Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page10of 8/ Crp.1u38

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancysl ¢ MoaudHUHPOBAHHBIM BbicBOGOKAeHeM, 30 Mr+20 mr

Market / Poinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepun Ne B2601463 O6nem cepuu " 1250000 kancyn
Analytical Repo“rt No/ . 2002FP26001092 Date oﬁ&nalysm / . 15-05-2026
Ananutnyecknii oruer No JlaTa aHaau3a

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029
JlaTa npou3BoacTBa T'ogen go

Mfg. License No. /

Ne

npOHSBO}ICTBeHHaﬂ JIMUEH3NA

63/RR/AP/96/F/R

MA number:/ Homep PY

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

Analysis performed according ND / Auauu3z nposeaen o HJI; JITI-No(002687)-(PT'-RU)-071223

S.No/

Ao Test / Tecr

Result / PesyabTaT

Specification / Cneundurauus

1 Description / Onucaunue

Hard transparent

the capsule body.

Tsepasie
GecupeTHbIe
MapKHPOBKOH

KeJTaTHHOBbIE
KarncyJsl

colorless  gelatin

capsules size 1 with a black imprint

“7Y  DR. REDDY’S” on the capsule
cap and a red imprint “ OMEZ-DSR” on

Capsule contents:

white and brown spherical pellets. /

NPO3pauHbIe
pasmepa 1 ¢

YEPHOIo LBETA

« Y DR. REDDY’S» Ha Kpbllleuke

Hard transparent colorless gelatin capsules
size | 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. /

JKENATHHOBBIE
KarcyJbl
YEPHOTo

Trepasie
GecLBeTHbBIE
MapKUpPOBKOH

npo3pauHble
pasmepa 1 ¢
uBera

Y. Venkateswara Rao -

Quality control/fTeam
Member

Team Member

g

M. Nanaji - Quality
Assurance- Team Member

LS

-+

Kancynel U MapKAPOBKONH KpacHoOro « -~y DR. REDDY’S» Ha Kpbimeuke
sBeho «OMFE:Z'DSR» Ha Kopnyce.: Kancy/bl U MapKHPOBKOH KPACHOTO LIBETa
KamncyJiel. SACPHAIMEE kaneym- | «OMEZ-DSR» Ha KOpryce KancyJsl.
chepuueckue  nemnetel  Genoro u Comepwumoe  KkancyT  ceprueckie
SORILIHCROFORN SIS neneTsl oT Genoro 4o cepopato-6esoro u
OT  KOPWYHEBOrO0 [0  JKEITOBAaTO-
KOPHYHEBOTrO LBETA.
[—— —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IpoayxT coorBercTByeT TpeGoBanusm HJI 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / TIposepeno: ||Checked by-(AQA) / Approved by: Quality
[ToaroroBneHo: D. Latha - Quality control-||[[Tpoeepeno (AOK): Assurance/Authorized person /

Onobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULIO!

P. Rama Rao - Quality Assurance- Team
Member

Date /lata: 18-05-2026

Date /[ata: 18-05-2026

Date /dara: 18-05-2026

|8 —0S o 6

Date /dara:




D|;. Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page2 of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TMpoaykr: Omes® JICP, kancyibl ¢ MOAHGHIMPOBAHHBIM BLICBOGOKAeHHEM, 30 Mr+20 Mr

Market / Poinox

: Russia/ Poccus

Batch No / . B2601463 Batch Quantity / . 1250000 caps /
Cepus Ne ) O6nem cepuu 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001092 Date of Analysis / . 15-05-2026
AHaJuTHYecKHik oTuer No JlaTa ananuza

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029
JlaTa npon3BoacTBa T'open g0

Ne

Mfg. License No. /
IMpouseoacTeenHasn guuensus : 63/RR/AP/96/F/R

MA number:/ Homep PY

+ JI[1-Ne(002687)-(PT-RU)

Analysis performed according ND / Anaans nposexen mo HJL: JI[T-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HUaenTnuxauus 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
Homnepuaon preparation under assay. / Bpemena | Assay). / Bpemena  ynepxkuBaHus

YIAEP)KMBAHWA OCHOBHBIX [MMHKOB HA | OCHOBHBIX [HKOB HAa XpOMAarorpamme
XpOMAaTOrpaMMe MCITBITYEMOrO PacTBOpa | MCNBITYEMOTQ pacTBopa IOJIHHBI
COOTBETCTBYIOT BPEMEHAM YAEP)KUBaHUs | COOTBETCTBOBATh BPEMEHAM YIEPIKHBAHUS
NHKOB OMEMNpaszona M AOMIEPUIOHA HA | [MHKOB OMENpa3ojia U IOMIEPHIOHA HA
XpOMaTorpaMMe CTaHIApTHOTO PacTBOpa | XpoMarorpaMMme CTaHAapTHOrO pacTBOpa
(pazaen «KonuuecrsenHoe | (pasznen «KonnuecteHHOE
onpeaeneHue»). onpeaeneHue»).

3 Average weight of the net 376.14 mg /376,14 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeausis macca mg) /
COAEPIKMMOro KarcyJl 369,0 mr = 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.1% w/w /1,1 % w/w Not more than 4.0 % w/w / He 6onee 4,0 %
CoaepxkaHue BOABI

5 Uniformity of dosage units / OgnopoaHocTs A03MPOBAHHBIX eAMHULL

Omeprazole / Omeripazon

Domperidone /
HomnepunoH

49/49

42/4.2

Acceptance value (AV) should be less than

or equal to 150 /

[TokazaTenn

npuemiemoctd (AV) gomxeH OblTh He

bonee 15,0.

Acceptance value (AV) should be less than

or equal to 150 /

[Mokazarens

npuemnemoctu (AV) gosmxeH ObITh He

Gonee 15,0.

Remarks : The Product confirms to ND/

IMpumeuanne: [lpoaykr coorsercTByet Tpedosanuam HJI

Conclusion : APPROVED /

3akmwouenne: OJOBPEHO

Prepared by /
INoarotoBaeHo:
Y. Venkateswara Rao -

Quality control/feam
Member S

Checked by / IpoeepeHo:
D. Latha - Quality control-
Team Member

Checked by (AQA) /
[Mposepero (AOK):
M. Nanaji - Quality

e |

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenne
kauectBa/OTBETCTBEHHOE JIMLIO:

Member <

P. Rama Rao - Quality Assurance- Team

Date /Jara: 18-05-2026

Date /Jata: 18-05-2026

Date /Jlata: 18-05-2026

Date /[Jara: \ @05 ~1o1Lé




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3 of 8/ Crp.3 u3 8

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

MNpoaykr: Omes® JCP, kancyJiel ¢ MOAHGHIHPOBAHHBIM BbICBOGOKAeHHEM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne : B2601463 O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ - 2002FP26001092 Date of Analysis / . 15-05-2026
AHanuTHyeckuii oTyer No JlaTra ananuza

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2029
JaTta npouzBoacTea Togen ao

Mfg. License No. /

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

Analysis performed according ND / Auaans nposeaen no HJL: JITT-Ne(002687)-(PI-RU)-071223

6  |Impurities / IIpumecu

Omeprazole / Omenpazona: Omeprazole / Omenpaszona:

Impurity 1 / npumecs 1 Not detected / ne oGHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / He oGHapyskena Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 ) 0 Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / npumecs 4 0.02%/0,02% Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 Not detected / He obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %

Below Limit of Detection (LOD = Domperidone / Jumnepudonu:
0.003%) / Huske mpemena obHapyseHus Not more than 0.50 % / He 6onee 0,50 %

(TTO = 0,003%) Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Domperidone / Not more than 0.20 % / He 6onee 0,20 %
Houmnepudona: 0.02% / 0.02% Not more than 2.5 % / He Gosee 2,5 %
Impurity A / npumecs A '

Impurity B / npumecs B Not detected / He oGHapyxeHa

I ity C/ C

Izgﬁztz D/ 2gzxzzi D Below Limit of Detection (LOD =

Impurity F / npumecs F 0.004%) / Huwxke npemena oGHapysKeHHs

(TTO = 0,004%)

15%/0,159
Any individual unidentified D:13%/0,15%

impurity / JTro6as Not detected / He oGHapyskeHa
CANHMHAA Not detected / He o6HapykeHa
HeuJeHTUULIMPOBAHHAS
pUMECH

0.2%/0,2%

Total impurities /
Cymma npumeceit

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

Ilpumeuannue: Ilponykt cooTBetcTBYET TpeboBaHuam HJI 3aximouenue: OJOBPEHO

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

IMoaroTosneHo: D. Latha - Quality control-|{I[Ipoeepero {AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member M. Nanaji - Quality Onobpeno: ObecneueHue

Quality control- Team Assurance- Team Member |[kauecTBa/OTBETCTBEHHOE NHLIO:

Member 'M P. Rama Rao - Quality Assurance- Team
Member ,Q,

Date /[lata: 18-05-2026 Date /[lata: 18-05-2026 Date /dara: 18-05-2026 Date /[laTa: 1R —05 ~0Lb




Df. Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3IA

Page4 of 8/ Crp.4n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancy. bl ¢ MOAHDHUHPOBAHHLIM BhicBoGoxiennem, 30 Mr+20 mMr

Market / Prinok

: Russia / Poccus

Batch No / . B2601463 Batch Quantity / . 1250000 caps /

Cepust Ne ) O6nem cepuu * 1250000 kancyn
Analytical RepO}'t No/ . 2002FP26001092 Date of Analysis / . 15-05-2026
AHanuTuyeckuii oryer Ne JlaTa anaausa

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

JlaTta npon3BoacTBa T'ogen a0

Mfg. License No. /

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

Analysis performed according ND / Auaju3s nposeaen no HJI: JITT-No(002687)-(PI'-RU)-071223

7 Residual solvents/ OcTaTo4Hble OpraHn4ecKue pacTBOPUTEH

a) Methanol / 3 pg/capsule / 3 mMxr/kancyna a) Not more than 1107 pg per capsule /
MetaHon He 6onee 1107 mkr Ha kancyny
b) Methylene chloride / OEEEEICONRETE ORAPYAEYD b) Not more than 221 pg per capsule /
MeTuneHxyopun He 6onee 221 mkr Ha kancymny
8 Dissolution / PacTBopenue
4) Omeprazole /
Owmenpazon
1. Acid stage (0.1N 0%, 4%, 0%, 0%, 2%, 2%. In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pacteope omeprazole (Ci7H19N3038S) after 2 hours. /
XITOPUCTOBOOPOIHO B 0,1 M pactBope XnopoBOAOPOAHOMH
i KUCIOTBI KHCHOTHI — He Oonee 15 % ot

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

93%, 93%, 92%, 92%, 92%, 92%

dbakTHuveckoro conepxanus
omernpasona (Ci7H1oN303S) uepes 2 4.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci17H19N30:;8) after 30 minutes./

B 6ydepe pH 6,8 — He meHee 70 % (Q)

OT HOMUHAIILHOIO COAEPIKaHHUS
omenpazona (Ci7H19N3O;S) uepes

30 muH.

Remarks : The Product confirms to ND/

IMpumeuanue: [pogykrt cooTeercTRyeT Tpebosanusm HJL

Conclusion : APPROVED /

Zakawuenne: OJOBPEHO

Prepared by /
INoaroroBneHo:

Y. Venkateswara Rao -
Quality control- Team
Member

Checked by / [Tpoeepeto:
D. Latha - Quality control-
Team Member

(3 REE

Checked by (AQA) /
IMposepeno (AOK):

M. Nanaji - Quality
Assurance- Team Member

4

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenune
KkauecTB2/OTBETCTBEHHOE NULIO:

P. Rama Rao - Quality Assurance- Team

Member QL

Date /[Tata: 18-05-2026

Date /Tata: 18-05-2026

Date /[lata: 18-05-2026

Date /[lata: 1D 0S5 ~wré




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page Sof 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancysnl ¢ MOAUG(HUHNPOBAHHBIM BbIcBOGOKIeHHEM, 30 Mr+20 mr

Market / Poinox

: Russia/ Poccus

Batch No / . B2601463 Batch Quantity / . 1250000 caps /

Cepusi Ne ) O6bem cepun " 1250000 kancyn
Analytical Repo“rt No/ : 2002FP26001092 Date of Analysis / . 15-05-2026
AHATHTHYECKHIT oTyeT Ne Jlata ananusza

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

Jlara npousBoacTea T'onen no

Mfg. License No. /

TlpouszBoacTBennas quuensun : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[1-Ne(002687)-(PT-RU)
No

Analysis performed according ND / Anaus nposegen no HJI: JITTI-Ne(002687)-(PI-RU)-071223

b) Domperidone /
JomnepunoH

iii.

iv.
124

1. after 1 hour/yepez 1 4

ii. after4 hours/uepe3 4 u

after 8 hours / uepes 8 u

after 12 hours / uepes

28%, 30%, 27%, 25%, 28%, 28%

63%, 66%, 58%, 56%, 63%, 63%

86%, 88%, 80%, 78%, 86%, 85%

94%, 95%, 89%, 88%, 93%, 93%

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope X10poBOAOPOAHOIH
KHCIOTbI:

between 15 % and 40 %/ o1 15 % 1o 40 %

between 30 % and 70 % / ot 30 % n0 70 %

between 55 % and 95 % / ot 55 % 100 95 %

not less than 70 % / ue menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO3) / 0T HOMHHATIBLHOTO
COAEpP>KAHWS IOMIECPUIOHA

(C22H24CIN5O3)
9 |Assay/ KonnuecTBenHoe onpeaeneHue
A. Omeprazole/ 19.95 mg/ 19,95 mr A. From 180mg to 22.0mg of
Owmenpazon (99.8%/ 99,8%) C17H9N;0sS (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 180mr mo 22,0wr
Cyj7H19N303S (omenpason) B Kancylne
(ot 90,0 oo 110,0 % oT noMHIIANILIIOTO
comep KaHus).

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr coorBeTcTBYET TpeGoBaHmAM HJI

Conclusion : APPROVED /

Jakmouenune: OJJOBPEHO

Prepared by /
IloororoeneHo:
Y. Venkateswara Rao -

Quality controjg Team
Member 5

Checked by / ITposepeHo:
D. Latha - Quality control-
Team Member

178

Checked by (AQA) /
[Tposepeno (AOK):
M. Nanaji - Quality

Assurance- Ieam Member

1

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHne
kauecTBa/OTBETCTBEHHOE JTULO!

P. Rama Rao - Quality Assurance- Team
Member

Date /[1ata: 18-05-2026

Date /Jlata: 18-05-2026

Date /[ara: 18-05-2026

Date /lata: |3 < —202.6




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6of 8/ Crp.6n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MNpoaykr: Omes® ICP, kancyb! ¢ MoAHGHIHPOBAHHBIM BhicBoGozkIeHHEeM, 30 Mr+20 Mr

Market / Poinox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnn No : B2601463 Ob6bem cepun * 1250000 xancyn
Analytical Repo:‘t No/ - 2002FP26001092 Date of Analysis / . 15-05-2026
AHannTHYecKHii oTuer Ne JlaTa aHanu3a

Date of Manufacture / . 13-04-2026 Date of Expiry / . 31-03-2020

Jlata npousBoacTBa T'onen oo

Mfg. License No. /

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

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

B. Domperidone /
Homnepunon

(100.0

30.01 mg /30,01 mr B.

% /100,0%)

From 27.0 mg to 33.0mg
C2HuCINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr go 33,0wmr
C22H24CINsO- (momniepunon) B
kancyne (or 90,0 mo 110,0% or
HOMHHAJIBHOTO COAEpKaHus).

insert) in a carton. / [To 10 kancyn B
bnucrepe w3 (TIBX/AJI/ITA) donbru /
amoMuHueBoit donsru. Ilo 3 Oaucrepa
BMECTE c WHCTpYKLMEH no
MEAWLIMHCKOMY APMMEHEHUIO (JIMCTKOM-
BKJIAJILIEM) B MAUKy KapTOHHYIO.

10 |Micrublal ludts / MurpuOuoinvl HUeekad 4uerory
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g/
count / O6ee ynciio Menee 10 KOE/r He 6onee 10° KOE/r
a3pobHBIX
MHUKPOOPTaHU3MOB
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 102 KOE/r
Ob6wee uncio
IPOIKEBBIX U
[IECHEBBIX PUOOB
c) E. coli Absentinl g/ c) Shall be absent in 1g/
OrcytcrByerB 1 1 OrcytctBue B 1 r
11 Package / YnakoBka 10 capsules in a (PVC/AI/PA) |10 capsules in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8, 10
patient information leaflet (package | blisters and patient information leaflet

(package insert) in a carton. / [lo 10
kancyn B Onucrepe wu3 (IIBX/AJI/IIA)
¢donbru / amomunuesoii doneru. Ilo 1, 3,
8, 10 6nuctepoB BMeCTe C MHCTPYKLIME# MO
MEIULIMHCKOMY MPUMEHEHHEO (JIUCTKOM-
BKJIA/IBILLIEM) B IAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

Ilpumeuanue: Ilponykt cooreTcTByeT Tpeboranuam HJJ

Conclusion : APPROVED /

3akaoyenne: OJOBPEHO

Prepared by /
IToarotoBneHo:
Y. Venkateswara Rao -

Quality confrol- Team
Member A

Checked by / ITposepeHo:
D. Latha - Quality control-
Team Member

gy

Checked by (AQA) /
TTpoeepeno (AOK):

M. Nanaji - Quality
Assurance- Team Member

A

]

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

P. Rama Rao - Quality Assurance- Team
Member T’

Date /[lata: 18-05-2026

Date /Jara: 18-05-2026

Date /[1ara: 18-05-2026

Date /[Jara: 105 -6




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 70f 8/ Crp. 7n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyabl ¢ MOAH(GHUNPOBAHHLIM BbicBo6oskaennem, 30 mr+20 mr

Market / Peinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusa Ne § 2D O6bem cepumn * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26001092 Date of Analysis / . 15-05-2026
AHAJINTHYECKHI oTUeT N JlaTta anannza

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

JlaTta npouszBoacTBa TogeH go

Mfg. License No. /

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

Analysis performed according ND / Auaan3s nposegen mo H/I: JITT-Ne(002687)-(PT'-RU)-071223

* 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 crieLM(HMKaLMKY [IPEACTaBJIEHbl HA CPOK roaHocTH. [Ipu Beimycke Mpenapar NpoBepseTcs B COOTBETCTBHUM CO
cnietuduxanpei Ha BBINMYCK, MTO3TOMY B cepTuduUKaTe aHaM3a HA Mpenapar MOrYT ObITh YKa3aHbl 6osiee CTPOrve HOPMBI,

4€M B HACTOALIEM HOPMATHUBHOM JOKYMEHTE MO KA4YECTBY.

API name / Haumenosanue AWDC:

Omeprazole / Omenpason

Dompetidone /domnepuaon

INN / MHH:

Omeprazole / Omenpason

Domperidone / Jlomnepuaox

API manufacturer batch number /

0000132529 & 0000133972

nponssoAnTensn ['JIM:

Homep cepun npousBoautessi ADC: OME/00126
FP Manufacturer API Batch number /
Homep cepun cydocTaHunn FBTA00061 FBTH00003

API Manufactured by & country /
IMpoussoauress APC, cTpana:

Srini Pharmaceuticals Ltd, India /
Wpunu ®apmacetotukanc JIta, Unans

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kem JIta, Muaus

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

HanmenoBanue, aapec, NHiUeH3UA A0
[pousBoacTBeHHAast miom@aaKa /
Iliowaaka KOHTpOAS KadecTsa /
Inomanka Bbinycka

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

I-p Pepnu’c Jlaboparopuc JIta., [TponzroacteeHHoe noapasaencuue-Il,
VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynannu Bunnanxk,
Baaynannu Mannan, Meauan Mankamkrupu Juctpukrt - 500090, wrat
Tehaniany, Flaaus (JInuensus N 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».

Remarks : The Product confirms to ND/

IMpumeuanmne: IIpoaykr coorBeTcTBYET TpeboBanusm H/J

Conclusion : APPROVED /

3axniouenne; OJOBPEHO

Prepared by /
[NMoaroTosneHo:
Y. Venkateswara Rao -

Quality contpsl- Team
Member gz

Checked by / [Nposepeno:
D. Latha - Quality control-
Team Member

Checked by (AQA) /
IMposepeno (AOK):

M. Nanaji - Quality
Assurance- Team Member

I

Approved by: Quality
Assurance/Authorized person /
Onodpeno: Obecnedexue
kauecTea/OTBETCTBEHHOE JIULO:

P. Rama Rao - Quality Assurance- Team

Member i

Date //lara: 18-05-2026

Date /Jlata: 18-05-2026

Date /Hara: 18-05-2026

Date /[Jara:

1S -0 -WwLe




Dlr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® ICP, kancybl ¢ MoAuGHUHPOBAHHBIM BhicBoGoscAeHHeM, 30 Mr+20 Mr

Market / Poinok : Russia/ Poccus

Batch No / . B2601463 Batch Quantity / . 1250000 caps /

Cepus Ne i O06bem cepuu © 1250000 xancyn
Analytical Repourt No/ « 2002FP26001092 Date of Analysis / . 15-05-2026
AHanuTHYECKHIT oTueT Ne Jdara aHaaunza

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

Jarta npousBoacrea Topen oo

Mfg. License No. /

IpousBoacTeennas auuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT"-RU)
Ne

Analysis performed according ND / Auasans nposeaen no HJ/I: JITI-Ne(002687)-(PI'-RU)-071223

3akmiouenne o coorsercTBuM: «HacTosnM s UOATBEpKAAlO, YTO MpPUBEAEHHAS Bbille HHDOPMALIMA SBISETCS
AOCTOBEPHOH M TOYHOW. DTa Cepys MPOAYKUMH Mpou3BeAcHa (BK/OYAs yNAKOBKY (MApKUPOBKY) W KOHTPOJb KauecTBa) Ha
BBbILIEYKA3aHHOW MMPOW3BOACTBEHHON muowiagke (Miomaakax) B [OJHOM COOTBETCTBUM ¢ TpebosaHusmu Ilpasun
Ha/Ute)aluer NpOM3BOACTBEHHOW NpakTUKU EBpa3suifcKoro SKOHOMMYECKOro CO03a U TPeBOBAHMAMM KOHTPOJS KauyecTBa
JICKApCTBEHHLIX CPENCTB, & TAKKE B COOTBETCTBHH CO CHEUMPHKALMAMHY, CONEPIKALIMMUCST B PErUCTPALIMOHHOM I0ChE
CTpaHbl-UMNOpTEPa. 3amucu MO MPOM3BOACTBY, YMAKOBKE W AHANM3Y [POBEPEHbl, M YCTAHOBAEHO WX COOTBETCTBHE
Tpeboranusm [IpaBun Haexaleid IPOM3BOLCTBEHHON NPakTHK EBpa3uifckoro 3KOHOMHYECKOTO COMO3ay.

Remarks : The Product conﬁrms—to ND/

[Ipumeuanue: [Mpoaykr cooTBeTcTByeT TpeboBaHuam HJJ

Conclusion : APPROVED /

3axkarwuenne: OJOBPEHO

Prepared by /
[MoarotosneHo:
Y. Venkateswara Rao -

Quality contrgl- Team
Member A

Checked by / [Tposepeto:
D. Latha - Quality control-
Team Member

By

Checked by (AQA) /
ITposepeno (AOK):

M. Nanaji - Quality
Assurance- T_eam Member

e

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

P. Rama Rao - Quality Assurance- Team

Member 2

Date /[Tata: 18-05-2026

Date /Tata:

18-05-2026

Date /[Tlata: 18-05-2026

Date /[lara: 1% 05 ~1024




