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Dr. Réddy’s ‘.:..

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 10f 8/ Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancybi ¢ MoanhHIMPOBAHHBIM BbicBOGoKAeHueM, 30 Mr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepns Ne £ B2gR0C 68 O6bem cepun * 1250000 kancyJ

Analytical Repovrt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026

AHanuTHYecKHil oTueT No Jata ananuza

e ——————— : 17-12-2025 ate of Kxpicg : 30-11-2028

JaTa nponzBoacTea Togen a0

Mfg. License No. /

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

Ne

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

S'JI:.‘? / Test / Tect Result / PesyabTar Specification / Cneundukauns
1 Description / Onucanue | Hard  transparent colorless  gelatin | Hard transparent colorless gelatin capsules

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 and brown spherical peliets. /

TBeprable  >KeNaTHHOBBbIE  MPO3padHbIe

MapKHUpPOBKOH

GecLBETHBIE  KarCyJbl

pasmepa 1 c
4EPHOTO LBETA

« “Y DR. REDDY’S» na KPbILIEYKE

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. /

JKETaTHHOBbIE ~ TpO3pauHbie
Kancynsl pasmepa 1 ¢
4epHOTo uBera

Teepasle
6ecuBeTHbIE
MapKHPOBKOM

D. Latha - Quality control-
Team Member

Ly

control- Team Member

@

M. Nanaji - Quality

Assurance- Team Member

L

A7

Karcynel M MapKMpOBKO#  KkpacHoro | 7Y DR. REDDY’S» Ha kpblueuke
Haeta «OM%Z'DSR» Ha KOpl’IyCC‘ Karcysisl H MapKHPOBKOH KPacHOro LBETA
Kallcy b, OASIREHMOS Kaneyl: | «OMEZ-DSR» Ha kopmyce KancyJsl.
cepuueckue nemaetel  Genoro M Coneprumoe Kancys: chepuueckue
KEPHIHEBOrG.LBETA. nenaersl ot 6enoro Ao cepoBato-6eyoro u
OT  KOPHYHEBOrO0 A0  IKENTOBATO-
KOPHUYHEBOTO LIBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanne: [MpoaykT coorBeTcTBYET TpeGoBanuam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / ITposepeno: |[Checked by (AQA) / Approved by: Quality
[NoarotosneHo: A. Susmitha - Quality IMposepeno (AOK): Assurance/Authorized person /

Onobdpeno: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef - Qualjty Assurance- Team
Member g

Date //lara: Lev)—iord

Date /lara:}g0) ~-2024

Date //lata:} 8~0 2~2004

Date /[lara:

Q- 02- % U




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page2of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxt: Omes® JICP, kancyJibl ¢ MoAM(HUHPOBAHHBLIM BbicBoOoMaeHHeM, 30 Mr+20 Mr

Market / Puinox

: Russia / Poccus

JaTa npon3soacTaa

Tonew no

Batch No / . Batch Quantity / . 1250000 caps /
Cepns No s Baolibed Oo0bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
AHAJUTHYECKHIT oTUeT Ne JlaTta anajansa

e O B SO : 17-12-2025 etk : 30-11-2028

Ne

Mfg. License No. /
IMpoussoncreennas auuensus : 63/RR/AP/96/F/R

MA number:/ Homep PY

+ JITI-Ne(002687)-(PI'-RU)

Analysis performed according ND / Ananu3 nposeaen no HJ: JIIT-Ne(002687)-(PI'-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Naentuduxauus 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
Owmenpason in the chromatogram of the standard | chromatogram of standard solution (section
HJomnepunoH preparation under assay. / Bpemena | Assay). /  Bpemena  yaepxuBaHus

YIOEpXKHBAHUA OCHOBHBIX T[IMKOB HA | OCHOBHBIX [MHKOB Ha Xpomarorpamme
XpOMaTorpaMme HCIBITYEMOro pacTBOpa | HCIBITYEMOrO pacTBopa IOTDKHBI
COOTBETCTBYIOT BPEMEHAM YAEPXKUBAHUS | COOTBETCTBOBAThH BNEMEHAM Y/EePKURAHUS
MUKOB OMENpa3ojia M AOMMEPUAOHA HA | IMKOB OMENpaszosia W [JOMIEpHIOHA Ha
XpoMaTorpaMMme CTaHIapTHOrO PacTBOpa | XpoMarorpamMMe CTaHAapTHOrO pacTBOpa
(pazmen «KonuuectBenHoe | (pazaen «KonuyecTBeHHOE
OnpeaeneHue»). omnpeneneHue).

3 Average weight of the net 376.97 mg/ 376,97 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansist macca mg) /
COAEepPIKUMOro Kancysa 369,0 mr £ 10 % (ot 332,1 no 405,9 mr)

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

5 Uniformity of dosage units / OgHopoaHocTh 103MPOBAHHBIX €IHHHIL
Omeprazole / Omenpazon 10.0/10,0 Acceptance value (AV) should be less than

or equal to 150 / Tloka3arens
npuemaemoctd (AV) nomxeH ObITb He

83/83 6onee 15,0.
Domperidone / Acceptance value (AV) should be less than
Jomnepuaon or equal to 150 / Tlokasarens
npuemsiemoctd (AV) pomkeH ObiTh He

Gonee 15,0.

Remarks : The Product confirms to ND/

[Ipumeuanue: [Ipoaykt coorBeTcTBYET Tpeboanusam HJ

Conclusion : APPROVED /

3akmouenue: OJOBPEHO

Prepared by /
[loaroToBneHo:

D. Latha - Quality control-
Team Member

A. Susmitha - Quality
control- Team Member

g | F

Checked by / ITposepeno:

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

—+H

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnoGpeno: Odecneuenue
kavecTBa/OTBETCTBEHHOE JTHLLO:

S. Haneef - Quality Assurance- Team
Member j&

=

Date /[1ara: LG’D'I«-%C

Date /Jlarta: lf D1~ 2024

Date /[lata:) 80 2~20246

Date //lara: \ 0\/0:2/70 ",




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3 of 8/ Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mé /
Mpoaykr: Omes® JCP, kancy.ibi ¢ MOARDUUHPOBAHHBIM BbIcBOOOMAeHHEM, 30 Mr+20 M

Market / Puinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne : B2600363 Ob6nem cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
AHajauTHyecKuii oTuer No Jara anaanza

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTa nponsBoacTBa Togen 10

No

Mfg. License No. /
"pOH3BO£lCTBeHHaﬂ JIHIEH3UudA

¢ 63/RR/AP/96/F/R

MA number:/ Homep PY

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

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

6

Impurities / [Ipumecu

Omeprazole / Omenpasona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTrobas
eIMHUYHAsI
HeUACHTHHLIMPORAaHHAS
npUMech

Total impurities /

Cymma npumeceit

0.01%/ 0,01%

Less than LOQ (LOQ = 0.010%) / Huxe
npezena KOJMYECTBEHHOTO ONpeaesieHus
(TTIKO = 0,010%)

0.05%/0,05%

Not detected / He obHapy»eHa

Less than LOQ (LOQ = 0.010%) / Huxe
npenena KOJMYECTBEHHOTO OINpPEeAeseH s

(TIKO = 0,010%)

0.03%/0,03%

Not detected / He obHapyskeHa

Less than LOQ (LOQ = 0.012%) / Huxe
npezena KOJHYECTBEHHOrO OINpeneneHus
(TIKO = 0,012%)

0.12%/0,12%

Not detected / He obHapyskeHa

Not detected / He 0OHapykeHa

0.2%/0,2%

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

Residual solvents/ OcraTouHble opraHHYecKHe pacTBOPHTEJH

a) Methanol/
MetaHon

b) Methylene chloride /
Metunenxnopun

4 pg/capsule / 4 mxr/kancyna

Not detected / He obHapyx«eHa

a) Not more than 1107 pg per capsule /
He 6onee 1107 Mkr Ha kancyny

b) Not more than 221 ug per capsule /
He Gonee 221 mkr Ha kancyny

Remarks : The Product confirms to ND/

IMpumeuanne: [poaykr coorpercreyer Tpedosanuam HJL

[Conclusion : APPROVED /

Jaxmoueune: OJJOBPEHO

Prepared by /
Iloaroroenexo:

D. Latha - Quality control-
Team Member

L9y

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

@ Assurance- Team Member

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

—Hp

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kavecTa/OTBETCTBEHHOE TUUO:

S. Haneef - Quality Assurance- Team
Member _(?3

. s

Date /[lara: ¢ /DL—J).,m«(

Date /[ara: (g0, ~2028

Date /[laTa:] Q~Da~w2b

Date //lara: \'(‘11/0 Y Yol




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 4 of 8/ Crp. 4 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, kancy bl ¢ MoanGHUHPOBAHHBIM BbicBoGOmKAeHHEM, 30 Mr+20 mr

Market / Puinox

:+ Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne & B2600363 O6nem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
AHasuTnyecknii oryet No Jara ananusa
Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
Jara npoussoacTea Tonen no
Mfg. License No. /
Tpouspoacreennas nunenzusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JII1-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anaaus nposeaen no HJI: JITT-Ne(002687)-(PI'-RU)-071223
8 Dissoluty)T/ Pac{sopenne
a) Omeprazole /
Owmernpazon
i. Acid stage (0.1N 5%, 8%, 1%, 6%, 5%, 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 (C17H;9N303S) after 2 hours. /
XJIOPUCTOBOJOPOAHO B 0,1 M pacTBOpe XJI0pOBOAOPOLHON
1 KUCIOTHI KUCIOTHI — He Gonee 15 % ot

tbaxruveckoro comepxaHus

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

98%, 101%, 95%, 95%, 94%, 91%

omernpaszona (C17H19N3O;S) uepes 2 a.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N3038) after 30 minutes./

B 6ydepe pH 6,8 ~ He menee 70 % (Q)

OT HOMUHAIILHOTO COACPXaHHs
omernpasona (C7Hi9N3038) uepes

30 MuH.

Remarks : The Product confirms to ND/

Ipumeuanue: [Npoayxr coorsercTByeT Tpedoranusam HJL

Conclusion : APPROVED /

Jaxnwuenne: OJOBPEHO

Prepared by /
[loaroroeneHo:

D. Latha - Quality control-
Team Member

217

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

Q',/

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

M. Nanaji - Quality
Assurance- Team Member

=

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JULO:

S. Haneef - Qualjty Assurance- Team
Member

P

Date /L[aTa:LQ,,.O,)_/)_p%

Date /[ara: /g'D L2024

Date /[lata: | @~02~2024

Date /[laTa: 1‘?\ D) '?né)/(o




Dr.Reddy’s "':°

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page Sof 8/ Crp.5u3 8

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

Mpoaykr: Omes® ACP, kancy.ibl ¢ MOAH(HIHPOBAHHLIM BbICBOGOKAeHHEeM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / ] Batch Quantity / 1250000 caps /
Cepus Ne + B2600363 Ob6nem cepun * 1250000 kancyn
Analytical Repourt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
Ananutuyeckuii oruet Ne JNarta ananau3a

Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
[Marta npoussoacrea T'ogen a0

Mfg. License No. /

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

Analysis performed according ND / Anagu3 nposeaen mo H: JITI-No(002687)-(PI-RU)-071223

b) Domperidone /
JomnepunoH

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope XN0pORQIOPOHON
KHCIIOTBL:

124

i. after 1 hour/uepe3 1 u

ii. after 4 hours / uepes 4 u

iii. after 8 hours / uepe3 8§ u

iv. after 12 hours / uepes

18%, 18%, 17%, 17%, 18%, 17%

42%, 39%, 39%, 38%, 43%, 38%

66%, 63%, 64%, 60%, 66%, 61%

82%, 79%, 79%, 72%, 80%, 75%

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

between 30 % and 70 % / ot 30 % 1m0 70 %

between 55 % and 95 % / ot 55 % no 95 %

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5QO3) / 0T HOMHUHAILHOTO
COAeprKaHus JOMIIEpUIOHA

(C22H24CIN5O»)
9 |Assay / KoanyecTBeHHOe onpenesieHne
A. Omeprazole / 19.80 mg/ 19,80 mr A. From 180mg to 220mg of
Owmenpazon (99.0% / 99,0%) Ci7Hi9N3Os3S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr nmo 22,0wmr
Ci17H19N3;O3S (omenpason) B kancyse
(ot 90,0 10 110,0 % oT HOMUHaILHOIO
COnepIKaHu).

Remarks : The Product confirms to ND/

IIpumeuyanmne: [IponykT coorBercTByeT Tpedosanusm HJL

Conclusion : APPROVED /

3akaouenne: OJOBPEHO

Prepared by /
[MToaroTorneHo:

D. Latha - Quality control-
Team Member

L

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

&

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

Assurance- Team Member

L3

o

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

S. Haneef - Quality Assurance- Team
Member :Y\

e

Date /[ara: &0 2221

Date /[lata: {&01~20 3L

Date /[lata: | @03 ~102.4

—

Date/Jlara:\ g _o R Lo Uk




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 8/ Crp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancy.nl ¢ Moau MUHPOBAHHLIM BhicBoOoxaeHnem, 30 mr+20 Mr

Market / Poinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne 3 BEDEs Ob6nem cepun * 1250000 kancyn
Analytical Repo“rt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
AHaauTHYeCKHH oTueT No JlaTa aHaJin3a
Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JlaTa npon3BoacTBa Toaen 1o
Mfg. License No. /
NpoussoacTBeHHas Junensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Anaau3s nposeaen no HJI: JITI-Ne(002687)-(PI'-RU)-071223
B. Domperidone / 30.15 mg/ 30,15 mr B. From 27.0 mg to 33.0 mg
Jomnepunon (100.5% / 100,5%) C2H2CINsO,  (Domperidone)  per
capsule (90.0 to 110.0 % of the label
claim) / Or 270wmr go 33,0wmr
C22H24CIN5O» (momnepuaoH) B
kancyne (or 90,0 mo 110,0% or
HOMUHAJILHOTO COIePKaHM).
10 |Microbial limits / Mukpobuonorudeckasi Y4Mcrora
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 10° CFU/g/
count / Obee yucno Menee 10 KOE/r He 6onee 10° KOE/r
a’3pobHBIX
MHKPOOPraHH3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 10> CFU/g /
and mould count / Meuee 10 KOE/r He 6onee 102 KOE/r
O6uiee uucio
JPONOKEBBIX U
MJIECHEBBIX [PUGOB
¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcytcrByerB 1 T OtcyrcrBueB 11
11 Package / Ynakoeka 10 capsules in a (PVC/AVPA) |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 Ileaflet
insert) inoa carton. / Tlo 10 waucyn 8 | (package inserl) in a carton. / Tlo 10
omuctepe w3 ([IBX/AJI/TIA) doneru / | kancyn B Onucrepe u3z (I[IBX/AJI/ITA)
amomMuHueBoit doneru. [lo 3 Gnucrepa | donsru / amomunueroit donsru. Ilo 1, 3,
BMECTE c HUHCTpYKLHEH no | 8, 10 6nucrepoB BMecTe ¢ HHCTPYKUHEN NO
MEIULIMHCKOMY MPUMEHEHHIO (JIMCTKOM- | MEOMUMHCKOMY TNPHUMEHEHUIO (JIMCTKOM-
BKNaAbIUIEM) B NAYKy KapTOHHYIO. BKJIA/IBILIEM) B [AYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/

[Mpumeuyanue: [TpoaykT coorBercTByeT TpeboBaHmam H/J

Conclusion : APPROVED /

3axaouyenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo:

D. Latha - Quality control-
Team Member

L e

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

&

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

M. Nanaji - Quality
Assurance- Team Member

=H(

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

S. Haneef - Quality Assurance- Team
Member y

Date /ata: e DY Ve

Date /[lara: (g,o L-2,6

Date /llata: | §~02~2024

Date /Jlata: \ 0"//62 Lol




o o
Dr.Reddy’s ‘,’.’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 70f 8/ Crp. 7 u3 8

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

Mpoaykr: Omes® ICP, kancybi ¢ MoAnGUUHPOBAHHBIM BbicBoboxkaAeHHEeM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepun Ne S O0Bem cepuu 1250000 xarnicyn
Analytical Repo“rt No/ . 2002FP26000242 Date of Analysis / . 13-02-2026
AHaauTHYecKHH oTyeT No Jara anaansa

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

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposeaen no HJ: 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.

* — HOopMBI B cnieuudHKaluy npeacraBieHsl Ha cpok roaHoctd. [lpu BeiMycke Npernapar MpoBepseTcs B COOTBETCTBHH CO
cneudurkanueit Ha BBITYCK, [MO3TOMY B cepTH(dUKATe aHasM3a Ha Mpernapar MOryT ObITh YKa3zaHbl §oJjiee CTPOrME HOPMBI,
YeM B HACTOALIEM HOPMATHBHOM [JOKYMEHTE M0 KAuecTBY.

API name / Haumenosanune A®C: Omeprazole / Omenpa3zon Domperidone /domnepuaoH
INN / MHH: Omeprazole / Omenpason Domperidone / lomnepuaoH
API manufacturer batch number /

Homep cepun npoussoauteass A®C: OME/00425 0000125863

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHumu FBSA00285 FBSHO00016
npoussoautens I'Jid:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
[poussoantenr ADC, crpana: MpuHu @apmacstotukanc Jira, Muaus Bacynxa ®apma Kem JIta, Munus

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.
HaunmenoBaHue, agpec, JTHUEH3US 115 63/RR/AP/96/F/R) /

Ipon3BoacTBeHHAN MJOWALKA / H-p Penau’c JTaboparopuc JIta., [poussoacreeHHoe noapasznenenue-Il,
InomaaKa KOHTPOJA KayecTsa / Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu Bunnamxk,
I1omwaaka Beinycka Bauynannu Maunpgan, Megyan Mankamkrupu Juctpukr - 500090, wrar

Tenaurana, Mnaus (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».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [poaykt coorBercTByeT TpeboBanuam HJJ 3aknatouenne: OJJOGPEHO
Prepared by / Checked by / I[TposepeHo: ||Checked by (AQA)/ - Approved by: Quality
[MoaroTtosneno: A. Susmitha - Quality Ipoeepeno (AOK): Assurance/Authorized person /
D. Latha - Quality control- ||control- Team Member M. Nanaji - Quality Omnobpeno: ObecneueHne
Team Member Assurance- Te‘am Member |[xauecTBa/OTBETCTBEHHOE JHLO:
S. Haneef - Quality Assurance- Team

"'d:r Member g

Date /Jlara: { ¢~ —1 o) (]|Date /Nara: (@ 0) -g0.4 ||Date /lata:) 8-02.~25) 4 |[Date /Nara: l ¢l 0 .. 2026
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A
- Page8of 8/ Crp.8u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancysl ¢ MoandHLUHPOBAHHBIM BbicBOOOmAeHNeM, 30 Mr+20 mr
Market / Poinok : Russia/ Pocens
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne ¥ BI500560 ~ O6beM cepun * 1250000 kancyn
Analytical Repourt No / . 2002FP26000242 Date of Analysis / . 13-02-2026
AHajauTHYecKknii oTyeT Ne Jlarta anaJjusa B
Date of Manufacture / . 17-12-2025 Date of Expiry / . 30-11-2028
JaTta npou3BoacTea T'opeH o
Mfg. License No. /
IIponspoacreennas suuensusa : 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

3axs0uenne 0 cooTBeTcTBHH: «HacTosuMM s TMOATBEPIKAAK), 4YTO INpHUBENEHHAas BbiLle HMHGOPMALHUS SBIAETCS
AOCTOBEPHOH ¥ TOUHOH. JTa cepus NMPOAYKLMH MpouzeeaeHa (BKIOHAsS YIaKOBKY (MAPKHPOBKY) U KOHTPOJb KauecTBa) Ha
BLILIEYKA3aHHOH TPOW3BOACTBEHHOH Truiowanke (IUolaikax) B TMOJHOM COOTBETCTBMU ¢ TpebGosaHMsamu IlpaBun
HaJUIeXalleH MPOW3BOACTBEHHON MpakTHkY EBpasuiickoro 3KOHOMUYECKOTO COK3a M TpeOORaHMSAMM KOHTPONA KadeCTBa
JIEKAPCTBEHHBIX CPEICTB, 4 TAKXKE B COOTBETCTBUM cO crieuudHKaUUAMH, CONCPKAIUMMUCS B PErMCTPALMOHHOM A0ChE
CTpaHbl-UMNOpTeEpa. 3alMCH MO MPOM3BOACTBY, YNAKOBKE M aHAM3y MPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpebosaHuam [Ipasun Hapnexkalleil NPOM3BOACTBEHHOMN NPakTHK EBPa3niicKOro 3KOHOMHUYECKOroO COKO3ay.

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

[Ipumeuanue: [IponykT coorBeTcTBYeT TpeGopanusm HJJ 3akmouenue: OJJOBPEHO

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

[MoarorosaeHo: A. Susmitha - Quality [poeepeno (AOK): Assurance/Authorized person /

D. Latha - Quality control- [|control- Team Member M. Nanaji - Quality Onobpeno: ObecneueHue

Team Member Assurance- Team Member ||xauectBa/OTBETCTBEHHOE JTHLIO:

@\ ? S. Haneef - Quality Assurance- Team

4 "f'é/( Member

Date /lata: [Q~01~)o)(|Date /[lara: {§-p) 2016 |[Date /[lata: ) @ -9 20 ¢|[Date /ara: \o\ B 9\,% LG




