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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page10f8/Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyasl ¢ MoAnGUUHPOBAHHBIM BbIcBOGOMAeHNEM, 30 Mr+20 Mr

Market / Poinox

: Russia/ Poccus

Batch No / . B2601061 Batch Quantity / . 1250000 caps /

Cepus Ne ) O06beM cepun ° 1250000 xancyn -
Analytical Repovrt No/ . 2002EP26000790 Date of Analysis / . 11-04-2026
AHanauTHyeckuii oTyer No Mara ananmn3a

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTa npoM3BoACTBA T'ogewn g0

Mfg. License No. /

IMpouseoacreennasa suuenszus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT-RU)

Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(002687)-(PI'-RU)-071223

S.No/

N Test / Tect

Result / Pesyasrar

Specification / Cnieundguxauus

1 Description / Onucanne

Hard

transparent

colorless  gelatin

caps.ules size 1 with a black imprint
“7Y  DR. REDDY’S” on the capsule
cap and a red imprint “ OMEZ-DSR” on
the capsule body. Capsule contents:
white and brown spherical pellets. /

Teepasie
6ecLBETHBIE
MapKUpPOBKOM

-
« Y DR. REDDY’S» na KphblLIeYyKe
Kancyjasl W MapKHPOBKOH  KpacHOro
upera «OMEZ-DSR» Ha kopnyce
KancyJisl. Conepxumoe Kancy:
chepuieckde  nemneThl  Genoro W
KOPUYHEROrO LIBETA.

JKENATMHOBLIE  MPO3payHble
Kancynsl pasmepa 1 ¢
4epHOro LiBeTa

Hard transparent colorless gelatin capsules
size 1 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. /

with a black

Teepable  XeNaTMHOBBLIE  MPO3payHbIe
OecUBeTHblE KamCcyael pasmepa 1 ¢
MapKHpPOBKOK YEPHOTO uBeTa

o
« Y DR. REDDY’S» Ha KpbILIEUKE
KarcyJjabl ¥ MapKHUPOBKOM KpacHOro LiBeTa
«OMEZ-DSR» Ha Koprmyce KarcyJsl.
Conmepxkumoe  kancys:  chepHueckue
neJieTsl OT 6eIoro 10 cepoparo-6eoro
OT  KOPMYHEBOro OO  JKEJITOBATO-
KOPHYHEBOrO LIBETA.

Remarks : The Product confirms to ND/

INpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /

3axmaouenne: OJJOBPEHO

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

Team Member

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

Q—

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

Amol Ashokrao Rakshale -
Quality Assurance- Team

Member /’\/

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecnieuenue
kauecTBa/OTBETCTBEHHOE JTHLIO:

S. Haneef - Quality Assurance- Team
Member

) _—

Date /[lata: 18-04-2026

Date //lata: 18-04-2026

Date /lara: 18-04-2026

Date /flata: 9 g —0Y _Yolb




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page2 of 8/ Ctp.2 3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Ipoaykr: Omes® JICP, kancy. bl ¢ MOAMHUHPOBAHHBIM BbicBoGokaeHnem, 30 mr+20 mr

Market / Pbinok : Russia/ Poccus

Batch No / . B2601061 Batch Quantity / . 1250000 caps /
Cepus Ne ) O61em cepun 1250000 xancyn
Analytical Rept::rt No/ . 2002FP26000790 Date of Analysis / . 11-04-2026
AHaJIUTHYEeCKHUI oTueT Ne JlaTa aHajiu3a

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTa npousBoacTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND / Auaaus nposeaen no HJI: JITI-No(002687)-(PT'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Unentndurxauns the chromatogram of the sample | the chromatogram of test solution should
Omeprazole preparation correspond to retention times | comply with the retention times of
Domperidone / of Omeprazole and Domperidone peaks | omeprazole and domperidone peaks in the
Owmenpazon in the chromatogram of the standard | chromatogram of standard solution (section
JomnepuaoH preparation under assay. / Bpemena | Assay). /  Bpemena  ynepkuBaHHUA

YIACP)KUBAHUS  OCHOBHBIX [MUKOB HA | OCHOBHBIX [MHKOB Ha XpoMaTrorpamme
XpoMaTorpamMMe KCIbITYEMOro pacTBopa | UCIBITYEMOro pacrTBopa ZOJDKHBI
COOTBETCTBYIOT BpEMEHaM YAEp>KMBaHHUs | COOTBETCTBOBATh BPEMECHAM YAEPXKHBaHUA
NUKOB OMeENpasojla U JOMIEpPUIOHa Ha | MMKOB OMENpas3oja W AOMIEpHUIOHAa Ha
XpomarorpamMmMe CTaHIapTHOTO PacTBoOpa | XpoMaTorpamMme CTaHAApPTHOrO pacTBOpa
(paznen «Konuuecteennoe | (pazaen «KonnuecteeHHOE
OMpEAEIEHUEY). onpeneneHue).

3 Average weight of the net 371.34 mg/ 371.34 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / CpeaHssn macca mg) /
COAEPRUMOro Kamncy.a 369,0 mr = 10 % (ot 332,1 10 405,9 mr)

4 Water content / 1.1% wiw / 1,1 % w/w Not more than 4.0 % w/w / He 6onee 4,0 %
CopepxkaHnune BobI

5 Uniformity of dosage units / OxHopoaHOCTh A03MPOBAHHBIX €AMHHUL
Omeprazole / Omenpa3zon 79/179 Acceptance value (AV) should be less than

or equal to 150 / [Iloka3arens
npuemnemoctd (AV) npomkeH ObITh HE

2.3/23 Gonee 15,0.
Domperidone / Acceptance value (AV) should be less than
HomnepunoH or equal to 150 / [Tloxa3zarens
npuemsiemoctd (AV) nomkeH OblTh HE

6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [ponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /

Jaxmwouenue: OJJOBPEHO

Prepared by /
[Toaroroenexo:

D. Latha - Quality control-
Team Member

control

Ly

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

Checked by (AQA) /
IMposepeno (AOK):

@,—, Member /’\/

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Opobpeno: ObecneueHue
kadecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Qualjty Assurance- Team
Member a

=

Date /[lata: 18-04-2026

Date /Jlara: 18-04-2026

Date //lara: 18-04-2026

Date /Mlata: 9 0—~OM ~Yel b




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 3 of 8/ Crp.3 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JCP, kancy.bl ¢ MOIU(GHUIHPOBAHHBIM BbicBoGOM1eHHeM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . B2601061 Batch Quantity / . 1250000 caps /

Cepust Ne ) O0bem cepun * 1250000 karncysn
Analytical Repourt No/ . 2002FP26000790 Date of Analysis / . 11-04-2026
AHanuTuyeckHii oryer Ne JaTa anajau3a

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTa npousBoacTBa I'onen po

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposegen no HJI: JITI-Ne(002687)-(PI'-RU)-071223

6

Impurities / [Tpumecn

Omeprazole / Omenpazona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5

Domperidone /
domnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Any individual unidentified
impurity / Jlrobas
eqMHUYHas
HeuaeHTHDULHUPOBaHHAs
NpUMECh

Total impurities /
Cymma npumeceit

0.01%/ 0,01%

Less than LOQ (LOQ = 0.010%) / Hixe
npeacina KOJTUYECTBEHHOIO OIpPEACTICHUA
(TIKO = 0,010%)

0.06% / 0,06%

Not detected / He o6HapykeHa

Below Limit of Detection (LOD =
0.003%) / Huxe npepena obGHapyxeHust
(TTO = 0,003%)

0.03%/0,03%

Not detected / ne oGHapyxeHa

Less than LOQ (LOQ = 0.012%) / Hike
npenecia KOJMUYECTBEHHOrO Onpene/IeHHs
(TIKO = 0,012%)

0.12%/0,12%
Not detected / He obnapyxeHa
0.03%/0,03%

0.2%/0,2%

Omeprazole / Omenpasona:

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 Gonee 0,50 %
Domperidone / lomnepuoona:

Not more than 0.50 % / He 6osee 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 Gouee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He Gonee 0,20 %
Not more than 2.5 % / He Gonee 2,5 %

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipogykr cooTBeTcTByeT TpebGoBaHusam HJJ

Conclusion : APPROVED /

3akawuenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo:

D. Latha - Quality control-
Team Member

7

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

&

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

Member

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnieuerue
KauecTBa/OTBETCTBEHHOE JIULO:

S. Haneef - Quality Assurance- Team
Member

—

Date /[ara: 18-04-2026

Date /[dara: 18-04-2026

Date /[Jata: 18-04-2026

2.0-0U o6

Date //lara:




Dr.'Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page4 of 8/ Crp.4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoayxT: Omes® JICP, kancyibi ¢ MoAMGULHPOBAHHBIM BhICBOGOKAeHHeM, 30 mMr+20 Mr

Market / Puinox

: Russia/ Poccus

Batch No / S——— Batch Quantity / 1250000 caps /

Cepus Ne ) Ob6nem cepun " 1250000 xancyn
Analytical Repovrt No/ + 2002FP26000790 Date of Analysis / . 11-04-2026
AHasguTHYecKHii oTyeT No Jara ananuza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028

JlaTta npousBoacTBa Toxen g0

Mfg. License No. /

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

Analysis performed according ND / Ananus nposegen no HJI: JITT-Ne(002687)-(PI'-RU)-071223

7  |Residual solvents/ OcTaTouHble OpraHuYecKHe paCTBOPUTENH
a) Methanol / 5 pg/capsule / 5 mxr/kancyna a) Not more than 1107 pg per capsule /
MeraHon He 6onee 1107 Mkr Ha kancyy
b) Methylene chloride / Dot defeotsd e siueypens b) Not more than 221 pg per capsule /
Metunenxnopun He 6onee 221 mkr Ha Karncyny
8 Dissolution / PacTeopenne

a) Omeprazole/
Owmernpazon

i. Acid stage (0.1N
HC)/
B 0,1 M pactBope
XJIOPUCTOBOAOPOAHO
W KHCIIOTbI

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

3%, 4%, 5%, 6%, 6%, 7%

93%, 96%, 92%, 94%, 92%, 94%

In a 0.1 M hydrochloric acid solution - not
manre than 15 % nf the lahel amoimt nf
omeprazole (Ci7H9N30;3S) after 2 hours. /
B 0,1 M pacteope xJIOpOBOLOpOIHO#H
KHCIOTBI — He 6onee 15 % ot
dbakTHiecKoro comepxaHus

omenpazona (C17Hi1gN3OsS) uepes 2 u.

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

B 6ydepe pH 6,8 — ne meree 70 % (Q)

OT HOMWHAJILHOTO COAEPaHUs
omenpazona (Ci7H19N303S) uepes

30 muH.

[ ————
Remarks : The Product confirms to ND/

IMpumeuanne: Ilpoaykr coorBercTByeT TpeboBanuam HJT

Conclusion : APPROVED /

3axkmouenne: OJOBPEHO

Team Member

Q-

&

Quality Assuranceg~ Team
Member M

Prepared by / Checked by / [Tpoeepeno: [|Checked by (AQA) / Approved by: Quality
IoxnroroeneHo: A. Susmitha - Quality [TposepeHo (AOK): Assurance/Authorized person /
D. Latha - Quality control- |[control- Team Member Amol Ashokrao Rakshale - ||Onobpeno: Obecneuenne

kauecTea/OTBETCTBEHHOE JIHLIO:
S. Haneef - Qualjty Assurance- Team
Member

—

Date /Jlata: 18-04-2026

Date /[ara: 18-04-2026

Date /Jlara: 18-04-2026

Date /[lara: 20 ~CY« tolf




Dr.Reddy’s “:‘7

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PageSof8/Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancynibl ¢ MoauHIMPOBAaHHBIM BbicBoGokaennem, 30 mr+20 mMr

Market / PeiHok : Russia/ Poccus

Batch No / — Batch Quantity / . 1250000 caps /
Cepus Ne ) Oo6beM cepnu * 1250000 kancyn
Analytical Reponrt No/ . 2002FP26000790 Date of Analysis / . 11-04-2026
AHaauTn4eckmii oruet Ne - JaTta anaauza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTta npousBoacTBa T'ogen no

Mfg. License No. /
Ilpon3BoacTBeHHAN JTHLIEH3NA :
Ne

63/RR/AP/96/F/R

MA number:/ Homep PY

+ JI-Ne(002687)-(PT-RU)

Analysis performed according ND / Anaans nposeaen nmo HJI: JITT-Ne(002687)-(PI-RU)-071223

b) Domperidone /
HomnepunoH

ii. after 4 hours / uepes 4

after 8 hours / uepes 8

1ii.

after 12 hours / uepes
124

iv.

1. after I hour/uepe3 14

18%, 17%, 18%, 18%, 17%, 17%
20%, 19%, 18%, 19%, 18%, 19%
Average (L1+L2): 18%

y 37%, 34%, 37%, 36%, 35%, 35%
41%, 40%, 36%, 40%, 39%, 39%
Average (L1+L2): 37%

Yy 59%, 56%, 57%, 55%, 56%, 54%
64%, 60%, 57%, 63%, 60%, 63%
Average (L1+L2): 59%

75%, 69%, 70%, 68%, 72%, 66%
77%, 10%, 78%, 75%, 15%, 78%
Average (L1+L2): 73%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTrope XJ0pOBOAOPOOHOM
KHCJIOTHI:

between 15 % and 40 % / ot 15 % 10 40 %

between 30 % and 70 % / ot 30 % m0 70 %

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

not less than 70 % / ue menee 70 %

of the labeled amount of Domperidone
(C52H24CIN5O,) / OT HOMHHAIIBHOTO
cojiepkKaHus JOMIEpHIOHA
(C22H24CIN;O2)

9 |Assay/ KoauuecrBeHHoe

onpeaeieHue

Remarks : The Product confirms t

o ND/

IMpumeuanmne: Npoaykr cooreercreyeTt TpedoBanuam HJ

Conclusion : APPROVED /

3akouene: OJOEBPEHO

Prepared by /
IoarorosneHo:

D. Latha - Quality control-
Team Member

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

Checked by (AQA) /
ITposepeno (AOK):

Member

Q-

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person/
OnoGpeno: Obecnetenne
kauecTsa/OTBETCTBEHHOE JIMLLO:

S. Haneef - Quality Assurance- Team

Member 3o

Date //lata: 18-04-2026 Date

/Hata: 18-04-2026

Date /[ara: 18-04-2026

Date /[lata: 3 0~ b




Dr.IReddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Ome3® JICP, kancyJsl ¢ MoaAnHUUPOBAaHHBIM BbicBoGoxkaeHnem, 30 mr+20 mr

Market / PoiHok : Russia/ Poccus
Batch No / RE— Batch Quantity / 1250000 caps /
Cepns Ne ’ O6bem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26000790 Date of Analysis / . 11-04-2026
AHannTnyeckuii oruer No B Jdara aHann3a
Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
Jarta npoussoacTBa T'ogex o
Mfg. License No. /
HpounzsoacTBeHnas gunensun : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anaan3 npoeeaen no H: JITT-Ne(002687)-(PI'-RU)-071223
A. Omeprazole/ 19.86 mg /19,86 mr A. From 180mg to 220mg of
Owmerpa3zon (99.3%/99,3%) Ci17H19N3O3S (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr gmo 22,0wmr
Ci7H1sN303S (omenpazon) B kamcyne
(o1 90,0 no 110,0 % oT HOMUHANILHOTO
conepKaHms).
B. Domperidone / 29.10 mg /29,10 mr B. From 27.0 mg to 33.0 mg
Hommniepuaou (97.0% / 97,0%) C2H24CINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr no 33,0wmr
C22H24CIN5O, (momniepuaoH) B
kancyiae (or 90,0 mo 110,0% ot
HOMHUHABHOrO COACPIKAaHHS).
10 |Microbial limits / Mukpoouosornyeckas 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g /
count / Obiee yucno Menee 10 KOE/r He 6onee 103 KOE/r
a’poOHbIX
MMKPOOPraHH3MOB
b) Total combined yeasts Less than 10 CFU/g/ b) Not more than 10> CFU/g/
and mould count / Menee 10 KOE/r He 6onee 10> KOE/r
Of1uee 4ucno :
NPOOKEBBIX U
IIECHEBbIX rPUOOB
¢) E. coli Absentinl g/ c) Shall be absentin 1g/
OrcyrctByeTB 1 T OrcyrctBue B 1 r

Remarks : The Product confirms to ND/

Ipumeuanue: Iponykr cootBercTByeT TpedoBanusam HJI

Conclusion : APPROVE/

3akmoyenne: OJOBPEHO

Prepared by /
IloaroroeneHo:

D. Latha - Quality control-
Team Member

By

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

&=

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

Amol Ashokrao Rakshale -
Quality Assurance-"Team

Member

Approved by: Quality
Assurance/Authorized person /
Onodpeno: Obecneuenue
kauecTsa/OTRETCTBEHHOE JIMLIO:

S. Haneef - Quality Assurance- Team
Member g

=

Date /Hara: 18-04-2026

Date /[lara: 18-04-2026

Date /[lata: 18-04-2026

Date /fara: 200~ Lo




Dr.’Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 70f 8/ Crp. Tuz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykt: Omes® JICP, kancynb! ¢ MoandUUMPOBaAHHBIM BhicBOGONAeHHeM, 30 Mr+20 mr

Market / Poinox

: Russia/ Poccus

Batch No / . B2601061 Batch Quantity / . 1250000 caps /

Cepusa Ne ) Obbem cepnu * 1250000 karcyn
Analytical Repovrt No/ . 2002FP26000790 Date of Analysis / . 11-04-2026
AHalUTHYECKHH oTyeT No Jlara aHanun3za

Diate o.M amafachuce} : 17-12:2025 Date of Hxplcy ¥ : 30-11-2028

Jara npousBoacTBa T'ogen ao

Mfg. License No. /

[IpousBoacTeennas suuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI"-RU)
Ne

Analysis performed according ND / Anasius nposeaen no HJI: JITT-Ne(002687)-(PI'-RU)-071223

11 Package / Ynakoska

10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and
patient information leaflet (package
insert) in a carton. / [To 10 xancyn B
6nuctepe w3 (IIBX/AJI/TIA) donbru /
amomuuneeoi ¢onsru. Ilo 3 Gmucrepa
BMECTE c WHCTpYKUHEH no
MEeIHLUHCKOMY NMPUMEHEHHIO (JIMCTKOM-

10  capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kanicyn B OGnucrepe w3 (I[IBX/AJI/TIA)
tdonbru / amomunueroit donsru. Ilo 1, 3,
8, 10 6aucTepoB BMecTe ¢ HHCTPYKLHEH M0
MEIULIMHCKOMY TPUMEHEHHIO (JTMCTKOM-

BKJIA/BILIEM ) B MAYKY KAPTOHHYIO.

BKJ'lalelI.UCM) B Ma4yKy KapTOHHYO.

* 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 crielMHUKalMU NPEACTABNECHBI HA CPOK rogHOCTH. IIpH BhIMlyCKe mpenapaT MpOBEPSETCs B COOTBETCTBHH CO
cneunduKauMer Ha BBITYCK, MO3TOMY B cepTHdUKaTe aHANM3a Ha Npernapar MOryT ObITh yKa3aHbl OOjee CTPOrue HOPMBI,
YyeM B HaCTOSILUEM HOPMAaTHUBHOM JOKYMEHTE MO Ka4ecTBy.

API name / HanmenoBauue ADC:

Omeprazole / Omenpasosn

Domperidone /[lomnepunoH

INN / MHH:

Omeprazole / Omenpazon

Domperidone / lomnepraoH

API manufacturer batch number /

npousBoguTens ['JIM:

Homep cepun npounssoautenss AOC: OME/00425 0000125863
FP Manufacturer API Batch number /
Homep cepuu cy6eraHumuu FBSA00285 FBSHO00017

API Manufactured by & country /
Mpoussoautens APC, crpana:

Name, address, authorization No for

FP manufacturing site / Control site /

Release site /

HaumenoBaHue, ajgpec, JHUEH3HA A5

Srini Pharmaceuticals Ltd, India /
UlpuHu dapmacsrotrkanc Jita, Haaus

Vasudha Pharma Kem Ltd, India /
Bacyaxa ®apma Kem JIta, Huaus

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

Remarks : The Product confirms to ND/

Ilpumeuanue: Ilpoaykr coorercrByet TpedoBanusam HJJ

Conclusion : APPROVED /

3akawyenune: OJIOBPEHO

Prepared by /
IToaroToBneHo:

D. Latha - Quality control-
Team Member

&

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

Checked by (AQA) /
IMpoeepero (AOK):

Amol Ashokrao Rakshale -
Quality Assurance- Team

Member f'\/

Approved by: Quality
Assurance/Authorized person /
Onodpeno: OdecrieueHue
kauecrsa/OTBETCTBEHHOE TULIO:

S. Haneef - Qualijy Assurance- Team
Member

=

Date /[lata: 18-04-2026

Date /[lara: 18-04-2026

Date /[lara: 18-04-2026

Date /lata: 20 ~0Y-To ?’é)




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUD®PUKAT AHAJIU3A
Page80f8/Crp.8n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancynibl ¢ MoandHIHPOBAHHBIM BhicBOGoKIeHHeM, 30 Mr+20 mMr
Market / Peinok : Russia/ Poccus
Batch No / - B2601061 Batch Quantity / . 1250000 caps /
Cepus Ne i O6bem cepuu * 1250000 kamcya
Analytical Report No / : 2002FP26000790 gt : 11-04-2026
AHaJIMTHYECKHI oTueT No Nara ananusa
Date of Manufacture : 17-12:2025 AT T : 30-11-2028
Jlara npouseoacTea T'oxen no
Mfg. License No. /
Iponssoacreennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'™-RU)
No
Analysis performed according ND / Ananu3s nposeaen mo HJI: JITI-Ne(002687)-(PI-RU)-071223

IIponsBoacTBeHHas Miowanka / J-p Pennu’c Jlabopatopuc JIta., [TpouspoacteenHoe noapasaeneHue-I1,

IMaomaaka KOHTpPoOIA KayecTBa / VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnamk,

[laoumaaka BeInycka Bauynannu Manaan, Meauan Mankamxrupu Juctpukr - 500090, wrar

Tenanrana, Muous (JTuuensus 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 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».

3axmodyenue o cooTBeTcTBHH: «HacTosAwWMM s NOATBepXKIaw, YTO TNpHUBEAEHHAs Bbille MHGOpPMALUi sBIAETCS
UOCTUBCEHUR B TOMHOR. D1a Copra npogynupe npunssiiind (srnouan yuanosky (MAPKUPOBKY) M KOITPOML KAUCCTRA) 11
BBIIUECYKA3aHHON [POM3BOACTBEHHON TUIomaake (Mmromaakax) B TMOJHOM COOTBETCTBUM C TpeboBaHusMu [lpaBun
HaJIeXalleld NMPOU3BOACTBEHHON NMpakTUKU EBpasuiickoro 3KOHOMMYECKOro coro3a M TpeGOBaHUAMM KOHTDPOJI KauecTBa
JIEKApCTBEHHBIX CPEACTB, 4 TAKKE B COOTBETCTBHMU CO CHELM(PUKALMSAMH, COACPKALUMMHUCA B PErHCTPALIMOHHOM [OChE
CTpaHbI-UMNOPTEPa. 3anucH TO MPOM3BOACTBY, YMAKOBKE M aHAIW3y NpPOBEPEHbI, M YCTAHOBIIEHO WX COOTBETCTBHE
Tpebosanuam [paBnun Hapnexalei NPOM3BOACTBEHHOM NpakTHK EBPa3niickoro 3KOHOMHUYECKOro COK3ay.

Remarks : The Product confirms to ND/ Eonclusion : APPROVED /
IIpumeuanue: Ilpoaykr cooTBeTcTBYeT TpeboBanusam HJ 3akaouenue: OJOBPEHO
Prepared by / Checked by / Iposepeno: [|Checked by (AQA) / Approved by: Quality
[Moarorosneno: A. Susmitha - Quality [Npoeepeno (AOK): Assurance/Authorized person /

D. Latha - Quality control- |[control- Team Member Amol Ashokrao Rakshale - ||Ono6peno: ObecrnieueHue

Team Member Quality Assurance- Team ||kauecTea/OTBETCTBEHHOE JIHLO:
@—/ Member S. Haneef - Qualjty Assurance- Team
Member A

Date /[lara: 18-04-2026 Date /[lata; 18-04-2026 ||Date //lata: 18-04-2026 Date /lata: 2.0 —C\, 9/02’6






