Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page1of 7/ Crp. 1 u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancy.si ¢ MOAHPHUHPOBAHHLIM BbicBOGOXKAeHHeM, 30 Mr+20 mr

Market / Poitnok

: Russia/ Poccus

D. Latha - Quality control-
Team Member

control- Team Member

%l a

V. Prashanth - Quality

s

Assurance- Team Member

Batch No / ) Batch Quantity / . 1250000 caps /
Cepus Ne & B2502544 O6nem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP25002295 Date of Analysis / . 23-10-2025
AHaNUTHUeCKHUIl oT4ueT No Jarta anaausa
Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027
JaTa npou3BoACTBa TogeH Ao
Mfg. License No. /
IMpoussoacreennas anuensusn : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI'-RU)
Ne
Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(002687)-(PT-RU)-071223
S"I:.‘? / Test / Teer Result / Pesyasrar Specification / Cneunduxauns
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 Ca}’),sule " 'Y DR. REDDY'’S " on the Capsule
cap and a red lmprmt OMEZ-DSR” on cap and a red lmprlnt " OMEZ-DSR " on
the. capsule body}.l Capsulc contents: | e capsule body. Capsule contents: white
white and brown spherical pellets. / to grayish-white and brown to yellowish
Teepaple KenaTvHOBele Mpo3pauHsie | brown spherical pellets. /
GECIEEIHEIE _ arcylisl - pasmepa 1 ¢ Teepable  KENATHHOBBIE  MPO3pAUHbIE
MapKl:lpOBKOH HERESEC UBETA | GecupeTHbBIE Kancysibl pazmepa 1 ¢
« 7Y DR REDDY’S» Ha Kkpbliedke | MAPKUPOBKO# 1CpHOTO LBeTa
KarCysibl ¥ MapKMPOBKOH  KpacHoro | Y DR. REDDY’S» na KpBILIeHKe
usera  «OMEZ-DSR»  na Kopnyce.: Kancysibl U MapKHUpPOBKOM KpacHOro UBeTa
Karcyibl. Cozepraumoe Kaneytr | «OMEZ-DSR» mHa KOpIyce KarcyJbl.
cepuyeckide  meneTsl  GeNoro  u Comepkmmoe  Kancym  chepuueckue
CORIGIHEEDT OIS Td- MEJUIETH OT 6EJIoro 1o cepoBaTo-6enoro u
OT  KOPHYHEBOrO0 10 KEJITOBATO-
KOPUYHEBOro LBETA.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IpoaykTt cooreercTByeT TpeboBanmam HJL 3akmoyenune: OJJOBPEHO
Prepared by / Checked by / [Tposepeno: ||[Checked by (AQA) / Approved by: Quality
IToarorosneHo: A. Susmitha- Quality Ipoeepeno (AOK): Assurance/Authorized person /

Onobpeno: ObecneueHue
kauecT8a/OTBETCTBEHHOE JIULIO:

S. Haneef - Quality Assurance- Team
Member E

Date /[ara: 22 /LO—IJFH/ Date /[lata:33 10 ~2.p 2{

Date /Jlata: Y4y WVS

Date /Jlata: & 3,}0 )0 'ZS/




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page2 of 7/ Crp.2 n3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
[Mpoaykr: Ome3” JICP, kancyasl ¢ MOAH(HUKPOBAHHBIM BhicBobOIeHHeM, 30 Mr+20 Mr

Market / Prinox

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi Ne {B2502344 O6Lem cepuu 1250000 xancyn
Analytical Repovrt No / : 2002FP25002295 Date of Analysis / . 23-10-2025
AHaTuTHYeCKHIi oTueT Ne JlaTa aHaau3a

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

JaTta npousBoacTBa T'onen ao

Mfg. License No. /

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

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

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Haentupnrauus 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
HomnepuaoH preparation under assay. / Bpemena | Assay). / Bpemena  yaepxuBauus

YOCPXUBAHMA OCHOBHBIX THKOB Ha | OCHOBHBIX [IMKOB Ha XpOMAaTorpamme
XpoMaTorpamMme HCIMbITYEMOro pacTBopa | UCIBITYEMOTO pacreopa IOJDKHBI
COOTBETCTBYIOT BPEMEHAM YAEPHHBAHHSA | COOTBETCTBOBATL BPEMEHAM YAEP>KMBAHUS
MUKOB OMEMNpa3oia M AOMIIEPHIOHA HA | MMKOB OMEMNpasoja W [OMIEPUAOHA Ha
XpOMarorpaMme CTaHAApTHOrO PacTBOpa | XpoMaTorpamme CTAaHOAPTHOTO pacTBopa
(pazmen «KonuuectseHHoe | (pazmen «KonuyectBeHHOE
omnpeneneHue»). omnpeaeneHUe»).

3 Average weight of the net 378.62 mg /378,62 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansis macca mg) /
COAEPIKUMOro Kamncy.Ja 369,0 mr = 10 % (ot 332,1 no 405,9 wmr)

4 Water content / 1.0% w/w / 1,0% w/w Not more than 4.0 % w/w / He Gonee 4,0 %
CoaepxaHue BOAbI

5 Uniformity of dosage units / OaHopogHOCTL 103MPOBAHHBIX eAMHHUL
Omeprazole / Omernpazon 10.3/10,3 Acceptance value (AV) should be less than

or equal to 150 / Tlokazarens
npuemnemoctyt (AV) pomkeH ObiTb He

49/49 bonee 15,0.
Domperidone / Acceptance value (AV) should be less than
Homnepunon or equal to 150 / [Iloka3zarens
npuemnemoctd (AV) nomkeH ObITL He

Goree 15,0.

Remarks : The Product confirms to ND/ e

Ilpumeuanue: [Mpoaykr coorsercTByeT Tpeboanusm HJJ

Conclusion : APPROVED /

3akmouenue: OJOBPEHO

Prepared by /
[MoaroToBneHo:

D. Latha - Quality control-
Team Member

-

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

a

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

D

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneyenne
kauecTBa/OTBETCTBEHHOE JIHLIO:

S. Haneef - Quality Assurance- Team
Member A

e

Date /[lara: 23 e

Date /ara: 23- 10-90 )

Date /darta: ' }3/[0 .f‘w’ﬂ

Date /[lara: &3 0 2208




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page3of 7/ Crp.3u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Mpoaykr: Omesz* ACP, kancyasi ¢ MoARGHUHPOBAHHBIM BBICBOGOKAeHHEM, 30 Mr+20 mr

Market / Prinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne ¥ B2502944 O61em cepun " 1250000 xancyn
Analytical Repovrt No/ « 2002FP25002295 Date of Analysis / . 23-10-2025
AHanuTHYeCKnii oTyet Ne JlaTa aHann3a

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

JlaTa npousBoacTBa Toaen ao

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HJI: JIIT-Ne(002687)-(PT"-RU)-071223

6 |Impurities / [Ipumecu
Omeprazole / Omenpazona: Omeprazole / Omenpazona:
Impurity | / npumecs 1 U.U1%/ U,01% Not more than .50 % / He 6onee 0,50 %
Impurity 2 / npumecs 2 Not detected / He oGHapykeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 / npumecs 3 0.05%/0,05% Not more than 0.50 % / He Gonee 0,50 %
Impurity 4 / npumecs 4 Less than LOQ (LOQ = 0.020%) / Huxe|Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5 npefena Koju4decTBeHHoro omnpeneneHus | Not more than 0.50 % / He 6onee 0,50 %
Domperidone / (TTIKO = 0,020%) Domperidone / Jomnepuoona:
Hdomnepuoona: Less than LOQ (LOQ = 0.010%) / Huske|Not more than 0.50 % / He 6onee 0,50 %
Impurity A / npumecs A npenena KOJM4eCTBEHHOro onpeaeneHus | Not more than 0.50 % / He 6onee 0,50 %
Impurity B / npumecs B (ITKO = 0,010%) Not more than 0.50 % / He 6osnee 0,50 %
Impurity C / npumecs C Not more than 0.50 % / He 6onee 0,50 %
Impurity D / npumecs D 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Impurity F / npumecs F Not detected / He 0bHapykeHa Not more than 0.20 % / He 6onee 0,20 %
Any individual unidentified [0.02% / 0,02% Not more than 2.5 % / He Gosnee 2,5 %
impurity / JIrobas 0.11%/0,11%
eIMHHUYHAs Not detected / He 0bHapykeHa
HEUAEHTUDULMPOBAHHAS Not detected / He oGHapykeHa
npuUMech
Total impurities /
Cymma npumeceit 0.2%/0,2%

7 Residual solvents/ OcTaTouHble OpraHuuecKie pacTBOPHTEIH
a) Methanol/ 5 pg/capsule / 5 mxr/kancyna a) Not more than 1107 pg per capsule /

Metanon He Gonee 1107 mkr Ha kancysty
b) Methylene chloride / jOFAStEEted F sereorapyiEra b) Not more than 221 pg per capsule /
Merunenxnopun He 6onee 221 mxr Ha kancyny

Remarks : The Product conﬁrr? to ND/

[pumeuanue: [MponykT cooTBercTRYeT TpeGosanusam HJI

Conclusion : APPROVED /

3akauenne: OJJOGPEHO

Prepared by /
[ToarorosneHo:

D. Latha - Quality control-
Team Member

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

/=

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

ol

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: Obecrieuenue
kauecTBa/OTBETCTBEHHOE JTULIO:
S. Haneef - Quality Assurance- Team
Member %‘z

Date /[lata: 5 7~ © 20

Date /I[aTab? 3, ,'D, 204

Date /[lara: égib-w%

Date /[lara: f&% ~16-2038




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page4 of 7/Crp.4u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
[poaykr: Omes® JICP, xancyasl ¢ MoanhHUMPOBAHHBIM BEICBOGOKAeHHEM, 30 Mr+20 Mr

Market / Peinok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2502944 O6bem cepun * 1250000 kancyn
Analytical Repovrt No/ . 2002FP25002295 Date of Analysis / . 23-10-2025
AHANNTHYECKH I oTueT Ne JlaTa aHaju3a

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

JlaTta nponsBoacTBa Ilopen a0

Mfg. License No. /

IIpouseoacTBeHHas auuensusa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PT-RU)
No

Analysis performed according ND / Auanus nposegen no H: JITT-Ne(002687)-(P-RU)-071223

8

Dissolution / PacTBopenue

a) Omeprazole /
Onmenpazon

i. Acid stage (0.1N
HCl)/
B 0,1 M pacteope
XJIOPHCTOBOJOPOIHO
f KNCAoThI

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

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

96%, 96%, 104%, 98%, 96%, 95%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (Ci7H19N3O;S) after 2 hours. /
B 0,1 M pacTBOpe X/IOpOBOAOPOIHOIA
KHUCTOThl — He 6onee 15 % ot
tbakTHyeckoro conepKaHus

omernpasona (C7H9N303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N;058) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMUHAJILHOTO COAEPKAHUS
omenpazona (Cy7H19N30:S) uepes

30 muH.

b) Domperidone /
HomnepunoH

1. after 1 hour/uepe3 1 u
ii. after 4 hours/ yepe3 4 u
1ii. after 8 hours / uepes 8 u

iv. after 12 hours / uepes
124

23%, 23%, 24%, 25%, 23%, 22%
52%, 51%, 50%, 56%, 52%, 47%
75%, 715%, 71%, 74%, 73%, 66%
86%, 83%, 81%, 80%, 79%, 75%

In 0.1M hydrochloric acid solution /

B 0,1 M pactBope X10poBOIOPOAHOMN
KHCHOTHI:

between 15 % and 40 %/ ot 15 % 10 40 %
between 30 % and 70 %/ ot 30 % mo 70 %
between 55 % and 95 %/ ot 55 % 10 95 %

not less than 70 % / ne menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O2) / oT HOMHUHANIBLHOTO
COAepHaHUsA NOMMIEpUIOHA

Remarks : The Product confirms to ND/

IMpumeuanue: Iponykt cooTBercTBYET TpeboBaHnam HJJ

Conclusion : APPROVED /

3akawuenve: OJOBPEHO

Prepared by /
[MoarorosneHo:

D. Latha - Quality control-
Team Member

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

@ —

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

V. Prashanth - Quality
Assurance- Team Member
A

UNY

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

S. Haneef - Quality Assurance- Team
Member

Date /[lata: 22 A 0223

Date /Jlara: @310~ 90 (7|

Date /[lara: &l,m juﬂ)(

Date /[lata: &3”0 -/QOD_§
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

PageSof 7/ Ctp.5u3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes” JICP, kancyasi ¢ MOXHGHUHPOBAHHBLIM BbIcBOGOKAeHNeM, 30 Mr+20 mr

Market / Prinok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne F D202 OGrem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP25002295 Date of Analysis / . 23-10-2025
AHAAUTHYECKUIT oTUeT Ne JlaTa aHaamnza

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

JlaTta npousBoacrTea Toaen ao

Mfg. License No. /

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

Analysis performed according ND / Auaan3 nposeaen no H/L: JIT-Ne(002687)-(PT-RU)-071223

| J | (C22HasCINs02)
9  |Assay/ KosndecTBeHHOE vupeaeienne
A Omeprazale / 2010 mg/ 20,40 mr A. From 180mg to 22.0mg of
Owmenpazon (102.0% / 102,0%) Ci7H1gN3038 (Omeprazole) per
capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mr no 22,0 wmr
Ci7H19N3OsS (omenpazon) B kancyine
(ot 90,0 no 110,0 % oT HOMHHANEHOrO
COAEPHAHUA).
B. Domperidone / 30.15 mg/ 30,15 mr B. From 27.0 mg to 33.0 mg
Jomnepumon (100.5% / 100,5%) C»HouCINsO2  (Domperidone)  per
capsule (90.0 to 110.0 % of the Iabel
claim) / Or 27,0mMr go 33,0 mr
C22H24CIN;5O, (nomnepuaoH) B
kancyne (ot 90,0 mo 110,0% or
HOMHHAIILHOTO COAEpPIKaHus).
10 [Microbial limits / Mukpoduonornueckasi ynerora
a) Total acrobic microbial Less than 10 CFU/g / a) Not more than 10° CFU/g/
count / O6uiee yuco Menee 10 KOE/r He 6onee 10° KOE/r
a3pO0HbIX
MHKPOOPraHH3MOB
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 10> KOE/r
Obwee uncno
JPOMOKEBBIX U
MJIECHEBbIX MpuboB
¢) E. coli Absentinl g/ ¢) Shall be absent in 1g/
OtcyrctByerB 1 1 OtcytcrBue B I 1

Remarks : The Pr:duct conﬁrm;o ND/

[Tpumeuanwue: lpoaykr coorsercTByeT TpeGosanuam H/J

Conclusion : APPROVED /

3akimouenne: OJJOBPEHO

Prepared by /
[MoaroroeneHo:

D. Latha - Quality control-
Team Member

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

@

Checked by (AQA) /
IpoeepeHo (AOK):

V. Prashanth - Quality
Assurance- Team Member

s

Approved by: Quality
Assurance/Authorized person /
Onobpero: OGecneyeHue
kauecTsa/OTBETCTBEHHOE IULUO:

S. Haneef - Quality Assurance- Team
Member Eg ~

Date /[lata: g9, A.© A1 Date /Rara: R 3-10-20 X

Date /[ara: é&-{ﬁ.ﬂ,@%

Date //Tata: ‘2§/) 6 -2095




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 7/ Ctp. 6 m3 7

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoayxr: Omes® JCP, kancy.bi ¢ MoaupHUHMPOBAHHBIM BbICBOGOAeHHEM, 30 Mr+20 mMr

Market / PoiHok

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No BE2502544 O6Bem cepuu 1250000 karncyn
Analytical Repovrt No/ . 2002FP25002295 Date of Analysis / . 23.10-2025
AHaaHuTHYecKHH oTueT No JaTa anajau3a

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

JlaTa npousBoacTea Tloaen xo

Mfg. License No. /

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

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

11

Package / Ynakoska

10

capsules in
foil/aluminum (uil blister. 3 blisters and

a (PVC/AI/PA) | 10

foil/aluminum foil blister.

(PVC/AI/PA)
1, 3, 8, 10

capsules in a

patient information leaflet (package
insert) in a carton. / ITo 10 kancyn B
6anctepe w3 (I[IBX/AJI/TIA) donbru /
amomuHueBoil doseru. [lo 3 Gaucrepa
BMeCTe ¢ HHCTPYKLIHEH no
MEAULIMHCKOMY MPUMEHEHHUIO (JIUCTKOM-
BK/1a/IbILIEM) B A4Ky KAPTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / [lo 10
kancyn B Onuctepe u3 (IIBX/AJI/TIA)
donbru / antomunuesoit ponsru. Io 1, 3,
8, 10 6auctepor BMecTe ¢ HHCTPYKUHMEH MO
MEHUMHCKOMY TMPHUMEHEHHIO (JIMCTKOM-
BKJIAJbILIEM) B MaYKy KAPTOHHYIO.

* 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 CrieUM(HKALMK NPEICTaBIEHbl HAa CPOK rOAHOCTH. [IpM BBIMyCKE Mpenapat MpoBepseTcs B COOTBETCTBHMH CO

cneurdrkaumeit Ha BBIMYCK, NO3TOMY B CepTH(MKAaTe aHalW3a HA Mpenapar MOTYT ObITh yKa3aHbl GONEE CTPOrME HOPMBI,

4€M B HACTOALLUEM HOPMATUBHOM AOKYMEHTE IO Ka4yeCTRBY.

API name / Haumenosanne ADC:

Omeprazole / Omenpazon

Domperidone /[lomnepuaoH

INN / MHH:

Omeprazole / Omenpazon

Domperidone / JToMnepuaoH

API manufacturer batch number /
Homep cepun npouspoautens A®C:

OME/00225, OME/00325

0000118176,
0000116355 & 0000114839

npoussoautens [JId:

FP Manufacturer API Batch number /
Homep cepuu cyGeTaHunu

FBSA00126, FBSA00145

FBRHO00025,
FBRHO00012

API Manufactured by & country /
IMponseoaurtens APC, crpana:

Srini Pharmaceuticals Ltd, India /
Hipunn ®apmacerotukanc Jita, Muaus

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

Release site /

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

HaHMEHOBaHHe, ajapec, JHUEH3IudA AJid

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) /

Remarks?l"he Product confirms to ND/

Ipumeuanne: [Tponykr coorsercreyer TpeGoranuam HJI

Conclusion : APPROVED /

3axnrovenne: OJJOBPEHO

Prepared by /
[ToaroroeneHo:

D. Latha - Quality control-
Team Member

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

Checked by (AQA) /
Iposepero (AOK):

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
KauecTBa/OTBETCTBEHHOE ULIO:

L—% - @—ﬁ S. Haneef - Quality Assurance- Team
: f - ml.& _ Member

1Y . - ® i
Date /I[aTa: 2 Z A 02 P.yjr Date /Ha—ra: ,9‘3’,1}’9 o ){ Date /L[aTa: 3310/?0’2,( Date /I[aTa: :{:} /(O /)O })




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 7of 7/ Crp. Tu3z 7

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

Mpoaykr: Omes® ICP, kancysb ¢ MoaHdHMUMPOBAHHBIM BLICBOGOKAeHHEM, 30 Mr+20 mr

Market / PoiHok : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne § SE0SH O6nem cepun * 1250000 kancyn

Analytical RepO}'t No/ . 2002FP25002295 Date of Analysis / . 23-10-2025

AHaauTHYecKHii oTueT Ne JlaTa ananusza

Date of Manufacture / . 01-04-2024 Date of Expiry / . 31-03-2027

Jata npousBoacTBa T'ogex no

Mfg. License No. /

IlpoussoacTBennas aunuenzus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JI[I-Ne(002687)-(PI'-RU)

Ne

Analysis performed according ND / Ananus nposegen no HJI: JI[1-No(002687)-(PI-RU)-071223
IIpon3BoacTBeHHAA MIOUWIAAKA / H-p Pennu’c JTabopartopuc JIta., [TpouzsoacreenHoe noapazaeneHue-11,
Iaomaaxa kourposs kaycerna / Vuactku No 42p, 43, 44p, 45p, 46p, 53, 54 v 83, Dauynannu Bunnamx,
Ilnowaaka Beinycka Rauynannu Maugan, Menuan Mankamxkrupy Juetpukt - S00090, wtar

Tenanrana, Uuansa (JInuenzus 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».

3akmouenue o cooTseTcTBHMH: «HacToslMM si NOATBEpX A0, 4YTO NpUBEAEHHAs Bble wuH(OpMAUMS SBIAETCS
JAOCTOBEPHOH M TOYHOH. JTa CepHs NPOAYKLMH Mpou3BeeHa (BK/IOYAs YNAaKOBKY (MapKMPOBKY) M KOHTPOJb Ka4yecTsa) Ha
BbILIIEYKa3aHHOH MNPOM3BOACTBEHHON mnnowmlaake (MUIOLIAaAKax) B [OJHOM COOTBETCTBMHM c TpeboBamuamu Ilpasun
HaJNeXKale MPOM3BOACTBEHHON MpakTHKM EBpasHiickOro 3KOHOMHYECKOrO COMO3a U TPEGOBAHMAMU KOHTpPOJS KayecTea
JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBHUH CO ClELM(HKALMAMH, COAEPXKALIMMUCS B PETHCTPALIMOHHOM HOCHE
CTpaHbl-UMIIOpTEpa. 3amvcH MO MPOU3BOACTBY, YIAKOBKE M aHAIM3Y MNPOBEPEHbI, W YCTAHOBJIEHO WX COOTBETCTBHE
Tpebosanuam [IpaBun Haanexalel NPOU3BOACTBEHHOI NpakTHk EBpasHiickoro 3KOHOMHYECKOTO CO03a.

Remarks : The Product confirms to ND/ T ~ |[Conclusion : APPROVED /
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