Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page1of 8/ Crp.1n38

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyirpi ¢ MoauduIHpPOBaHHLIM BbICBOGOKIeHHEM, 30 MI+20 Mr

Market / PoiHOK : Russia / Poccus

Batch No / ) Batch Quantity / . 1250000 caps /

Cepust Ne P ey O6BeM cepum © 1250000 xancyn
Analytical Repo‘}'t No/ . 2002FP25002645 Date of Analysis / . 25.11-2025
AHAINTHYECKHI oTyeT No JlaTa aHajiM3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npousBoacTBa Tonex oo

Mfg. License No. /

IIponsBoacTBennan aumen3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT-RU)
Ne

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

S'JI:.‘? / Test / Tecer Result / PesyabTaT Specification / Cnennduxanus

1 Description / Onucanue

Hard transparent colorless gelatin
capgules 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. /

Teepople KeNAaTUHOBEIE IIPO3padvHbIE
OeclBeTHBIE Kancylel pa3mepa | ¢
MapKUpOBKOH 9EpHOTO BeTa

« Y DR. REDDY’S» Ha KpBIIIEUKe
KalCyJlbl W MapKAPOBKOH KpacHOro

meera «OMEZ-DSR» Ha  Kopmmyce
KarncyJbl. Cozepixumoe KarncyJ:
cheprdeckue  memieThl  Gemoro

KOPHIHEBOI'0O IIBETA.

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. /

Teepavic
OeclLBETHBIE
MapKHpOBKOH

>

« Y DR. REDDY’S» Ha KpBILIeUKe
Karcymibl ¥ MapKUpOBKOH KPacHOIO IBETa
«OMEZ-DSR» Ha KopIlyce KalCyJbl.
Comepxxumoe  Kamcyn:  ctepuueckue
TIEJNIETEI OT GeNIoro 10 CepoBaTO-0EIOro M
OT  KOpPUYHEBOIO [0  JKEITOBATO-
KOpUYHEBOI'O I[BETA.

KENaTHHOBEIE  IIPO3padHbIC
Karncymel pasmepa 1 ¢
YEepHOTO 1BeTa

Remarks : The Product confirms to ND/

IIpumeuanne: IIpogykT cooTBeTCTBYET TpeboBaHm™M HJI

|Conclusion : APPROVED /

Jaxkmouenne: OJOBPEHO

Prepared by /
IToaroToBnexo:

D. Latha - Quality control-
Team Member

Checked by / IIposepeno: ||[Checked by (AQA)/
A. Susmitha - Quality
control- Team Member

F—

[Mposepeno (AOK):
V. Prashanth - Quality

nve

Approved by: Quality
Assurance/Authorized person /
Opobpeno: ObeceueHne

Assurance- Team Member ||kaugectsa/OTBeTCTBEHHOE TULO:

S. Haneef - Quality Assurance- Team
Member

—

Date /Mara: 261 1227

Date /Jlata;06 /(- 20 4 |

[Date /I[aTa:; 2810 26 |Date /Mara: 2 7] —\|\~T2 s




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 2 of 8/ Crp.2u38

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

Hponaykr: Omes® JCP, kancyJibl ¢ MOAH(HIHPOBAHALIM BRICBOGOKIeHHEM, 30 Mr+20 mMr

Market / PeiHok : Russia / Poccus

Batch No / . B2503389 Batch Quantity / i 1250000 caps /
Cepus Ne O6beM cepun 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP25002645 Date of Analysis / . 95.11-2025
AHanuTuyecknii oTueT Ne Jata aBajinza

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

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

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

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HaenTudukanusi 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
Owmenpaszon in the chromatogram of the standard | chromatogram of standard solution (section
JomnepumoH preparation under assay. / Bpemena | Assay). / Bpemesa  ymepxuBaHHA

YAEpXKUBaHUA OCHOBHBEIX IIMKOB HA | OCHOBHBEIX IIMKOB Ha XpOMAarorpaMme
XpOMAaTorpaMMme HCHBITYEMOrO PAacTBOpa | MCIBITYEMOIO pactBopa JIOJIKHEL
COOTBETCTBYIOT BpeMeHAaM YACpP)KUBaHHUA | COOTBETCTBOBATh BPEMEHAM yJIEPKHBAHHUA
MIMKOB OMEMpa3oNa M IOMIEPHAOHA Ha | MHKOB OMENpasona W JOMIEPHAOHA Ha
XpOMaTOrpaMMe CTaHTapTHOTO PacTBOpa | XpOMaTOTpaMMe CTaHIapTHOrO pacTBOpa
(pazzen «KommaectBeHHoe | (pasaen «KonmgectseHHOE
OTIPEHECIICHUEY). omnpeneNeHne).

3 Average weight of the net 376.67 mg /376,67 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpegnsist Macca mg) /
COAEPKUMOro KANCy.T 369,0 mr+ 10 % (ot 332,1 g0 405,9 mr)

4 |Water content / 1.1% w/w/ 1,1 % w/w Not more than 4.0 % w/w / He 6omee 4,0 %

Copaep:xxaHue BOABI
5 Uniformity of dosage units / OaHopoaHOCTEL JO3UPOBAHHBIX CAHHHUIL

Omeprazole / Omenpazon

Domperidone /
Homnepunox

9.0/9,0

82/82

Acceptance value (AV) should be less than
or equal to 150 / [Ilokasarens
npueMneMocTH (AV) nomkeH OBITH He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [Ilokazarens
npuemieMoctH (AV) pgomkeH OBITE He
bonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoxykr coorsercTByeT Tpebosanusm HJL

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo:

D. Latha - Quality control-
Team Member

g —

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

CA—

Checked by (AQA) /
[Mpoeepeno (AOK):
V. Prashanth - Quality

vl

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnegenne
kauecTBa/OTBETCTBEHHOE JTHILO:

S. Haneef - Quality Assurance- Team
Member E

Date /Jlata: ¢, AN

Date /Mara: 94 ~I{—20 15|

Date /lla"r\a: %’U i ’Za'M{

Date /JTaTa: 2‘:}'/[\ —20 'L(




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Page30f8/ Crp.3 u3 8

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

Hpoaykr: Omes® JICP, kancyJibl ¢ MOTH(UIHPOBAHHBLIM BLICBOGOKICHHEM, 30 Mr+20 mMr

Market / Puinok : Russia / Poccns

Batch No / . B2503389 Batch Quantity / 1250000 caps / |
Cepust Ne ) O0bem cepum * 1250000 xamncyn
Analytical Repo:‘t No/ . 2002FP25002645 Date of Analysis / . 25-11-2025
AHaJuTHYecKHii oT4eT No JlaTa anaansa

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa mpou3BOACTBA T'omeH g0

Mfg. License No. /

TIpou3eoncTBennas anuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Ananus nposejien no HJI: JIITI-Ne(002687)-(PT-RU)-071223

6 |Impurities / Ilpumecn

Impurity 1 / npumecs 1
Impurity 2 / nmpumecs 2
Impurity 3 / mprmecs 3
Impurity 4 / mpumecs 4
Impurity 5 / nmpamecs 5
Domperidone /

| [Jomnepudona:

Impurity A / npumecs A
Impurity B / nprmecs B
Impurity C / npumecs C
Impurity D / npamecs D
Impurity F / nmpumecs F
Any individual unidentified
impurity / Jlro6as
eTUHIIHASL
HeHAeHTU)HUIUPOBaHHASL
IpUMEChH

Total impurities /

CyMmMa npumeceit

Omeprazole / Omenpasona:

0.01%/ 0,01%

Not detected / He o6HapyxeHa
0.03%/0,03%

Not detected / He 0OHapyxeHa

Below LOD (LOD = 0.003%) / Huxe
npenena obHapyxexus (I10 = 0,003%)

0.05% / 0,05%
Not detected / ne oO6HapyxeHa
0.02%/ 0,02%
0.15%/0,15%
Not detected / He o6HapyxeHa
Not detected / He oOHapyxeHa

0.3%/0,3%

Omeprazole / Omenpasona:

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

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 %
Not more than 0.50 % / He 6oxee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.20 % / He 6omnee 0,20 %
Not more than 2.5 % / He 6onee 2,5 %

7  |Residual solvents/ OcTtaTouHble OpraHnYecKHe PacTBOPUTENH

a) Methanol / 6 pg/capsule / 6 Mxr/kancyna a) Not more than 1107 pg per capsule /
MertaHon He 6onee 1107 MKr Ha Kancyy

b) Methylene chloride / Not detected / e obapyxeHa b) Not more than 221 ug per capsule /
MeTunenxnopun He 6omnee 221 MKT Ha KalcyJry

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogyxT cootBercTByeT TpebopanmaM HJI

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
[ToaroToBieHo:

D. Latha - Quality control-
Team Member

s

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

a.

Checked by (AQA) /
ITpogepeno (AOK):
V. Prashanth - Quality

v

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenue
kayecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef - Quality Assurance- Team
Member j

—

Date /Iata: q 4 1 AT

Date /[lata: Qf- (|- 2028

Date /I[aTz;: A =) %

Date /J{ata: ;/:} — -0 2(




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page40f 8/ Crp. 4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Iponykt: Omes® JICP, xancyssl ¢ MOXH(GHUIHPOBAHHLIM BhICBOGOXKIeHHEM, 30 MI+20 Mr

¥ KMCIIOTHI

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

ii.

97%, 96%, 96%, 95%, 95%, 93%

Market / PriHok : Russia / Poccus
Batch No / ) Batch Quantity / . 1250000 caps /
Cepus Ne P BeSlEe O0beM cepHH 1250000 kancyn
Analytical Repovrt No/ . 2002FP25002645 Date of Analysis / . 25-11-2025
AnanutHyecknii oTyer No JlaTa aHajn3a
Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa Npon3BOACTBA Togen no
Mfg. License No. /
IlpouseoacreenHas auien3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananns nposeaen no HJI: JII-Ne(002687)-(PI-RU)-071223
8 Dissolution / PacTBopeHue
a) Omeprazole /
Owmernpazon
i. Acid stage (0.1N 0%, 0%, 3%, 2%, 1%, 0% In a 0.1 M hydrochloric acid solution - not

HCI)/ more than 15 % of the label amount of

B 0,1 M pactBope omeprazole (Ci7H1sN3OsS) after 2 hours. /

XJIOPHUCTOBOIOPOJIHO B 0,1 M pactBOpE XI0POBOAOPOAHOM

KMCTIOTHL — He 6onee 15 % ot
(akTHaeckoro cogepkaHusa
omenpazona (C17H1oN104S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H1sN3058) after 30 minutes./

B Gydepe pH 6,8 — e MeHee 70 % (Q)

OT HOMUHAJIFHOT'O COJEPIKaHUA
omenpasona (Ci17H19N30s8) uepes

30 MuH.

Remarks : The Product confirms to ND/

Hpumeuanue: IIpomykt coorBeTCTBYeT Tpebopanmsam HJ{

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
IToaroroeneHo:

D. Latha - Quality control-
Team Member

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

3—

Checked by (AQA) /
ITposepexo (AOK):

V. Prashanth - Quality
Assurance- Team Member

it

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnicyeHHE
KagecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Qpality Assurance- Team
Member o

Date /[lata: ¢ g, )17 A

Date /[ata: 26711~ 20 2

Date /IlaTa; UA [-—’TM

Date /IlaTa: 2}#“ .-:LOLJ/'




br. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page5of 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponykr: Ome3® ICP, kaucyJibl ¢ MOAUGALHPOBAHHLIM BhICBOGOKAeHHEM, 30 Mr+20 mr
Market / PpiHOK : Russia / Poccusa
Batch No / . B2503389 Batch Quantity / . 1250000 caps /
Cepus Ne ) O6beM cepuu * 1250000 xamncyn
Analytical Repovrt No/ . 2002FP25002645 Date of Analysis / . 25-11-2025
AHaJIHTHYEeCKHIT oTUeT No JlaTa aHajmM3a
Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027
JlaTa npou3BOACTBA ToneH 1o
Mfg. License No. /
ITpoussopcTBeHHas iunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne

Analysis performed according ND / Ananus nposesen mo HJI: JITT-Ne(002687)-(PI™-RU)-071223

b) Domperidone /

Jomnepunon

ii.

iii.

iv.
1249

i. after 1 hour / gepes 1 9

after 4 hours / uepes 4 9

after 8 hours / uepes 8 1

after 12 hours / yepes

29%, 26%, 23%, 25%, 23%, 23%
21%, 24%, 23%, 22%, 23%, 23%
Average (L1+L2): 24%

71%, 72%, 65%, 73%, 65%, 63%
56%, 62%, 61%, 61%, 62%, 56%
Average (L1+L2): 64%

90%, 93%, 91%, 95%, 86%, 88%
84%, 84%, 87%, 88%, 87%, 82%
Average (L1+L2): 88%
100%, 102%, 103%, 103%, 96%, 99%
99%, 97%, 100%, 101%, 99%, 98%
Average (L1+L2): 100%

In0

BO,
KHCJIOTHI:

between 15 % and 40 % / ot 15 % mo 40 %

.IM hydrochloric acid solution /

1 M pacTBOpE XIHOPOBOAOPONHOMI

between 30 % and 70 % / ot 30 % mo 70 %

between 55 % and 95 %/ o1 55 % 1m0 95 %

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O3) / 0T HOMUHATBHOTO
COZIepKaHUs TOMIIEPUIOHA
(C2H24CIN5O5)

Assay / KosindecTBeHHO€ ONIpeNeIeHHe

A. Omeprazole /
OmMenpason

19.44 mg / 19,44 mr
(97.2% / 97,2%)

A.

From 180mg to 22.0mg of
C17HisN3OsS  (Omeprazole) — per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr g0 22,0Mr
C17H1sN303S (oMempa3on) B Karcyne
(ot 90,0 mo 110,0 % oT HOMMHAIIBHOTO
COZICPIKAHNA).

—_—

Remarks : The Product confirms to ND/

Npnmeuanne: [Tpoaykr coorsercTryet Tpedopanuam HJI

Conclusion : APPROVED/

3akmovenne: OJJOBPEHO

Prepared by /
IToaroToBaeHO:

D. Latha - Quality control-
Team Member

-

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

-

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

V. Prashanth - Quality
Assurance- Team Member

w‘/p

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedeHne
kayecTBa/OTBETCTBEHHOE JIMIIO:

S. Haneef - Quglity Assurance- Team
Member g

Date /Jlata: o A Mv:’

[Date /ara: BA-2P 21|

Date /Jlara: 2@—“ ,7,575

Date /J{aTa: _5)_\_'}'—[ =5




Dr. Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 8 / Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykr: Omes® ICP, kancyinl ¢ MoaH(GHIHPOBAHHBIM BhICBOOOXKIeHHeM, 30 Mr+20 mr

Market / Puiok : Russia / Poccun

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne e i 00bem cepun * 1250000 kamncyn
Analytical Repovrt No/ . 2002FP25002645 Date of Analysis / . 25.11-2025
AHannTHYECKHIT oTueT Ne JlaTa a”Hajam3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npon3BOACTBA T'oxeH no

Mfg. License No. /

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

Analysis performed according ND / Anann3 npoeegen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

B. Domperidone /
Homuiepunon

29.56 mg /29,56 Mr
(98.5%/ 98,5%)

B. From

27.0 mg to 33.0mg
CoHxCINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Ot 27,0mMr mo 33,0Mr
C2oH24CIN5O; (moMIiepuaOH) B
kamcyne (ot 90,0 mo 110,0% ot
HOMMHAJIEHOTO CONEPKAHNS).

10 |Microbial limits / Mukpo6uosorndeckasi Y4HCTOTA
a) Total acrobic microbial Lecass than 10 CI'U/g / a) Mot moro than 103 CFU/g /
count / O6mee yrcmo Menee 10 KOE/r He 6onee 10° KOE/r
a3pO0HBIX
MHKPOOPTaHI3MOB
b) Total combined yeasts Less than 10 CFU/g/ b) Not more than 102 CFU/g/
and mould count / Menee 10 KOE/r He 6onee 102 KOE/r
O6miee gucio
IOPOXKEBBIX U
IDIECHEBBIX rPUOOB
¢) E. coli Absentin 1 g/ c) Shall be absent in 1g/
OtcyTcTBYeTB 1 T OtcyrctBHe B 1 T
11 Package / YnmakoBka 10 capsules in a (PVC/AIVPA) |10 capsules in a (PVC/AIPA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8§, 10

patient information leaflet (package
insert) in a carton. / Ilo 10 xamcyn B
Gmuorope w3 (IIBX/AJITIA) donurm /
amomuHueBoi ¢oneru. Ilo 3 Gmucrepa
BMeCTe c HHCTpYKUueH 1o
MeIULMHCKOMY NPUMEHESHHUIO (JIMCTKOM-
BKJIfIbIIIEM) B TAYKy KAPTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
rxamoyn p Gmuorepe 1o (IIBM/AJITIA)
doneru / amomunueroi oneru. Ilo 1, 3,
8, 10 GimcTepoB BMeCTe C MHCTPYKLIUEH 1O
MEIUIMHCKOMY TPUMEHEHHIO (JIUCTKOM-
BKJIQJIBIIIEM) B TAYKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoaykt coorsercTByeT Tpebopanuam HI

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO

Prepared by /
[ToaroroBneHo:

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

Checked by (AQA) /
ITpoeepero (AOK):
V. Prashanth - Quality

Approved by: Quality
Assurance/Authorized person /
Qnobpeno: ObecnedyeHue

D. Latha - Quality control-

Team Member 2

o

Assurance- Team Member

kauecTea/OTRETCTBEHHOE JIUILIO:
S. Haneef - Quality Assurance- Team
Member e

Date /Mata: g A <122 ]

Date /[ata: 4 /(- 2028

i
Date /[laTa: u,{ , /M

Date /]lara: ’2:;_’” 20LS




D--r. Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Page 7 of 8/ Crp. 7n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
HpoaykT: Owmes® JICP, xancynl ¢ MoguGHIHPOBaHHLIM BLICBOGOKIeHUEM, 30 Mr+20 Mr

Market / Peinox : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne - 2a0ee O6beM cepun 1250000 xamcyn
Analytical Repovrt No/ . 2002EP25002645 Date of Analysis / . 25-11-2025
AHaJIHTHYEeCKHI oTYeT Ne JlaTa aHaH3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa npou3BOACTBa Togen no

Mfg. License No. /

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

Analysis performed according ND / AHanun3 nposeaen mo HJI: JITT-Ne(002687)-(PI'-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 ClielM(UKALNK MPEACTaBIeHs! Ha CPOK TOZHOCTH. IIpH BBITycke IpemapaT MPOBEPSeTCs B COOTBETCTBUH €O
crnenmdukaiyell Ha BRIMYCK, IIO3TOMY B cepTH(dHKaTe aHaIX3a Ha NpeHapaT MOTYT OwITh yKasaHbl Goliee CTPOTHEe HOPMEL,
9eM B HACTOAMEM HOPMATHBHOM JOKYMEHTe IO KadeCTRY.

API name / Haumenosanue ADC:

Omeprazole / Omenpazoun

Domperidone /loMIepuioH

INN / MHH:

Omeprazole / Omenpasoun

Domperidone / JloMnepuacH

API manufacturer batch number /
Homep cepun nponseoauteasa ADC:

OME/00325

0000123090, 0000123594

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHH
npounssoautens ['JIPD:

FBSA00145

FBSH00004

API Manufactured by & country /
IIponseoautens ADPC, ctpana:

Srini Pharmaceuticals Ltd, India /
I punu ®apmackrotukanc JItn, Manmst

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

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

HaumeHnoBaHHe, afapec, IMIEH3HA 11
IIpousBoacTBeHHAs MIoLIaAKa /
Ilnomanka KOHTPOJIs KadecTBa /
Ilnomanka BeIMyCKa

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) /

J-p Pemnn’ ¢ JlaGopatopuc JIta., [IponssoacTeeHHOE MoApasaencHue-1I,
Vuacrtku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bagynaui Bauramk,
Bauynai Maunan, Memxuan Mankamxrupu JIucTpukt - 500090, nitat
Tenanrana, Uanus (JIunersus 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».

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

Ipumeuanue: IpoxyxTt cootBeTcTByeT TpeGoBanmsaM HJL 3axmouenne: OJOBPEHO

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

V. Prashanth - Quality
Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Omnobpeno: ObecnedeHne
kadecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef - Qualjty Assurance- Team
Member

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

R—

Prepared by /
[ToaroToBNAEHO:

D. Latha - Quality control-
Team Member

Lo

Date /Jlata: ¢ _{ A} ~)2""||Date /[Tata: 24 - 2087 ||Date /Iara: él/{/ /lﬁ{ Date /JlaTa: 2’;’, /H ~202 g




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Page 8 of 8/ Ctp. 8 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancynsl ¢ Mogu¢UIEPOBAHHBIM BhICBOGOXKEHHEM, 30 mr+20 mr

Market / PrIHOK : Russia / Poccus

Bateh No / . B2503389 Batch Quantity / . 1250000 caps /

Cepus Ne O6beM cepHH 1250000 xancyn
Analytical Repovrt No/ . 2002FP25002645 Date of Analysis / . 25-11-2025
AHanuTHYECKH oTueT No JlaTa aHanu3a

Date of Manufacture / . 01-01-2025 Date of Expiry / . 31-12-2027

JlaTa NpoM3BOACTBA Tonen no

Mfg. License No. /

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

Analysis performed according ND / Ananns nposenen no HA: JITI-Ne(002687)-(PI'-RU)-071223

3aimodeHde o cooTBeTcTBUHM: «HacTosmuM s NOATBEPXKHAD, 9TO IpPHBEJCHHAS BBINIE HMH(pOpMAIWMS SBIACTCA
JOCTOBEPHOM ¥ TOUHO#. 3Ta cepus IPOMYKIMH MPOU3BEAEHA (BKIOYas YIAKOBKY (MapKMpOBKY) H KOHTPOJb KagecTBa) Ha
BHINIEYKA3aHHON TMPOM3BOACTBEHHON ILIOmanke (IUIOMAfKax) B TOJNHOM COOTBETCTBMH C TpeGoBaHmsaMu IIpaBin
Ha/UIeKalle MpOU3BOICTBEHHOM NPAKTHKU EBPasMiickoro 3KOHOMHIECKOTO COI03a M TPeOGOBAHHSIMH KOHTPONS KauecTBa
JIEKapPCTBEHHBIX CPEICTB, a TAKKe B COOTBETCTBHH €O CICHHQUKALMAMY, COJAEPKAMAMHACA B PETHCTPAMOHHOM JIOCHE
CTpaHBI-UMIIOpTEpa. 3aliCH N0 TPOU3BOACTBY, YNAKOBKE M aHAIM3Y TPOBCPEHBI, M YCTAHOBJICHO MX COOTBETCTBUC
TpeGosanmsaM [TpaBun Hasexamel IPOH3BOJCTBEHHOM NpaKkTHK EBpasuiickoro 3kKOHOMIIECKOTO COH03a.

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpogykt cooTBeTcTBYET Tpebopannam HJI

Conclusion : APPROVED /

Zaxmouenne: OJOBPEHO

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

Team Member 2

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

E—

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

V. Prashanth - Quality
Assurance- Team Member

vty

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieyeHue
KauecTBa/OTBETCTREHHOE JIUIIO:

S. Haneef - Quality Assurance- Team
Member
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