Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 of 8/ Crp. 1 u3 8

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

Hpoaykr: Omes® JCP, kancysibl ¢ MOAR(HINPOBAHHBIM BbICBOGOKAeH eM, 30 Mr+20 Mr

Market / Poinox : Russia / Poccus

Batch No / ] Batch Quantity / . 1250000 caps /

Cepus Ne 2825008 O6Bem cepHH * 1250000 xancyn

Analytical Repovrt No/ - 2002FP25001012 Date of Analysis / . 07-05-2025

Ananuruyecknii oTyer No Jara ananmnia

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa npousBoACTBA T'ogen no

Mfg. License No. /

IpoussoacreenHas anuen3us : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PT-RU)

Ne

Analysis performed according ND / Ananau3s npoeaer o HJI: JITT-Ne(002687)-(PI'-RU)-071223

S'Jl:{f / Test / Tect Result / PesyasTaT Specification / Cnenndukanus
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. /

Teepnpie
6CCLIBCTHI>IC KancyJbl
MAPKUPUBRUU YEPHOULY

Y
« Y DR. REDDY’S» Ha KphImeuke
Karncynel M MapKHPOBKOH  kpacHOro

JKEJIATUHOBBIE  IIPO3payHEBIC
pasmMepa 1 ¢
uBerd

ngera «OMEZ-DSR» Ha Kkopmyce
KaricyJisl. Conepxumoe KarcyJr:
chepuueckue memneTsl  Oenoro M

KOPUYHEBOI'O LIBETA.

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. /

Teepapie
GecrBeTHBIE
MapKHpOBKOI

o
« 7Y DR. REDDY’S» ma KpBILIEYKe
KarcyJisl 1 MapKUPOBKOI KpacHOTO LIBETA
«OMEZ-DSR» Ha xopIlyce KarlcyJsl
Copmepxxumoe  Kkamcyn:  cdepudeckue
netetsl ot Genoro o cepoparo-6enoro u
OT  KOPHYHEBOTO 1O  IKEITOBATO-
KOpUYHEBOTO 1IBETA.

JENATHHOBBIE  IIPO3PAayHEIC
Kamcynmsl pasmepa 1 ¢
YEpPHOTO [BETa

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykt cootBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED
3akmouyenune: OJJOBPEHO

Prepared by / TToarotosneHo:
CH. Vijayasimhachalam- Quality

control- Teamm

—

Checked by / ITporepeHo:
D. Latha- Quality control- Team

Member Lg;ﬁ/

Approved by: Manager/Executive /
Ono6Gpeno: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member U)LID

Print Date / [Jlata: 07-05-2025

Print Date / [lata: 07-05-2025

Print Date / lata: 07-05-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page2 of 8/ Crp.2 u3 8

[Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancynbl ¢ MoAnGHUNPOBAHHLIM BLICBOGOKAeHHEM, 30 Mr+20 Mr

Market / Peinox : Russia / Poccus

Batch No / . B2501248 Batch Quantity / . 1250000 caps /

Cepns Ne O0bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHanuTH4decknii oryeT No JlaTa anaiau3a

RatEoinIanulacuirey : 13-03-2025 Date of Expiry / : 29022028

Jlara npon3BoACTBa T'ogen no

Mfg. License No. /

IlpousBoacTBeHHas iueH3na : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIIT-Ne(002687)-(PI™-RU)
Ne

Analysis performed according ND / Ananus nposeaen o HJI: JIT1-Ne(002687)-(PT-RU)-071223

2 Identification / The retention times of the main peaks in | The retention times of the main peaks in
HneHrndukanuns 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
Homnepunox preparation under assay. / Bpemena | Assay). / BpemeHa  yAepikuBaHuA

yIOEPKHBAHUS OCHOBHEIX IHMKOB Ha | OCHOBHBIX IIHKOB Ha XpOMaTorpamme
XpOMAaTorpaMMe HMCHEBITYEMOIO PacTBOpAa | UCHBITYEMOIo pacteopa INOTDKHEL
COOTBETCTBYIOT BPEMEHaM YAEpPXKUBAHHUs | COOTBETCTBOBATH BPEMEHAM YICPKHMBAHMA
MUKOB OMENpa3oja U AOMIEPUAOHA Ha | MMKOB OMEMpasona M JOMIICpHAOHAa Ha
XpOMATOrpaMMe CTaHAApPTHOIO pacTBOpa | XpoMaTorpaMMe CTaHAapTHOTO pPacTBOpa
(pazoen «KonnuecteeHHoe | (pazmen «KonmyecTBEHHOE
OIIpeNeNeHHEY ). OIIpENECHHUEN ).

3 Average weight of the net 37238 mg/ 372,38 Mr 369.0 mg + 10 % (between 332.1 to 405.9
content / Cpegnsisi Macca mg) /
COIEePKIMOro KarncyJa 369,0 mr £+ 10 % (ot 332,1 no 405,9 mr)

4 Water content / 1.4% wiw / 1,4% w/w Not more than 4.0 % w/w / He 6onee 4,0 %

CopepixaHue BOIbI
5 Uniformity of dosage units / OgHopoaHOCTh J03HPOBAHHBIX €IHHHI

Omeprazole / OMenpazon

Domperidone /
Homnepunox

8.8/8,8

8.8/8,8

Acceptance value (AV) should be less than
or equal to 15.0 / [Tlokasarens
npuemneMmoctd (AV) nomkeH OHTH He
6onee 15,0.

Acceptance value (AV) should be less than
or equal to 15.0 / Tlokasatens
npuemiaemoctd (AV) nomkeH OBITB He
Gounee 15,0.

Remarks : The Product confirms to ND/
IIpnmeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / ITogroroeneHo:
CH. Vijayasimhachalam- Quality

control- Team —r\@bi;

Checked by / ITpoeepeHo:
D. Latha- Quality control- Team

Member g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurens
V. Prashanth - Quality Assurance- Team

Member WM@

Print Date / Tara: 07-05-2025

Print Date / Tara: 07-05-2025

Print Date / [lata: 07-05-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPNKAT AHAJIM3A

Page3 of8/Crp.3u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® IICP, kancynbl ¢ Mogn¢puIupPOBaHHBIM BbicBoGo:kAeHAEM, 30 MIr+20 mMr

Market / Poinok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne ARSI O6bem cepun 1250000 xancyn
Analytical Repourt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
ApanuTHyecKknii oTueT Ne JlaTa aHasm3a

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa npon3BoacTBa T'onen xo

Mfg. License No. /

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

Analysis performed according ND / Auanu3s nposenen mo HJI: JITT-Ne(002687)-(PT-RU)-071223

6  |Impurities / IIpumecn

Omeprazole / Omenpaszona:
Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepuoona: -

Impurity A / npumecs A
Impurity B / nprmect B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Any individual unidentified
impurity / JTio6ast
eAUHUYHASL
HeuaeHTHULMpOBaHHAs
TIPUMECH

Total impurities /

CymMa npumecei

Not detected / He ob6HapyxeHa

Not detected / He obHapyxeHa
0.03%/0,03%

Less than LOQ (LOQ = 0.020%) / Hixe
mpefena KOMUYECTBEHHOrO OMNpeeIeH s
(ITKO = 0,020%)

Less than LOQ (LOQ = 0.010%) / Hinxe
Tpenena KONWYECTBEHHOTO OMNpedelIeHHs]
(IIKO = 0,010%)

0.03%/0,03%
Not detected / He obHapy»xKeHa

Not detected / He o6HapyxeHa
0.11%/0,11%

Less than LOQ (LOQ = 0.013%) / Huxe
npefena KOJWYECTBEHHOTO OTPEASICHHUS
(ITKO = 0,013%)

Not detected / He obHapyxeHa

0.2% /0,2%

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 Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Domperidone / Jlomnepuoona:

Not more thian 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 %
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/
Tpumeuanue: [Iponykt cooTreTcTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / [ToarotrosneHo:
CH. Vijayasimhachalam- Quality

control- Team i/@ng"

Checked by / IIpoeepeHo:
D. Latha- Quality control- Team

Member \ E;

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoauresis
V. Prashanth - Quality Assurance- Team

Member U\k 0

Print Date / Jlata: 07-05-2025

Print Date / Jata: 07-05-2025

Print Date / [lara: 07-05-2625




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHUDPUKAT AHAJIM3A

Page 4 of 8/ Crp.4u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, kancyabl ¢ MOAU(GHIHPOBAHHBIM BbicBOG0xKAeHHeM, 30 Mr+20 mMr

Market / Poinox : Russia/ Poccus

Batch No / . B2501248 Batch Quantity / : 1250000 caps /

Cepns Ne O6bem cepun 1250000 kancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHaJTMTHYECKHI oTueT No JlaTa aHaau3a

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa npou3BoACTBA Tonen no

Mfg. License No. /

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

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

7 Residual solvents/ OcraTo4nbie oprasn4yecKkHe pacTBOPHTEH

a) Methanol /
Meranon

b) Methylene chloride /
Merunenxnopun

7 ug/capsule / 7 mxr/kancyna

Not detected / ne o6rapyxeHa

a) Not more than 1107 pg per capsule /
He 6onee 1107 MKr Ha KancyJy

b) Not more than 221 pg per capsule /
He Gonee 221 Mkr Ha Kancyny

8 Dissolution / PacTBopenne

a) Omeprazole /
Owmernpazon

i. Acid stage (0.1N
HCl)/
B 0,1 M pactBope
XJIOPHCTOBOJAOPOIHO
M KHCJIOTEI

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

1%, 4%, 7%, 2%, 2%, 4%

92%, 92%, 91%, 92%, 90%, 94%

In a 0.1 M hydrochloric acid solution - not
more than 15 % of the label amount of
omeprazole (C17H;9N3038) after 2 hours. /
B 0,1 M pacTBOpE XJIOpOBOACPOAHOM
KHCIJI0THL — He Hoee 15 % ot
(akTHyeckoro copeprkaHus

omenpasona (C17HisN3OsS) uepes 2 u.

In buffer pH 6.8 - not less than 70 % (Q) of
the label claim of omeprazole
(C17H19N303S) after 30 minutes./

B 6ydepe pH 6,8 — He menee 70 % (Q)

OT HOMHHAJIBHOT'O COJACPIKaHHUs
omenpaszona (C17Hi1sN303S) uepes

30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooreercrByeT TpeboBanusaM HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / ITogrotoeneHo:
CH. Vijayasimhachalam- Quality
control- Team Member

—

Checked by / ITpoBepeHo:
D. Latha- Quality control- Team

Member g

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoauTens

V. Prashanth - Quality Assurgnce- Team
Member U]N-p

Print Date / [lata: 07-05-2025

Print Date / Jata: 07-05-2025

Print Date / Jara: 07-05-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 5 of 8/ Crp.5u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancynibl ¢ MOAHGUUMPOBAHHBLIM BbIcBOGONAeHHEM, 30 MTr+20 mr

Market / PoiHok : Russia / Poccus

Batch No / . Batch Quantity / . 1250000 caps /

Cepus Ne A20Ie S Ob6nem cepun * 1250000 xancyn
Analytical Repourt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHaNHTHYECKHIT oTUeT No JlaTa aHanu3a

Date of Manufacture / . 13-03-2025 Date of Expiry / . 20.02-2028

JIaTa MpoM3BOACTBA Togen no

Mifg. License No. /

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

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

b) Domperidone /
JomnepunoH

iv. after 12 hours / yepez
124

i. after I hour/u4epe3 14

ii. after 4 hours / uepe3 4 u

iti. after 8 hours / uepes 8 u

23%, 21%, 22%, 22%, 24%, 25%

53%, 52%, 53%, 55%, 55%, 55%

75%, 73%, 72%, 79%, 76%, 77%

81%, 79%, 78%, 86%, 90%, 83%

In 0.1M hydrochloric acid solution /

B 0,1 M pacteope XJIOpOBOJOPOAHOM
KHCJIOTBI:

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

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

between 55 % and Y5 % / ot 55 % 10 Y5 %

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CINsO) / oT HOMHHAJIBHOTO
COAepKaHKs JOMITEPHI0HA

(C22H24CIN5O2)
9 |Assay/ KonnuecTBeHHOe onpeneieHue
A. Omeprazole / 20.00 mg /20,00 Mr A. From 180mg to 220mg of
Omenpazoun (100.0% / 100,0%) C17H19N3038 (Omeprazole) per

capsule (90.0 to 110.0 % of the label
claim) / Or 18,0mMr mo 22,0wmr
Ci7Hi19N305S (omempason) B Kancyne
(or 90,0 mo 110,0 % oT HOMHHAIILHOTO
COZIEpIKaHUs).

Remarks : The Product confirms to ND/
Npumeuanue: IIpoaykt cooTBeTcTRYeT TpeboBaHusam HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / IlogrotoeneHo:
CH. Vijayasimhachalam- Quality

control- Teanlﬁr;?'e.r

Checked by / IIposepeHo:
D. Latha- Quality control- Team

Member \ g

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresis
V. Prashanth - Quality Assurance- Team

Member UMO

Print Date / JTata: 07-05-2025

Print Date / [lara: 07-05-2025

Print Date / [lata: 07-05-2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 8/ Ctp. 6 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykTt: Omes® ICP, kancyasi ¢ MOAH(HLUHPOBAHHLIM BhICBOGOKAEHHEM, 30 Mr+20 Mr

Market / Peinox : Russia / Poccus
Batch No / . Batch Quantity / . 1250000 caps /
Cepusa Ne § B20IEs O6beM cepuu © 1250000 xancyn
Analytical Repo“rt No / . 2002FP25001012 Date of Analysis / . 07-05-2025
AHanuTH4ecknii oruer Ne JlaTa anaauza
Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028
JlaTa npon3BoAcTBa Tonen oo
Mfg. License No. /
IIpousBoacreennasi annensust : 63/RR/AP/96/F/R MA number:/ Homep PY  : JIII-Ne(002687)-(PI-RU)
Ne
Analysis performed according ND / Anaun3 nposeaen no HJ/I: JIIT-No(002687)-(PT-RU)-071223
B. Domperidone / 30.79 mg /30,79 mr B. From 27.0 mg to 33.0 mg
HomnepunoH (102.6% / 102,6%) CHoCINsO,  (Domperidone)  per

capsule (90.0 to 110.0 % of the label
claim) / Or 27,0mr 1o 33,0mMr
C22H24CIN5O2 (momnepuioH) B
kancyne (or 90,0 mo 110,0% ot
HOMHMHAJIEHOT'O COACPIKAHHUA).

10 |[Microbial limits / Mukpo6uonoruyeckas YucToTa -
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 10> CFU/g/
count / O6mee gncno Menee 10 KOE/r He 6onee 10° KOE/r
aspOOHbIX
MHKpPOOPTraHH3MOB
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 102 KOE/r
Obmee yucno
JPOMOKEBBIX U
TUIECHEBBIX IPHOOB
¢} E. coli Absentinl g/ ¢) Shall be absent in 1g/
OrcyrctByeTrB 1T Orcyrcteue B 1 r
11 | Package/ YuakoBka 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
insert) in a carton. / ITo 10 xamcyn B
6mucrepe m3 (IIBX/AJUTIA) doneru /
amomunueroit doneru. llo 3 bamcrepa
BMecTe c HHCTPYKUHEH o
MEIMUMHCKOMY HPHMEHEHHUIO (JIMCTKOM-
BKJIaJIbIIIIEM) B MUKy KapTOHHYIO.

blisters and patient information leaflet
(package insert) in a carton. / Ilo 10
kancyn B Gmucrepe u3 (IIBX/AJVIIA)
¢oneru / amomunueBoit ¢onbru. Lo 1, 3,
8, 10 6GnucTepoB BMECTE C HHCTPYKLIMEH IO
MEIULIMHCKOMY HPUMCHEHUIO (JIUCTKOM-
BKJIQJIBIIIEM) B ITAYKY 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/
IIpumeyanne: [TponykT cooTBeTcTBYET TpeboBanusim HJI

Opinion : APPROVED
3axmoyenune: OJJOBPEHO

Prepared by / IloarotosneHo:
CH. Vijayasimhachalam- Quality

control- Team M 5@2‘4’

=

Checked by / IIpoeepeHo:
D. Latha- Quality control- Team

Member | g

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBoauTenb
V. Prashanth - Quality Assurance- Team
Member

Print Date / dara: 07-05-2025

Print Date / Jlata: 07-05-2025

Print Date / Jlata: 07-05-2025




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3IA

Page 7 of 8/ Crp. 7 u3 8

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TIpoaykr: Omes® JICP, kancyanl ¢ MogugHIHPOBAHHBIM BbicBoGokaeHHeM, 30 Mr+20 mr

Market / Poinok : Russia/ Poccus

Batch No / . B2501248 Batch Quantity / : 1250000 caps /

Cepust Ne O61bem cepum 1250000 karnicyn
Analytical Repo“rt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AnaanTndyecknii oTyer Ne JaTa anannsza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa mpoH3BOACTBA T'ozeH 1o

Mfg. License No. /

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

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

* _ HOPMHI B CIELUM(HKAIMKI NIPEACTaBIeHbl Ha CPOK rofHoCTH. IIpH BEIMyCKe Ipenapar MpoBEpseTCs B COOTBETCTBUH CO
crieudHKanel Ha BRIMYCK, MO3TOMY B cepTM(HMKaTe aHalM3a Ha HpenapaT MOTyT OBITE ykasaHbl 6oJiee CTpOrue HOPMBI,

YEM B HaCTOAILEM HOPMATHBHOM JOKYMEHTE 110 Ka4YECTBY.

API name / HaumenoBanne ADPC: Omeprazole / OMenpa3on Domperidone /JloMepuaoH
INN /MHH: Omeprazole / Omernpasos Domperidone / lomnepunoH
API manufacturer batch number / 0000123090 &
Homep cepnn npoussoautens A®C: OME/00724 0000121625
¥P.Manufacturer API Batch number / =

Howmep cepun cy6cTaHUMH FBSA00002 FBSH00002
npousoautens L'JIP:

API Manufactured by & country / Srini Pharmaceuticals Ltd, India / Vasudha Pharma Kem Ltd, India /
Ipon3poautear A®C, crpana: IIpunu dapmacerotukaic Jita, Maaus Bacynxa ®apma Kem Jita, Mamus

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.
HanMeHOBaHHe, aApec, THIEH3NA A8 63/RR/AP/96/F/R) /

IIpousBoacTBEHHAS ILIOMAAKA / II-p Penmu’ ¢ Jla6oparopuc JIta., IlponssoncteenHoe noapasaesienue-IL,
Ilnomwaaka KOHTPOJIsSl KadyecTBa / Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynaninu Buiamxk,
Ilnomaaka BbIMYCKa Bauynmannu Maunaan, Memuan Mankamkrup Juctpukr - 500090, wrar

Tenanrana, Mamua (Juiensus 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 established».

3akaioyenne o coorBercTBHH: «HacToAmpMm s MOATBEP)KOAK0, YTO NpPUBEAEHHas BHINIE MHQPOpMaIMs sABISETCH
JOCTOBEPHOI M TOUHOM. DTa cepys MPOIYKIUKMK NPOK3BEAeHa (BKIIIOYas yNakoBKy (MapKUPOBKY) H KOHTPOJIb KauecTBa) Ha

Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumeuanue: [Iponyxt cootBercTByeT Tpeboanuam HII Zaxmouenue: OJOBPEHO

Prepared by / IToarororneHo: Checked by / IpoeepeHo: Approved by: Manager/Executive /
CH. Vijayasimhachalam- Quality D. Latha- Quality control- Team Ono6peno: Menemxkep / PykoBoauTes

control- Team Member Member V. Prashanth - Quality Assurance- Team
_@ ,'l&—- Member ij

Print Date / Jata: 07-05-2025 Print Date / Jata: 07-05-2025 Print Date / ara: 07-05-2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyibl ¢ MOZHGHUHPOBAHHLIM BbicBoO0XKIeHHEM, 30 Mr+20 Mr

Ne

Market / PoiHok : Russia / Poccus

Batch No / . B2501248 Batch Quantity / : 1250000 caps /

Cepust Ne O6bem cepuu 1250000 kancyn
Analytical Repovrt No/ . 2002FP25001012 Date of Analysis / . 07-05-2025
AHAJINTHYECKHH oTYeT Ne JlaTa aHaau3a

Date of Manufacture / . 13-03-2025 Date of Expiry / . 29.02-2028

JlaTa npoH3BoACTBA T'open oo

Mfg. License No. /

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

Analysis performed according ND / Ananus npoeeaex mo HJ: JITI-Ne(002687)-(PI'-RU)-071223

BHILIEYKA3aHHOHM IPOM3BOACTBEHHONM IUlOomanke (MUIOM@nKax) B IOJHOM COOTBETCTBHM ¢ TpeGoBanusmu IlpaBun
HazuiexKameil IpOM3BOACTBEHHO# NpakTHKY EBpasuiickoro sxoHomuueckoro corosa (Ne GMP/EAEU/RU/00573-2022 ot 23
ceutabps 2022) u TpeOOBaHMAMHU KOHTPOJI1 KadecrBa JIEKAPCTBEHHBIX CPEICTB, a
crieHuPUKAIMAMY, CONEPIKALIMMHCA B PErHCTPALIHOHHOM J0ChE CTPaHBI-UMIOPTEPa. 3afMCH IO IPOU3BOJACTBY, YIAKOBKE U
aHANM3Y TPOBEPEHE], U YCTAHORIEHO MX COOTBETCTBHE TpeGoBaHUsAM IIpaBun Hajnexamieii MPOM3BOICTBEHHOW MPaKTUK
EBpa3uiickoro 3k0HOMHYECKOIrO COK03an.

TaKXE B COOTBCTCTBI/IPI- (&18]

Remarks : The Product confirms to ND/
Ilpumeuanne: [IponykT coorercTBYeT Tpebopanusam HJT

Opinion : APPROVED
3axkmovyenne: OJOBPEHO

Prepared by / IloarotosieHo:
CH. Vijayasimhachalam- Quality

control- Team T@b';

Member

Checked by / IIpoBepeHo: Approved by:
D. Latha- Quality control- Team

Manager/Executive /

Ono6peno: Menemkep / Pykopoaurenb

V. Prashanth - Quality Assurgnce- Team
Member U\ﬁ!‘.p

Print Date / JTata: 07-05-2025
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