Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
IMpoaykr: Omes® ACP, (omnepuon+Omenpaso.n) Kancybl ¢ MOANGUUHMPOBAHHBLIM BbicBoGoxaeHnem, 30 Mr+20 mr

Market / Poinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No : B2601720 O6nem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHaJUTHYECKHI oTueT No JlaTa aHanu3a

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JlaTa npousBoacTBA TogeH no

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen no H/: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepBu4Hoii ynaxkoBkH yreep:xaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTbl BToOpU4YHO#l YNAaKOBKH yTBepaxkaeHsI: 07.12.2023
PL approved: /JIB yrepasnen: 26.11.2025

Page 1 of 10 / Ctp. 1 13 10

S.No
/ Ne

Test / Teer

Result / PesyabTaT

Specification / Cnennduxanus

1 Description / Onucanune

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. /

Trepasie
GecLBETHEBIE
MapKHPOBKOH

JKEMATHHOBBIE  MPO3payHbIe
kancynel pazmepa | ¢
YepHOT0 LBeTa

o
« Y DR. REDDY’S» Ha kpbllueuke
KancyJiel © MapKHPOBKO# KpacHOTo ugeTa
«OMEZ-DSR» Ha xopmyce Kamncybl
Copgepxumoe  karncyn:  cdepuueckue
nesneTsl 6e0ro ¥ KOpHYHEBOro LBETA.

Hard transparent colorless gelatin capsules
size 1 with a black imprint

n Y DR. REDDY’S " on the capsule cap
and a red imprint " OMEZ-DSR " on the
capsule body. Capsule contents: white to
grayish-white and brown to yellowish
brown spherical pellets. /

KEJTATUHOBBIC
KancyJsl
YEpHOro

TBepable
6ecLBETHBIE
MapKHPOBKOH

MpO3pauHbie
pasmepa 1 ¢
LBETA

.
« Y DR. REDDY'S» Ha Kpblle4Ke
KarcyJibl 1 MapKHpOBKOHM KpacHOro LBEeTa
«OMEZ-DSR» "4 RupllyLe  Kanulylibl.
Copepxumoe  Karcyit cepuueckue
Me/UIETH OT 0enoro Ao cepoBaro-0enoro u
oT KOPHUYHEBOIO o JKeJTOBaTO-
KOPUYHEBOTO LIBETA.

Remarks : The Product confirms to ND/
Ipuwmeuanne: [poaykr cooTBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED/
Jaxkmouenne: OJJOGPEHO

Prepared by /
IloaroTosneHo:
L.Ramesh

Member @&

- Quality control- Team

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

&

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

Quality Assyrance- Team
Member _ég
A

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIHLIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /dara: 30-

06-2026

Date /dara: 30-06-2026

Date /[ara: 30-06-2026

Date /Tata: )30~ ~1026




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Npoayxr: Omes® ICP, (Jlomnepugon+Omenpaso,n) KancyJabl ¢ MOAH(PHIHPOBAHHBIM BLICBOGOKAeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne t B2e01720 O6nem cepnu " 1250000 kancyn
Analytical Report No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHaJuTHYECKHIT oT4yeT N JaTa ananausza

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JaTa nponsBoacTaa TI'onen no

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposeaen o HA: JIN-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepen4Hoii ynakosku yreepxaensi: 07.12.2023
Artworks of secondary package approved: / MakeTnb! BTOpH4HOIi ynakoBku yrBepxaenni: 07.12.2023
PL approved: / JIB yrBepuxkaen: 26.11.2025

Page 2 of 10/ Crp. 2 uz 10

2 | Identification / The retention times of the main peaks in | The retention times of the main peaks in the
Upentudnraunsa the chromatogram of test solution comply | chromatogram of test solution should
Omeprazole / Omenpason with the retention times of omeprazole | comply with the retention times of
Domperidone / Jomneprnon | and  domperidone peaks in  the | omeprazole and domperidone peaks in the
HPLC / BIKX chromatogram of standard solution. / | chromatogram of standard solution (section

BpemeHa ynepxuBaHHsA OCHOBHBIX MUKOB | Assay). /  BpemeHa  ynepxuBaHHS
Ha  XpOMarorpamMMme  MCIBITYEMOrO | OCHOBHBIX [MKOB Ha XpOMaTorpamme
pacTBOpa  COOTBETCTBYIOT  BpeMEHaMm | MCIBITYEMOTO pacTBOpa JOJDKHBI
yOepXKUBaHHUsS [HKOB OMEMNpa3oia U | COOTBETCTBOBATH BpeMEHaM YAEp)KHBAHUSA
JOMIIEpUIOHA  HA  XpOMATOrpamme | MMKOB OMeEMpas3ona H AOMIEpHIOHAa Ha
CTaHAAPTHOrO PacTBOpA. XpOMATOrpaMme CTaHOApPTHOTO pacTBOpa

(paznen «KonuuecTBEHHOE ONPEAEIEHHEY).

3 | Average weight of the net 368.49 mg /368,49mr 369.0mg + 10% (between 332.1 to
content / Cpegusast Macca 405.9 mg) / 369,0 mr = 10 % (ot 332,1 no
COJAEPIKMMOro KancyJ 405,9 wmr)

4 | Uniformity of dosage units / OaHopoaHOCTEL J03HPOBAHHBIX €IHUIY

Omeprazole / Omenpa3zon

10.4 /10,4

Acceptance value (AV) should be less
than or equal to 15.0 / Ilokazarens
npuemsiemoctu (AV) nomkeH ObITh HE
6ouee 15,0.

Domperidone / [JoMnepuaox

46/4,6

Acceptance value (AV) should be less
than or equal to 15.0 / [Toxazarens
npuemnemocty (AV) nomxeH ObITh
He 6oiee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr coorBeTcTBYET TpeGoBanuam HJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
[ToarotoBneHo:
L.Ramesh

- Quality control- Team
Member

®

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

-

Sankaru Kummari

Member

Checked by (AQA) /
IMpoeepeHo (AOK): Siva

Quality Assyfance- Team

Approved by: Quality
Assurance/Authorized person /
- Onobpeno: Obecrnieuenue
kauecTBa/OTBETCTBEHHOE JIMLIO!
P. Rama Rao - Quality
Assurance- Team Member

Date /ata: 30-06-2026

Date /[dara: 30-06-2026

Date /ara:

0-06-2026

Date /[lata: >~ 300G 2016




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

Product: Omez® DSR, (Domperidone+0meprazdle) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, (Tlomnepuson+Omenpa3on) Kancybl ¢ MoAnpHUNPOBAHHBIM BhicBoGokaeHueM, 30 Mr+20 mr

Market / Peinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2601720 O6bem cepun 1250000 karicyn
Analytical Repo:‘t No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHaJHTHYeCKHII oTyeT Ne Jlara ananuza

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JlaTa npou3BoacTBa B ToxeH a0

Mifg. License No. /

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

Analysis performed according ND / Ananu3 nposened mo HJ/I: JIIT-Ne(002687)-(PT-RU)-071223
Artworks of primary package approved: / Makers! neper4Hoii ynaxosku yrsepaaennbt: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpH4YHOii yNakoBKH yTBepxaensnl: 07.12.2023
PL approved: / JIB yrBep:kaen: 26.11.2025

Page 3 of 10/ Crp.3 u3 10

3

Dissolution / PacTropenue

Omeprazole / Omenpazon

In a 0.1 M hydrochloric acid
solution / B 0,1 M pacteope
XJIOPOBOHOPOIHOM KUCIIOTHI

0 %, 0 %, 0 %, 0 %, 0 %, 0 %

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H9N30s8S) after 2 hours. /
B 0,1 M pacTrOpe XJI0pOBOAOPOAHOI
KHUCJIOTBI — He Gostee 15 % ot
(dhakTuueckoro cogepxaHua

omenpazona (C17H19N3O3S) uepes 2 u.

Omeprazole / Omenpazon

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

103 %, 101 %, 97 %, 102%, 100%, 100%

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H1sN3O;38) after 30 minutes./

B Gydepe pH 6,8 — ne menee 70 % (Q)

OT HOMMHAJIBHOTO COAEpIKaHUsA
omenpazona (Ci7H19N30;S) uepes

30 muH.

Domperidone / Jomnepunox

after 1 hour/ yepez 1 u
after 4 hours / uepez 4 4
after 8 hours / uepes 8 u

after 12 hours / uepes 12 4

27 %, 25 %, 28 %, 25 %, 28 %, 27 %
60 %, 54 %, 61%, 55 %, 63 %, 66 %
80 %, 72 %, 77 %, 74 %, 82 %, 82 %
85 %, 81 %, 85 %, 80 %, 86 %, 87 %

In 0.1M hydrochloric acid solution / B
0,1 M pactBope XJIOPOBOAOPOIHOM
KHCIIOTBI

between 15 % and 40 % / ot 15 % 10 40 %
between 30 % and 70 % / ot 30 % no 70 %
between 55 % and 95 % / ot 55 % 100 95 %

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

(CoH24CINsO2) /  OT  HOMMHAIBHOTO
CONEp:KaHUA JIOMITEPUIOHA
(C22H24CINsO2)

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET Tpeboranram HJI

Conclusion : APPROVED /
3axkaovenne: OJJOBPEHO

Prepared by /
[MoaroToBneHo:
L.Ramesh

- Quality control- Team
Member

>

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

G

Sankaru Kummari

Checked by (AQA)/
ITporepetro (AOK): Siva

Quality Assurance- Team
Member éfa

Approved by: Quality
Assurance/Authorized person /
- Onobpeno: Obecneuerue
kauecTBa/OTBETCTBEHHOE NHLO:
P. Rama Rao - Quality
Assurance- Team Member

Date /[lara: 30-06-2026

Date /1ara: 30-06-2026

Date /ara! 30-06-2026

Date /Jlata: /%0 -06-2c26




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JCP, (lomnepuaon+Omenpaso) kancy. sl ¢ MOAHGHUHMPOBAHHBIM BbicBoGoKAeHHEeM, 30 Mr+20 mr

Market / PoiHOK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepns Ne £ R O0Bem cepun * 1250000 kancyn
Analytical Repourt No/ : 2002FP26001381 Date of Analysis / . 30-06-2026
AHaTuTHYeCKH oT4eT No B JaTa anannsa

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JlaTta npousBoacTBa I'ogeHn ao

Mfg. License No. /

MpouzsoacTeeHHasn aunenzust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
No

Analysis performed according ND / Ananus nposexen mo HJ: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTn! nepsu4Hoii ynakoBku yreepxaens:: 07.12.2023
Artworks of secondary package approved: / MakeTnl BTOpH4HO#t ynakoekn yrsepaaensni: 07.12.2023
PL approved: / JIB yreepaaen: 26.11.2025

Page 4 of 10/ Crp.4 n3 10

S/E':) Test / Teer Result / PesysabTtart Specification / Cneunduranus
6. |Impurities / Ilpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4

Impurity 5 / npumecs 5

Domperidone / [Jomnepudona:

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

Impurity F / npumecs F

0.01%/0,01%
Not detected / He o6HapyxeHa
0.02%/0,02%
Not detected / He oGHapy»x eHa

Not detected / ue o6HapyxeHa

0.02%/0,02%
Not detected / He oGHapyxeHa
Not detected / He oGHapyxena
0.12%/0,12%

Not detected / He oGHapyskeHa

Omeprazole / Omenpazona:

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 6omnee 0,50 %

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

Domperidone / [Jomnepuoona:

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYET TpebOoRaHUusAM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[TonrorosneHo:
L.Ramesh

- Quality control- Team
Member ®_

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

Y-

Member

Checked by (AQA)/
I[TposepeHo (AOK): Siva
Sankaru Kummari -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHue
kauecTa/OTBETCTBEHHOE JIMLO!
P. Rama Rao - Quality
Assurance- Team Member

Date /[arta: 30-06-2026

Date //lara: 30-06-2026

P
Date /[[aTa:’30£6-2026

Date /[lara: ')ige _056 -20L




@
.Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
[poaykr: Omes® JICP, (lomnepuaou+Omenpasonn) Kancy bl ¢ MOAH(GHUHPOBAHHBIM BhICBOGOkAeHHEeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepun No § B2G0L2D O0bem cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHanuTH4eckuii oTyer Ne Jlara ananusa

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029
Jara npousBoacTea Toxen no

Mfg. License No. /
IpousBoacreenuas sunensus : 63/RR/AP/96/F/R
No

MA number:/ Homep PY

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

PL approved: / JIB yreepxaen: 26.11.2025

Analysis performed according ND / Auanus uposeaed no HJ/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepeu4Hoii ynakosxku yrsepxaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpruHoii ynakoBkHu yreepxaensni: 07.12.2023

Page 5 of 10/ Crp.5u3 10

S.No
/ Ne

Test / Tect Result / Pesyabrar

Specification / Cneunduxauns

Any individual unidentified

HeH,[IeHTH(bHquOBaHHaﬂ TNMpHMECH

Total impurities / Cymma npumeceii |0.2%/0,2

impurity / Jlro6as eauHuuHas Not detected / He oBHapykeHa

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

Not more than 2.5 % / He 6onee 2,5 %

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTReTcTRYeT TpeboraHusm HJJ

Conclusion : APPROVED /
3akmouyenue: OJJOGPEHO

Prepared by / Checked by / TpoeepeHo:
[MoarorosneHo: A.Susmitha - Quality
L.Ramesh control- Team Member

- Quality control- Team

Member ®&_- (%/

Checked by (AQA)/
[Tporepeno (AOK): Siva
Sankaru Kummari -
Quality Assurance- Team
Member

[

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /[TaTta: 30-06-2026 | Date /Iata: 30-06-2026

Date /data: 30-06-2026

Date /[lata: )% _20-06 ~tozb




-Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, (lomnepuaon+Omenpa3o.) KancyJabl ¢ MOAH(UIMPOBAHHBIM BbICBOOOKAeHNEeM, 30 Mr+20 mr

Market / PoiHox : Russia/ Poccus

Batch No / . B2601720 Batch Quantity / . 1250000 caps /

Cepus No ) O0bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHanuTnyeckuii oryeT Ne JlaTa ananau3za

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JaTa npousBoacTBa T'onen go

Mfg. License No. /

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

Analysis performed according ND / Ananun3s nposegen nmo H/: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepBH4HOH ynakosku yTBepxkaens:: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpHYHOM YNaKOBKH yTBepskAennt: 07.12.2023
PL approved: / JIB yrBepaxaed: 26.11.2025

Page 6 of 10 / Ctp. 6 n3 10

S.No
/ Ne

Test / Tect

Result / PesyabTaT

Specification / Cneunduxauus

Residual solvents/ OcTaToyHble OpranuyecKHe pacTBOPHTEJIH

Methanol / Meranon

Methylene chloride /
Metunenxnopun

3 pg/caps / 3 mkr/kancyna

Not more than 1107 pg per capsule / He Gonee
1107 Mkr Ha KancyJy.

Not detected / He 0GnapyskeHa

Not more than 221 pg per capsule / He 6onee
221 MKr Ha KarcyJy.

Water content / Coaepxanue
BOAbI

1.0%/1,0 %

Not more than 4.0 % / He 6onee 4,0 %

Microbial limits / Mukpoduonornueckas 4ucToTa

Total aerobic microbial count /
O61ee 4nucao adpoOHBIX
MUKPOOPraH1M3MOoB

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

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

Total combined yeasts and mould
count / Ofuiee YUCII0 APOKIKEBBIX
Y 1JIECHEBBIX rpUbOB

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

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

E. coli

Absentinl g/
OtcyrctRyerB I 1

Shall be absent in 1g/ OrcytctBue B 1 1

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykr coorsercreyer Tpedosanuam HJJ

Conclusion : APPROVED /
3aknouenune: OJOGPEHO

Prepared by /
IToarorosneHo:
L.Ramesh

- Quality control- Team
Member

aQ

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

@,

Member

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

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHune
kauecTBa/OTBETCTBEHHOE JIULIO:
P. Rama Rao - Quality
Assurance- Team Member

Date //Iata: 30-06-2026

Date /[Tara: 30-06-2026

I.':)
Date /[lara: 50-06-2026

Date /[lata: F7z—30-06—0LL




. Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® ICP, (lomnepuaon+Omenpa3zos) Kancyibl ¢ MOAMGHUAPOBAHHBIM BbicBoGoxkaeHHeM, 30 mr+20 mr

Market / Pernok

: Russia/ Poccus

Batch No / . B2601720 Batch Quantity / . 1250000 caps /

Cepus Ne i O6bem cepun * 1250000 xancyn

Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026

AHaanTHueckHii oTuet No Jara ananansa

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

JlaTa nponssoacTsa T'oaen go |
Mfg. License No. /

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

Ne

Analysis performed according ND / Ananu3s nposegen mo H/I: JITI-N2(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MaxeTs! nepBu4Ho#i ynakoBKH yTeepaxaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpH4HO#i ynakosku yrepaxaenni: 07.12.2023
PL approved: / JIB yrBepxaen: 26.11.2025

Page 7 0f 10/ C1p. 7 u3 10

S/JI;I: 'l'est / 'l'ect Result / PesyapTaT Specification / Cneunduxanns
10 | Assay / KonnuecTBenHoe onpeaesienne

Omeprazole / Omenpazon

20.59 mg/ 20,59 mr
(102.9 %/ 102,9 %)

From 18.0mg to 22.0 mg of Ci7Hi9N3O3S
(Omeprazole) per capsule (90.0 to 110.0 % of
the label claim) / Or 18,0mMr mo 22,0 mr
C17HisN303S (omenpason) B kamncyne (ot 90,0
1o 110,0 % oT HOMUHANBLHOrO CONEP>KAHUS).

Domperidone / JomnepuaoH

28.39 mg /28,39 mr

From 27.0mg to 33.0mg CxnHCIN;O,
(Domperidone) per capsule (90.0 to 110.0 % of

(94.6 % /94,6 %) the label claim) / Ot 27,0 mMr mo 33,0 mr
CoHa4CINsO, (mommepupon) B kamcyne (OT
90,0 gm0 110,0% oOT HOMHHAJILHOrO
COAEPIKaHHMA).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpebosaHusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Ilposepeno: | Checked by (AQA) / Approved by: Quality
INoarotorneHo: A.Susmitha - Quality IMposepeno (AOK): Siva Assurance/Authorized person /
L.Ramesh control- Team Member Sankaru Kummari - Onobpeno: ObecrnieweHue
- Quality control- Team Quality Assupance- Team | xadecTBa/OTBETCTBEHHOE NULO:
Member gy @" Member ﬁ P. Rama Rao - Quality
=) Assurance- Team Member
Date /[lara: 30-06-2026 Date /[Tata: 30-06-2026 Date /[Tata: 30-06-2026 Date /[lata: /230 -06—2026




-Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, (lomnepuaon+Omenpaso) Kancyibl ¢ MOAHPHUHPOBAHHBIM BbICBOGOKIeHHEM, 30 Mr+20 mr

Market / Poinok ¢ Russia/ Poccus

Batch No / . B2601720 Batch Quantity / ] 1250000 caps /

Cepus Ne O6bem cepun 1250000 xaricyn
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHanuTH4ecKHii oTyer No JdaTta anaunsa

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029

Jlara npousBoacTsa Toxen a0 -

Mifg. License No. /

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

Analysis performed according ND / Anaauns nposeaen no HJI: JIII-Ne(002687)-(PT-RU)-071223
Artworks of primary package approved: / Makerbl nepBu4HO#i ynakoBkH yTBepaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTopu4HOii ynakoBku yTeps:kaenni: 07.12.2023
PL approved: / JIB yreep:aen: 26.11.2025
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S.No

/ No Test / Tect

Result / PesyasTaT

Specification / Cneunduxanus

11 | Package / Onucanue ynakoBxH

10 capsules in a (PVC/AL/PA)
foil/ aluminum foil blister. 3
blisters and patient information

leaflet (package insert) in a
carton. / Tfo 10 kamcyn B
onucrepe wu3s (IIBX/AJUIIA)

donsru/amomunneeoit  Gonsru.
I[To 3 Onucrepa BMeCTE C
HHCTPYKUHEH N0 MEAHLMHCKOMY
NPUMEHEHHUIO (ucTKOM-
BKJIaJIbIIIEM) nauky
KApTOHHYIO.

B

10 capsules in a (PVC/AL/PA) foil/ aluminum
foil blister. 1, 3, 8, 10 blisters and patient
information leaflet (package insert) in a carton.
/ Tlo 10 karncyn B Gnucrepe u3 (IIBX/AJI/TIA)
donsru/amomuuuneBoit doneru. ITo 1, 3, 8, 10
OUCTEpOB  BMECTE C  HHCTPYKLMEH 1o
MEIULIMHCKOMY  MPUMEHEHHI0  (JIMCTKOM-
BKJTAIBILUEM) B MTAYKY KAPTOHHYIO.

Cpoxk roasoctu (cpok
XpaHeHHs)

12 | Labeling / Mapkuposka Complies / CooTeeTcTBYET See Section 1.3.2 of Module 1 of registration
dussier. / Cm. pusgen 1.3.2, moaymn 1
PErucTpaLuroHHOTO JOChE.

13 | Storage / YcnoBus xpaHeHUst At temperature below than 25 °C. / [1pu Temnepatype He sbite 25 °C.

14 | Shelf-life (storage period) / 3 years. / 3 ropa.

* 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 cieludmKaL¥y MpeICTaBIEHbI HA CPOK rogHocTH. [Ipy BeIMycKe npenapar
NpoBEPSETCA B COOTBETCTBUM cO crieluduKalued Ha BbIMYCK, NO3TOMY B cepTH(MKaTe aHaTu3a Ha [pernapar MOTyT ObITh yxazaHsl Gosiee
CTPOrHE HOPMbI, YEM B HACTOSILIEM HOPMATHUBHOM JOKYMEHTE MO KaueCTRY.

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykt cooteercTRyeT TpeboBaHuam HIQ

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by /
IMoarorosneHo:
L.Ramesh

- Quality control- Team
Member b 1

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

X

Quality

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

S

Assurance- Team
Member I

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecneuenre
kadecTBa/OTBETCTBEHHOE NHLO!
P. Rama Rao - Quality
Assurance- Team Member

Date /Hata: 30-06-2026

| Date /Jara: 30-06-2026

Date /[lata: 30-06-2026

Date /Jlata: f%—20-06 ~2006




‘Dr.Reddy’s !‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIV3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
M poayxr: Omes® JICP, (lomnepuaon+Omenpa3on) KancyJibl ¢ Moan¢HIMPOBAHHBIM BbICBoGOxAeHHeM, 30 Mr+20 mr

Market / Peisok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne 6 Baptlind O6bem cepun * 1250000 karncys
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHanuTHYecKHii oTyeT Ne Jara ananun3za

e —— : 13-04-2026 DALk iy : 31-03-2029

JlaTa npon3BoAcTBa Toaen ao

Mfg. License No. /

Ilpoussoacreennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[I-Ne(002687)-(PI"-RU)
Ne

Analysis performed according ND / Auaan3s nposeaen no H/L: JIII-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersl NepBU4YHO# ynakoBkH yTeepxaens:: 07.12.2023
Artworks of secondary package approved: / MakeTs! BTOpu4HOii ynakoBku yreepxaenni: 07.12.2023

PL approved: / JIB yreepaaen: 26.11.2025
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API name / HanmenoBanue ADC:

Omeprazole / Omenpazon

Domperidone /[JoMnepuaox

INN / MHH:

Omeprazole / Omenpazon

Domperidone / JlTomnepuaou

API manufacturer batch number /

0000130822, 0000123594,

Homep cepuu npousBoauteass A®C: OME/00226 0000125863
FP Manufacturer API Batch number /
Homep cepun cydcTanunn FBTA00167 FBTH00002

npouspogutens [JID:

API Manufactured by, address &
country /

Ilpoussoaurtens ADC, agpec n
cTpaHa:

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

Mpunu ®apmacerotukanc JIta,
Vuacerok N 247, Yoyrrynnat (B},
okpyr Hanronpa, Unaus

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 Jlumuren,
[Tpou3BOACTBEHHOE MOOPa3AeIeHHE —
I1, yyucrok No 79, Jikauuxapirall
Hepy ®apma Cutu, Txanam
Busnank, [Tapaana Mannan,
Amnaxanannu — 531 019, Anaxpa
[Tpanew, Uuaus

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

HaumenoBanue, aapec, THUEH3Hs A8
[MpousBoacTBeHHas MIOIAAKA /

Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 11, 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) /

J-p Peanu'c JlaGoparopuc JIta., [lpoussoncreenHoe noapazaeneHue-II,
VYyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannm Buanamk,

Remarks : The Product confirms to ND/

Ilpumeuanmne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akiawyenue: OJJOBPEHO

control- Team Member

Checked by (AQA) /
IIposepero (AOK): Siva
Sankaru Kummari

[IpoeepeHo:
Quality

Member

Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauecTBa/OTBETCTBEHHOE JULO:
P. Rama Rao - Quality
Assurance- Team Member

Prepared by / Checked by /
[Toarororsexo: A.Susmitha -
L.Ramesh

- Quality control- Team

Member & @/
Date /[ara: 30-06-2026

Date /[Tata: 30-06-2026

Date /[lata: 30-06-2026

Date /[ara: = -06 2026




. Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+50 mg /
Mpoaykr: Omes® JICP, (lomnepugon+Omenpa3o.1) Kancy bl ¢ MoguMIHPOBAHHBIM BbicBoGomaenuem, 30 mr+20 mr

Market / Poinox : Russia/ Poccust

Batch No / . B2601720 Batch Quantity / : 1250000 caps /
Cepus Ne O6BeM cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001381 Date of Analysis / . 30-06-2026
AHaJquTu4eckuii oTuer Ne . ,Z[gTa aHaJn3a

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029
JaTa npon3BoacTBa TI'ogen go

Mifg. License No. /
Ilpoussoacreennan guuensusi : 63/RR/AP/96/F/R
Ne

MA number:/ Homep PY

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

PL approved: / JIB yreepaen: 26.11.2025

Analysis performed according ND / Anaau3s nposeaen no H/I: JII-Ne(002687)-(PT-RU)-071223
Artworks of primary package approved: / MakeTsI nepBiuHoii ynakoBku yreepxgenss: 07.12.2023
Artworks of secondary package approved: / Makern! Bropu4unoii ynakosku yreepxaenst: 07.12.2023

Page 10 of 10 / Crp. 10 u3 10

Tlaomapien wonTpons katiecTon /
Ilaomaaka Beinycka

Bauynmannu Mangan, Menuan Mancoamcraps Quetpuir - 500090, wrat
Tenanrana, Uuous (JTuuenzus Ne 63/RR/AP/96/F/R)

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 established». /

3akniouenne o cooTBeTcTBHH: «HACTOSIINM s MOATBEPKAAKD, YTO MPUBEACHHAS Bbille HHPOPMALUS SBISCTCS
JIOCTOBEPHOH M TOYHOHM. DTa cepHsl NPOAYKLMH MpPOM3BeJeHA (BKMIOYas YNakoBKY (MapKUpOBKY) W KOHTPOJIb
KayecTBa) Ha BbllIEYKa3aHHONH MNPOM3BOACTBEHHOH mnowanke (IUIOWIAAKAX) B TOJHOM COOTBETCTBUH C
TpeboBanusmu [lpaBun Haanexamiell NpPOM3BOACTBEHHOW NpakTHKK EBPasuHiickoro 3KOHOMHUYECKOrO COHO3a
(NeGMP/EAEU/RU/02346-2025 ot 25 centsbps 2025) u TpeGOBaHMAMH KOHTDOJS KaueCTBAa JEKAPCTBEHHBIX
CPEICTB, a TaKkKe B COOTBETCTBMH CO CNEUHU(UKALMAMH, COAEPKAMMHUCS B PErHCTPALIMOHHOM JIOChE CTPaHbI-
¥MIOpTepa. 3amucu MO MPOM3BOACTBY, YHNAKOBKE W aHANM3Y MpPOBEPEHbl, U YCTAHOBIEHO WX COOTBETCTBHE
TpeboBanyam [TpaBun HaaIexkalleil NPOM3BOACTBEHHON MpakTKy EBpazuiickoro 3kOHOMHU4ECKOrO CO3a.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykt cooTseTcTBYET TpeboraHuam HJI

Conclusion : APPROVED /
Jaxiouenne: OJJOBPEHO

Prepared by / Checked by / [Tposepeno:
[ToarorosneHo: A.Susmitha - Quality
L.Ramesh control- Team Member

- Quality control- Team '

Member Q @

Checked by (AQA) /
IMpoeepeHo (AOK): Siva
Sankaru Kummari -
Quality Assurance- Team
Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenue
xauecTBa/OTBETCTBEHHOE NULIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /JTara: 30—06-2026 | Date /Hara: 30-06-2026

Date /[Iata:'30-06-2026

Date /[lata: /% 70 -06-20t6




