CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Dr.Reddy’s ":‘

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

Mpoaykr: Omes® JICP, (HJomnepuaou+Omernpazon) Kancyusi ¢ MoaugHLUHPOBaHHBIM BhicBoGomaeHnem, 30 mr+20 mr

Market / PoiHok : Russia/ Poccus

BatchNo/ . B2601721 Batch Quantity / . 1250000 caps /

Cepus Ne ) O6bem cepuu © 1250000 xancyn
Analytical Repourt No / . 2002FP26001518 Date of Analysis / . 30-06-2026
AHaJMTHYECKHIT 0TueT No Jara anaanza

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

JaTa npou3BOACTBA ToneH oo

Mfg. License No. /

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

Analysis performed according ND / Auanu3s nposeges no HJ: JIIT-Ne(002687)-

PL approved: / JIB yrepskaen: 26.11.2025

(PT-RU)-071223

Artworks of primary package approved: / MakeTbl epBU4YHON ynakoBKH yTBepxaeHnt: 07.12.2023
Artworks of secondary package approved: / Makers! BropuuHoii ynakoBkH yTeepuaensi: 07.12.2023

Page 1 of 10/ Crp. 1 u3 10

S.No

/ No Test / Teer Result / Pe3ysabTaT

Specification / Cieundpuxaumsn

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

Teepaple JKENaTHHOBLIE MPO3payHbIE
OecuBeTHble Kancyisl pasmepa 1 ¢
MapKHUPOBKO YepHOro LBeTa

2
« TE DR. REDDY’S» Ha KpbllLIeUKe
KarcyJibl 1 MApKUPOBKO# KpacHOTO LiBeTa
«OMEZ-DSR» Ha kopmyce KarcyJbl
Conepxxumoe  karcym:  cdepHueckue
nesuIeThl 6€JI0ro U KOPUYHEBOTO LIBETA.

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 to
grayish-white and brown to yellowish
brown spherical pellets. /

TBepable  JKENATUHOBBIE  [PO3pauHbIe
OeclBeTHbIE Kancynsl pasmepa 1 ¢
MapKUpPOBKO#t H4EPHOTO LIBETA

o
« Y DR. REDDY'S» Ha KpblIlLIEUKe
KarncyJibl ¥ MapKHpPOBKOIl KpacHOro LIBETa
«OMEZ-DSR» Ha KOpIlyce KarcyJisl.
Conepxxumoe  KarcyJr: cepuueckue
nesuteTsl oT Oenoro Ao ceposaro-0enoro u
OT  KOPHYHEBOrO [0 HKENTOBATO-
KOPHYHEBOTO 1[BETA.

Remarks : The Product confirms to ND/
IMpumeuanwme: [Ipoaykt coorBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED/
3akmouenue: OJOBPEHO

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

IToarorosneHo: A.Susmitha - Quality Tpoeepeno (AOK): Assurance/Authorized person /

L.Ramesh control- Team Member M. Nanaji - Quality Onobpeno: Obecneuenue

- Quality control- Team Assurance- Team Member | kayecTBa/OTBETCTBEHHOE JIULIO:

Member (R Cg’/ N > P. Rama Rao - Quality
Assurance- Team Member

Date /Tata: 30-06-2026 Date /[Tara: 30-06-2026 Date /[Tata: 30-06-2026 Date /[lata: /4 1p-06. 26




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, (Tomnepugon+Omenpa3os) Kancynl ¢ MOAMHIMPOBAHHBIM BbicBoGoxkAeHHeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccust

Batch No / . B2601721 Batch Quantity / . 1250000 caps /

Cepus Ne ) O6beM cepuu © 1250000 kancyn
Analytical Repo“rt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHAMUTHYECKHI oTyeT No Jata ananunza

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBu4HOii ynakoskH yTeepkaennt: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpu4HO# ynakoBku yreepxaensi: 07.12.2023
PL approved: / JIB yreepxaen: 26.11.2025

Page 2 of 10 / Crp. 2 u3 10

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

BpeMeHa ynepKMBaHHS OCHOBHBIX IHKOB | Assay). /  BpemeHa  yAepXKHBaHHS
Ha  XpOMarorpaMMe  MCIBITYEMOrO | OCHOBHBIX ITMKOB HAa XpOMarorpaMmme
pACTBOPA  COUTBETCTBYHYT  BPEMEHAM | UCIBLITYEMOUIV paCtBUpPY AUIBKHBL
yOEpKUBAHWS [MKOB OMENpa3ojia U | COOTBETCTBOBATh BPEMEHAM YAEPHHUBAHUA
NOMIIEPUAOHA  HA  XpOMAarorpaMMe | NMKOB OMeMpazosa H JOMIICPUAOHA HA
CTaHAAPTHOrO pacTBopa. XpOMaTorpamMMe CTaHJAPTHOTO pacTBopa

(pasmen «KonuuecTBeHHOE ONpeneeHne»).

3 | Average weight of the net 374.64 mg /374,64mMr 369.0mg = 10% (between 332.1 to
content / Cpexusisi Mmacca 405.9 mg) / 369,0 mr + 10 % (ot 332,1 no
COAEPKMMOro KamncyJ 405,9 mr)

4 | Uniformity of dosage units / OqHopoaHOCTb 103MPOBAHHLIX eJHHHIL

Omeprazole / Omenpazon

35735

Acceptance value (AV) should be less
than or equal to 15.0 / Iloka3zartens
npuemneMoctv (AV) nomkeH 6bITh He
Gostee 15,0.

Domperidone / lTomnepuaox

58/5,8

Acceptance value (AV) should be less
than or equal to 15.0 / TTokazarens
upuemiemoctd (AV) nomxkeH ObITh
He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: Ilponykr coorBercTBYET TpebosaHusaM HJL

Conclusion : APPROVED /
Jaxaouenne: OJOBPEHO

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecnieuenre
kauecTa/OTBETCTBEHHOE JTULO:
P. Rama Rao - Quality
Assurance- Team Member

Prepared by / Checked by / ITpoeepeno: | Checked by (AQA) /
IToarorosneHo: A Susmitha - Quality IMposepeno (AOK):
L.Ramesh control- Team Member M. Nanaji - Quality

- Quality control- Team Assurance- Team Member
Member Q C@_/ P

Date /Jara: 30-06-2026 Date //lata: 30-06-2026 Date /Tarta: 30-06-2026

Date /[lata: B 2p-ce-toib




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJHU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 307mg+20 mg /
Mpoayxr: Omes® JICP, (lomnepuaon+Omenpaso) KANCY/bl ¢ MOIN(UIHPOBAHHBIM BbicBOGOMKAeHHEM, 30 Mr+20 MT

Market / Poinok

: Russia/ Poccus

Batch No / . B2601721 Batch Quantity / . 1250000 caps /

Cepua Ne ) O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHaJuTHYECKU# oTUeT No JlaTta anannsa

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

JaTa npon3eoacTsa T'oneu g0

Mfg. License No. /

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

Analysis performed according ND / Anaju3 nposeaen no HJI: JIII-Ne(002687)-(PT'-RU)-071223
Artworks of primary package approved: / Makerbl NepBu4HO# ynakosku yreep:xaens: 07.12.2023
Artworks of secondary package approved: / Makers! BTOpn4uHOii ynakosku yTeepaxkaensi: 07.12.2023
PL approved: / JIB yrBep:ikaen: 26.11.2025

Page 3 0of 10/ Ctp. 3 n3 10

5

Dissolution / PacTrBopenue

Omeprazole / Omenpazon

In a 0.1 M hydrochloric acid
solution / B 0,1 M pacteope
XIOPOBOAOPOAHON KHCIIOTBI

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

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H9N310sS) after 2 hours. /
B 0,1 M pacTBOpe XJI0pOBOAOPOIHOM
KHUCIIOTHI — He Gonee 15 % ot
dakTuueckoro comepxaHusa

omenpaszosna (Ci7HioN3U3S) uepes 2 u.

Omeprazole / Omenpazon

Buffer stage (pH 6.8 phosphate

buffer) / B 6ydepe pH 6,8

94 %, 96 %, 94 %, 101 %, 99 %, 99 %

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N3058) after 30 minutes./

B Gydepe pH 6,8 — ne menee 70 % (Q)

OT HOMHH&IBHOTO COJepKaHHs
omenpasosa (C17H19N303S) uepes

30 muH.

Domperidone / lomnepuaoH

after 1 hour/ uepe3 1 u
after 4 hours / uepe3z 4 u
after 8 hours / yepe3 8 4

after 12 hours / uepe3 12 4

27 %, 24 %, 26 %, 25 %, 24 %, 24 %
56 %, 52 %, 58%, 52 %, 51 %, 51 %
75 %, 72 %, 15 %, 74 %, 69 %, 70 %
83 %, 80 %, 81 %, 83 %, 81 %, 79 %

In 0.1M hydrochloric acid solution / B
0,1 M pacTBOpe XJIOPOBOJOPOAHOM
KHCIOTBI:

between 15 % and 40 % / ot 15 % 10 40 %
between 30 % and 70 % / ot 30 % 10 70 %
between 55 % and 95 % / ot 55 % n0 95 %

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

(C»H24CIN5O»3) /  OT  HOMHHABLHOTO
coziepIKaHust JOMMEPUIOHA
B (C12H34CINsO5) B

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTRYET TpeGoBaHMAM HJI

Conclusion : APPROVED /
Jaxarouenue: OJOBPEHO

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

Prepared by / Checked by / TTpoeepeno: | Checked by (AQA) /
IoarotosneHo: A .Susmitha - Quality IMposepeno (AOK):
L.Ramesh control- Team Member M. Nanaji - Quality

- Quality control- Team Assurance- Team Member
Member @/ ! =

Date /Tara: 30-06-2026 Date /[lara: 30-06-2026 Date /[Jara: 30-06-2026

Date /Jlata: 5 20-06~20246




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (lomnepnaou+Omenpason) Kancy bl ¢ MoAH(HUNPOBAHHBLIM BbicBoGoxaennem, 30 Mr+20 mr

Market / Poinok : Russia / Poccust

Batch No / . B2601721 Batch Quantity / . 1250000 caps /

Cepus Ne i 7 O61bem cepun * 1250000 kancysn
Analytical Repovrt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHaauTn4ecKkunii oTyet Ne JlaTa ananuza

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

Jara npou3BoacTBa Tomen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen nmo H/I: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl mepBHYHO# ynakoBkn yreepxaensl: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpu4HO# ynakoBku yTBepxaenni: 07.12.2023
PL approved: / JIB yrBepaxkaen: 26.11.2025

Page4 of 10/ Ctp.4 u3 10

S.No

/ No Test / TecT

Result / PesyabTar

Specification / Cneunduxamus

6 | Impurities / [Ipumecu

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

Impurity 5 / npumecs 5

Omeprazole / Omenpazona:

Below LOQ (LOQ = 0.010%) /
Hike npenena KONHYECTBEHHOTO
onpeaenenus (ITKO = 0,010 %)

Not detected / He oOHapy»x«eHa
Below LOQ (LOQ =0.013%) /
Hudke rmpesena KOJTUYECTBEHHOTO
onpenenenus ([TKO = 0,013 %)
Not detected / He oGHapyxeHa
0.01%,/0,01%

Omeprazole / Omenpazona:

Not more than 0.50 % / He 6oaee 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 %

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

Impurity F / npumecs F

Domperidone / [Jomnepudona:

0.02%/0,02%

Not detected / He oOHapykeHa
Below LOQ (LOQ =0.012%) /
Hwxe npenena KonMueCTBEHHOrO
onpenenenus (TTKQ = 0,012 %)
0.11%/0,11%

Not detected / He 06HapyxeHa

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 G6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %

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

Remarks : The Product confirms to ND/
IIpumeyanne: [IpogykT cooTBeTcTBYeT TpedopanusM HJI

Conclusion : APPROVED /
3akaoyenue: OJOBPEHO

Prepared by /
[ToaroroeneHo:
L.Ramesh

- Quality control- Team
Member -

Checked by (AQA) /
[Tpoeepero (AOK):

M. Nanaji - Quality
Assurance- Tee}m Member

=]

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

G

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

Date /[Tata: 30-06-2026

Date /[ata: 30-06-2026 Date /[dara: 30-06-2026

Date /[lata: S~ Z0-06 - 1026




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, (Tomnepuaon+Omenpaszon) Kaneysl ¢ MOAH(HUNPOBAHHLIM BbICBoGoKIeHHeM, 30 Mr+20 mr

JlaTa npou3BoACTBA

I'ogeu g0

Market / Poinok : Russia/ Poccus

Batch No / . B2601 72; Batch Quantity / . 1250000 caps /
Cepus Ne ) O6Bem cepuu © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHaJUTHYECKHH oT4eT No JlaTa aHanusa

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

Ne

Mfg. License No. /
IMpouseoacTBenHasi iunensus : 63/RR/AP/96/F/R

MA number:/ Homep PY  : JIII-Ne(002687)-(PI"-RU)

Analysis performed according ND / Anasaus nposexen no HJI: JITT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MaxeTs! mepBHYHO# yNaKoBKH yTBep#xaeHbi: 07.12.2023
Artworks of secondary package approved: / Makers! BTopu4Hoii ynaxosku yrsepxaenn:: 07.12.2023
PL approved: / JIB yreep:xaen: 26.11.2025

Page 50f 10/ Crp. S5 u3 10

S.No
/ Ne

Test / Tect

Result / PesyabTaT

Specification / Cneunduxanun

Any individual unidentified
impurity / Jlro6as equHHuHas

HeUAEHTUHLIUPOBAHHAS NIPUMECh

Not detected / He obHapyxeHa

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

Total impurities / Cymma npumeceii [0.1%/0,1

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

Remarks : The Product confirms to ND/
Ipumeuanne: Ilpoaykr coorsercTByeT Tpeborauusm HJI

Conclusion : APPROVED /
3axarouenune: OJIOBPEHO

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecrnieueHue

Assurance- Team Member | xauecTsa/OTBETCTBEHHOE JIMLIO:

P. Rama Rao - Quality
Assurance- Team Member

Prepared by / Checked by / ITposepeno: | Checked by (AQA) /
[MoarororneHo: A.Susmitha - Quality [Mpoeepeno (AOK):
L.Ramesh control- Team Member M. Nanaji - Quality
- Quality control- Team

']
Member & % éfJf
Date /[Jara: 30-06-2026 Date /ata: 30-06-2026

Date /[ara: 30-06-2026 Date /ata: 75— 20-06 ~2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (lomnepuaon+Omenpazon) Kancybl ¢ MOAHGHUMPOBAHHBIM BbIcBOGOAeHHeM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . B2601721 Batch Quantity / . 1250000 caps /

Cepns Ne ) O6nem cepuu * 1250000 xancyn
Analytical Repourt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHajguTHYecKuii oTueT No JaTa anaansza

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

Hata npoussoacrea T'ogen xo

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen mo H/I: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTsl mepBHYHON yNaKoBKH yTBepakaeHsbi: 07.12.2023
Artworks of secondary package approved: / Makersl BTOpuuHOii ynakoskn yTeepxaens: 07.12.2023
PL approved: / JIB yreepxkaen: 26.11.2025

Page 6 of 10/ Ctp. 6 n3 10 _

S.No

/ Ne Test / Tect

Result/ PesyabTaT

Specification / Cneuundukxauns

Residual solvents/ OcrarouHbie opraHudecKue pacTBOPHTEIH

Methanol / Meranon

Methylene chloride /
MeTtuneHxyiopun

3 pg/caps / 3 mkr/kancyna

Not detected / He o6HapyxeHa

Not more than 1107 pg per capsule / He Gosnee
1107 mkr Ha kancymy.

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

BOAbI

8 |Water content / Coaep:xxaHue

1.1%/1,1%

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

9 |Microbial limits / MukpodHoJ0rH4ecKan YMCTOTA

OO61uee 4KHCcI0 a3pOOHBIX
MHKpPOOPraHU3MOB

Total aerobic microbial count /

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

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

H MJIECHEBLIX Fpl/I6OB

Total combined yeasts and mould
count / OfLiee YKCIIO OPOMNOKEBBIX

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

Not more than 102 CFU/g /
He 6onee 10?2 KOE/r

E. coli

Absentinl g/
OrtcytcrByeTrB I 1

Shall be absent in 1g/ OtrcyrctBue B 11

Remarks : The Product confirms to ND/
[Ipumeuanne: [Ipoaykr coorsercTByet Tpedosanuam HJL

Conclusion : APPROVED /
3axmaouenne: OJOBPEHO

Prepared by /
INoaroTosieHo:
L.Ramesh

- Quality control- Team
Member =

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

&

Checked by (AQA)/
Ipoeepeno (AOK):

M. Nanaji - Quality
Assurance- Tez}m Member

e

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecrieueHne
kayecTBa/OTBETCTBEHHOE NHLO:
P. Rama Rao - Quality
Assurance- Team Member

Date /[laTa: 30-06-2026

Date /Jara: 30-06-2026

Date /[laTa: 30-06-2026 Date /Jata: %—=p-06-toid




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, (lomnepuaon+Omenpaso.n) KancyJibl ¢ MOAH(UIMPOBAHHBIM BbicBoGoxaeHHeM, 30 Mr+20 mr
Market / PoiHOK : Russia/ Poccus
Batch No / - B2601721 Batch Quantity / . 1250000 caps /
Cepus Ne : O6bem cepum * 1250000 kancyn
Analytical Repo:‘t No/ : 2002FP26001518 Date of Analysis / . 30-06-2026
AHATHTHYECKHI oTyeT No JlaTa aHanunsa
patEri : 21-04-2026 Tate.of Bxpirgy : 31-03-2029
JaTa npou3sBoacTBa T'oaen xo
Mfg. License No. /
IlpoussoacTBeHHas JuueH3nna : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTb! nepBu4HO# ynaxoBkH yreepxiaeHsi: 07.12.2023
Artworks of secondary package approved: / Makers! BTOpHYHOH ynaKkoBku yTBepxaensi: 07.12.2023
PL approved: / JIB yreepmxaen: 26.11.2025 B

Page 7 of 10/ Crp. 7 u3 10

s/;[: Test / Tect Result / PesyasTaT Specification / Cneundunxanns
10 | Assay / KonnuecTBeHHOE OnpeeeHue
Omeprazole / Omenpason 19.98 mg /19,98 mr From 18.0mg to 22.0 mg of Ci7H;sNiOsS
(Omeprazole) per capsule (90.0 to 110.0 % of
0, 0,
(99.9%/99,9 %) the label claim) / Or 18,0 mr mo 22,0 mr
CairHiaNaOsS (amenpazon) B kancyae (ot 90.0
10 110,0 % 0T HOMMHAJILHOTO COZIEPKAHUS).
Domperidone / loMnepunoH 30.70 mg/ 30.70 mr From 27.0mg to 33.0mg CH2CINsO,
(Domperidone) per capsule (90.0 to 110.0 % of
0,
(LGZS: o1/ 02,3 S0 the label claim) / Ot 27,0mMr mo 33,0 Mr
Cp2H4CINsO, (mommepumoH) B kancyne (OT
90,0 mo 110,0% oT HOMHHABHOTO
coaep KaHus).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykt cooTBercTByeT TpeboBanuam HJI 3akawuenune: OJJOGPEHO
Prepared by / Checked by / ITposepeno: | Checked by (AQA)/ Approved by: Quality
[MoarorosneHo: A.Susmitha - Quality [TpogepeHo (AOK): Assurance/Authorized person /
L.Ramesh control- Team Member M. Nanaji - Quality Onob6peHo: Obecreuenue
- Quality control- Team Assurance- Team Member | kauecTBa/OTBETCTBEHHOE AMLO:
Member & CQ/ J 'r P. Rama Rao - Quality
Assurance- Team Member
Date /[Tara: 30-06-2026 Date /[Iata: 30-06-2026 Date /[Iara: 30-06-2026 Date /[lata: }%—25-06 ~torg




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
MpoaykTt: Omes® ICP, (lomnepuaon+Omenpa3on) kancybl ¢ MOAHGHUHPOBAHHBIM BbicBoGoKIeHMeM, 30 Mr+20 mr

AHaluTHYeCKHH oTyeT No

: 2002FP26001518

JlaTa anaausza

Market / Poinox : Russia/ Poccus

Batch No / . B2601721 Batch Quantity / . 1250000 caps /
Cepus Ne ) O6bem cepun * 1250000 xancyn
Analytical Report No / Date of Analysis / . 30-06-2026

Ne

pate oL anuastare : 21-04-2026 Date of Expiry / : 31-03-2029

Jata npou3BoaCcTBA I'ogen o

Mfg. License No. /

IMpousBoacTeennas sunensus : 63/RR/AP/S96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)

Analysis performed according ND / Anaan3 nposeaen no H/: JIIT-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBH4YHO# yNakoBKH yTBepxaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpU4HO# ynakosku yrsepxaeHsi: 07.12.2023
PL approved: / JIB yrBepxnaen: 26.11.2025

Page 8 of 10/ Crp. 8 n3 10

S/JI:.; Test / Tecr Result / PesyabTaT Specification / Cneundnxauns

11 | Package / Onucaune ynakopku | 10 capsules in a (PVC/AL/PA) | 10 capsules in a (PVC/AL/PA) foil/ aluminum
foil/ aluminum foil blister. 3 | foil blister. 1, 3, 8, 10 blisters and patient
blisters and patient information | information leaflet (package insert) in a carton.
leaflet (package insert) in a |/ Ilo 10 kancyn B Gnuctepe n3 (IIBX/AJI/TIA)
carton. / Ilo 10 kancyn B | ¢onsru/amomunuesoit donsru. ITo 1, 3, §, 10
6aucrepe w3 (TIBX/AJI/TIA) | 6nucrepoB  BMecTe ¢ MHCTpYKUMed 110
donsru/amoMurresoil  GOJIbIU. | MEAMUMHCKOMY — NPUMEHEHUIO  (JIMCTKOM-
Ilo 3 Onucrepa BMeCTe C | BKJIAABIIEM) B [1a4Ky KAPTOHHYIO.
UHCTPYKLHEH 110 MEAULMHCKOMY
MPUMEHEHHUIO (mucTKOM-
BKJIaJbILLIEM ) B nayKy
KapTOHHYIO.

12 | Labeling / Mapkuposka Complies / CooTBeTCTBYET See Section 1.3.2 of Module 1 of registration

dossier. / Cwm. pazmen 1.3.2, momyns 1
PErHCTPALIMOHHOTO JOChE.
13 | Storage / YcnoBusi XxpaHeHus At temperature below than 25 °C. / Ilpu temneparype He Bsiwe 25 °C.
14 | Shelf-life (storage period) / 3 years. / 3 roza.
Cpok rogHocTH (cpok
XpaHeHHUs)

* 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 crietduKalny npeacTasieHbl Ha cpok rofHocty. [Ipn Bbimycke npenapat
MPOBEPAETCS B COOTBETCTBUM CO creurduxaliel Ha BBIMYCK, MO3TOMY B cepruduKaTe aHalu3a Ha Ipernapar MoryT ObITh yKasaHs! Gonee
CTPOIrHE HOPMbI, YEM B HACTOSILIEM HOPMATHBHOM IOKYMEHTE (10 Ka4YECTBY.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
3axiawouenue: OJJOBPEHO

Prepared by / Checked by / ITposepeno: | Checked by (AQA)/ Approved by: Quality
[ToaroToBneHo: A.Susmitha - Quality [Tposepero (AOK): Assurance/Authorized person /
L.Ramesh control- Team Member M. Nanaji - Quality OnobpeHo: ObecneueHne
- Quality control- Team Assurance- Ti:am Member | xauecTBa/OTBETCTBEHHOE JIULIO:
Member S~ ;T P. Rama Rao - Quality

qg/ Assurance- Team Member
Date /[Jara: 30-06-2026 Date /[ara: 30-06-2026 Date /[Tara: 30-06-2026 Date /[lata: 220 -06 - 026




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, (Tovnepuaon+Omenpasos) Kancy/bl ¢ MOAUPUUHPOBAHHBIM BbICBOGOKAeHHEM, 30 Mr+20 mr

Market / Poinox : Russia/ Poccus

Batch No / . B2601721 Batch Quantity / . 1250000 caps /

Cepusi Ne ) __|O6nem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHaJiuTHYeCKHii oTdeT No Jara ananu3za

Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029

JaTa npou3BoacTBa Togen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(002687)-(PT'-RU)-071223
Artworks of primary package approved: / MakeTbl nepBH4HO# ynakoBku yreepxaenbi: 07.12.2023
Artworks of secondary package approved: / MakeTsl Bropu4Hoii ynakosku yreepxkaensi: 07.12.2023

PL approved: / JIB yreepaxaen: 26.11.2025
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API name / HanmeHnosanune A®C:

Omeprazole / Omenpason

Domperidone /domnepunox

INN / MHH:

Omeprazole / Omenpazon

Domperidone / JomnepuaoH

API manufacturer batch number /

0000130822, 0000132529 &

Homep £epun npiuistanrens A OME/00126 0000130822, 0000123594,
0000125863

FP Manufacturer API Batch number /

Homep cepun cyGeTaHumMn FBTAO00061 FBTHO00001, FBTH00002

npoussoautensn LJID:

API Manufactured by, address &
country /

Ipoussoantear A®C, aapec u
cTpaHa:

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

Hlpunu dapmacsrotuxanc Jita,
VYuactok Ne 247, Hoyrrynnan (B),
okpyr Hanrouna, 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 Jlumuren,
[pou3BoaCTBEHHOE MOAPA3AEIEHUE —
II, yuactok Ne 79, JI>kapaxapnan
Hepy ®apma Cutu, TxaHam
Bunnamxk, [Tapagana Manaan,
Adakanamuiu — 531 019, Anaxpa
Ipageiu, Muaus

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

HaumveHoBanue, agpec, JHUEH3USA A5
IpounseoacrBeHHas NJomWAAKA /

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) /

H-p Pennu'c JlaGoparopuc Jlta., [lponssoacteeHHoe noppaznenenue-Il,
Vyuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau Bunnamx,

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoagykt cooTBeTcTByeT Tpeboranusm HJL

Conclusion : APPROVED /
3axaouenne: OJAOBPEHO

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

Prepared by / Checked by / TTposepeno: | Checked by (AQA)/
[ToaroroesaeHo: A Susmitha - Quality IMpoeepeno {(AOK):
L.Ramesh control- Team Member M. Nanaji - Quality

- Quality control- Team Assurance- Team Member
Member & ég_’,/ s !

Date /[Tata: 30-06-2026 Date /Tara: 30-06-2026 Date /ara: 30-06-2026

Date /[lata: % 20~ h~zo2.6




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Omez® DSR, (Domperidone+Omeprazole) modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, (Tomnepuaon+Omenpa3o) Kancy.ibi ¢ MoaupHIHPOBAHHBIM BbicBoGoKIeHHeM, 30 Mr+20 mr
Market / Porsok : Russia/ Poccus
Batch No / . B2601721 Batch Quantity / . 1250000 caps /
Cepus Ne ) O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001518 Date of Analysis / . 30-06-2026
AHanuTHYecKHii oTueT No Hara anannsa
Date of Manufacture / . 21-04-2026 Date of Expiry / . 31-03-2029
JlaTa npouspoacTea B - ToxeH a0
Mfg. License No. /
IlpouseoacTeennas nuuenznsa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PI"-RU)
No
Analysis performed according ND / Anann3s nposeaeu no HJI: JITI-Ne(002687)-(PI'-RU)-071223
Artworks of primary package approved: / Makers! nepeu4Hoii ynaxoexu yrsepaxaennr: (07.12.2023
Artworks of secondary package approved: / MakeTsl BTOpHUHOIi ynakoBkH yTeepxaenbi: 07.12.2023
PL approved: / JIB yrBepaxkaen: 26.11.2025
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[nowaaka KOHTPOJIsI KauecTBa / Bauynannu Mangan, Meauan Mankamxrupu Juctpukt - 500090, wtar
Tlyomaaka BeimycKa Tenaurana, Unaus (JInuensus 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 Scptember 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». /

3akuioueHue o coorBeTcTBUM: «HacTosmium 1 moaTBepikAato, YTo MpUBENeHHAs BbIlLe UHOOPMaLUWS SIBISETCS
JOCTOBEPHOM WM TOuUHOH. DTa cepusi NpOAYKLMH MpoU3BeneHA (BKJIOYAs YNakoBKY (MapKHpOBKY) M KOHTPOJIb
KayecTBa) Ha BBIIUEYKA3aHHON MPOU3BOACTBEHHOU IUIOmaAKe (IUIONMIaMKaX) B IIOJTHOM COOTBETCTBHU C
TpeboBanusiMu llpaBun Hagnexaweil MPOU3BOACTBEHHON MpPAKTUKH EBpasuiickoro SKOHOMHHYECKOTO COH3a
(NeGMP/EAEU/RU/02346-2025 ot 25 ceutsbps 2025) u TpeOOBaHUSMHU KOHTPOJISL KAYECTBA JIEKAPCTBEHHBIX
CPEICTB, @ TAKXKE B COOTBETCTBUH CO CreUMBUKALUMIMH, COACPKAILMMIUCS B PErHCTPALlUOHHOM JOCBE CTPAHBI-
UMIopTepa. 3anucd IO IMPOU3BOACTBY, YNMAKOBKE W aHAIM3Y NPOBEPEHBl, U YCTAHOBIEHO HUX COOTBETCTBUE
TpeboBanusaM [IpaBun Hagnexallell Mpou3BOCTBEHHOM MpakTUKK EBpa3uiickoro 3K0HOMHUECKOrO CO03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHMsIM HJI 3axmouenune: OJOBPEHO
Prepared by / Checked by / IIposepero: | Checked by (AQA)/ Approved by: Quality
[loaroTorneHo: A.Susmitha - Quality IIposepeHo (AOK): Assurance/Authorized person /
L.Ramesh control- Team Member M. Nanaji - Quality OpnobpeHo: Obecneuenme
- Quality control- Team Assurance- Team Member | kayecTBa/OTBETCTBEHHOE JIULO:
Member O @2/ ' P. Rama Rao - Quality

5'47 Assurance- Team Member
Date /Tara: 30-06-2026 Date /Jara: 30-06-2026 Date /Tata: 30-06-2026 Date /Jlata: Fo— 30-06 —(24




