' Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 8/ Cyp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancy.b1 ¢ MoauduunpoBanHbiM BbicBoGo:kaeHHeM, 30 Mr+20 mr

Market / Peinox

: Russia/ Poccus

Y. Venkateswara Rao -

Team Member

M. Nanaji - Quality

Assurance- Team Member

Batch No / . Batch Quantity / . 1250000 caps /
Cepus No i O61bem cepuu * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001075 Date of Analysis / . 15-05-2026
AHaanTHYecKuii oTueT Ne JlaTa ananusa
Date of Manufacture / . 04-04-2026 Date of Expiry / . 31-03-2029
JaTa npou3zBogcTaa I'onen no
Mfg. License No. /
IpoussoacTBennas sunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananns nposesen mo HJI: JITT-Ne(002687)-(PI-RU)-071223
S';I.‘? / Test / Tect Result/ PesyabsTaT Specification / Crneunduxauus
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules
capsules size 1 with a black imprint | size 1 with a black imprint
“”Y  DR.REDDY'S" on the capsule | « ™Y DR REDDY’S " on the capsule
cap and a red imprint “ OMEZ-DSR” on cap and a red imprint " OMEZ-DSR " on
the_ capsule body. Capsule contents: | e capsule body. Capsule contents: white
white and brown spherical pellets. / to grayish-white and brown to yellowish
Teepable  KETATUHOBBIE  MPO3pAUYHBIC brown spherical pellets. /
6ecuBeTH“ev Kamcynsl  pasmepa 1 ¢ Teepable  >KeNaTHHOBbIE  NMPO3payHbIe
MapKTPOBKOH SSRESID UBCTA | GecupetHble Kamcymsl pasmepa 1 ¢
« TY DR. REDDY’S» Ha kpbleuxe | MAPKHPOBKOH 4epHOro uBeTa
Kancyibl W MapKHPOBKOW  KpacHOro « Y DR. REDDY’S» Ha KpbilIedke
usera «OMEZ-DSR» wa  xopmy cc? KancyJjiel 1 MapKHPOBKOM KpacHOro LBETa
Karcybl. Conepxumoe Kaleyll | (OMEZ-DSR» Ha Kopryce KarCysbl.
chepudeckue  meieTsl  6enoro  H Comepxumoe  Kancys: chepuuecke
KOPHHHEEOLD QECIA: neJuleTsl oT Genoro 1o cepoearo-6e1oro u
OT  KOpHYHEBOTO [0 XENTOBATO-
KOPUYHEBOTO LIBETA.
Remarks : The Product confirms to ND/ " |[Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt coorBeTcTBYET TpeboBaHuaM HJ| 3akawuenue: OJOBPEHO
Prepared by / Checked by / Iposepeno: ||Checked by (AQA) / Approved by: Quality
[MoaroroeneHo: D. Latha - Quality control-|[[Ipoeepero (AOK): Assurance/Authorized person /

Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULIO:

Quality contrZ&Team

Member P. Rama Rao - Qpality Assurance- Team
\_%f_,. '—k( Member R

Date /ara: 18-05-2026 Date /dara: 18-05-2026 Date /Mara: 18-05-2026 Date /flata: | —0S 21L&
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kancy.ibl ¢ MoAupHIHPOBAHHBIM BbICBOGOKAeHnEM, 30 Mr+20 mMr

Market / Poinok

: Russia / Poccust

Batch No / . B2601433 Batch Quantity / . 1250000 caps /

Cepns Ne ’ Obbem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001075 Date of Analysis / . 15-05-2026
AHaJMTHYECKHI oTueT No JaTta ananusa

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

Jlata npon3BoacTBa T'ogen xo

Mfg. License No. /

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

Analysis performed according ND / Anaqu3s nposeaed no H/: JITT-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Unentudnxannsa 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
Owenpa3zon in the chromatogram of the standard | chromatogram of standard solution (section
HomnepuaoH preparation under assay. / Bpemena | Assay). /  Bpemena  yaep>KUBaHHs

yOEep>KMBaHHUS OCHOBHBIX T[HMKOB Ha | OCHOBHBIX [MMKOB HAa XpOMaToOrpaMmme
XpOMATOrpaMMe UCHLITYEMOr0 PacTBoOpa | UCTIBITYEMOrO pacTBOpa JOJDKHBI
COOTBETCTBYIOT BPSMEHAM YICPXKHBAHMUS | COOTBETCTROBATh BPEMEHAM yIEPXKHUBaHMA
NUKOB OMEMNpa3oiia W OOMNEPUIOHAa Ha | MMKOB OMenpazona M AOMIEPUAOHA Ha
XpOMATOrpaMMe CT@HOAPTHOrO pacTBOpa | XpoMaTorpaMme CTaHAApPTHOTO pacTBopa
(pazgen «KonunuectsenHoe | (paznen «KomuuectsenHoe
onpeaeseHUe»). onpeneNeHUe).

3 Average weight of the net 376.27 mg/ 376,27 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansina macca mg) /
COAepPKUMOro Kancy.a 369,0 mr £+ 10 % (ot 332,1 1o 405,9 mr)

4 Water content / 1.1% w/w / 1,1 % wiw Not more than 4.0 % w/w / He Gonee 4,0 %
ConepsxaHne BoaAbI

5 Uniformity of dosage units / OgHopoaHOCTH J03UPOBAHHBIX eAUHUIL
Omeprazole / Omenpazon 6.7/6,7 Acceptance value (AV) should be less than

or equal to 150 / [Tlokazarens
npuemnemoctd (AV) nomkeH ObITb He

52752 Gonee 15,0.
Domperidone / Acceptance value (AV) should be less than
Jomnepuaox or equal to 150 / [lokasarens
upuemsiemocty  (AV) auviker Obltb  HE

oostee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponyxr coorBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /

Zakmouenue: OJOBPEHO

Prepared by /
[MToaroToBneHo:
Y. Venkateswara Rao -

Quality control- Team
Member

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

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

~

L +7

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Oaobpeno: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIMLIO:
P. Rama Rao - Quality Assurance- Team
Member )Z

Date /[lara: 18-05-2026

Date /[Tara: 18-05-2026

Date /[ara: 18-05-2026

Date /[laTa: 12 ~05 1816
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CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxt: Omes® JICP, kancy/isl ¢ MOAMPHUNPOBAHHLIM BbICBOGOKAeHeM, 30 mr+20 mr

Market / Prinok

: Russia/ Poccus

Batch No / . B2601433 Batch Quantity / . 1250000 caps /

Cepun Ne ) Ob6bem cepun * 1250000 xancyn
Analytical Repourt No / . 2002FP26001075 Date of Analysis / . 15-05-2026
AHagauTH4YecKHil oTHeT Ne Jara anaausa

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

JlaTa npon3BoacTBa T'oaeH a0

Mfg. License No. /

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

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

6 |Impurities / IIpumecn

Omeprazole / Omenpazona:
Impurity 1 / nmpumecs 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 / JTro6as

eIMHUY Has
HeMACHTU()UIMPOBAHHAS
NpUMech

Total impurities /
CymMma npumeceit

Not detected / ne odHapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe

npenena KOMNYECTBEHHOrO ONpEeUCIEHUA

(TIKO = 0,010%)
0.05% / 0,05%
Not detected / He obHapykeHa

Below Limit of Detection (LOD

0.003%) / Huxe mpegena oOHapyX eHHS

(TTO = 0,003%)

0.02%/0,02%

Below Limit of Detection (LOD

0.005%) / Huwxe mpepena oOHapyxeHUs

(IT0 = 0,005%)

Less than LOQ (LOQ = 0.012%) / Huxe
npeena KOJNMYECTBEHHOTO OfpEHeeHHUS

(TIKO = 0,012%)
0.17%/0,17%
Not detected / He obHapykeHa

Not detected / He o6HapyxeHa

0.2%/0,2%

Omeprazole / Omenpazona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oee 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 / [lomnepudona:

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

Remarks : The Product confirms to ND/

[pumeuanue: [Tpoayxt coorBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /

3akmoyenne: OJJIOGPEHO

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

[ToarotoBneHo: D. Latha - Quality control-|[[Tposepero (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member M. Nanaji - Quality OnoGpeno: Obecneuenne

Quality control-,Team Assurance- Team Member ||katectsa/OTBETCTBEHHOE JIMLO:

Member ; P. Rama Rao - Quality Assurance- Team
A _ L&#’ ’M Member 2

Date /dara: 18-05-2026 Date //lata: 18-05-2026 Date /Iata: 18-05-2026 Date /[laTa: (B ~o5 —1xee




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page40f 8/ Crp.4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kancyibl ¢ MoaupHuMpOBaAHHLIM BbicBoGoKAeHHEeM, 30 Mr+20 Mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnst No il O6wbem cepun * 1250000 xarncyn
Analytical Repourt No / . 2002FP26001075 Date of Analysis / . 15-05-2026
AHajuTHYeCKHii oTueT Ne JaTta anannza

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

JlaTa npon3BoAcTBa Togen go

Mfg. License No. /

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

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

7 Residual solvents/ OcTtarouHbie oOpraHuuecKHe pacTBOPHUTETH

a) Methanol / 4 pg/capsule / 4 mxr/kancyna a) Not more than 1107 pg per capsule /
Metanon He 6onee 1107 Mxr Ha xancyny
b) Methylene chloride / NOFUSICEteaY He BoRapypera b) Not more than 221 pg per capsule /
Mertunenxnopun He 6onee 221 mkr Ha Kancyiy
8 Dissolution / PacTBopenue

a) Omeprazole/
Owmenpazon

HCl)/

A KMCJIOTBI

i. Acid stage (0.1N

B 0,1 M pacteope
XJIOPHCTOBONOPOJHO

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

1%, 3%, 0%, 2%, 2%, 1%

101%, 97%, 98%, 100%, 101%, 99%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C7H9N303S) after 2 hours. /
B 0,1 M pacTBOpe XJIOpOBOAOPOAHOMN
KUCJIOTHI — He Gosee 15 % ot
takTHuecKoro cogepaxaHus

omenpazona (C7H19N303S) yepes 2 u.

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

B Gydepe pH 6,8 — He Menee 70 % (Q)

OT HOMHHAIILHOTO COAEPIKAHUSA
omenpaszosa (C17Hi19N30:S) uepes

30 muH.

Remarks : The Product coTﬁrms to ND/

[Ipumeuanue: [TpoaykT cooTBeTCTBYET Tpeboranuam HJ|

Conclusion : APPROVED_/

3aknwuyenue: OJOBPEHO

Prepared by /
[ToaroToBneHo:
Y. Venkateswara Rao -

Quality contro} Team
Member _*

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

-

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

Assurance- Team Member

]

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecneueHue
kauecTsa/OTBETCTBEHHOE JIULLO:
P. Rama Rao - %uality Assurance- Team
Member I5__

Date //Jata: 18-05-2026

Date /Jlara: 18-05-2026

Date /Hara: 18-05-2026

Date /[lara:

i % o5 -1 6




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

PageSof 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayir: Omes® JICP, kancysibl ¢ MOAH(MUNPOBAHHLIM BbICBOGOKAeHHEM, 30 Mr+20 mMr

Market / Poinox

: Russia/ Poccus

Batch No / . B2601433 Batch Quantity / . 1250000 caps /

Cepusa Ne ) O6nem cepum * 1250000 karncyn
Analytical Repourt No/ « 2002FP26001075 Date of Analysis / . 15-05-2026
AHaJUTHYECKHH oTUeT No JlaTa anaau3za

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

Jara npoussoacTea T'ogen a0

Mfg. License No. /

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

Analysis performed according ND / Auaaus nposeaen no H/I: JITT-Ne(002687)-(PT'-RU)-071223

b) Domperidone /
HomnepuioH

In 0.1M hydrochloric acid solution /

B 0,1 M pacTtBope XJIOpOBOIAOPOAHOH
KHCJTOTBL:

1. after 1 hour/uepez 14

ii. after 4 hours /uepe3 4 u

iii. after 8 hours / uepes 8 u

26%, 23%, 24%, 26%, 26%, 24%

58%, 53%, 55%, 55%, 59%, 56%

79%, 75%, 77%, 19%, 82%, 80%

between 15 % and 40 %/ ot 15 % 1m0 40 %

between 30 % and 70 % / ot 30 % no 70 %

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

iv. after 12 hours / yepes

124

89%, 86%, 87%, 88%, 90%, 92%

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C32H24CINsO7) / 0T HOMHHAIBHOTO
colepkaHns TOMIIEPUIOHA

(C2H4CIN;O3)
9 |Assay/ KosqnuecTBeHHOe OlpeeaeHHe
A. Omeprazole / 20.37 mg/ 20,37 mr A. From 180mg to 220mg of
Owmenpazon (101.8%/101,8%) C17Hi19N303S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 180mr pmo 22,0wmr
Ci7HigN3O3S (omeripazon) B KarncyJie
(ot 90,0 xo 110,0 % oT HOMWUHANBHOIO
COACPIKAHUA).

[—

Remarks : The Product confirms to ND/

IMpumeuanne: [Tpoayxr coorsercryer Tpedopanusym HJI

Conclusion : APPROVED /_

Jaxmouenue: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Y. Venkateswara Rao -

Quality control- Team
Member '

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

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

M. Nanaji - Quality
Assurance- Team Member

g |

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauectea/OTBETCTBEHHOE JIULIO!

P. Rama Rao - Quality Assurance- Team
Member J2_

Date /Jlara

Date /[lara: 18-05-2026

: 18-05-2026  ||Date /[ata: 18-05-2026

Date /[lara:

(DS oG




Dr.Reddy’s €i¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 60of 8/ Ctp.6u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Hpoayxt: Omes® JICP, kancyasl ¢ MoanHUHMPOBAHHLIM BbicBoGoKAeHneM, 30 mr+20 mMr

Market / PoiHoK : Russia/ Poccus
Batch No / . B2601433 Batch Quantity / . 1250000 caps /
Cepun Ne ) O6Bem cepun * 1250000 kancysn
Analytical Repourt No/ . 2002FP26001075 Date of Analysis / . 15-05-2026
Anajurudecknii oruet Ne JlaTa aHaau3za
Date of Manufacture / . 04-04-2026 Date of Expiry / . 31-03-2029
JlaTa upou3BoacTea T'oxeH no
Mfg. License No. /
lpoussoacTeennan auuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananu3s nposenen no H/I: JI[1-Ne(002687)-(PI-RU)-071223
B. Domperidone / 30.72 mg/ 30,72 mr B. From 27.0 mg to 33.0 mg
JomnepuaoH (102.4% / 102,4%) CyH24CINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr mo 33,0 wmr
C2H24CINsO, (momniepunoH) B
kancyne (ot 90,0 nmo 110,0% or
HOMUHAJILHOTO COAEPKAHHUA).
10 |Microbial limits / MukpoGnoJsioruyeckas 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / O61wee umcno Menee 10 KOE/r He 6onee 103 KOE/r
a3poOHBIX
MHUKPOOPTraHU3MOR
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
Obuiee uucio
LPOXIKEBBIX U
M/ecHeBbIX rpHbOB
¢) E coli Absentinl g/ c) Shall be absent in 1g/
OrcytcTByeTB 1 I OrcyrcTBrue B 1 1
11 Package / YnaxoBka 10 capsules in a (PVC/AI/PA)|10 capsules in a (PVC/AUPA)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 3, 8§, 10
patient information leaflet (package | blisters and patient information leaflet
insert) in a carton. / ITo 10 kancyn B | (package insert) in a carton. / Ilo 10
6nuctepe u3 ([IBX/AJI/TIA) donsru / | kancyn B Gmucrepe u3 (IIBX/AJI/TIA)
amomuauesoit donsru. To 3 6nucrepa | donbru / antomunuesoit donsru. Ilo 1, 3,
BMECTE c MHCTpYKUMEH no | 8, 10 61MCTEPOB BMECTE C UHCTPYKLUMEH 10
MEAMLMHCKOMY MPUMEHEHWO (IUCTKOM- | MEIMLMHCKOMY TNPUMEHEHHIO (JIMCTKOM-
BKNQJLILIEM) B MTAUKY KAPTOHHYIO. BKJIa/bILIEM) B MAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

Mpumeuanue: [Ipoaykr coorBeTcTBYET TpeboraHusam HJL

Conclusion : APPROVED /

3akaruenne: OJJOGPEHO

Prepared by /
[ToarorosneHo:
Y. Venkateswara Rao -

Quality contrgll Team
Member -d

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

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

M. Nanaji - Quality
Assurance- Team Member

|

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULO:
P. Rama Rao - quality Assurance- Team
Member el

Date /[Tata: 18-05-2026

Date /[lara: 18-05-2026

Date /[lara: 18-05-2026

Date /[lara: | P o5 2ty




" Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 70f 8/ Crp. 7u3 8

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

Mpoaykr: Omes® JCP, kancysnbl ¢ MoaunuupoBaHHbIM BbicBoGokaeHneM, 30 Mr+20 mr

Market / PriHok

: Russia / Poccus

Batch No / " Batch Quantity / . 1250000 caps /

Cepus Ne ¢ B2601433 O6bem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP26001075 Date of Analysis / . 15-05-2026
AHaauTHYeCKHi oTyeT Ne JlaTa ananu3a

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

Jarta npoussoacTea ToaeH a0

Mfg. License No. /

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

Analysis performed according ND / Ananu3s nposeaen no HI: JITTI-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 crieundUKauuy NPEACTABICHBl HA CPOK rogHocT. [IpM BhIMyCKe MpenapaTr MNpoBEPSETCsA B COOTBETCTBUU CO
cneuudykaumeil Ha BBITYCK, MOTOMY B CepTH(HMKATE aHalM3a Ha MpernapaT MOryT ObITh yKa3aHbl 6oJiee CTPOTME HOPMBI,

YE€M B HACTOALIEM HOPMAaTHUBHOM AOKYMEHTE MO KAYECTBY.

API name / HaumenoBauue A®C:

Omeprazole / Omenpazon

Domperidone /JomnepuaoH

nponzpoautens [JID:

INN / MHH: Omeprazole / Omenpazon Domperidone / JomnepunoH
API manufacturer batch number / 0000132529 & 0000133972
Homep cepnu npoussoaurens APC: OME/00625

FP Manufacturer API Batch number /

Homep cepnu cyOcTaHuMu FBSA00486 FBTHO00003

API Manufactured by & country /
Tlponssoautenb ADC, crpaHna:

Srini Pharmaceuticals Ltd, India /
punu @apmacsioTukanc Jita, Unaus

Vasudha Pharma Kem Ltd, India /
Bacynxa ®apma Kem JITa, Mnaus

Release site /

Ilnowaaka BbI nycka

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

HaumeHoBaHwe, agpec, JHUEH3HA 151
IMpousBoacTBeHHAN MUIOIAAKA /
Ilaomaaka KOHTpOIA KavecTsa /

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) /

HI-p Peaan'c JlaGopatopuc Jta., [IpouzsoacteenHoe noapasaeneHue-II,
VYuacrtku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
Bauynannu Maunnan, Meauan Mankamxrupu Juctpukr - 500090, wrat

Tenanrana, Unaus (Jlnuensua 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/

[Mpumeuanne: [Mpoaykr coorBeTcTBYET TpeboBaHUsaM HJI

Conclusion : APPROVED /

Jakmouende: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Y. Venkateswara Rao -

Quality control- A'eam
Member

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

By

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

M. Nanaji - Quality
Assurance- Team Member

L]

mal

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHune
kauecTBa/OTBETCTBEHHOE JIULIO:
P. Rama Rao -j%uality Assurance- Team

Member ]

Date /ara: 18-05-2026

Date /[Tata: 18-05-2026

Date //Jara: 18-05-2026

Date /Jlara:

1P ~035 -2k




 Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /

Mpoaykr: Omes® JICP, kancysibl ¢ MoaupuuupoBaHHbIM BbicB0G0xkaeHHEeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps/

Cepus Ne 3 B2601433 O0beM cepHH © 1250000 xancyn
Analytical Repovrt No/ . 2002FP26001075 Date of Analysis / . 15-05-2026
AHaJAMTHUYECKHH oTUeT Ne JlaTa ananu3a

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

Jarta npon3BoAcTBa T'ogen no

Mfg. License No./

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

Analysis performed according ND / Anaau3s nposegen mo HJI: JITTI-Ne(002687)-(PI-RU)-071223

3akyouenne o cooTBeTcTBHM: «HacTodliMm s TOATBEpKAAWd, 4TO MNpPUBEACHHAad Bbllle HHQOpPMALMA sBIAETCA
JOCTOBEPHOM W TOYHOMN. T2 cepus NPOAYKLMH NPOM3BEAcHA (BKIIIOYAs YNAaKoBKY (MapKHUpPOBKY) H KOHTPOJIb KAUECTBA) Ha
BBILIEYKA3aHHON MNpPOW3BOACTBEHHON muowanke (mioliaakax) B MOJHOM COOTBETCTBMM C Tpebosanuamu [Ipasun
HaIJIEXKAIIEH MPOU3BOACTBEHHON MPAaKTUKM EBpasuiickoro SKOHOMHUYECKOTO COK3a U TPeOOBAHMAMM KOHTPOJS KayecTsBa
JICKAPCTBEHHBIX CPEICTB, a TakXXe B COOTBETCTBHU €O crneludUKalLUAMH, COAECPXKAMMMHUCA B PETHCTPALMOHHOM [IOCHE
CTpaHbl-UMNopTepa. 3anucu MO TNMPOU3BOACTBY, YNAKOBKE M aHallM3y MpPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBHE
TpeGoeanuam I[NpaBui HaLIeKaIEH NPOUIBOACTBEHHOH NPakTHK EBpa3Hiickoro 3KOHOMHUECKOTO COKO3a».

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr cootrBercTRYET TpeGoRaHMAM HJT

Conclusion : APPROVED /

3akmwoyenne: OJJOBPEHO

Prepared by / Checked by / [Tposepeno: |[Checked by (AQA) / Approved by: Quality

[ToaroToeneHo: D. Latha - Quality control-||[Tposepeno (AOK): Assurance/Authorized person /

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

Quality control-,leam Assurance- Team Member |[kauectsa/OTBETCTBEHHOE MULO:
Member A [ P. Rama Rao - Quality Assurance- Team
- % T Member }2

Date /Jara: 18-05-2026 Date /[lara: 18-05-2026 Date /Jlata: 18-05-2026 Date /ara: |85 g




