Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 8 /Crp.1u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancysibl ¢ MOAHGHIAPOBAHHBEIM BbIcBOGOKAeHHEM, 30 MIr+20 MI

cap§u1es 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. /

JKENAaTHHOBBIC  IIpO3padHbie
paszmepa 1 ¢
BcTa

Teepapie
6ecHBETHBIC  KaIICYJIBI
MapKHUPOBKOH YEpHOTO

®
« 7Y DR. REDDY’S» Ha kprlmeuke
Kancyabl M MapKHPOBKOH KpacHOro
ugera «OMEZ-DSR» wHa xopmyce
KarCyJbl, Conepsxumoe KarncyJ:
chepudeckue  menneTel  Georo
KOPHYHEBOTO I[BETA.

Market / Poinox : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepnst Ne + B2404013 O6nem cepun " 1250000 kancyn

Analytical Repo“rt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025

AHaJINTHYECKHI oT4yeT Ne Jlara anajanza

Date of Manufacture / . 15-11-2024 Date of Expiry / . 31-10-2027

Jlara npousBoacTBA T'onen no

Mfg. License No. /

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

Ne

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

S';I.l? / Test / Tect Result / PesyanTaT Specification / Cnieunpukanus
1 Description / Onucanne Hard transparent colorless gelatin | Hard transparent colorless gelatin capsules

size 1 black

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. /

with a imprint

Teepazie
OecliBeTHEIE
MapKHUPOBKOH

-

« “Y DR. REDDY’S» na KpEBILIEYKe
Karicyyisl ¥ MapKHPOBKOH KpacHOTo IBeTa
«OMEZ-DSR» Ha Kopryce KamncyJbl.
Conmepxumoe  kamcymr:  chepuueckue
TIEJUTIETHI OT Heoro Ko cepoBaTo-0ey1oro u
OT  KOpPHYHEBOTO  JI0  JKEJITOBAaToO-
KOpHUYHEBOTO [BETA.

KEJAaTHMHOBBIC  NpPO3payHbIe
Kancymel pasmepa 1 ¢
YEPHOTO uBeta

Remarks : The Product confirms to ND/
IIpameyanne: IIponykt cooTeTcTBYyeT TpebopanuaM HJT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

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

Member L&ﬂ_/

Checked by / IIpoeepeHo:
N.V. Krishna - Quality control- Team

Member £

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team

Member N
C

Print Date / Tata: 07-01-2025

Print Date / [Tata: 07-01-2025

Print Date / lata: 07-01-2025
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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page2 of 8/ Crp.2 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, Kancyyis! ¢ MoAnpHUHPOBAHHBIM BhICBOGORACHHeM, 30 Mr+20 mr

-| COOTBETCTBYIOT BpeMeHaM yaep KHBaHmsI
IIMKOB OMEMpasona M AOMNEPHAOHA Ha
XPOMATorpaMme CTaHAapTHOrO pacTBopa

Market / Prinok : Russia/ Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne + B2404013 O6bem cepun " 1250000 xancysn
Analytical Report No / : 2002FP24003134 Date of Analysis / : 06-01-2025
AHaJIuTHYeCKHIT oTyeT No JaTa ananuza
Date of Manufacture / : 15-11-2024 Date of Expiry / s 31-10-2027
Hara npoussoacrea TI'ogen no
Mfg. License No. /
ITpousBoncTBennas aunensns : 63/RR/AP/96/F/R MA number:/ Homep PY JI1-Ne(002687)-(PT" -RU)
Ne
Analysis performed according ND / Ananus nposenen mo H: JT [1-No(002687)-(PT-RU)-071223
[ 2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
Hnenrnduxanus 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
HoMnepuion preparation under assay. / Bpemena | Assay). / Bpemena  ynepxkupanus
YACPKUBAHUS ~ OCHOBHBIX IIMKOB HA | OCHOBHEIX NHKOB HAa XpOMarorpamme
XPOMATOrpaMMe HCIbITYeMOro pactsopa HCITBITYEMOTO pacTtBopa JOJDKHEI

COOTBETCTBOBaTh BPEMEHAM yAepIKHBAHMSA
[IMKOB OMenpasoNa M NOMIIEpHAOHA Ha
XPOMaTorpaMme CTaHZapTHOTO pacTBOpa

(pasgen «Konuuecreennoe (paznen «Konuyectrennoe
onpezneneHue»). OIpeJIeNneHHER).

3 Average weight of the net 371.83 mg/ 371,83 mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpeannst Mmacca mg) /
COJepIKHMOro Kancyn 369,0 Mmr+ 10 % (ot 332,1 1o 405,9 Mr)

4 Water content / L1% wiw / 1,1% w/w Not more than 4.0 % w/w / He 6oee 4,0 %

Coagepxanne Bognr

] Unilormity of dosage units / OanopogHocts MO3MPOBAHHBIX € NHHUIY

Omeprazole / Omenpazon 6.3/6,3 Acceptance value (AV) should be less than
or equal to 150 / Tlokasarems
npuemiemMoctd (AV) nomkeH 6BITH He

6ounee 15,0.
Domperidone / Acceptance value (AV) should be less than
Homnepunon 4.9/49 or equal to 150 / Tlokazarem
T npuemiaeMoctd (AV) nomxed 6HITH He

Bonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: ITponykr coorsercrs

Yer Tpeboranuam HJT

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by / TloarotopneHo:
D. Latha- Quality control- Team
Member

Checked by / TIpoeepeno:
N.V. Krishna - Quality control- Team

Member g
i/

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens
Ajay Kumar - Quality Assurance- Team
Member A

A

Print Date / Tata: 07-01-2025

Print Date / Jlata: 07-01-2025

Print Date / lata: 07-01-2025
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page3 of 8/ Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancys! ¢ MoaHGHUNPOBAHNBIM BhICBOGOKIeHAEM, 30 MIr+20 M

Market / PbiHok : Russia / Poccus

Batch No / . B2404013 Batch Quantity / y 1250000 caps /

Cepus Ne O6bem cepun 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
AHanurndyeckuii oryer No JlaTa ananu3a

Date of Manufacture / . 15-11-2004 Date of Expiry / . 31-10-2027

JlaTa mpou3BOACTBA Togen o

Mifg. License No. /

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

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

6 |Impurities / lIpumecu

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 / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

impurity / JTro6as
€AMHUYHas
HEUICHTMDULMPOBAHHAS
HpHMech

Total impurities /
Cymma npumeceii

Omeprazole / Omenpazona:

Any individual unidentified

Less than LOQ (LOQ = 0.010%) / Huxe
npefeNna KOJIMYECTBEHHOrO OIpeaeiCHHUs
(ITKO = 0,010%)

Less than Limit of Detection (LOD =
0.003%) / Hwxe npemena oGHapyxeHHs
(I10 = 0,003%)

0.02%/0,02%

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hxe
npenena KOMHYECTBCHHOIO ONpeacIcCHUA
(TIKO = 0,010%)

0.04% / 0,04%

Not detected / ne oGHapy»eHa

Less than LOQ (LOQ = 0.012%) / Huxe
npeaena KOJIUYCCTBCHHOIO onpezlenem/m
(TTIKO = 0,012%)

0.16%/0,16%

Less than LOQ (LOQ = 0.013%) / Huxe
npefiea KOIMYECTBEHHOTO OINpeeseHHs
(IIKO = 0,013%)

Not detected / He oGuapyxeHa

0.2% /0,2%

Omeprazole / Omenpazona:

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 Gonee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Domperidone / JJomnepuoona:

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 6oiee 0,50 %
Not more than 0.50 % / He 6onee 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/
M pumeyanue: ponykr coorBercTByeT Tpebosanusm HJJ

Opinion : APPROVED
3axkmouenne: OJTOBPEHO

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

Member ! g

Checked by / IIposepeHo:
N.V. Krishna - Quality control- Team

Member %

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaureins
Ajay Kumar - Quality Assurance- Team
Member 0

C

Print Date / Tata: 07-01-2025

Print Date / Jara: 07-01-2025

Print Date / Jlata: 07-01-2025
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

Page 4 of 8/ Crp. 4 n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancysibl ¢ MoaudHUBPOBaHHLIM BEICBOGoKkIeHHeM, 30 Mr+20 mr

Market / PoiHoK : Russia/ Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus No + B2404013 O6BeM cepun ° 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
AnannTnuyecknii oTyeT Ne JlaTta anaamnsa

Date of Manufacture / . 15-11-2024 Date of Expiry / . 31-10-2027

JlaTa npoH3BOICTBA T'ogeH a0

Mifg. License No. /

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

Analysis performed according ND / Ananus nposenen no HJI: JITT-Ne(002687)-(PT-RU)-071223

7  |Residual solvents/ OcTaTouHble OpraHnyecknue pacTBOPHTEIH
a) Methanol / 5 pg/capsule / 5 Mkr/kamncyna a) Not more than 1107 pg per capsule /
Meranon He 6onee 1107 Mkr Ha Karncynny
b) Methylene chloride / Not detected / He obHapyxeHa b) Not more than 221 ug per capsule /
Metunenxnopun, He 6osiee 221 MKr Ha Kancyiy
8 Dissolution / PacTBopeHne
a) Omeprazole /
Omenpazon
i. Acid stage (0.1N 4%, 3%, 0%, 1%, 0%, 0% In a 0.1 M hydrochloric acid solution - not
HCl)/ more than 15 % of the label amount of
B 0,1 M pactBOpe omeprazole (C;7HisN30sS) after 2 hours. /
XJIOPUCTOBOAOPOIHO B 0,1 M pactBOpe XJIOpOBOAOPOAHOM

1 KMCOTEI

ii. Buffer stage (pH 6.8
phosphate buffer) /

B 6ydepe pH 6,8

95%, 94%, 96%, 95%, 97%, 95%

KMcIIoThl — e Gonee 15 % ot
(axTHYECKOTO COnEpKaHUA
omenpazona (Ci7H19N303S) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H1oN30;8) after 30 minutes./

B 6ydepe pH 6,8 — ve menee 70 % (Q)

OT HOMHHAJIBHOTO CONEPIKaHMsA
omenpasona (C17HisN3OsS) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykr coorBeTcTByeT TpeboBanuam HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / IloarotoeneHo:
D. Latha- Quality control- Team
Member

Checked by / IlpoBepeHo:
N.V. Krishna - Quality control- Team

Member )é

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team

Member ~

Print Date / [lata: 07-01-2025

Print Date / Hata: 07-01-2025

Print Date / {ata: 07-01-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 5 of 8/Crp.5n3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykt: Omes® JICP, kancynbl ¢ MOTuHIHPOBAHHBIM BhicBoGokAeHneM, 30 Mr+20 mr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepust Ne : B2404013 O6nbem cepuu 1250000 xancyn
Analytical Repovrt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
AnanutHyecknii oTuer Ne Jara ananmnza

Date of Manufacture / . 15-11-2024 Date of Expiry / . 31-10-2027

JlaTa nmpon3BoAcTBa T'onen no

Mfg. License No. /

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

Analysis performed according ND / Anain3 nposegen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

b) Domperidone /
JomMnepuaox

i. after 1 hour/uepe3z 1 u

ii. after 4 hours/ yepe3z 4 u

iii. after 8 hours / yepe3 8§ u

iv. after 12 hours / gyepe3
124

24%, 25%, 26%, 27%, 24%, 27%

57%, 59%, 58%, 62%, 60%, 70%

81%, 81%, 82%, 86%,84%, 88%

94%, 93%, 94%, 97%, 97%, 99%

In 0.1M hydrochloric acid solution /

B 0,1 M pacTBOpe XJIOPOBOAOPOIHOH
KHCJIOTHI:

between 15 % and 40 % / ot 15 % mo 40 %

between 30 % and 70 % / ot 30 % mo 70 %

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

not less than 70 % / e menee 70 %

of the labeled amount of Domperidone
(C22H24CIN;O7) / 0T HOMHHAIBEHOTO
cofiep KaHusl JOMIIEpHIOHA

(C22H24CIN5Oz)
9 |Assay / KonuyecrBeHHOE onpe/esicHHe
A. Omeprazole / 19.78 mg / 19,78 mMr A. From 180mg to 220mg of
Omernpazon (98.9% / 98,9%) Ci7H19N30sS (Omeprazole)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0mr
C17Ho0N305S (oMenpason) B Karcyie
(ot 90,0 mo 110,0 % OT HOMHHATILHOTO
COZEpIKaHUs).

Remarks : The Product confirms to ND/

Hpumeuanue: IpoaykT cooreercTByeT TpebopansimM HIT

Opinion : APPROVED
3axmoyenne: OJOBPEHO

Prepared by / IToarororneHo: Checked by / Ilporepeno:
D. Latha- Quality control- Team N.V. Krishna - Quality control- Team
Member Member

4

Approved by: Manager/Executive /
OmnoGpeno: Menemxkep / PykoBomurens
Ajay Kumar - Quality Assurance- Team
Member T

4

Print Date / [lata: 07-01-2025

Print Date / Jara: 07-01-2025

Print Date / Tata: 07-01-2025




Dr.Reddy’s “5.‘

CERTIFICATE OF ANALYSIS

CEPTHOUNKAT AHAJIM3A
Page 6 of 8/ Ctp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® ICP, kancynbl ¢ MoAHPHIHPOBAHHLIM BbICBOGONAeHNEM, 30 Mr+20 Mr
Market / PoiHok : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusi Ne : B2404013 O06nem cepun * 1250000 xancyn
Analytical Repo“rt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
AHaJIuTHYecKHil oTueT No Jlara aHanan3a
Date of Manufacture / . 15-11-2024 Date of Expiry / . 31-10-2027
Jata npon3soacTsa Togen no
Mfg. License No. /
IpoussoacreenHas aumensus : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)
Ne
Analysis performed according ND / Ananu3s nposegen no HJI: JITT-Ne(002687)-(PI-RU)-071223

B. Domperidone /
Jomnepunox

30.09 mg /30,09 mr
(100.3% / 100,3%)

B. From 27.0 mg to 33.0 mg
C2H24CINsO,  (Domperidone) per
capsule (90.0 to 110.0 % of the label
claim) / Or 27,0Mr go 33,0mr
C22H24CINsO; (moMnepuIoH) B
kancyne (or 90,0 mo 110,0% ot
HOMHHAJIBHOTO CONEPAKAHHS).

10 |Microbial limits / MukpoGuoJiornyeckasi YucToTa

a’poOHEIX
MHKPOOPIaHH3MOB

and mould count /
O6rmee yucio
IPONOKEBBIX U
IUTECHEBBIX TPUOOB

a) Total aerobic microbial
count / Ofmmee yuciIo

b) Total combined yeasts

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

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

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

b) Not more than 10?2 CFU/g /
He 6onee 102 KOE/r

¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
Orcyrcreyer B L T OrcytctBue B I 1
11 Package / YnakoBka 10 capsules in a (PVC/AIV/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
insert) in a carton. / ITo 10 kamcyn B
6miacrepe w3z (IIBX/AJI/TIA) donbru /
amoMuHueBoit doneru. ITo 3 Gmucrepa
BMecCTe c HUHCTpyKLHei o
MEIULIMHCKOMY TPHMEHEHHIO (JIMCTKOM-
BKJIAJ(BIIIIEM) B NTaYKy KapTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
Kancyn B Omucrepe uz ([IBX/AJIIIA)
¢doneru / amomuaueBoii donsru. Ilo 1, 3,
8, 10 6m1cTepoB BMECTE € HHCTPYKIIHEH MO
MEIUIUHCKOMY TIPUMEHEHHIO (JIMCTKOM-
BKJIAJBIIIEM) B TaYKY 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/

IIpumeuanue: IIpoaykT coorBeTcTBYeT TpeboranuaM HJI

Opinion : APPROVED
3axkmoyenne: OJOBPEHO

e —

&

Prepared by / IloarotoeneHo: Checked by / IIporepeHo:
D. Latha- Quality control- Team N.V. Krishna - Quality control- Team
Member Member

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykopoaurenb
Ajay Kumar - Quality Assurance- Team
Member ()

o)

Print Date / Tata: 07-01-2025

Print Date / Hara: 07-01-2025

Print Date / lata: 07-01-2025
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Dr.Reddy’s q_%'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 7 of 8/ Crp. 7 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Oves® JICP, kancy.isi ¢ MOAH(HUHPOBAHHLIM BLICBOBOKACHIEM, 30 Mr+20 Mr

Market / PoiHoKk : Russia / Poccus

Batch No / . B2404013 Batch Quantity / . 1250000 caps /

Cepusa Ne O6nem cepin 1250000 kancyn
Analytical Repo“rt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
AHanHTHYecKHii oTyeT No Jara ananusa

Date of Manufacture / + 15-11-2004 Date of Expiry / . 31-10-2027

JaTa npou3BojacTaa I'onen go

Mfg. License No. /

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

Analysis performed according ND / Ananns nposeaen no HJL: JIIT-Ne(002687)-(PT-RU)-071223

* — HOpMBI B crielMHUKALMN TIPEACTABICHSl Ha CPOK TOAHOCTH. IIpy BEIMYCKe Hperapart MPOBEPSIETC B COOTBETCTBHMH CO
crienp¢uKamedl Ha BEITYCK, NO3TOMY B CepTH(HKaTe aHANM3a Ha MPENApaT MOTYT GHITh ykaszaHbl 60siee CTPOTHE HOPMEI,
9eM B HACTOAIIECM HOPMATHBHOM JOKYMEHTE 10 KAYecTBY.

API name / Haumenosauune ADC: Omeprazole / Omenpazon Domperidone /JoMnepuoon
INN / MHH: Omeprazole / Omenpazon Domperidone / JJomnepumon
API manufacturer batch number / 0000118176, 0000118305
Howmep cepun npoussoantens A®C: OME/00424 & 0000118305

FP Manufacturer API Batch number / .

Homep cepun cyGeTanuum FBRA00498 FBRH00033 & FBRH00034
npounssoauTens I'JID:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem 1td, India/
IIpouzsogurens ADC, crpana: HIpunru @apmacerotukanc JItn, Hapus Bacynxa d®apma Kem JItn, Magusa

Name, address, authorization No for | Dr. Reddy's Laboratories Ltd., Formulation Tech Ops — 11, Survey No. 42p, 43,
FP manufacturing site / Control site / 44p, 45p, 46p, 53, 54883, Bachupally Village, Bachupally Mandal, Medchal

Release site / Malkajgiri District - 500090, Telangana State, India (license No.
HaumenoBanue, aapec, TMUEH3IHUS A5 63/RR/AP/96/F/R) /

IIponsBoacTBeHHas mioMaAKa / H-p Pennw'c Jlaboparopuc JItxk., Ilpouseoacteennoe noppaznencaue-1I,
Inowmagka KOHTPoOJIs KadyecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynamm Bunnamx,
Ilnomaaka BeImycka bauynamnu Masnan, Meauan Mankamxrapu Huctpukr - 500090, mrrat

Tenanrana, Migus (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 (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 importing
country. Production, packaging and testing records are verified and their compliance with Good Manufacturing Practice of
the Eurasian Economic Union is establishedy.

3axmoyenne o coorercTBHu: «HaCTOSIIMM S TOATBEPXKAAIO, UYTO MpPUBENCHHAs BHILIE HHOOpMALYA  SBIACTCS
AOCTOBEPHOH M TOUHOH. OTa Cepus NPOAYKUMM MPOM3BENeHa (BKIIIOYAs YNAKOBKY (MapKHPOBKY) H KOHTDONb KauecTea) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: Mpoaykr coorsercTByeT TpeGopanusam HJI 3aouenne: OJIOBPEHO
Prepared by / IloaroTornexo: Checked by / IlposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna - Quality control- Team OnobpeHo: MeHemkep / PykoBoauTeb
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Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Page 8 of 8/ Crp. 8 3 8

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

Hpoaykr: Omes® JCP, kancyani ¢ MoaHHIMPOBAaHHBIM BhicBoGoxKAeHNeM, 30 Mr+20 Mr

Market / PriHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /
Cepust Ne § B2404013 O6beM cepuu * 1250000 xancyn
Analytical Repourt No/ . 2002FP24003134 Date of Analysis / . 06-01-2025
Ananurnyecknii oryer Ne Jlara anaausa

Date of Manufacture / . 15-11-2024 Date of Expiry / . 31-10-2027
JlaTa npou3BOACTBA T'ogen go

Mfg. License No. /

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

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

BHINIEYKA3aHHOH MpPOM3BOACTBEHHOH muomanke (IUIOLAKax) B IOJHOM COOTBEeTCTBMM C TpeGoBanuamu Ilpasmn
HagureKareit Npou3BoACTBEHHOM NpakTuky EBpasuiickoro skoHoMudeckoro cotoza (Ne GMP/EAEU/RU/00573-2022 or 23
ceHTabps 2022) u TpeGOBaHUAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB, & TaKke B COOTBETCTBHH CO
creupuKAMAMH, COASPIKAIMMHECS B PETHCTPALMOHHOM OChE CTPaHBI-MMIIOpTepa. 3alucH Mo NPOU3BOJCTBY, YIAKOBKE U
AHANH3Y NPOBEPEHE], H YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHWAM IlpaBHn Halexaieif MPOU3BOACTBEHHOM NpPAakTHK
EBpazuiickoro 3kOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumeuanne: [Ipogykr coorBercTByeT TpeboBanuam HIT 3axmouenne: OJJIOGPEHO
Prepared by / IlonroroBneHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
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