprazole / Omenpazon

In a 0.1 M hydrochloric acid
solution / B 0,1 M pacrsope
XJIOpPOBOJOPOJHOM KUCIOTH!

1%, 0%, 0%, 0%, 0%, 0%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C;7H;9N3038S) after 2 hours. /
B 0,1 M pactBOpe XJI0pOBOAOPOIHOM
KHUCNIOTHI — He Bonee 15 % ot
(hakTHUECKOTO coaepKaHHS

omemnpazona (C7H9N30;3S) uepes 2 u.

Omeprazole / Omenpazon

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

101%, 97%, 94%, 92%, 99%, 99%

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci17H19N30;38) after 30 minutes./

B Gydepe pH 6,8 — He menee 70 % (Q)

OT HOMUHAIILHOrO COAEPXKAHHUSA
omernpazona (Ci7HigN3O;3S) uepes

30 muH.

Remarks : The Product confirms to ND/

Ilpumeuanne: Ilpoaykr coorsercTBYeT Tpeboranusam HJI

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

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

Team Member L&ﬁ_’_ @

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

Checked by (AQA) /
ITposepeno (AOK):
Siva Sankaru Kummari -

Quality Assprance- Team
Member é}

Approved by: Quality
Assurance/Authorized person /
Opno6peHo: ObecneueHue
kauecta/OTBETCTBEHHOE JIULIO!
S. Haneef - Quality) Assurance-

Date /Hara: 31-07-2026

Date /dara: 31-07-2026

Date /[lara: 31-07-2026

Team Member e
Date /flata:  \|_o 2o




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, (lomnepugon+Omenpa3zos) Kancysibl ¢ Moan(MUHPOBAHHBIM BbicBoGoXAeHHEM, 30 Mr+20 mr

Market / Peinok

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne BRI O6Bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHajuTH4YecKuil oryer Ne Jlara ananunsa

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JaTa npon3soacTea Toaen xo

Mfg. License No. /

IponssoacTeennan aunensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT"-RU)
No

Analysis performed according ND / Anaau3s nposeaex no H/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makers! nepBH4HO#i yiakoBKH yTBepskaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTbl BYOpu4HOii ynakoBku yreepxkaeHni: 07.12.2023
PL approved: / JIB yreepaxaen: 26.11.2025
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Domperidone / [lomnepuaoH

after 1 hour/ uepe3 1 4
after 4 hours / uepe3z 4 u
after 8 hours / uepes 8 u

after 12 hours / uepesz 12 4

20%, 21%, 23%, 21%, 20%, 18%
47%, 49%, 49%, 51%, 51%, 42%
73%, 75%, 72%, 78%, 718%, 67%
84%, 89%, 85%, 89%, 91%, 79%

In 0.IM hydrochloric acid solution / B
0,1 M pactsope XJIOPOBOAOPOAHOH
KHCJIOTBI:

between 15 % and 40 % / ot 15 % no 40 %
between 30 % and 70 % / ot 30 % no 70 %
between 55 % and 95 % / ot 55 % 10 95 %

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

(C2oH24CINsO2) /  OT  HOMHHAIBHOrO
cofepKaHus JOMIIEpUIOHA
(C22H24CIN;sO3)

Remarks : The Product confirms to ND/
INpumeuanue: [Mpoaykr cooTBeTcTBYET Tpeboranusam HJ{

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
[ToaroToBneHo:

D.Latha - Quality control-
Team Member

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

Checked by (AQA) /
ITposepeHo (AOK):
Siva Sankaru Kummari -

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecneuenue
kauecTBa/OTBETCTBEHHOE JINLIO:

Quality Assyrance- Team
| g F % Member —é S. Haneef - Quality Assurance-
Team Member __—
Date /Jlata: 31-07-2026 Date /[lara: 31-07-2026 Date /[lata: 31-07-2026 Date /[lata: & \—{OLL,
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Omez® DSR, (E)mperidone+0meprazole) modified-release capsules, 30 mg+20 mg /
Npoayxr: Omes® ICP, (Jlovnepuaon+Omenpaszo) Kancybl ¢ MogudHUMPOBAHHBIM BbicBoGoxaeHneM, 30 mr+20 mr

Market / Prinok

: Russia/ Poccus

Bateh No / . Batch Quantity / . 1250000 caps /

Cepus No + B2602054 O6bem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHannTHyeckHii oTueT Ne Jata anannsa

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JdaTta npoussoacTBa T'ogeH xo

Mfg. License No. /

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

Analysis performed according ND / Ananns nposeaen no HJ/: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepBiu4HOif ynakosku yreepxaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpH4HOIi ynakoBkH yTep:aenbi: 07.12.2023
PL approved: / JIB yrBepxaen: 26.11.2025
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S.No
/ Ne

Test / Tecr

Result / PesyabraTr

Specification / Cneundpukauus

9

Assay / KosinuecTsenHoe onpejaeneHue

Omeprazole / Omenpazon

19.98 mg/ 19,98 mr
(99.9% / 99,9%)

From 18.0 mg to 22.0 mg of C7H9N3O3S
(Omeprazole) per capsule (90.0 to 110.0 % of
the label claim) / Ot 18,0 mr 5o 22,0 mr
CirILyN3033 (Umeiipasui) B rateyie (Ut 90,0
10 110,0 % oT HOMMHAIBLHOTO CONEPIKaHUs).

Domperidone / lomnepuaoH

30.92 mg/ 30,92 mr
(103.1% / 103,1%)

From 27.0 mg to 33.0 mg C2H24CIN50,
(Domperidone) per capsule (90.0 to 110.0 % of
the label ctaim) / Ot 27,0 mr go 33,0 mr
C22H24CIN;5O, (momriepuaoH) B kancyje (OT
90,0 no 110,0 % oT HOMHMHAJILHOTO

COAEPHAHHUS).

10

Microbial limits / Mukpo6noaoruueckas 1McToTa

Total aerobic microbial count /
O61mee 4ucno a3pobHBIX
MUKPOOPraHU3MOB

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

Not more than 103 CFU/g /
He 6onee 10° KOE/r

Total combined yeasts and mould
count / OblLLee Y41CI0 APONOKEBBIX
M [IJIECHEBBIX MPHOOB

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

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

E. coli

Absentinl g/
OrcytcrByeTB 1 1

Shall be absent in 1g/ OtcytcTBHe B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanue: [Tpoaykt cooTeeTcTBYyeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[MoarororneHo:

D.Latha - Quality control-
Team Member

-

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

&

Siva Sankaru K

Checked by (AQA)/
IMpoeepeno (AOK):

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIULIO:

ummari -

Quality Assurance- Team
Member S. Haneef - Quality Assurance-
- Team Member g_

Date /[lara: 31-07-2026

| Date /dara: 31-07-2026

Date /[lata: 31-

072026 | Date /flata: 5| _ o190,
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
INpoaykr: Omez® ACP, (domnepuaon+Omenpazo) Kancyabl ¢ MoguduUHPOBAHHBIM BbicBOGOXKIeHHEM, 30 Mr+20 mr

Market / PoiHok

: Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne ' B2o02036 O6nem cepuun © 1250000 kancyn
Analytical Repo“rt No / . 2002FP26001597 Date of Analysis / . 30-07-2026
AHajauTHYecKuii oTueT Ne Jdata ananusa

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JlaTa npou3BoacTBa T'ogen ao

Mfg. License No. /

IlpoussoncreenHas auuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Anagus npoeeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersl nepBu4Hoii ynakoBku yTBeps#iaennr: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpH4HOii ynakoBkH yTBepxaenbi: 07.12.2023
PL approved: / JIB yTBepskaen: 26.11.2025
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11 | Package / Onucanue ynakosxn | 10 capsules in a (PVC/AL/PA) foil/ | 10 capsules in a (PVC/AL/PA) foil/ aluminum
aluminum foil blister. 3 blisters and | foiy pligter. 1, 3, 8, 10 blisters and patient
patient information leaflet (package | . i i ;
insert) in a carton. / Mo 10 xancy: s information leaflet (package insert) in a carton.
GancTepe 3 (NBX/ANMA) | / Tlo 10 kancyn B 6auctepe us ([IBX/AJI/IIA)
Gonbru/atiomunnesoii  goneru. [lo 3 | donsru/anmomunuerodt goneru. Ilo 1, 3, 8, 10
Gaactepa BMecte ¢ MHCTPYKUMEH 10 | gnpcrepos  BMeCTE ¢ MHCTPYKUMEN IO
MEIHLUHMHCKOMY [IPUMEHEHHIO (HVICTKOM-

AT § 5 kEDTAG. MEAULMHCKOMY  TMPUMEHEHHI0  (JIMCTKOM-
BKJTaJbIILIEM) B AUKY KAPTOHHYIO.
12 | Labeling / Mapkuposka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration
dossier. / Cwm. pazmen 1.3.2, monmyns 1
PEruCTPaLHOHHOrO AOCHE.
13 | Storage / YenoBusi xpaHeHHs At temperature below than 25 °C. / [1pu Temnepatype He Bbie 25 °C.
14 | Shelf-life (storage period) / 3 years. / 3 ropa.
Cpok roaHocTH (cpok
XpaHeHuUs)

* 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. /* — HopMb! B crieLuHKaLmu NPeACTaBAeHbl Ha cpok rogHocTy. [pu Beimycke nipenapar
TPOBEPSETCA B COOTBETCTBHUH CO CrieLMduKaLuel Ha BRINYCK, N03TOMY B cepTHdMKATE aHANH3a HA Mpenapar MOTYT ObiTh ykasaHbl Oonee
CTPOrue HOPMbI, 4EM B HACTOSILLIEM HOPMATHBHOM JAOKYMEHTE [10 KA4ECTBY.

Remarks : The Product confirms to ND/
Ilpumeuanume: [lpoaykr coorBeTcTBYET TpeboBaHusam H/L

Conclusion : APPROVED /
3aknouenue: OAOBPEHO

Prepared by /
[ToarorosneHo:

D.Latha - Quality control-
Team Member

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

a

Checked by (AQA) /
ITposepeno (AOK):
Siva Sankaru Kummari -

Quality Assurance- Team
Member ‘%

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenue
kauecTBa/OTBETCTBEHHOE JTHLIO:
S. Haneef - Quali&y Assurance-
Team Member &

Date /Hara: 31-07-2026

Date /Mara: 31-07-2026

Date /[lata: 31-07-2026

Date /[lata: &l G)1—lolo
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, (Jlomnepuaon+Omenpazo) kancysibl ¢ MOAMGHIHPOBAHHBIM BbicBoGokaeHNeM, 30 Mr+20 mr

Market / Poinox

: Russia / Poccusa

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne k B2g02050 O6bem cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHanuTHYeCcKHH oTyeT N JlaTa ananunza

Date of Manufacture / . 26.05-2026 Date of Expiry / . 30-04-2029

JlaTa npousBoncrea I'oaen a0

Mfg. License No. /

IMpousBoacreennas Juuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne

Analysis performed according ND / Auann3s nposeaed o H/: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersl nepsuuHoii ynakosku yreepxaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpu4HO#i ynakoBku yreepxienni: 07.12.2023
PL approved: / JIB yTBeps:xaen: 26.11.2025
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“API name / Haumenosauune A®C:

Omeprazole / Omenpason

Domperidone /Jomnepunox

INN / MHH:

Omeprazole / Omenpazon

Domperidone / [lomnepnaoH

API manufacturer batch number /

0000125863, 0000130822, 0000123594

npoussoauteas [JId:

Homep cepuu npoussogutenss ADC: OME/0225 & 0000133972
FP Manufacturer API Batch number /
Homep cepum cyGcranuumn FBTA00167 FBTHO00002 & FBTHO00005

API Manufactured by, address &
country /

IIpouszsoautens A®C, aapec u
cTpaHa:

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

Mpuun GapmacsioTukanc Jira,

VYuacrok Ne 247, Yoyrrynnan (B),

okpyr Hanronna, Uuaus

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

Bacynxa ®apma Kem Jlumuresn,
[TpounzsoacreenHoe noapasaeneque — I,
yuactok Ne 79, Ixcasaxapnan Hepy ®apma
Cutu, Txanam Bunnanxk, TlapaBana
Mangan, Anakanaanu — 531 019, Annxpa
Mpagew, Uuans

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

HaumenoBaHMe, aapec, THUEH3HUsS AR
llpousBoAacTBeHHas NJoMAanKa /
Iliomaaka KoHTposs KavecTBa /
[lnowmaaka BeImycka

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops —II, Survey No 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District - 500090, Telangana State, India (license No
63/RR/AP/96/F/R) /

M-p Peanu'c Jlabopatopuc Jlta.,

| IpouzeoacTeeHHoE noapazaeneHue-1l,

VYuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnamxk,
bauynannu Manpan, Menuan Mankamkrupu Juctpukr - 500090, wrat
Tenanrana, Uuans (JTuuensus Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/

Mpumeuanune: I[poaykr coorBeTcTBYET Tpeboranusim HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

Team Member [_&ﬁ”

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

Q-

-

Checked by (AQA) /
[Tposepeno (AOK):
Siva Sankaru Kummari -

Quality Assupance- Team
Member £

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JTULIO:
S. Haneef - Quality Assurance-

Date /Tara: 31-07-2026

Date /Jlara: 31-07-2026

Date /[lara: 31-07-2026

Team Member .
Date /Jlata: 1 |_J) b= 24
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, (Jomnepuaon+Omenpazon) Kancyabl ¢ MogudHUHPOBAHHLIM BbICBOGOKIeHHEeM, 30 Mr+20 mr

Market / PoiHoK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi No + B2B02058 O6nem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP26001597 Date of Analysis / . 30-07-2026
AHajuTHUecKHUil oT4eT Ne Jata anaau3sa

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029

JlaTta npousBoacTBa T'open go

Mfg. License No./

TponspoacTeennan auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[T-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Ananiu3 nposexen no H/I: JIII-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersl nepBru4HO# ynakosku yrsepxaens:: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpH4HO!H ynakoBKH yTBepxaenbi: 07.12.2023
PL approved: / JIB yrBepaaen: 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. /
3ak/TI0ueHHe 0 COOTBETCTBHH: «HacTosmuM s NOATBEPXKAAI0, UTO MPUBEACHHAS BbILIE MHpOPMALUS ABSETCS JOCTOBEPHOR
M TOUHOM. DTa cepys NMPOLyKLHMHK NpoU3BeAeHa (BKIIIFOMAs YNAKOBKY (MAPKUPOBKY) U KOHTPOJIb KQUeCTBa) Ha BbILIECYKa3aHHOH
NpOU3BOACTBEHHOH muowaake (Mollaakax) B IOJHOM COOTBETCTBuM ¢ TpeboeaHuamu [lpaBun Hapnexaiueit
Npou3BOACTBEHHOH MpakTHkK EBpazuiickoro skoHomuueckoro cotoza (NeGMP/EAEU/RU/02346-2025 ot 25 cenrabps 2025)
H TpeOOBaHMAMM KOHTPONS KauyecTBa [IEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBHM €O creurbuKauusaMu,
COEPXKALIMMHCS B PErHCTPALIMOHHOM A0ChE CTPaHbI-UMIIOpTEPA. 3allMCH 110 MPOU3BOACTBY, YIAKOBKE H aHANIM3Y MPOBEPEHBI,
M YCTAHOBJIEHO MX COOTBeTCTBHE TpeOoRaHusAM [IpaBun Hamnexalned NPOU3BOACTBEHHON mnpakThky Erpasuiickoro
IKOHOMHUECKOTO COK3a.

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: [ponykrt coorBercTByeT TpeboBaHmsm HJ

Prepared by / Checked by / [poBepeHo:
[oarororneHo: A. Susmitha - Quality
D.Latha - Quality control- control- Team Member

Team Member @,«

Checked by (AQA) /
[Mposepeno (AOK):
Siva Sankaru Kummari -

Quality Assurance- Team
Member ‘é
73]

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecnieuenne
kauecTBa/OTBETCTBEHHOE JILIO:
S. Haneef - Quality, Assurance-

Date /Tara: 31-07-2026 ﬂ Date /Tata: 31-07-2026

Date /Jlata: 31-07-2026

Team Member 5
Date /[lara: %] L -1LOLY






