Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoayxt: Omes® JICP, kancynsr ¢ MognGUIUHPOBAHHBIM BBICBOOOKIAeHNEeM, 30 Mr+20 Mr

Batch No.: / Cepus Ne:

B2302617

Batch Quantity: / O6bem naprun:

1250000 NO

2002FP23002054

A.R. No.: / Ananutuuecknii oruet Ne;

Date of Analysis: / JlaTta ananmsa: 31-08-2023

Mfg. date: / Jlara mpoussoacrna:

07/2023

Exp. date: / Cpox rojjuocru:

06/2026

Analysis performed according ND / Anaan3s nposexen no HJL: JIT1-003998-301220

S.No/

Ne Test / Tect

Result / PesyabTaT

Specification / Ciennduxanus

1 Description /Onucanue

‘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 capsulc containing
white and brown spherical pellets. /

Teepapie JKeJIaTUHOBBIE
Tpo3pavHble OecLBETHBIE KamCyJIbl
pazMepa 1 ¢ MapKHpPOBKOIT UepHOTO
uBeTa

«'Y

KPBILIEYKE

DR. REDDY’S» =Ha
KarcyJsl "
MapKUpPOBKOM  KpacHOro  ILBeTa
«OMEZ-DSR» Ha KopITyce
kancynel. ComepkuMoOe  Kancyi:
cepuyeckue memieTsl Genoro

KOPHUYHCBOr'O 1IBCTA.

‘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. /

Teepabie  JKkeNaTMHOBHIE — Mpo3payHble
OeclBeTHBIE KallCynsl pa3Mepa | ¢
MapKHApPOBKOH YEPHOIo uBeTa

« 7Y DR. REDDY’S» Ha KpbILICUKe
KarcyJbl ¥ MapKHpOBKOH KpacHOTO LBETa
«OMEZ-DSR» Ha xopryce KaricyJsl,
Comepxumoe  Karcys:  cepuueckue
MeJUIETHI OT Georo 10 cepoBaTo-6ey1oro u
OT  KOPWYHEBOro  JI0  KEJITOBAaTO-
KOPHYHEBOTO 1IBETA.

2 Identification /
IMopiMHHOCTD
Omeprazole and
Domperidone (By HPLC)
/ Omernpazon u
Jomnepunon (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.(J/0Bpemena ynepXuBaHWs

OCHOBHbBIX MTHKOB Ha
XpoMaTorpaMme HCTIBITYEMOr'O
pacTBopa COOTBETCTBYIOT
BpCMEHaM  YIEp)KWUBaHMsS ITHKOB

oMeIpazojia W JOMIIEpPHIOHA Ha
XpoMaTorpaMme CTaHIAPTHOT'O
pacTBOpa (pazmen
«KonuuecTBeHHOE OTIpeieIeHUE)).

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
yaecpxKuBaHus OCHOBHBIX IMTUKOB Ha
XpOMaTorpaMMe HCIBITYEMOI'O pPacTBOpa
JOJKHBI COOTBETCTBOBAThH BpeMEHaM
YACPKUBAHUA ITHKOB oMeIrpasona U
JAOMITEPUIOHA Ha XpoMaTtorpaMme
CTaHAApTHOTO pacTtBopa (pazmen

«KonmigecTeeHHOE OMpenencHuey).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpogykT cooTBeTcTRYET Tpeboranusam HII
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® JICP, kancy.sl ¢ MOARGUUNDPOBAHHLIM BbICBOHOM/TCHIEM, 30 mr+20 mr
Batch No.: / Cepus Ne: B2302617 Batch Quantity: / O6bem mapTuu: 1250000 NO
A.R. No.: / Anaguruueckuii otaer No: Date of Analysis: / lata anannza: 31-08-2023
2002FP23002054
Mifg. date: / {ara npoussoactea:  07/2023 Exp. date: / Cpok rognocru: 06/2026
Analysis performed according ND / Ananus nposeaen no HJL: JIT-003998-301220
S.No/ . .
e Test / Tect Result / PesyabTar Specification / Cnennduxauus
3 | Average weight of the 373.44 mg /373,44 mMr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpexusis 369,0 mr £ 10 % (ot 332,1 no 405,9 mr)
Macca coepRUMOTo
KaIncy.
4 |Water / Boga 1.3% wiw / 1,3% Not more than 4.0 % w/w / ITe Gonee 4,0
%
5 |Uniformity of dosage units / OqnopoaHoCTh J03NPOBAHAS
Omeprazole / 5.8/5,8 The acceptance value (AV) should be
Owernpazon less than or equal to 15.0 / TlokazaTtens
npuemaeMoctd (AV) nomxkeH GbITh He
6onee 15,0.
Domperidone / 6.9 6,9 The acceptance value (AV) should be
JlomMniepumon less than or equal to 15.0 / TTokazaTens
npuemnemocty (AV) nomkex ObITh He
Gonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanne: [ponykr coorrercTryet TpebosanmsaM HJL 3axmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHATU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykt: Omes® JICP, kancyJbl ¢ MoaAH(PHIHPOBAHHLIM BbicB0OG0kIeHHem, 30 Mr+20 mr

Batch No.: / Cepus Ne:

B2302617

Batch Quantity: / O6bem naprumn:

1250000 NO

2002FP23002054

A.R. No.: / Anaaurudeckmii order Ne:

Date of Analysis: / lata anammsza: 31-08-2023

Mfg. date: / laTa npou3BoacTBA:

07/2023

Exp. date: / Cpok roasocTu:

06/2026

Analysis performed according ND / Auajns nposenen no HJI: JIT1-003998-301220

S.No/

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
|Jomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlro6as
eIMHUYHAS
HeHAeHTH)HIMPOBaHHAS
pyMech

Total impurities /
Cymma npumeceit

Not detected / He oOHapyskeHa
0.01%/0,01%
Not detected / ne oGHapyskeHa

Less than Limit of Detection (LOD =
0.003%) / Huxxe npenena
obnapyxenus (ITO =0,003%)

0.04% / 0,04%
Not detected / He 06HapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hwxke npezmeia KOJMYECTBEHHOrO
onpeaenenus (ITKO = 0,012%)

0.10% / 0,10%

Less than LOQ (LOQ =0.013%) /
Huke npepena KOJIMUECTBEHHOTO
onpenenenus (ITKO = 0,013%)
Not detected / He oGHapy>xeHa

0.2%/0,2%

Ne Test / Tect Result / PesyansTar Specification / Crenudpuxanns
6 [Related substances / PogcTBeHHBIe NpuMecH
Omeprazole / .
Omenpazona: 0.01%/0,01%

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6oee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6o1ee 0,50 %
Not more than 0.50 % / He 6osee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oiee 0,50 %

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

Not more than 2.5 % / He Gonee 2,5 %

Residual solvents/ OcraTounbie opranuyecKne pacTBOPHTEIH

Methanol /
MeraHon

Methylene chloride /
Metunexnxyiopng

10 pg/caps / 10 Mxr/kancyna

Not detected / He oGHapyxkeHa

Not more than 1107 ug per capsule /
He Gosee 1107 MKr Ha Kancyay

Not more than 221 pg per capsule /
He Gosee 221 MKr Ha Kancyay

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykrt cooTBeTcTBYET TpeboBanusM HJ{

Opinion : APPROVED
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
poaykr: Omes® JICP, kancyabt ¢ MoguguuupoBanusIM BLICBOOosKIeHHEeM, 30 Mr+20 Mr

Batch No.: / Cepust Ne: B2302617

Batch Quantity: / O6bem napTHm:

1250000 NO

A.R. No.: / AsammTHdyeckuii otuer No:
2002FP23002054

Date of Analysis: / lata anannsa: 31-08-2023

Mfg. date: / Jlara npoussojicrsa:

07/2023

Exp. date: / Cpox rojinocru:

06/2026

Analysis performed according ND / Anauns nposeaen no HJI: JITT-003998-301220

S.No /

Ne Test / Teer

Result / PesyabTar

Specification / Cienuduxanns

8 |Dissolution / PacTBopenue

a) Omeprazole /
Owmenpaszon

i. Acid stage (0.IN HCI)
/B 0,1 M pactrope
XJIOPUCTOBOJIOPOIHOM
KHCITOTBI

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

0 %, 0%, 0%, 4%, 0%, 0%

96%, 95%, 93%, 92%, 94%, 93%

i. Not more than 15% of the labeled
amount of Omeprazole (C;7H;oN;05S)
is released after 2 hours. / He 6onee 15
% OT (haKTHIECKOT'0 COAEPIKAHUS
omernpasona (Cy7HoN;0;8) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,;H,oN;03S)
is dissolved in 30 minutes / He Menee
70 % (Q) OT HOMHHAIILHOT'O

coliepIKaHus oMenpasosna
(C7HoN30;S) uepes 30 MuH.

b) Domperidone /
Homnepunon

15t hour / yepes 1 4

4™ hour/ uepes 4 u

8t hour/ wepes 8 u

12t hour/ uepes 12 4

26%, 23%, 24%, 26%, 25%, 27%

56%, 50%, 53%, 55%, 56%, 58%

82%, 76%, 78%, 83%, 84%, 87%

93%, 89%, 88%, 96%, 96%, 100%

In0.INHCI/B 0,1 M pactBope
XJIOPUCTOBOZOPOJHOMN KHCIIOTHI:

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

Between 30 % and 70 % / ot 30 % no 70
%

Between 55 % and 95 % / ot 55 % 1m0 95
%

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(Cy,H,4CIN;0,) / 0T HOMUHATILHOTO

CoflepIKaHusl TOMITEPUIIOHA
(C52H2CINsOy)

Remarks : The Product confirms to ND/

Ipumeuanue: [ponykr coorsercTByeT Tpeboranusm HJL

Opinion : APPROVED
Bakmouenne: OTOBPEHO

WI-GLOB-QA-0669-1.0

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

CERTIFICATE OF ANALYSIS
CEPTHDPHAKAT AHAJIW3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoayxT: Omes® ACP, kancyubl ¢ MOAH(HIHPOBAHHBIM BhIcBoGoKAeHHEM, 30 Mr+20 Mr

Batch No.: / Cepusa Ne:

B2302617

Batch Quantity: / O6bem napTuu:

1250000 NO

2002FP23002054

A.R. No.: / Arasuruyeckuii oruer Ne:

Date of Analysis: / JaTa anamnsa: 31-08-2023

Mfg. date: / lara npou3BojcTBa:

07/2023

Exp. date: / Cpok rogHocTu:

06/2026

Analysis performed according ND / Anasus nposeaen mo HJI: J1I1-003998-301220

S.No/

e Test / Tecr

Result / PesyabTaT

Specification / Cnennguxanns

9 Assay / KoqudecTBeHHOe onpe/iejieHHe

A. Omeprazole /
Owernpazon

B. Domperidone /
Jomnepunon

19.80 mg / 19,80 mr
(99.0% / 99,0%)

30.15 mg /30,15 mMr
(100.5% / 100,5%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C|7H|9N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr no 22,0 mr
C7H;oN3;05S (omenpason) B
kancyJe (ot 90,0 no 110,0 % ot
HOMMHAJILHOTO COAEPKAHUA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H,4CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / OT 27,0 mr xo
33,0 mr C,,H,4CIN;O,
(1oMmepuaOoH) B KamncyJie (0T
90,0 g0 110,0 % or
HOMHHAJILHOT'O CO/IepPKaHuA).

10 |Microbial limits / Mukpo6uoJsiorudeckast 4ucTOTa

a) Total aerobic microbial
count / O61ee YUCno
a>poOHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count /
Obee yucio
JIPOMCKEBBIX U
TUICCHEBBIX IPHOOB

¢) E. coli

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

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

Absentinl g/
OtcyTcTByeTB 1 T

a) Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Not more than 100 CFU/g /
He 6omee 100 KOE/r

c) Shall be absentin 1g/
OrcytctRue B I T

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr coorBercrayeT TpeGosanmam HJI

Opinion : APPROVED
3akouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKA'T AHAJIUIA

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyanl ¢ MOIHGHIHPOBAHHLIM BLICBOOOKACHHEM, 30 Mr+20 mr
Batch No.: / Cepus Ne: B2302617 Batch Quantity: / O6bem napTum: 1250000 NO
A.R. No.: / Asanurudeckuit order Ne: Date of Analysis: / laTta anannza: 31-08-2023
2002FP23002054
Mfg. date: / lara npoussoaersa:  07/2023 Exp. date: / Cpok rogHocTu: 06/2026
Analysis performed according ND / Amasnns nposesen no HJL: JITI-003998-301220
S.No / . .
N Test / Tect Result / PesyasTar Specification / Cnenudpuxanus
11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC) |10 capsules in a (PA/Al/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. / TTo 10 xaricyn B Gnuctepe | carton. / TTo 10 xancyn B Gnmcrepe w3
m  (IIA/AJJTIBX)  donmnru /| (TA/AJV/TIBX) doneru / anromunuenoi
amoMmunuesoii  ¢onsru.  ITo 3 | doneru. Io 1, 3, 8, 10 6nuctepos Bmecte
GidcTepa BMECTE€ € HHCTPYKLHMEH | C MHCTPYKUMEH 10 NPUMEHEHWIO B MauKy
Mo  TNPUMEHEHWI0 B MayKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND /B cooteTcTBun ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / IIpn Temniepatype He Bbiie 25 °C,
XpaHnenue
14 | Shelf life / Cpox 3 years/ 3 roma
TOAHOCTH

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT coorBeTcTBYET Tpebopanusm HJ

Opinion : APPROVED
3axmoyenne: OJOBPEHO
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