Df. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 1 of 8/ Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancysibl ¢ MOAH(HUHPOBAHHBIM BLICBOGOKAeHNEM, 30 Mr+20 Mr

Market / PoiHOK

: Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne - B2501249 OGnem cepun * 1250000 xancyn

Analytical Repo“rt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025

AHaJuTHYeCKHii oTyeT Ne JaTa aHanu3a

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa IpoN3BOACTBA T'ogen go

Mfg. License No. /

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

Ne

Analysis performed according ND / Anaau3s nposegen no HJI: JITI-Ne(002687)-(PT-RU)-071223

S'JI;I.‘? / Test / Teer Result / PesyabTaT Specification / Cnennduxanus
1 Description / Onucanne 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 pellets. /

JKEJJATHHOBEIE  IIPO3pauHEIE
pasmepa 1 c
LIBETa

Teepapie
OecLBETHBIE KaICyJbl
MapKHUPOBKOM YEPHOTO

L/
« Y DR. REDDY’S» na KpHITTieuke
Kancynsl M MapKHpPOBKOH KpacHOro
mgeta «OMEZ-DSR» Ha xopmyce
KarcCyJIbL. Conepxumoe Karncy:
chepuyeckue  TeNNeTH  Oenoro M
KOPUYHEBOrO IIBETA.

size 1 with black imprint

n 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. /

a

Treparie
OecrBeTHBIE
MapKHUPOBKOM

/)

« “Y DR. REDDY’S» ua KpBILIEYKe
KarcyJisl U MapKHPOBKOH KPacHOTo LBETa
«OMEZ-DSR» Ha Kopnyce Karncylbl.
Copepxumoe  Kaficylq:  CPEpUUECKHE
Hennersl ot 6enoro 10 cepoBaTo-6enoro u
OT  KOPHYHEBOTO 1O  2KEITOBATO-
KOPHYHEBOTO LIBETA.

KEJATHHOBBIE  IIPO3payuHbIC
Kancynsl pasmepa 1 ¢
YEPHOTO 1Bera

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykr cootBeTcTByeT TpeboBanHusamM HJI

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by / ITonroroeneHo:
D. Latha- Quality control- Team

Member g

Checked by / ITpoBepeHo:
K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemkep / PyKoBoIUTENb
Ajay Kumar - Quality Assurance- Team
Member A

A

Print Date / Tata: 30-04-2025

Print Date / Tara: 30-04-2025

Print Date / Jlata: 30-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page2 of 8/ Crp.2 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancyas! ¢ MoaH(HIHPOBAHHBIM BbICBOGOKAeHHeM, 30 Mr+20 mr

Market / PoiHox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne + B2501249 O6nem cepun ° 1250000 kancyn
Analytical Repourt No/ . 2002EP25000990 Date of Analysis / . 30-04-2025
AHaJIHTHYECKHH oTueT Ne JlaTa aHaaU3a

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa NpoH3BOACTEA T'open xo

Mfg. License No. /

IMpousBoacreennas qunensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
No

Analysis performed according ND / Ananns nposenen mo HJI: JITI-Ne(002687)-(PT-RU)-071223

The retention times of the main peaks in

2 Identification / The retention times of the main peaks in
HnenTudukanus 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
Owmerpazon in the chromatogram of the standard | chromatogram of standard solution (section
Jomnepuaon preparation under assay. / Bpemena | Assay). / BpemeHa  yAepXHBaHHUA

YIOEPXHMBAHWS OCHOBHBEIX TIHKOB Ha | OCHOBHEIX ITMKOB Ha XpOMAaTOrpamMMe
XpOMAaTorpaMMe UCTBITYEMOTO PacTBOpa | UCTIBITYEMOIO pacTeopa JOJDKHBI

’ COOTBETCTBYIOT BPEMEHAM YJEpPKHUBAHHA | COOTBETCTBOBaTh BPEMEHAM YAEP>KUBaHUA
MMMKOB OMEMpa3oiia M JOMIEPHIOHA Ha | MMKOB OMeNpa3ona M JOMIEPHAOHA Ha
XpoMaTorpaMMe CTaHAApTHOrO PAcTBOpa | XpoMaTorpaMMe CTaHIApPTHOTO PpacTBOpa
(pasmen «KonuuecteeHnoe | (pasaen «KonuuecTBeHHOE
omnpeneieHue» ). onpeneneHHe» ).

3 Average weight of the net 371.05 mg/ 371,05 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeansist Macca mg) /
COAepKUMOro KamncyJ 369,0 mr + 10 % (ot 332,1 mo 405,9 mr)

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

Copepxanue BOABI
5 Uniformity of dosage units / OqHOpPOAHOCTHL J03HPOBAHHBIX €AHHHLL

Omeprazole / OMenpazon

Domperidone /
JoMriepyunoH

79/179

72/172

Acceptance value (AV) should be less than
or equal to 15.0 / Tlokasarens
npuemieMoctd (AV) nomxeH OBITH He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 150 / Tloka3sarens
npuemsieMoctd (AV) nomkeH OBITB He
Gomnee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / IlogroroeneHo:
D. Latha- Quality control- Team

Member

e

Checked by / IIpoeepeHo:
K.V.V. Satyanarayana- Quality

control- Team Member i

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykoponurens
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date / Jlara: 30-04-2025

Print Date / Jarta: 30-04-2025

Print Date / JTata: 30-04-2025




Dr.Reddy’s Q‘&.‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page30f 8/ Crp.3 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponyxr: Omes® IICP, kancyibl ¢ Moau$HuUMpPOBaHHBIM BbICBOGOKAEHHEM, 30 MIr+20 Mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne R B2501249 O6bem cepuu © 1250000 xancyn
Analytical Repo“rt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHannTHYecKHIi oTueT No Jara aHanH3a

Date of Manufacture / : 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa NpOU3BOACTBA Tonen no

Mfg. License No. /

IIpousBoacTBeHHas Juuen3usa : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT'-RU)
Ne

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

6 |Impurities / IIpumecn

Omeprazole / Omenpasona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npamMecs 3
Impurity 4 / mpumecs 4
Impurity 5 / npumMecs 5
Domperidone /
Homnepuoona:

Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Tmpurity D/ mpusecs T
Impurity F / npumecs F
Any individual unidentified
impurity / JTio6as
CAUHUYHAS
HeupeHTHOHLHPOBaHHAS
MPUMECH

Total impurities /

Cymma npumeceit

Not detected / ve obHapyxeHa

Not detected / He o6HapyxeHa
0.04% / 0,04%

Less than LOQ (LOQ = 0.020%) / Himxe
fpenena KOJHYECTBEHHOrO OTNpeAeIeHHs]
(IIKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Hixke
1IpeARid  KOJIMUESCTBEHHOI'D  OLIPCUCIHIEHU
(IIKO = 0,010%)

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

Not detected / He obHapy»xeHa
0.10%/0,10%

Less than LOQ (LOQ = 0.013%) / Husxe
npeaena KOJIMYECTBEHHOI'O ONpEACIICHUA
(TIKO = 0,013%)

Not detected / ne o6HapyxeHa

0.2% /0,2%

Omeprazole / Omenpaszona:

Not more than 0.50 % / He Gonee 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 6onee 0,50 %
Nnt mare than 1 50 % / He Annee 0,50 %
Not more than 0.20 % / He 6onee 0,20 %
Not more than 2.5 % / He Goxnee 2,5 %

Residual solvents/ OcraTo4Hble opranH4yecKHe pacTBOPHTEH

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET Tpebosanuam HIT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / IToaroroeneHo:
D. Latha- Quality control- Team

Member g

Checked by / IIposepeHo:
K.V.V. Satyanarayana- Quality

control- Team Member CL,,_

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member o

Print Date / [Tata: 30-04-2025

Print Date / Hata: 30-04-2025

Print Date / Jlata: 30-04-2025




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page4 of 8/ Crp. 4u3 8
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancynnbl ¢ Moan$HUHPOBAHHLIM BbIcBOGOkAeHHEeM, 30 MIr+20 mMr
Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepus Ne - B2501249 O0bem cepuu * 1250000 xaricyn
Analytical Repovrt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHanuTHyecknii oTuer Ne JlaTa aHaau3a
Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028
JlaTa npou3BoACTBa Tomen no
Mfg. License No. /
IpowsBoacTreennast muuensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI'-RU)
Ne

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

a) Methanol /

3 pg/capsule / 3 Mxr/kancyna

a) Not more than 1107 pg per capsule /

Meranon He 6onee 1107 mkr Ha kancyiy
b) Methylene chloride / Not detected / e obHapyxena b) Not more than 221 pg per capsule /
Merunenxiopug He 6onee 221 MKr Ha Kancymny
8 Dissolution / PacTBopeHue
a) Omeprazole /
Omenpason ;
i. Acid stage (0.1N 6%, 4%, 4%, 5%, 7%, 0% In a 0.1 M hydrochloric acid solution - not
HCY)/ more than 15 % of the label amount of
B 0,1 M pactBope omeprazole (C;7H;9N303S) after 2 hours. /
XJIOPHCTOBOJOPOIHO B 0,1 M pactpope XJI0pOBOAOPOAHOM
H KHCJIOTHI KHCJIOTEI — He Oonee 15 % ot

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

92%, 92%, 93%, 93%, 92%, 94%

(haKTHYECKOTO CONEpIKaHMs
omenpazona (Ci7HisN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H15N50;S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMHHAJIBHOTO COAEPKaHUA
oMenpazona (C17H;oN30;S) yepes

30 MuH.

b) Domperidone /
JoMnepuaoH

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XIIOpPOBOAOPOAHOM

Remarks : The Product confirms to ND/
IIpumeuanue: IpoaykT cooTBeTcTRYET Tpebopanusm HII

Opinion : APPROVED
3axmouenue;: OJJOBPEHO

Prepared by / IToarotosneHo:
D. Latha- Quality control- Team

Member g

Checked by / IIpoeepeHo:

K.V.V. Satyanarayana- Quality
control- Team Memberi"_
!

Approved by: Manager/Executive /
Opo6peno: Menemkep / Pykoonurens
Ajay Kumar - Quality Assurance- Team
Member —~

Print Date / Tara: 30-04-2025

Print Date / JTata: 30-04-2025

Print Date / JTata: 30-04-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIMU3A

Page S of 8/ Crp. Susz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancyibl ¢ MoaAH(HUHPOBAHHLIM BLICBOOOMIeHHEM, 30 Mr+20 mr

Market / PuiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepusi N - B2301249 O6bem cepun 1250000 karncyn
Analytical Repovrt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AnanuTHyeckuii oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 19-03-2025 Date of Expiry / . 20-02-2028

JaTa mpou3BoACTBA Tomen no

Mfg. License No. /

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

Analysis performed according ND / Anasm3 nposeaen mo HJI: JITI-Ne(002687)-(PI™-RU)-071223

124

i. after 1 hour/u4epe3 1u

ii. after 4 hours/uepe3 4 4

iii. after 8 hours / yuepez 8 u

iv. after 12 hours / yepe3

24%, 29%, 23%, 23%, 23%, 22%

58%, 62%, 57%, 56%, 53%, 53%

83%, 80%, 79%, 73%, 72%, 75%

87%, 86%, 85%, 79%, 77%, 81%

KHCJIOTEIL:

not less than 70 % / He menee 70 %

of the labeled amount of Dompcridonc
(C22H24CIN505) / 0T HOMHHAJIBHOTO
CoepXaHus JOMITEpUIOHA

between 15 % and 40 % / ot 15 % nmo 40 %

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

between 55 % and 95 % / oT 55 % 110 95 %

{C22H24CIN5O2)
9 |Assay / KosuuyecTBeHHOE OIIpeJejicHHE
A. Omeprazole / 19.87 mg / 19,87 Mr A. From 180mg to 220mg of
Owmenpazon (99.3%/ 99,3%) C17H19N305S (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wmr
C17H19N305S (omenpason) B Karcyne
(ot 90,0 no 110,0 % OoT HOMHUHAJILHOTO

coiepyKaHus).

Remarks : The Product confirms to ND/
Ilpumeuanue: IponykTt coorBeTcTBYeT Tpebopanusm HJI

Opinion : APPROVED

3axmouenne: OJOBPEHO

Prepared by / ITonroroenexo:
D. Latha- Quality control- Team

Member 8

Checked by / IlpoeepeHo:
K.V.V. Satyanarayana- Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresns
Ajay Kumar - Quality Assurance- Team
Member ~

A

Print Date / lata: 30-04-2025

Print Date / Tata: 30-04-2025

Print Date / lata: 30-04-2025




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHAJIU3A

Page 6 of 8/ Ctp. 6 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponykt: Omes® JICP, kancyas ¢ MoaudMUMpoBaHABLIM BLICBOGOKAEHHEM, 30 MT+20 Mr

Market / Peisok : Russia / Poccns

Batch No/ . B2501249 Batch Quantity / y 1250000 caps /
Cepns Ne Oo6bem cepuu 1250000 xamncyan
Analytical Repovrt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AnaguTnyecknii oTder Ne Hara anannsa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 90.02-2028
JlaTa mpon3BoacTBa Togen no

Mifg. License No. /

IIpousBoacTBenHan auneH3us : 63/RR/AP/96/F/R

MA number:/ Homep PY

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

Ne
Analysis performed according ND / Ananu3s nposenen no HJI: JITI-Ne(002687)-(PT-RU)-071223
B. Domperidone / 30.45 mg /30,45 mr B. From 27.0 mg to 33.0 mg
HoMnepuaon (101.5%/101,5%) C22HzCINsO,  (Domperidone) per

C22H24CIN5O2

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mMr po 33,0wMr
(moMmnepuaoH)
kancyne (or 90,0 mo 110,0% ot
HOMMHAIIEHOTO COAEPKAHMA).

B

10

Microbial limits / Mukpo6noJjiornyeckasi YucTOTa

a3poOHBIX
MHUKpPOOpPraHU3MOB

b)
and mould count /
O6mee yuciao
JPONOKEBBIX H
MJIECHEBBIX TPHOOB

a) Total aerobic microbial
count / Obmmee uucIo

Total combined yeasts

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

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

a) Not more than 10° CFU/g
He 6onee 10° KOE/r

b) Not more than 10?> CFU/g

He 6onee 102 KOE/r

/

/

¢) E. coli Absentin1 g/ ¢) Shall be absent in 1g/
OrcytcrByerB 1 1 OrcyrcrBue B 1 1
11 Package / YnakoBka 10 capsules in a (PVC/AVPA) |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. / ITo 10 xancyn B
6nmucrepe u3 (IIBX/AJI/IIA) donsru /
amomuHueBoit ¢oneru. ITo 3 Gnucrepa
BMECTE c HMHCTPYKLIMEH o
MEIVLIMHCKOMY NPUMEHEHHIO (JIMCTKOM-
BKJIQZBIIEM) B [IaYKy KapTOHHYIO.

blisters and patient information leaflet

(package insert) in a carton. / Ilo 10
kanicyn B Omucrepe u3 (IIBX/AJIIIA)
¢donsru / amomunuesoii goaern. Ilo 1, 3,
8, 10 6nucrepoB BMECTE C MHCTPYKLIMEH IO
MEOULIMHCKOMY TPHUMEHEHHIO (JIHCTKOM-

BKJIAJIBILIEM) B aYKy 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.

Remarks : The Product confirms to ND/
IIpumeuanne: IponykT coorBeTcTBYET TpeboraHmsiM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Iloarotorneno:
D. Latha- Quality control- Team

Member g

Checked by / TIposepeno:

K.V.V. Satyanarayana- Quali
control- Team Member QZ/

Approved by: Manager/Executi

ve /

OnobpeHo: Menemxkep / PykoBonutesns
Ajay Kumar - Quality Assurance- Team

Member I

Print Date / data: 30-04-2025

Print Date / Tata: 30-04-2025

Print Date / Jlata: 30-04-2025




br. Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 7 of 8/ Ctp. 7 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancyibl ¢ MogHHUMPOBAaHHBIM BbicBOGOKAeHHEM, 30 MI+20 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . B2501249 Batch Quantity / : 1250000 caps /

Cepus Ne O6bem cepumn 1250000 xarncyn
Analytical Repourt No/ . 2002FP25000990 Date of Analysis / . 30-04-2025
AHanuTHYeCKHH oTueT Ne JlaTa anaau3a

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa NpoH3BOACTBA T'ogen xo

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposenen mo HJI: JIIT-Ne(002687)-(PT-RU)-071223

* — HOpMBI B crieuMdUKaliy TPEACTaBIEHbl HA CPOK ToAHOCTH. IIpHu BHIMycKe Npenapar NpoBEPSETCA B COOTBETCTBUM CO
crienuKaLpMeii Ha BBIMYCK, IO3TOMY B cepTHdUKaTe aHalK3a Ha NpemnapaT MOTYT ObITh yKa3aHbl Gojlee CTPOTrME HOPMEL,

YEM B HACTOALEM HOPMaTHBHOM JOKYMEHTE 110 Ka4E€CTBY.

API name / HanmenoBanue A@C: Omeprazole / Omenpa3zon Domperidone /JoMnepunoH
INN / MHH: Omeprazole / Omenpason Domperidone / Jlomnepraos
API manufacturer batch number / 0000123090 &
Howmep cepun npoussoanreis APC: OME/00724 0000121625

FP Manufacturer API Batch number / g

Homep cepuu cyGcTaHIun FBSA00002 FBSH00002
npousBogures I'JID:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ilponsoauteir ADC, cTpana: Ipunu @apmacetotukainc JIta, Maaus Bacynxa ®apma Kem JItn, Unaus

Name, address, authorization No tor | Uft. Reddy ¢ Labotatotles Lid., Fotmulation Tech Ops — 11, 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.
HaumeHoBaHHe, agpec, JHUEH3US JJIs 63/RR/AP/96/F/R) /

IIpousBoacTBeBHasA NIomagKa / I-p Penau’ ¢ JlaGoparopuc JIta., ITpouzsoacTeeHHoe noapasaenenue-Il,
Ilnomaaka KOHTPOJIs KadecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynaun Buiamx,
Ilnomwaaka BLIMycKa Bauynawm Maugan, Menuan Mankamkrapu Jluctpukr - 500090, mrar

Tenanrana, Uuaua (JIuniensua 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 (No GMP/EAEU/RU/00573-2022 dt. 23 September 2022) and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the imparting
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is established».

3akal049eHHe 0 CcooTBeTcTBUMH: «HacrodumuM s TMOATBEPIKAAl0, YTO MpHUBENEHHas Bhle HHGOpPMALUA ABAAETCA
JIOCTOBEPHOM M TOYHON. DTa cepus MpOAyKUMH TIPOM3BedeHa (BKIKOYas YNakoBKy (MapKUpOBKY) M KOHTPOJIb KAaYecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBaHusM HIJ 3axmouenne: OJJOBPEHO

Prepared by / ITonrorosneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana- Quality Opobpeno: Menemxkep / PykoBonutens

Ajay Kumar - Quality Assurance- Team

Member control- Team Member i_”
Jk&&. Member ~
A

Print Date / Hata: 30-04-2025 Print Date / [Tata: 30-04-2025 Print Date / [ata: 30-04-2025




Dr.Reddy’s “5.‘

CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHAJIN3A

Page 8 of 8/ Crp. 8 uz 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyisl ¢ MOIMGHIHMPOBAHHBIM BbicBOGOKAeHHEeM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccnst

Batch No / . Batch Quantity / . 1250000 caps /

Cepua Ne : B2501249 O6nem cepun * 1250000 xarnicyn
Analytical Report No / : 2002FP25000990 Date of Analysis / : 30-04-2025
AHanuTHYecKHii oT9eT No JaTa ananusa

Date of Manufacture / . 19-03-2025 Date of Expiry / . 29.02-2028

JlaTa npoH3BOACTEA T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananns nposenen mo HJI: JIIT-Ne(002687)-(PI-RU)-071223

BBINEYKA3aHHOM JIPOM2BOACTBEHHOM Iiomanke (MIolNafkax) B MOJNHOM COOTBETCTBHH ¢ TpeboBauusamu Ilpasun
HaJlIeXKaImed NPOM3BOACTBEHHON NpakTHKH EBpasuiickoro skoHomudeckoro coioza (Ne GMP/EAEU/RU/00573-2022 ot 23
centsiGps 2022) m TpeGOBAaHMAMM KOHTPON KAauyecTBa JIEKAPCTBEHHBLIX CPENCTB, @ Talke B COOTBETCTBHH CO
crienupUKalKsIMH, COAEPKAIMUMICS B PETHCTPAlMOHHOM JI0ChE CTPaHBI-MMIIOpTEpa. 3alKCH [0 NPOU3BOACTBY, YIIAKOBKE U
aHaNu3y NPOBEPEHbI, M YCTAHOBJIIEHO X COOTBETCTBUE TpeGoBanusm IIpaBuin Hajexarieidl NpoOU3BOACTBEHHOMN IMPAKTHK
EBpa3uiickoro 3kOHOMHUYECKOT 0 COI03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: IIpoxyxr cooTBeTcTBYET TpebopaHuAM HJI 3akmouenne: OJOBPEHO
Prepared by / IlogroropneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team K.V.V. Satyanarayana- Quality Onobpeno: Menemxkep / PykoBoauTens
Member control- Team Member ‘ Ajay Kumar - Quality Assurance- Team
l&,_ Member N
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