Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page10f8/Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[poaykt: Omes® ACP, kancy bl ¢ MOTHGUMUHPOBAHHALIM BbicBoGoxaenHeM, 30 Mr+20 mr

Market / Poinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne £ B2600263 O6bem cepum " 1250000 xancyn

Analytical Repovrt No/ . 2002FP26000152 Date of Analysis / . 14-02-2026

AHANUTHYECKH I oTyeT No JaTa avanusza

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028

JdaTa npousBoacTBa T'oxen no

Mfg. License No. / .

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

Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITT-Ne(002687)-(PI'-RU)-071223

S'ﬁ: ¢ Test / Tecr Result / PesyabTar Specification / Cneunpukauus
1 Description / Onucanue Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

capsules 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. /

size 1 black

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

with a imprint

D. Latha - Quality control-
Team Member

g | &

control- Team Member

M. Nanaji - Quality

2

o

Assurance- Team Member
LS

Teepabie kenaTMHOBbIe mpo3pauHkie | brown spherical pellets. /
6ecuBeTHb'eu kamcynsl  pasvepa 1 ¢ Teepable  IKENATHHOBBIE  MPO3paAyHbBIE
MapKTPOBKOH HepHoro UBCTA | GecupetHble Kamcynsl pasmepa 1 ¢
« Y DR. REDDY’S» na KphIlIeyKe | MaPKUPOBKOWH HEpHOro uBeTa
Karcysibl M MAapKMUPOBKOA  KpacHOro | ~Y DR. REDDY’S» Ha Kpbiueuke
usera «OMEZ-DSR» na Kopnyce.r KancyJ/ibl U MapKUPOBKOW KpacHOro LBeTa
KBTI YIIEL Conepxumoe kaneyll- | «-OMEZ-DSR»  Ha KOpIyce KarncyJbl.
chepuueckMe  mesIeTHl  Genoro M Comepxumoe  Kancys: cepuueckme
OpEIHEEONA HECE. neyeTsl oT 6eoro Ao cepoparo-6enoro U
OT  KOPUYHEBOrO [0 HEJITOBATO-
KOPWUYHEBOIO LIBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: lpoaykr cooteercTByeT Tpebopanusam HJI 3axmouenune: OJJOGPEHO
Prepared by / Checked by / [Mposepeno: |[Checked by (AQA) / Approved by: Quality
[ToarorosneHo: A. Susmitha - Quality Nposepeno (AOK): Assurance/Authorized person /

Onobpeno: Obecneyenme
kayectea/OTRETCTBEHHOE NTULIO:

S. Haneef - Quality Assurance- Team
Member ﬁ,

Date /Mlata: | @ ~0 L~12)||Date /Jlata:[§ <02~ 20216 ||Date /[lata: ) § ~0 2 ~202 4| Date /Jlara: lq —0 L—f?%




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

Page2 of 8/ Crp.2 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancyani ¢ MognGHIMPOBAHHBIM BbicBoGoKAeHHeM, 30 Mr+20 mr

Market / Peivok : Russia/ Poccust

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne e Oo6nem cepuu © 1250000 xarncyn
Analytical Repo“rt No / . 2002FP26000152 Date of Analysis / . 14-02-2026
AnanuTu4ecKkuil oTyer Ne Jata anaanza

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028
JlaTta npousBoacTea Tonen no

Ne

Mfg. License No. /
Tpou3BoacTBeHHAS JIULEH3NA

: 63/RR/AP/96/F/R

MA number:/ Homep PY

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

Analysis performed according ND / Ananus nposeaen mo HJI: JITT1-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HUpentundurauus 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
HomMnepunon preparation under assay. / Bpemena | Assay). / Bpemena  ynepiuBaHus

YOEPXKHMBAHUSA OCHOBHBIX [HKOB HA | OCHOBHEIX THMKOB HA XpOMaTOrpamme
XpOMaTorpamMMe HCIIBITYEMOrO pacTBOpa | MCHBITYEMOTo pacTBOpa JOJIKHBI
COOTBETCTBYIOT BPEMEHAM YAEP)KUBAHHs | COOTBETCTBOBATH BPEMEHAM YACPKHMBaHHMs
NHKOB OMerpazola W OOMIEepHAOHa Ha | IMKOB OMeMpasoia ¥ AOMIEPHAOHA Ha
XpoMaTorpamMme CTaHJAPTHOrO PAacTBOpa | XpoMarorpaMme CTaHAApTHOrO pacTBOpa
(paznmen «KomuuectBeHHoe | (pazaen «KonuuectBeHHoe
onpeneneHue»). OMpeneneHuUe»).

3 Average weight of the net 375.28 mg / 375,28 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeausisi Macca mg) /
COAEPKUMOro KancyJa 369,0 mr = 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.2% wiw /1,2 % wiw Not more than 4.0 % w/w / He 6onee 4,0 %
CoaepixaHue BORBI

5 Uniformity of dosage units / OxHOpoAHOCTH J03MPOBAHHBIX eIMHMII

Omeprazole / Omenpazon

Domperidone /
HomnepunoH

73/173

94/94

Acceptance value (AV) should be less than
or equal to 150 / Tlokasarens
npuemyemocty (AV) nomxeH ObiTh He
6osee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / [Iloka3sarens
npuemnemMoctd (AV) nomkeH ObITL He
Gouee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHuam HJJ

Conclusion : APPROVED /

3axmwouenune: OJJOBPEHO

Prepared by /
[Moaroroeneno:

D. Latha - Quality control-
Team Member

e

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

Checked by (AQA) /
[Nposepeno (AOK):
M. Nanaji - Quality
C{Q/ —7

Assurance- Team Member

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

Member

S. Haneef - Qual!‘éy Assurance- Team

Date /[lata:| Qo021 5

Date /IIaTag -OL- 206

Date /L[a’ra:,g_o;,_wu

Date //lara: l C’-’@-,Q o %




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3 of 8/ Crp.3 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoayxt: Omes® ICP, kancyanl ¢ MoIndUIMPOBAHHLIM BbicBoboxaenuem, 30 mr+20 mr

Market / Puinok

: Russia / Poccus

Batch No/ . Batch Quantity / . 1250000 caps /

Cepus Ne i BEGHOZED Ob6bem cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP26000152 Date of Analysis / . 14-02-2026
AHanuTHYecKuii oTyeT No Mara anannsa

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028

JlaTa npousBoacTBa Topen g0

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposenen no HJI: JII-Ne(002687)-(PI-RU)-071223

6 |[Impurities / [Ipumecu

Domperidone /
omnepuoona:

impurity / Jlro6as
eNMHNYHas

npuMech

Total impurities /
Cymma npumeceit

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

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified

HeuaeHTHUUMPOBaHHAs

Below Limit

(TTO = 0,003%)

(TTKO = 0,010%)

0.05%/0,05%

(TIKO = 0,010%)

0.03%/0,03%

Below Limit

(TTO = 0,004%)
0.13%/0,13%

0.2%/0,2%

of Detection (LOD =
0.003%) / Huxe npenena oOHapyXeHHs

Less than LOQ (LOQ = 0.010%) / Huxe
npeaena KOMUYECTBEHHOrO ONPEAENCHUSs

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe

npeaeia KOJUYECTBEHHOIO OIpEACTICHUA

Not detected / He o6HapyxeHa

of Detection (LOD =
0.004%) / Hwxe npenena oOHapykeHHS

Not detected / He o6HapyeHa

Not detected / ne 0GHapyxeHa

Omeprazole / Omenpazona:

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 / lomnepuoona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Goaee 0,50 %
Not more than 0.50 % / He G6onee 0,50 %
Not more than 0.50 % / He Goaee 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 6onee 2,5 %

Remarks : The Product confirms to ND/

[Ipumeyaunne: [Ipoaykr coorBeTcTByeT Tpebosannsm HJL

Conclusion : APPROVED / |

Jakmouenue: OJJOBPEHO

Prepared by /
INoaroTosneHo:

D. Latha - Quality control-
Team Member

e

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

=

Checked by (AQA) /
INposepeHo (AOK):

M. Nanaji - Quality
Assurance- ’[eam Member

i

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecneueHue
kauectBa/OTBETCTBEHHOE JIULO:

S. Haneef - Quality Assurance- Team
Member Q‘

Date /[lara: (AT !

Date /Jlata; |[R01-2014

Date /[lata: | 8-D2-2024

Date /[lara: 7 C] == 'L,oLé
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIN3A

Page4 of 8/ Crp.4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+Zb mg /
Mpoaykr: Omes® ICP, xaney bl ¢ MORHGHUUHPOBAHHBIM BhICBOGONKAeHHeM, 30 Mr+20 mr

Market / Peinok

: Russia/ Poccus

Ne

Batch No / _ Batch Quantity / . 1250000 caps /

Cepus Ne ¢ B2o00Z85 O6bem cepuu 1250000 kancyn
Analytical Repovrt No / . 2002FP26000152 Date of Analysis / . 14-02-2026
AHannTHUecKuii oTyeT No JlaTa anaausa

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028

Jata npou3BoacTBa Tonen go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no H/: JITI-Ne(002687)-(PT-RU)-071223

7  |Residual solvents/ OcTraTouHble opranudecKue pacTBOPUTEH
a) Methanol/ 5 pg/capsule / 5 mxr/kancyna a) Not more than 1107 pg per capsule /
Metanon He 6onee 1107 Mkr Ha kancymy
b) Methylene chloride / Pl b b) Not more than 221 pg per capsule /
Metunenxnopun He 6onee 221 mxr Ha kancyiy
8 Dissolution / PacTBopenue

a) Omeprazole/
Owmenpason

i. Acid stage (0.1N
HCI)/
B 0,1 M pacteope
XJIOPUCTOBOIOPOAHO
# KUCTOTBI

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

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

96%, 96%, 100%, 96%, 93%, 98%

Ina 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C7H9N303S) after 2 hours. /
B 0,1 M pacTeope XJI0pOBOIOPOSHOM
KHCIOTHI — He Honee 15 % ot
tdakTuyeckoro conepxaHus

omernpasona (C7H9N3O;S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(Ci7H19N3038) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMMHAJILHOTO COACPIKAHUS
omenpazona {C7H19N30:S) yepes

30 muH.

Remarks : The Product confirms to ND/

Ipumeuanue: Iponykt coorBeTcTBYeT Tpeboanusam HJL

Conclusion : APPROVED /

3aknouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

LR

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

o

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

=1

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Ounobpeno: Obecnieuenue
KauecTBa/OTBETCTBEHHOE TULO:

S. Haneef - Qua|ity Assurance- Team
Member u

Date /[lata: lefo 215 |

Date /[lara: |01 -q,o%

Date /[lata: ) @-D2~2024

Date /[lara: Ta/a)/,ﬁ/o %




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

PageSof 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyanl ¢ MORMGHIHPOBAHHBIM BbicBoGokIeHUEM, 30 Mr+20 mMr

Market / Poinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne + Bae028s O6bem cepuu © 1250000 xancyn
Analytical Repo:‘t No/ . 2002FP26000152 Date of Analysis / . 14-02-2026
AHanUTHYECKHUH oTueT No N Jlara anaausa

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028
Jarta npoussoacTea T'oaen no

Mfg. License No. /

Ne

HpOl/BBOHCTBeHHaﬂ JIMUCH3UA

: 63/RR/AP/96/F/R

MA number:/ Homep PY

: JIT1-Ne(002687)-(PT-RU)

Analysis performed according ND / Araaus nposeaen mo H/I: JIT1-Ne(002687)-(PI'-RU)-071223

b) Domperidone /
Homnepunon

124

i. after 1 hour/uepes 1 u

ii. after 4 hours / uepes 4 u

ili. atter 8 hours / uepes 8 u

iv. after 12 hours / uepe3

21%, 20%, 24%, 22%, 19%, 20%

47%, 46%, 55%, 53%, 45%, 49%

72%, 72%, 19%, 79%, 69%, 75%

85%, 82%, 89%, 92%, 82%, 87%

In 0.1M hydrochloric acid solution /

B 0,1 M pactrope XJ0pOROOPOTHOIA
KHCIIOTBI:

between 15 % and 40 % / ot 15 % no 40 %

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

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

not less than 70 % / ve menee 70 %

of the labeled amount of Domperidone
(C22H34CIN;5O3) / 0T HOMHHANBHOTO
COAEpKaHUs JOMIIEPUAOHA

(C22H34CIN;5O»)
9 |Assay/ KoandecTBeHHoe onpeaesieHue
A. Omeprazole / 20.03 mg /20,03 mr A. From 180mg to 220mg of
Owmenpazon (100.2% / 100,2%) Ci7H19N:O38 (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr pmo 22,0 wmr
Ci7Hi9N;03S (omenpazon) B kamncyJe
(o1 90,0 no 110,0 % oT HOMMHHANBHOTO
COAEPIKAHUSA).

Remarks : The Product confirms to ND/

Ipumeuanne: [TponykT coorBeTcTBYET TpeGoBaHusam HJI

Conclusion : APPROVED /

3a|{nlgqeﬂne: OJOBPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

Lkp

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

K

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

Assurance- Team Member

)

ar

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kauyectsa/OTBETCTBEHHOE JIULIO:

Member

Date /[lata:{ Q-0 }-—)-2) 1

Date /[lara: |§ 0220 L{HDate /Nara: |@~02 ~2004

S. Haneef - Qualgr Assurance- Team

Date /dara:

m#a -




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancy bl ¢ MoAuGHUNPOBAHHBIM BbicBoGokaeHueM, 30 mr+20 mr

Market / PuiHok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi No » BRsORES Ob6bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002EP26000152 Date of Analysis / . 14-02-2026
AnanuTnyeckuii oTueT No - Harta anaaunza

Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028

JlaTta npou3BoacTBa loaen g0

Mfg. License No. /

IpousBoacTBennan guuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT'-RU)
No

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

B. Domperidone /
Jowmnepuaon

30.22 mg /30,22 mr B. From 27.0 mg to 330 mg
(100.7% / 100,7%) C22H2u4CINsO;  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr po 33,0wmr
C22H34CINs O3 (aoMnepunoH) B
kancyne (ot 90,0 go 110,0% ot
HOMUHAJILHOTO COAEPI)KaHU).

10 |Microbial limits / Mukpo6nonornyeckas 4ucrora

a) Tatal arrnhic micrahial
count / O6uiee 4uca0
a’poOHBIX
MUKPOOPTaHUu3MOB

b) Total combined yeasts
and mould count /
O61ee uuciao
OPONOKEBBIX U
TIECHEBBIX rpHOOB

T ess than 10 CFTT/g / a)
Menee 10 KOE/r

Nnt more than 10° CFT1/g /
He 6onee 10° KOE/r

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

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

¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcytcrByeTrB 1l T OrcyrctBue 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

insert) in a carton. / [To 10 xancyn B
Snuctepe u3 (IIBX/AJUTIA) donbru /
amoMuHueBoit doneru. Ilo 3 Gnucrepa
BMECTE C HMHCTpYKLHEH no
MEAMLIMHCKOMY MPUMEHEHUIO (JINCTKOM-
BKMablllIeM) B TAUKY KAPTOHHYIO.

(package insert) in a carton. / Ilo 10
kancyn B Smucrepe u3z ([IBX/AJUTIA)
doasru / anomuHderoii ¢oneru. Ilo 1, 3,
8, 10 6nucrepoB BMECTE C MHCTPYKLIMEN MO
MEAMLIMHCKOMY MPUMEHEHHIO (NIMCTKOM-
BKJIa[bIILIEM) B MAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHuam HJJ

Conclusion : APPROVED/

Jakmwouenne: OJOBPEHO

Prepared by /
IloarororneHo:

D. Latha - Quality control-
Team Member

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

#-

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIMLO:

S. Haneef - Quality Assurance- Team
Member _Q

[Mposepeto (AOK):
M. Nanaji - Quality
Assurance- Team Member

—f

Date /Jlara: [ Qo)) Date /Jlava: [ @ -0 9 - 3024|Date /[lataj 8 ~p2~ 267 ¢,||Date /lara:

ﬁTfo?ff‘MZé




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page 7 of 8/ Crp. 7 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mponykr: Omes® JICP, kancyani ¢ MOAHGHUMPOBAHHLIM BLICBOGOMKAeHHeM, 30 Mr+20 Mr
Market / Poiox : Russia/ Poceust
Batch No / . Batch Quantity / . 1250000 caps /
Cepusn Ne - B2600283 O6nem cepun * 1250000 xancyn
Analytical Repovrt No/ . 2002FP26000152 Date of Analysis / . 14-02-2026
AHaJMTHUYeCKNi oT4yeT No Jara ananuza
Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028
JlaTa npoussoacTBa T'oaen g0 B
Mfg. License No. /
[MpousBsoacTeenHast muuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Anasns nposeaen no HJL: 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.

* — Hopmbl B crieLuMKALMK IPEACTABICHBI HA CPOK roaHoCTH. [Ipy Bbiycke mpenapar MpoBEPAETCS B COOTBETCTBHU CO
crnieurduKauyeid Ha BBIMYCK, MOITOMY B ceprudMKaTe aHanu3a Ha penapar Moryt ObiTb ykazaHbl DoJsiee CTPOrHE HOPMBI,
4eM B HACTOALIEM HOPMATHBHOM JOKYMEHTE MO KaueCTBY.

API name / HaumenoBanue A®C: Omeprazole / Omenpazon Domperidone /[JomnepnaoH
INN /MHH: Omeprazole / Omenpason Domperidone / Jomnepuaox
API manufacturer batch number /

Homep cepnu npoussoaurens APC: OME/00425 0000125863

FP Manufacturer API Batch number / B

Homep cepun cy6cTaHUMHK FBSA00285 FBSHO00016
npouspoaurtensn I'JIP:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Mpoussogurear APC, cTpaua: punn ®apmacerotukaic Jita, Muaus Bacynxa ®apma Kem JIta, Mnaus

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — II, Survey No. 42p, 43,
FP manufacturing site / Control site / 44p, 45p, 46p, 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

Release site / Malkajgiri District - 500090, Telangana State, India (license No.
HaumenoBaHue, aapec, THUEH3UA ANR _ 63/RR/AP/96/F/R) /

IpouszeoacTBeHHAs! MIoWAAKA / H-p Pennu’c JlaGoparopuc JIta., [IponzsoacteeHnoe noapazaeneuue-Il,
Iaowanka KOHTPOAA KavyecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
IMaomanka Bbinycka Bauynannu Mannan, Meauan Mankamkrupu Juctpukr - 500090, wrat

Tenadrana, Uuaus (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 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».

— — — e —— e —— ——
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt cooTBeTcTByeT Tpeboanuam HJ| 3akmuouenue: ONOBPEHO
Prepared by / Checked by / ITpoeepeno: |[Checked by (AQA) / Approved by: Quality
IMoaroroBneHo: A. Susmitha - Quality [Mposepero (AOK): Assurance/Authorized person /

D. Latha - Quality control- [|control- Team Member M. Nanaji - Quality Onobpeno: ObecneueHne
Team Member Assurance- Team Member [|kauectsa/OTBeTCTBEHHOE TULIO:
@/ 5 S. Haneef - Quality Assurance- Team
l/%/* 7 ( Member %
Date /[lara: L¢~02-2200 Date /lara: (R 91~ 10 L £ ||Date /Hara: | @~02-2004 |[Date/Jlara: l C{ ~0) v,




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
N Page 8 of 8/ Crp.8 u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyabl ¢ MognMUMpOBaHHLIM BhicBo00kaeHHeM, 30 Mr+20 mr
Market / PoiHoK : Russia/ Poccus
Batch No / . Batch Quantit;/ . 1250000 caps /
Cepus Ne R E2DeS O6Bem cepun * 1250000 kancyn
Analytical Repo:'t No/ . 2002FP26000152 Date of Analysis / . 14-02-2026
AHaauTu4eckuii oryet No Jara ananusa
Date of Manufacture / . 08-12-2025 Date of Expiry / . 30-11-2028
JaTa npon3BoacTBA T'oneH o
Mfg. License No. /
TpousBoacTBeHHan aunenzun : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PT'-RU)
Ne
Analysis performed according ND / Anaqu3s nposeaex no H: JITTI-No(002687)-(PI-RU)-071223

3aioueHue 0 cooTBercTBHU: «HactosmiMM s mnoATBep)KAal0, HTO MNpUBEAEHHAs Beille HHPOpMaLuUa sBAseTCS
JOCTOBEPHOI M TOYHOH. JTa cepus NMPOAYKLMH npousBeneHa (BKIOYas yNakopky (MapKHpPOBKY) U KOHTPOJIL KauecTra) Ha
BbILIEYKA3aHHOM TNpPOU3BOACTBEHHOH mouwlaake (maow@aakax) B TMOJHOM COOTBETCTBMM C TpeboBaHuaMU [lpaBun
Hajsiexauled Npou3BOACTBEHHON MpakTuku EBpasuiickoro 3KOHOMHWUYECKOTo cowo3a U TpeboBaHWAMH KOHTpOMS KauecTBa
JIEKapCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBHU CO CHEUM(PHKALMAMU, COAEPKALUMMHUCA B PErMCTPALIMOHHOM HOCHE
CTpaHbI-UMIIOPTEPA. 3alHCH TO MNPOU3BOACTBY, YNAKOBKE W aHalu3y [POBEPEHbl, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusam [Ipasun namnexarueit MpoU3IBOACTBEHHOM NpakTUK EBPasuiickoro SKOHOMUYECKOTO COKO3a».

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

Ipumeuanne: [Ipogykt coorBercTByeT Tpebosanuam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Ipoeepeno: |[Checked by (AQA) / Approved by: Quality
[MoaroTosaeHo: A. Susmitha - Quality [Mpoeepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- [|control- Team Member M. Nanaji - Quality Onobpeno: ObecneueHne
Team Member Assurance- Team Member ||kauectra/OTBeTCTBEHHOE MNLO:

[ p S. Haneef - Quality Assurance- Team

"‘f‘}f Member g

Date /lara: (& y — A4 |Date /[laral go)- 201§ ||Date /[lata:) @-p2-207 4| |Date /[lara: 10{ f&/%%




