Dr.Reddy’s ‘L:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
MpoaykT: Omes® JCP, (Tomnepuaon+Omenpa3on) Kancy bl ¢ MOAUGUIMPOBAHHBIM BbicBoGoxkaenHem, 30 mr+20 mr

Market / Puinok

: Russia/ Poccus

Batch No / : Batch Quantity / _ 1250000 caps /
Cepusi Ne % BIR0Z053 O6Bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHaJUTHYECKHI oTyeT Ne Jlata aHanu3sa

Date of Manufacture / . 26-05-2026 Date of Expiry / . 30:04-2029
JlaTa npou3BoACTBa Toxen oo

Mfg. License No. /

Ne

IMpoussoacreennas suuensusa : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

Analysis performed according ND / Anaans npoeeaed no H/I: JIII-No(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBH4HoO#i yakoBKH yTBepkIeHsI: 07.12.2023
Artworks of secondary package approved: / Makersl BTOpU4HOiIi ynakoBku yreepxaennbt: 07.12.2023
PL approved: / JIB yrBepxaen: 26.11.2025

Page 1 of 10/ Ctp. 1 n3 10

S.No

/ No Test / Teer

Result / PesyabTaTt

Specification / Cnieundukanus

1 Description / Onucanue

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. /

Teepapie  xenaTUHOBEIE
GecuBeTHBIE  KaICyJIbl
MapKUpPOBKO#t 4EPHOro

S/
« Y DR. REDDY’S» Ha Kpsilieuke
KarncyJsl M MApKUPOBKOH KPacHOrO LIBETA
«OMEZ-DSR» Ha kopnyce KamncyJbl.
Coaepxumoe  kancyn:  cdepudeckue
nenneTsl 6€10ro ¥ KOPUYHEBOTO LIBETA.

Mpo3payHble
pasmepa | c
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 " vn the
capsule body. Capsule contents: white to
grayish-white and brown to yellowish
brown spherical pellets. /

Teepasie
GecuBeTHEIE
MapKHpOBKOM

ENMaTUHOBBIE  NPO3PAuHEIE
Kancynasl pasmepa 1 ¢
YEepHOro LBeTa

.
« Y DR. REDDY’S» Ha KpbllIeuke
Karcysibl 1 MapKUpOBKOH KpacHOro LBETa
«OMEZ-DSR» wnHa Kopnyce KancyJbl.
ConepxuMoe  Kancy.s: cepuueckue
neJieTsl OT 6enoro 4o cepopato-6esoro
OT  KOpHUYHEBOro [0 HKENTOBATO-
KOPHYHEBOTrO LIBETA.

Remarks : The Product confirms to ND/
Ilpumeudanue: [lpoaykr cootBercTByeT TpeboBaHmam HJI

Conclusion : APPROVED/
3akawuenne: OJJOBPEHO

Prepared by /
INoaroroBneHo:
L.Ramesh

- Quality control- Team
Member -

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

@/

INposepeHo (AOK):

Member

Checked by (AQA) /

Siva Sankaru Kummari -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onob6peHo: ObecrieueHue
kayecTBa/OTBETCTBEHHOE JIMLO:
P. Rama Rao - Quality
Assurance- Team Member

Date /Jlata: 30-06-2026

Date /daTa: 30-06-2026

Date /[Jara: 30-06-2026

Date /llata: 52 2p-og-10tb




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
IpoaykT: Omes® JICP, (lomnepnaon+Omenpa3os) Kancysl ¢ MOAHQHUNPOBAHHBIM BbIcBoGoK1eHneM, 30 Mr+20 mr

Market / Poinok

+ Russia/ Poccus

Batch No / ] - Batch Quantity / _ 1250000 caps /

Cepust Ne ¢ BR60A0S O6nem cepuu © 1250000 xancyn
Analytical Repourt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHanuTHYecKUii oTyeT Ne JaTa anaau3a

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

JlaTa npou3BoACTBa T'ogeH oo

Mfg. License No. /

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

Analysis performed according ND / Anann3s npoeenen no H/I; JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makers! nepsnuHoii ynaxosxu yreep:xiaenbi: 07.12.2023
Artworks of secondary package approved: / Makersl BTopuuHOii ynakosku yreepxaenni: 07.12.2023
PL approved: / JIB yrBepsaen: 26.11.2025

Page 2 of 10/ Ctp. 2 u3 10

2 | Identification / The retention times of the main peaks in | The retention times of the main peaks in the
Upentndukanusn 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 / Jomnepugon | and  domperidone peaks in the | omeprazole and domperidone peaks in the
HPLC / BIKX chromatogram of standard solution. / | chromatogram of standard solution (section

BpeMeHa ynep uBaHus OCHOBHBIX TMKOB | Assay). /  BpemeHa  yaepxkKuBaHUS
HAa  XpOMAarorpaMMe  HCIIBITYEMOrO | OCHOBHBIX [MHKOB Ha XpOMaTorpaMmme
pacTBopa  COOTBETCTBYKOT ~ BPEMEHAM | HUCIBITYEMOTO pacteopa JOJBKHB
yOCP)KHBAHUS [MMKOB OMENpPa3ona W | COOTBRETCTROBATH BPEMEHAM YAEp>KUBAHHUs
JOMIOEPUAOHA  HA  XpoMmarorpamMe | MMKOB OMemNpas3osna M AOMIEepHIOHAa Ha
CTaHJAPTHOTO PacTBOpa. XpOMaTrorpaMMme CTaHAapTHOrO pacTBOpa

(paspen «KonuuecTBeHHOE OMpeieNeHUE»).

3 | Average weight of the net 358.47 mg /358,47mr 369.0mg = 10% (between 332.1 to
content / Cpeausisi Macca 405.9 mg) / 369,0 mr £ 10 % (ot 332,1 no
COAEPKUMOro Kamncy.Ji 405,9 mr)

4 | Uniformity of dosage units / OaHopoaHoCThL A103HPOBAHHLIX €IHHHULL

Omeprazole / Omenpason

551755

Acceptance value (AV) should be less
than or equal to 15.0 / Tlokazarens
npuemsieMocTd (AV) gomkeH ObITh HE
6onee 15,0.

Dompendone / Jomriepunox

4.8/48

Acceptance value (AV) should be less
than or equal to 15.0 / [Toka3zarens
npuemsiemoctH (AV) nomxkeH ObITh
ne 6onee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTBYeET TpeboBanusM HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

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

Prepared by / Checked by / TTposepeno: | Checked by (AQA)/
IlogrorosneHo: A.Susmitha - Quality Ipoeepeno (AOK):
L.Ramesh control- Team Member Siva Sankaru Kummari -
- Quality control- Team Quality Assurance- Team
Member LN %/' Member i

Date /[dara: 30-06-2026 Date /Jata: 30-06-2026 Date /[lata: 30-06-2026

Date /lata: 5 30-c6 ~toLtk




@e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, (Iomnepuaon+Omenpa3o.n) Kancy sl ¢ MoanGuuupoBaHHbIM BbicBOGOxkaeHHeM, 30 Mr+20 mr

Market / Peinox

+ Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepns Ne & B2602035 O6bem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHaJuTHUeCcKHil oTyeT No B Jarta ananusza

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

JlaTra npou3BoacTBa T'ogen no

Mfg. License No. /

IpouspoacTeennas junensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JITI-Ne(002687)-(PI"™-RU)
Ne

Analysis performed according ND / Auanus nposeaen no HJ/{: JITT-Ne(002687)-(PT'-RU)-071223
Artworks of primary package approved: / MakeTs! nepBu4HOii ynaxkosku yreep:xaensi: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpHuHOIi YNaKoBKH yTBepxaeHbl: 07.12.2023
PL approved: / JIB yreepxkaen: 26.11.2025

Page 3 0of 10/ C1p. 3 u3 10

5

Dissolution / PacTBopenue

Omeprazole / Omenpazon

In a 0.1 M hydrochloric acid
solution / B 0,1 M pactBope
XJIOPOBOAOPOAHON KUCIIOTEI

0%,2%,2%,4%,0%,1%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C7H19N3O3S) after 2 hours. /
B 0,1 M pacTtBOpe X10poBOIOPOAHOM
KHCIOTHI — He Gonee 15 % ot
(hakTHUECKOTO COmepHaHHs

omenpazona (Ci17HisN303S) uepes 2 u.

Omeprazole / Omemnpazon

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

97 %, 96 %, 97 %, 96 %, 93 %, 96 %

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

B 6ydepe pH 6,8 — ve menee 70 % (Q)

OT HOMUHAJIBHOTO COACPKaHHUS
omenpazosna (Ci7HioN301S) uepes

30 MuH.

Domperidone / JTomnepuaox

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

after 12 hours / uepes 12 u

20 %, 20 %, 20 %, 22 %, 22 %, 21 %
45 %, 51 %, 46 %, 52 %, 54 %, 53 %
68 %, 79 %, 68 %, 75 %, 81 %, 80 %
80 %, 92 %, 80 %, 85 %, 90 %, 94 %

In 0.IM hydrochloric acid solution / B
0,1 M pacTBope XJIOPOBOAOPONHOM
KHUCJIOTBI:

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

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

(C2H24CINsO2) /  OT  HOMMHAIbLHOIO
COfIepIKAHIUA IOMMOepHaOHa
(C22H34CINsO5)

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTByeT Tpebopanusm HIL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
IMoarorosnexHo:
L.Ramesh

- Quality control- Team
Member

&

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

&

Checked by (AQA) /
IMpoeepeno (AOK):

Siva Sankaru Kummarn -

Quality Assyrance- Team
Member‘é%
¥

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

Date /[data: 30-06-2026

Date /Hara: 30-06-2026

Date /[lara: 30-06-2026

Date /ara: (5 20.-06 ~0 &




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

* [Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /

Mpoaykt: Omes® JICP, (lomnepnaou+Omenpazo) Kancyabl ¢ MOXHGHUMPOBAHHBLIM BhicBoGokIeHHeM, 30 mr+20 mr

Market / PbiHOK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusn Ne S O6bem cepuu " 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
Ananutnyeckuii oruer Ne JlaTa ananu3a

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

Jarta npousBoacrsa TogeH go

Mfg. License No. /

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

Analysis performed according ND / Auaaus nposegen no H: JITI-Ne(002687)-(PT'-RU)-071223
Artworks of primary package approved: / Makerbl nepBu9Hoii ynakoBku yTeepskaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTbl BTOpU4HO# ynakosky yrBepskaenni: 07.12.2023
PL approved: / JIB yreepxaeu: 26.11.2025

Page 4 of 10/ C1p. 4 u3 10

S.No

/ No Test / Teer

Result / Pesyabrar

Specification / Cneundnxanusn

6 |Impurities / [Ipumecu

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

Impurity 5 / npumecs 5

1.0.01%/0,01%
2. Not detected / ne o6Hapy»keHa
3.0.02%/0,02%

4. Not detected / ne o6Hapy»xeHa

5.Below LOQ (LOQ =0.010%) /
Hrvke npenena KOMMYECTBEHHOTO

Omeprazole / Omenpaszona:

Not mare than 0.50 % / He fianee 0,50 %
Not more than 0.50 % / He 6osee 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 %

ompeaesenus (TTKO = 0,010 %)

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

Impurity F / npumecs F

Domperidone / Jomnepuoona:

0.02%/0,02%

Not detected / He oGHapyskeHa
Below LOQ (LOQ = 0.012%) /
Huxe npeena knnmuyecTREHHATO
onpenenenus (ITKO = 0,012 %)
0.12%/0,12%

Not detected / He oGHapy»eHa

Domperidone / [Jomnepuoona:

Not more than 0.50 % / He Gosee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not mare than 0 30 % / He fonee 0,50 %
Not more than 0.50 % / He G6onee 0,50 %

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

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
Jaxawuenue: OJOBPEHO

Prepared by /
[TonrorosneHo:
L.Ramesh

- Quality control- Team
Member o=

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

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

Quality Assyrance- Team
@/ Member éﬁr

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

Date /JTata: 30-06-2026

Date /[Tata: 30-06-2026

Date /[lara: '30-06-2026

Date /data: /S _=q . 06 ~2o2é




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, (Tomnepuaon+Omenpazon) Kancyasl ¢ MOAuGHIHPOBAHHBIM BbicBoGo:kaeHHeM, 30 Mr+20 mr

Market / Pbinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne e O6bem cepuu * 1250000 xancyn
Analytical Repog‘t No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHaautnveckuii oTyeT Ne Mara ananusa

ORI : 26-05-2026 Date of Expity / : 30-04-2029
JlaTa npou3BoacTBa T'onen po

Mfg. License No. /

Ne

IpounsBoacTeenHas auuensusn : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

Analysis performed according ND / Ananus nposeaen nmo HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makersl nepBH4HOH ynakoBKH yTBep:xkaenbr: 07.12.2023
Artworks of secondary package approved: / MakeThbl BTOPHYHO# yNaKoBKH yTBep:#AeHbl: 07.12.2023
PL approved: / JIB yrBepxkaen: 26.11.2025

Page 5 0f 10/ Ctp. S5 u3 10

S.No

/ Ne Test / Tect

Result / PesyabTaT

Specification / Cieunduxauuns

Any individual unidentified
impurity / JIrobas equunynas
HeuaeHTHHLMPOBAHHAS TIPUMECh

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

Not detected / He oGHapy:xeHa

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: INpoaykr coorBercTByeT Tpebosanusam H/T

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /
[ToaroTosneHo:
L.Ramesh

- Quality control- Team
Member

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

3

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

Quality Assurance- Team
Member @

—

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kayecTBa/OTBETCTBEHHOE JIMLIO:
P. Rama Rao - Quality
Assurance- Team Member

Date /[dara: 30-06-2026

Date /[Tata: 30-06-2026

Date /[Iata’ 30-06-2026

Date /[Tata: Ja_ 10-06 D LE




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Tlpoaykr: Omes® JICP, (lomnepuaon+Omenpason) Kancy bl ¢ MOAH(GUUMPOBAHHBIM BbicBoOOKAeHHEM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No/ . Batch Quantity / . 1250000 caps /

Cepusi Ne  B2603053 O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHanuTHYecKuii oTyeT No JlaTa aHaau3a

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

JaTta npon3BoacTBa Topex po

Mfg. License No. /

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

Analysis performed according ND / Auanns nposeaen no HJ: JIII-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTrs! nepBU4HOI ynaKoBKy yTeep:xkaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTopu4HO#i ynakoBku yTeepxaens: 07.12.2023
PL approved: / JIB yTBep:kaen: 26.11.2025

Page 6 of 10/ Ctp. 6 u3 10

S.No

/ No Test / Tect

Result / PesyabraT

Specification / Cneunduxauns

Residual solvents/ OcTaTounbie OpraHuiecKHe pacTBOPHTENN

Methanol / MeTanon

3 pg/eaps / 3 mxr/kancyna

Not more than 1107 pg per capsule / He Gonee
1107 mxr Ha kancyJy.

Methylene chloride / Not detscted # e obupysrena Not more than 221 pg per capsule / He Gonee
Metunenxiaopun 221 MKr Ha KaricyJy.

8 |Water content / Coaepxanue 1.1%/1,1% Not more than 4.0 % / He Gounee 4,0 %
BOAbI

9 |Microbial limits / Mukpoouosornyeckas 4ucToTa

O061uee uucao a3poOHBIX
MHMKPOOPraHU3MOB

Total aerobic microbial count /

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

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

Total combined yeasts and

U IJIECHEBBIX TPHOOB

count / ObLiee YUCIO OPOXKIKEBBIX

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

mould

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

E. coli

Absentinl g/
OtcytcrByeTB 1 T

Shall be absent in 1g/ OtcytctBue B 1 r

Remarks : The Product confirms to ND/
Ipumeuanune: [Nponykrt cooteeTcTByeT Tpedosanuam HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / ITpoeepeno: | Checked by (AQA)/ Approved by: Quality
[MoarorosneHo: A.Susmitha - Quality Iposepeno (AOK): Assurance/Authorized person /
L.Ramesh control- Team Member Siva Sankaru Kummari - Onobpeno: ObecneueHue
- Quality control- Team @;/ Quality Assprance- Team | kayecTBa/OTBETCTBEHHOE JIHLIO:
Member > Member ‘& P. Rama Rao - Quality

\ Assurance- Team Member
Date /[1aTa: 30-06-2026 Date /[Tara: 30-06-2026 Date /[Jata: 30-06-2026 Date /data: }%’(m 08— LOLA




Dr.Reddy’s Q'!‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
IIpoayxr: Owmes® JICP, (JomnepuaoH+Omenpa3soJ1) Kancyni ¢ MOAUGUIHPOBaHHLIM BbicBoGoxaeHueM, 30 mr+20 mr

Market / Prinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne : B2602055 Q6bem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHaJuTHYeCKHii oTueT Ne JlaTta anann3sa

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

Jlata npousBoacTBa I'ogen go

Mfg. License No. /

IMpouseoacreennan suuensns : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII[I-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Anasu3 nposeaen no HJI; JITT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makers! nepBu4Hoii ynaxkosku yreepxaensi: 07.12.2023
Artworks of secondary package approved: / Makers! BropuuHoii ynakosxu yrsepxaensi: 07.12.2023
PL approved: / JIB yreep:kaen: 26.11.2025

Page 7 of 10/ Ctp. 7 n3 10

S.No
/ No

Test / Tect

Result / PesyabTaT

Specification / Cneunduxanus

10

Assay / KosinyecTBenHoe onpeaes

€HHue

Omeprazole / Omenpazon

20.12 mg /20,12 mr
(100.6 % /100,6 %)

From 18.0mg to 22.0mg of C;7H;sN3OsS
(Omeprazole) per capsule (90.0 to 110.0 % of
the label claim) / Ot 18,0 Mmr mo 22,0 mMr
Ci17H1sN;03S (omenpazon) B kancyne (ot 90,0
1o 110,0 % OT HOMHHAIEHOTO COAEPHKAHU).

Domperidone / JJomnepuaoH

30.10 mg / 30,10 mr
(100.3 %/ 100,3 %)

From 27.0mg to 33.0mg CnHuCINsO,
(Domperidone) per capsule (90.0 to 110.0 % of
the label claim) / Or 27,0mMr mo 33,0 mr
Cy2H24CINsO, (mommepunmoH) B kancyie (OT

90,0 mo 110,0% or HOMHMHAIBHOTO
colep)KaHus).
11 | Package / Onucaune ynakosku | 10 capsules in a (PVC/AL/PA) foil/ | 10 capsules in a (PVC/AL/PA) foil/ aluminum
aluminum foil blister. 3 blisters and | o) pister. 1, 3, 8, 10 blisters and patient
patient information leaflet (package | . ‘ @ i
insert) in a carton. / To 10 kancyn s | information leaflet (package insert) in a carton.
6nucrepe u3 (IBX/AJUTIA) | / Tlo 10 xancyn & 6nucrepe u3 (IIBX/AJI/TIA)
donbru/amiomunnesoit ponsru. o 3 | donbru/amomununeroii ponsry. Ilo 1, 3, 8, 10
GHHCTBpa BMECTEC C HHCTPYKUUEN IO 6IIMCTepOB BMECTE c [/IHCprKU.[/Ieﬁ o
MEIMLUHHCKOMY NPHUMEHEHHIO (JIMCTKOM-
P S Ay MEOULIMHCKOMY  MpUMEeHeHMIo  (JINCTKOM-
BKJIQ/IBILIEM) B IAYKY KAPTOHHYIO.
12 | Labeling / MapkupoBka Complies / CooTBeTcTBYET See Section 1.3.2 of Module 1 of registration

dossier. / Cwm. pasmen 1.3.2, momyns 1

perucTpallMOHHOTO A0ChHE.

Remarks : The Product confirms to ND/
Ipumeuanne: Ilpoaykr cooTsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / Checked by / ITposepeno: | Checked by (AQA)/ Approved by: Quality

INoaroTrosneHo: A .Susmitha - Quality [TpoeepeHo (AOK): Assurance/Authorized person /

L.Ramesh control- Team Member Siva Sankaru Kummari - Ono6peHno: ObecneueHue

- Quality control- Team Quality Assyrance- Team kauecTBa/OTBETCTBEHHOE THLIO:

Member (R @7/ Member ‘ﬁa P. Rama Rao - Quality
Assurance- Team Member

Date /[dara: 30-06-2026 Date /[data: 30-06-2026 Date /[Tata: 30-06-2026 Date /[TaTa: VZ,JO ~06 WA




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, (lomnepnaon+Omenpa3o) Kancyibl ¢ MOAHDHLIKEPOBAHHLIM BbicBoGokaeHHeM, 30 mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne * B2GA53 OGbem cepun * 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHaJINTHYECKHiT oTHeT Ne JaTta anaansa

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

JlaTa npoussoacTea Toxen g0

Mfg. License No. /

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

Analysis performed according ND / Anasu3 nposegen no H/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl NepBu4HOii ynakoBKkH yTeepxaesbi: (07.12.2023
Artworks of secondary package approved: / Makersl BTOpu4HOii ynakoeku yreepaxaens:: 07.12.2023
PL approved: / JIB yreepxaen: 26.11.2025
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S.No
/ Ne

Test / Tecr

Result / Pesyabrar

Specification / Cneunduxauus

13 | Storage / YesoBus xpanenuns

At temperature below than 25 °C. / IIpu Temnepartype He Bbite 25 °C.

XpaHeHHus )

14 | Shelf-life (storage period) /
Cpok rognoctH (cpok

3 years. / 3 roaa.

* 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. /* — HopMmblI B crienudmKaunm npeAcTaBIeHbl Ha CPOK rogHoCTH. [1pu BeImycke npenapar
NPOBEPSAETCA B COOTBETCTBUM CO CrieLM(HKALMCH Ha BBINYCK, NO3TOMY B cepTHdUKaTe aHaiu3a Ha [pernapar MoryT ObITh ykasaHsl Gonee
CTPOTHE HOPMBI, HEM B HACTOSIUEM HOPMATUBHOM JOKYMEHTE [10 KAYECTBY.

API name / HanmenoBauue ADC:

Omeprazole / Omenpazon

Domperidone /JomnepuaoH

INN / MHH:

Omeprazole / Omenpazon

Domperidone / lomnepuaoH

API manufacturer batch number / OME/00126

Homep cepuu npoussoaures ADC: 0000130822, 0000132529
FP Manufacturer API Batch number /

Homep cepun cyGcTaHnun FBTA00061 FBTHO00001

npoussoautens I'JI®:

API Manufactured by, address &
country /

Ipoussoantens A®C, anpec n
cTpaHa:

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

Mpunun Papmacelotukanc Jita,
Yuacrok Ne 247, Hoyrrynnan (B),
okpyr Hanroxaa, Uugus

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 JIumutes,
[Tpou3BoACTBEHHOE MOApa3AeieHUe —
I, yyactok Ne 79, IxcaBaxapsian

Remarks : The Product confirms to ND/

INpumeuanue: Ipoaykt coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Approved by: Quality
Assurance/Authorized person /
Ono6peHo: Obecneuetie
kauecTBa/OTBETCTBEHHOE JIMLO!
P. Rama Rao - Quality
Assurance- Team Member

Prepared by / Checked by / Tlposepeno: | Checked by (AQA)/
[ToarorosneHo: A.Susmitha - Quality [MpoeepeHo (AOK):
L.Ramesh control- Team Member Siva Sankaru Kummari -
- Quality control- Team Quality Assyrance- Team
Member A @/ Member _ia

v
Date /Hara: 30-06-2026 Date /[lara: 30-06-2026 Date /[dara: 30-06-2026

Date /[lata: % R 06 —10 A




_Dr. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, (Iomnepnaon+Omenpa3zoun) Kancybl ¢ MOAMMHUNPOBAHHBIM BbicBoGokaeHHeM, 30 Mr+20 mr
Market / Poinok : Russia/ Poccust
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi No # B2602035 O06bem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHanuTHYecKnii oTyeT Ne JlaTa anaqau3a
Date of Manufacture / . 26-05-2026 Date of Expiry / . 30-04-2029
Jlara nponsBoacTsa I'onewn no
Mfg. License No./
IponspoacTBenHas JuueHsun : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananu3 nposeaen no H/I: JIIT-Ne(002687)-(PT'-RU)-071223
Artworks of primary package approved: / MakeTsl nepBu4uHO# ynaxoeku yTeepxaensi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpHYHO# yNaKkoBKH yTeepxaeHbi: 07.12.2023
PL approved: / JIB yreepxaen: 26.11.2025
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Hepy ®@apma Cuth, TxaHam
Bunnanx, [TapaBaga Mannan,
Amnakanamm — 531 019, Auaxpa
[Mpanew, Muans

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops —II, Survey No 42p, 43,
FP mannfacturing site / Control site / | 44p, 45p, 46p, 53, 54&RK3, Bachupally Village, Bachupally Mandal, Medchal

Release site / Malkajgiri District - 500090, Telangana State, India (license No
HawnmeHoBaHue, agpec, THUEH3US AJ 63/RR/AP/96/F/R) /

IlponsBoacTBeHHas maowwaaka / [-p Pennu’c Jlaboparopuc JItn., [Ipouseoncreernoe nogpasaencHue-II,
Inowaaka KOHTPOIs KavecTBa / Vuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnamx,
Ilnowanka BeIMycKa bauynannn Maungan, Meauan Mankamxrupu Quctpuxr - 500090, wrar

Tenanrana, Uuoua (Jluuensus 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». /

3akynouenne o coorsercTBHH: «HacTosmKM 5 NOATBEPXKAAIO, YTO NMPUBEACHHAS Bbillle MHPOpMaUUs ABIAETCS
JOCTOBEPHOM U TOYHOH. DTa cepust MPOAYKLMM MpousBeneHa (BKIIOYas yrnakoBkKy (MapKMpOBKY) M KOHTPOIb
K44eCTBd) H4 BbILUEYKA3aHHOW NpPOW3BOACTBEHHON miowaake (MIOWAAKAX) B HOJIHOM COUTBEICIBUM ¢
Tpebosanuamu [lpaBun Hagnexauieil NPOW3BOACTBEHHOW MNpakTuku EBpazuiickoro 3KOHOMHYECKOrO COm3a
(NeGMP/EAEU/RU/02346-2025 ot 25 centabps 2025) n TpeboBaHUSIMH KOHTPOJIS KauyecTBa JIEKApCTBEHHBIX
CPEJCTB, a TAKKe B COOTBETCTBUH CO CrEUUUKALUSIMH, COIEPKALLUUMUCS B PErMCTPALMOHHOM AOChE CTPaHbI-
uMrnoprepa. 3amucu MO MPOU3BOACTBY, YNAKOBKE M aHAJIM3y [POBEPEHbl, U YCTAHOBJIEHO WX COOTBETCTBHE
Tpebopannam [pasun Hagnexaueil NpoM3BOACTBEHHOM MpakTUKU EBpa3niickoro 5KOHOMUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanne: [Ipoaykt cooTBercTByeT TpeboraHusm HJJ 3akmouenne: OJJOGPEHO

Prepared by / Checked by / ITpoeepeHo: | Checked by (AQA)/ Approved by: Quality

[oarororneHo: A.Susmitha - Quality IpoeepeHo (AOK): Assurance/Authorized person /

L.Ramesh control- Team Member Siva Sankaru Kummari - OnobpeHo: ObecnieueHue

- Quality control- Team Quality Assyrance- Team | kauecTBa/OTBETCTBEHHOE JIHLIO:

Member o @ Member -% P. Rama Rao - Quality
Assurance- Team Member

Date /[Tata: 30-06-2026 Date /[lata: 30-06-2026 Date /[lata: 30-06-2026 Date /[lata: & 2006107 ¢




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, (lomnepuaon+Omenpaszo.n) KancyJibl ¢ MoAHpHIHPOBAHHBIM BbicBoGOKAeHUeM, 30 Mr+20 mr

Ne

Market / Peivox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne 3 B2g02055 O6bem cepun 1250000 kancysn
Analytical Repo“rt No/ . 2002FP26001527 Date of Analysis / . 30-06-2026
AHanHTHYeCKHi oTueT No JlaTa aHa/n3a

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

JlaTa npon3soacrsa I'ogen ao

|Mfg. License No. /

IlpousBoacTBenHas auueHsus @ 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI"-RU)

Analysis performed according ND / Ananu3 nposegen no H/I: JIII-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl nepBu4HOi ynakosku yreepxaenbi: 07.12.2023
Artworks of secondary package approved: / Makersl BTOpu4HO#i ynakosku yTeepxaennt: 07.12.2023
PL approved: / JIB yrBep:aen: 26.11.2025
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Remarks : The Product confirms to ND/
IMpumeuanne: [Tpoaykt cooTBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3akawouenne: OJJOBPEHO

Prepared by /
IMoaroToBneHo:
L.Ramesh

- Quality control- Team

Member (2

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

=

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

Quality Assyrance- Team
Member—%

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

Date /[1ata: 30-06-2026

Date /[data: 30-06-2026

Date /[lata: 30-06-2026

Date /[lata: /4 _ ap —06-Lh




