Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3IA

Product: Omez DSR, modified-release capsules, 30 r;g+2_0 mg/_
Hpoaykr: Omes® ICP, kancy bl ¢ MoAHGHUTPOBAHHBIM BRICBOGMKACHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne:

A.R. No.: / Ananurnueckuii orqyer Ne:
2002FP24000011

B2304040

Batch Quantity: / O6bem naprun:
Date of Analysis: / JlaTa ananuza:

1250000 NO
08-01-2024 |

Mfyp. date: / laTa npou3BoAcTBa:

11/2023

Exp. date: / Cpok rogHocTn:

10/2026

Analysis performed according ND / Ananns nposegen no HJL: JIT1-003998-301220

No

S.No/

Test / Teer

Result / Pesynabrar

Specification / Cnicund uxanus

1

Description /Onncanue

‘1’ size hard gelatin capsule with
clear transparent cap and body
having ““ Y” and “DR.REDDY's”
printed in black ink on the cap and
“OMEZ-DSR” printed in red ink on
the body of capsule containing
white and brown spherical pellets. /

Teepnvbte JKEJIATUHOBBIE
Npo3payuHble GECLBETHBIE KarCyJtbl
pasmcpa 1 ¢ MapKupOBKOH 4CpHOro
uBera

« Y DR REDDY'S» wma
KphILIeKe KarcyJiel u
MapKUpOBKOH  KpacHOro  1BeTa
«OMEZ-DSR» Ha Kopriyce
karcyabl. Cofepxkumoe  Kancy:

chepuyeckrie TeIETEl OeJIoro u
KOPWYHEBOTO I[BETA.

‘1’ size hard gelatin capsule with clear
transparent cap and body having “Y
and “DR.REDDY'S” printed in black ink on
the cap and “OMEZ-DSR” printed in red
ink on the body of capsule containing
white to grayish-white and brown to
yellowish brown spherical pellets. /

Teepapie
OecLIBETHBIE
MapKHUPOBKON

« 7Y DR. REDDY’S» na KpbIlLIEYKe
Karcysbl 1 MapKHPOBKOW KPacHOro LBETa
«OMEZ-DSR» Ha Kopmyce KarcyJbl.
CopepxxuMoe  kamcyll:  cdepuyeckue
nesneTsl oT 6enoro 10 cepoBarto-6eoro u
OT  KOPHUYHEBOTO /IO  KEJITOBATO-
KOPUYHEBOTO [{BETA.

JKEJTATUHOBLIE  TMPO3payHble
Kancynel pasmepa 1 ¢
YEepHOro LBeTa

Identification /
IHopmuHocTh
Omeprazole and
Domperidone (By HPLC)
/ Omenpaszoit u
Homnepnuon (BOXX)

The retention times of the main
peaks in the chromatogram of the
sample preparation correspond to
retention times of Omeprazole and
Domperidone  peaks in  the
chromatogram of the standard
preparation under
assay.[]/[1Bpemena ynepskuBaHus

OCHOBHbIX MUKOB Ha
XpomarorpaMme HCIIBITYEMOrO
pacTBopa COOTBETCTBYIOT

BpeMellaM  yAepXKHBAHMS  IMHKOB
oMernpasona M JOMIIEPUAOHA Ha
XpoMaTorpaMmme CTaHJapTHOro
pacTBopa (pazpen
«KonnuecTBeHHOE ompeesieHre» ).

The retention times of the main peaks in
the chromatogram of the sample
preparation should comply with retention
times of Omeprazole and Domperidone
peaks in the chromatogram of the standard

preparation under assay. / Bpemena
YACPXKUBAHUS  OCHOBHBIX THKOB  Ha
XpoMaTorpaMMe MCIIBITYEMOrO pacTBoOpa
JIOJDKHBl ~ COOTBETCTBOBATE  BpeMEHam
VACP)KUBAHUS TIMKOB  OMeENpazojia W
JIOMIIEpUIOHA Ha XpomaTrorpamme
CTaHAapTHOTO pacTsopa (paznen

«KonuuecTBeHHOE OnpeaeieHue).

Remarks : The Product confirms to ND/
Ilpumeuanne: [lpoaykr coorBercTByeT TpeboraHnsam HJ{

Opinion : APPROVED
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® [ICP, kancyJisi ¢ MOAHPHUKPOBAHNLIM BbICBUOUKACHUEM, 30 M1+20 M1

Batch No.: / Cepust Nt R2304040 Batch Quantity: / O6hem naprun: 1250000 NO |
A.R. No.: / Anaautavecknif oruer Nb: Date of Analysis: / Jlara anannsa:  08-01-2024
2002FP24000011
Mfg. date: / /laTa npou3BoacTBa: 11/2023 Exp. date: / Cpox ropnoctu:  10/2026
Analysis performed according ND / Anaans nposeaen no HJI: JIT1-003998-301220
S.No/ g .
o Test / Tect Result / PesyabTar Specification / Cneunduxanus
3 | Average weight of the 369.48 mg /369,48 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpexnsst 369,0 mr £ 10 % (o1 332,1 no 405,9 mr)
Macca CoxepKRuMoro
Kancy.Ji
4 |Water/ Boaa 1.2% w/w / 1,2% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |[Uniformity of dosage units / OnHopoanocTh 103MPOBAHHSA
Omeprazole / 64/64 The acceptance value (AV) should be
Owmenpazon less than or equal to 15.0 / [TokazaTens
npuemaemoctu (AV) pomxeH ObITh He
6onee 15,0.
Domperidone / 4.7/4,7 The acceptance value (AV) should be
JomnepuaoH less than or equal to 15.0 / [Tokasareins
npuemneMoctd (AV) nomxkeH GbITh He
6onee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr cooTeercTBYeT Tpeboranusam H/L 3axmoyvenne: OOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

 Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipupyk:: Omes® JICP, kancy bt ¢ MOAHGHUNPOBAHHBLIM BLICBOGOKACHHCM, 30 mr+20 mMr

Mfg. date: / JlaTa npon3BOACTBA:

Batch No.: / Cepun Ne: B2304040 Batch Quantity: / O6bem naprun: 1250000 NO
A.R. No.: / Ananutugecknii oTaer Ne: Datc of Analysis: / {lara amanua: 08 01-2074
2002FP24000011

11/2023 Exp. date: / Cpok roaumoct:  10/2026

Analysis performed according ND / Ananun3s nposeaen no HJ/L: JII1-003998-301220

Ne

S.No/

Test/ Tect

Result / PesyabTaT

Specification / Cuenup uxanus

6

Related substances / PojgcTBeHHbIe npuMecH

Omeprazole /
Omenpaszona:

Impurity 1/ npumecs 1
Impurity 2 / npumMecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
omnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C/ npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jliobas
eIMHUYHas
HeuIeHTUHUMPOBAHHAS
npumMech

Total impurities /
CymMa npumecei

0.01%/0,01%

Not detected / He o6HapyxeHa
0.02% / 0,02%

Not detected / He o6Hapy»xeHa

Less than Limit of Detection
(LOD=0.003%) / Hmwxe npeaena
obHapyskenus (110 = 0,003%)

Not detected / He ob6Hapy»eHa
Not detected / He oGHapyxeHa
Not detected / ne obHapyceHa
0.09% / 0,09%

Not detected / He obHapyceHa

Not detected / He o6HapyxKeHa

0.1%/0,1%

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oaee 0,50 %
Not more than 0.50 % / He Gosnee 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 6omee 0,50 %
Not more than 0.50 % / He 60nee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.20 % / He 6omee 0,20 %

Not more than 2.5 % / He 6onee 2,5 %

Residual solvents/ OcraTounnie oprannyecKue pacTBOPUTENH

Methanol /
MeTtaHon

Methylene chloride /
Metunenxiopua

3 pg/caps / 3 Mkr/kamncyna

Not detected / He obHapy»eHa

Not more than 1107 pg per capsule /
He 6oaee 1107 Mkr Ha KancyJy

Not more than 221 pg per capsule /
He Gousiee 221 MKT Ha Kancyay

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponykr coorsercTByeT Tpebopanuam HJ[

Opinion : APPROVED
3aknwyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Npoayikr: Omes® JACP, kaucyiint ¢ moamdpuupposanssivm Bbicsobomaennem, 30 mri20 mr

Ratch No.: / Cepus No: B2304040 Batch Quantity: / O6bem naprun: 1250000 NO
A.R. No.: / Anannwrugecknii viruer Ne: Date of Analysis: / /lata anammza:  08-01-2024
2002FP24000011

Mig. date: / Jlara npoussoacrsa: 11/2023 Ixp. date: / Cpok rogmoctu:  10/2026

Analysis performed according ND / Ananus nposegen no HJI: JIT1-003998-301220

S.No/

No Test / Tecr

Result / PesynabsTaTt

Specification / Cnenudg uxanusn

8 [Dissolution / PacTBopenue

a) Omeprazole /
Owmenpazosn

i. Acid stage (0.1N HCI)
/B 0,1 M pactBope
XJIOPUCTOBOJOPOAHOM
KHCITOTEI

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

0%, 0%, 1%, 3%, 2%, 4%

96%, 91%, 93%, 91%, 93%, 90%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;;H4N;058)
is released after 2 hours. / He 6onee 15
% OT (haKTHYECKOTO CO/IepKaHMs
omenpazona (C7H;yN;O;S) yepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,,H;yN;038S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMHUHANLHOrO
COZEpIKaHus omMenpasosia
(C|7H|9N3O3S) qyepes 30 muH.

b) Domperidone /
Jommepuaox
1t hour / uepes 1 u
4t hour/ uepes 4 4

8™ hour/ uepes 8 u

12™ hour/ uepes 12 4

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

46%, 51%, 54%, 57%, 53%, 56%

64%, 71%, 74%, 18%, T7%, 14%

73%, 83%, 86%, 90%, 88%, 85%

In 0.IN HCI/B 0,1 M pactBope
XJIOPUCTOBOJOPOJHON KHUCTIOTHI:

Between 15 % and 40 % / ot 15 % no 40
%

Between 30 % and 70 % / ot 30 % mo 70
%

Between 55 % and 95 % / ot 55 % no 95
%

Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(C5;H,4CIN5O;) / OT HOMMHAALHOIO
Cofiep>KaHus AOMICPH/IOHA
(C1.H,4CIN;sO,)

Remarks : The Product confirms to ND/

Ipumeuanne: IIpoaykr coorserctayer Tpeboparnusam HJT

Opinion : APPROVED
Zakmouenune: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JCP, kanucyiibt ¢ Moanuumposanuniv spicsodoxaenmem, 30 mri 20 mr

Ratch No.: / Cepust Ne: B2304040 Batch Quantity: / O6bem naprum: 1250000 NO
A.R. No.: / Anairrudeckdii oraer Ne; Date of Analysis: / /lata anamsa:  08-01-2024
2002FP24000011

Mfe. date: / lwra uponssoucrsa: 11/2023 Exp. date: / Cpok rogunoctu:  10/2026

Analysis performed according ND / Anaans nposeaen no HJL: JII1-003998-301220

i:l\lo / Test / Tect Result / PesyabTaT Specification / Cnennd uxanus
9 Assay / KonnyecTBenHOe onpee/ieHHe
A. Omeprazole / 19.53 mg /19,53 mr A. Not less than 18.0 mg and not
Owmenpazon (97.7% 1 97,7%) more than to 22.0 mg of
C17H1sN;03S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr go 22,0 mr
C7H;4N;05S (omenpa3zon) B
kancy.Je (ot 90,0 1o 110,0 % ot
B. Domperidone / 30.85 mg /30,85 mr HOMHHAJILHOTO COAEPIKAHMUS).
0, 0,
Hlomnepuzon (102.8%/102.8%} B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H,4CIN5O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr g0
33,0 Mr C22H24C1N502
(moMmepuaoH) B KamncyJe (oT
90,0 1o 110,0 % ot
HOMHHAJIBLHOTO COAEPKAHUS).
10 |Microbial limits / MukpoOuoJioruueckasi 14McToTa
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 1000 CFU/g/
count / O61iee YuciIo Menee 10 KOE/r He 6onee 1000 KOE/r
a’poBHBIX
MUKPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g/
and mould count / Menee 10 KOE/r He 6onee 100 KOE/r
O01nee uucno
JPOAOKEBBIX W
NJIECHEBBIX MPUOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absentin 1g/
OtcyTtctRyeTB 1 T OtcyTcTBHE B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumeuanue: IIponykr coorsercrayer Tpebopanusm HJI 3akaouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHAKAT AHAJIU3A

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

Tpoayxr: Omes® ICP, kaneyisl ¢ MOa(iuuupusanubiv sbicsoboxaennem, 30 mri20 mr - |
Ratch No.: / Clepus No: B2304040 Batch Quantity: / O6bem napTun: 1250000 NO
AR, No.: / AHQIMTHYECKHE oraer Nu: Date of Analysis: / Jlata anannsa:  08-01-2024
2002FP24000011
Mfg. date: / JlaTa npou3BOACTBA: 11/2023 Exp. date: / Cpok roanocrn:  10/2026
Analysis performed according ND / Auasns nposegen no HJL: JI1-003998-301220
S.No / p .

No Test/ Tect Result / Pe3yabTaT Specification / Cnenuduxauns

11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC) |10 capsules i a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and patient information leaflet in a | blisters and patient information leaflet in a
carton. / Ilo 10 xancyn B 6nvcrepe | carton. / TTo 10 kancyn B Omuicrepe nz
m (ITAJAJI/TIBX)  donsru /| (TTAJAJI/TIBX) ¢osneru / antoMuHueBoit
amomunuesoit  ¢omern.  Ilo 3 | goneru. Ilo 1, 3, 8, 10 Gnuctepos Bmecte
fivcrepa BMECTe ¢ MHCTPYKLMEH | ¢ MHCTPYKLMEH N0 NMPUMEHEHUIO B NauKy
M0  NPUMEHEHMIO B  MaukKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkupoeka | According to ND / B coorretrcranu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He soiwe 25 °C.
Xpanenue
14 | Shelf life / Cpox 3 years /3 rona
rOAHOCTH

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykr cooreercTRyeT Tpebosanuam HJI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES

B2304040

Title

! Dr.Reddy’s Qe _.

Document No. | QUA-FT02-2927

Approved Date |(9-jan-2024

- Version - 1.0, CURRENT
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21:05:03
Reviewed And P00043828 A Susmitha 08/01/2024

Approved By 21:10:51
Approved By QA P00019846 K Narayana Swamy 09/01/2024
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