Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
 Mpoaykt: Ome3® JCP, kancyibl ¢ MoARGHUHPOBAHNLIM BhicBoboKaeHMeM, 30 Mr+20 Mr

Mfg. date: / JaTa npon3BoacTBAa:

| Batch No.: / Cepus Ne: B2203222 Batch Quantity: / O6bem naptuu: 1250000 NO |
A.R. No.: / Ananutuydeckuii otuet Ne: Date of Analysis: / laTta ananmsa: 14-11-2022
2002FP22002269
08/2022 Exp. date: / Cpok roaHocTH: 07/2025

Analysis performed according ND / Anasius nposeaen o H/I: JII1-003998-301220

S.No /

No Test/ Tecr

Result / PesyabTar

Specification / Ciennduxanus

1 Description /Onucanne

‘1’ size hard gelatin capsule with
clear transparent cap and body
having “Y» and “DRrR.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. /

TBepabie KENnaTHHOBbIE
Mpo3padHble OECIBETHBIE KaTCyThI
pazmepa 1 ¢ MapKHpPOBKOR YepHOTO
1BeTa

«'qir

DR. REDDY’S» wHa
KpEhITIeyKe KarncyIbl 1
MapKUpOBKOH  KpPacHOro  LBETa
«OMEZ-DSR» Ha KOpITyce
kancynel, ComepkuMoe Karcy:

chepuyeckue nemiersl Oenoro u
KOPHYHEROTO 1[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. /

Trepasie
OecuBeTHEBIE
MapKVpOBKOH

« 7Y DR. REDDY’S» na KpbIlIeyKe
KarcyJibl § MapKUpoOBKOH KPacHOTo IBETa
«OMEZ-DSR» Ha xopmyce Karcyibl.

KENATUHOBBIE  MpPO3payHbie
Karcynsl  pa3Mmepa 1 ¢
YepHOro 1BeTa

Copepxumoe  kancyl:  cdepHyeckue
TeJIeTsI OT OENTOTO 0 cepoBaTo-6enmoro U
OT KOPHYHEBOTO bi(o) KeJITOBATO-

KOPpUYHEBOI'O LIBETA.

2 Identification /
IMoanuHHOCTL
Omeprazole and
Domperidone (By HPLC)
/ Omenpazorn u
Homnepunon (BOXKX)

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.[]/0BpeMeHa ynepKuBaHWs
OCHOBHBIX NMKOB Ha
XpoMaTorpaMme HUCTIBITYEMOT0
pacTBOpa COOTBETCTBYIOT
BpEMEHaM  yIepKUBAHUSA IHUKOB

oMemnpazona W JOMIEpHIOHa Ha
XpomarorpaMMe CTaHAAPTHOTO
pacTBopa (pazmen
«KonnyecTBeHHOE OnIpeAeNicHUEY ).

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
YAEPKMBaHUsT  OCHOBHBIX IIHKOB  Ha
XpoMaTrorpaMMe HCIBITYEMOI0 pacTBOpa
JIOJDKHBI  COOTBETCTBOBAaTH  BpeMeEHam
yAepXUBaHUS TNHUKOB oMenpazona |
JIOMIIEpHIoHA Ha XpoMarorpamMMe
CTaHAAPTHOTO pacTBopa (paznen

«KonnuecTBeHHoe onpeneneﬂue»).

Remarks : The Product confirms to ND/
IIpumeuanmne: [IpoayKT cOOTBETCTBYET TpeboBauusaM HJT

Opinion : APPROVED
3akawuenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
| Product: Omez DSR, modified-release capsules, 30 mg+20 mg / o
TIpoaykr: Omes® JICP, kancyib! ¢ MoAuGHUHPOBAHHBIM BhICBOO0KAeHUEeM, 30 Mr+20 mr
| Batch No.: / Cepusi Ne: B2203222 e Batch Quantity: / O6bem naptuu: 12500_(_)0 NO
A.R. No.:/ Auanutudeckuii oTuer Ne: Date of Analysis: / Jlara ananuza: 14-11-2022
2002FP22002269
Mfg. date: / Jlata npousBojicTBa: 08/2022 Exp. date: / Cpok roanocTn: 07/2025
Analysis performed according ND / Auaans nposejgen no HJL: JIT1-003998-301220
S.No/ . <
No Test/ Tect Result / PesyanTaTt Specification / Cnieundnkauns
3 Average weight of the 374.52 mg /374,52 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpegusist 369,0 Mr + 10 % (o1 332,1 no 405,9 mr)
Macca coIepKIMoro
KancyJ
4 |Water/ Bopna 1.4% wiw / 1,4% Not more than 4.0 % w/w / He Gonee 4,0
%
5 |Uniformity of dosage units / OgHOpoAHOCTH A03HPOBAHMSA
Omeprazole / 10.9/10,9 The acceptance value (AV) should be
Owmeripazon less than or equal to 15.0 / TTokazarens
npuemneMoctit (AV) foikeH ObITh He
tonee 15,0.
Domperidone / 54154 The acceptance value (AV) should be
Jomnepuaon less than or equal to 15.0 / TTokazarenn
nipremieMoctd (AV) 1omKeH ObITh He
bomee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumedanne: [Iponykr coorBeTcTBYeT TpebGoBanuam HJL 3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mEZO mg/
| poayxt: Omes® JCP, kancy.ibl ¢ MOAHGHIHPOBAHHLIM BbICBOO0xAeHHEM, 30 Mr+20 mr

Mfg, date: / JlaTa nponsBoacTBa:

_Eatch No.: / Cepus Ne: B2203222 Batch Quantity: / O6bem napTun: 1250(290 NO
A.R. No.: / Ananmurnueckuii oTver Ne: Date of Analysis: / Tata anamuza: 14-11-2022
2002FP22002269

08/2022 Exp. date: / Cpok rogHoCTH: 07/2025

Analysis performed according ND / Anaaus npogsesen no HJI: JIT1-003998-301220

Impurity 1 / mpumecs 1
Impurity 2 / npuMecs 2
Impurity 3 / npumMecs 3
Impurity 4 / mpuMecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepuooua:
Impurity A / npuMecs A
Impurity B / npumecs B
Impurity C / mpumecs C
Impurity D / mpumecs D
Impurity F / mpumecs F

Highest individual
unknown impurity / JIroGas
COMHUYHAS
HeUICHTUDUIUPOBAHHAS
MIPUMECH

Total impurities /
Cymma nprMeceit

Less than LOQ (LOQ=0.010%)
Less than Limit of Detection
(LOD=0.003%)

Less than LOQ (LOQ=0.013%)
Not detected / He o6napykeHa
Less than Limit of Detection
(LOD=0.003%)

0.02% /0,02%

Not detected / He oDHapyxkeHa
Less than LOQ (L0OQ=0.012%)
0.08% / 0,08%

0.01% /0,01%

Not detected / He o6HapykeHa

0.1%/0,1%

:IDNO / Test/ Teer Result / PesyabTat Specification / Cneunduxaunus
6 |Related substances / PoxcTeeHnble NpUMecH
Omeprazole /
Omenpasona:

Not more than 0.50 % / He 6omnee 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 6omee 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 6omnee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He Gomnee 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 %

7 |Residual solvents/ OcTaTo4Hble oprannyecKre PacTBOPHTETH

Methanol /
Meranon

Methylene chloride /
Mertunenxnopun

8 pg/caps / 8 mxr/kancyna

Not detected / He obHapyxeHa

Not more than 1107 pg per capsule /
He Goaee 1107 MkT Ha Kancymay

Not more than 221 pg per capsule /
He 6onee 221 MKT Ha Kancyay

Remarks : The Product confirms to ND/
IMpumeyanne: [IpogykT cooTBeTCTBYET TpeboBanusm HJI

Opinion : APPROVED

3axmwuenue: 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
CEPTUOUKAT AHAJHU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Mpoxykr: Omes® JCP, karncy.ibl ¢ MOAHGUUMPOBAHHBIM BhICBOGOKAeHAEM, 30 Mr+20 MK

Batch No.: / Cepust No: B2203222 B | Batch Quantity: / O6bem napTum: 1250000 NO
A.R. No.: / Ananutudecknii oryer Ne: Date of Analysis: / Jlata anagusza:  14-11-2022
2002FP22002269
Mfg. date: / laTa npoussogcrsa:  08/2022 Exp. date: / Cpok rognocTu: 07/2025
Analysis performed according ND / Anaius nposejen no HJL: JII1-003998-301220
S.No/ . .
N Test/ Teer Result / PesyasTar Specification / Cneundpuxauns
8 [Dissolution / PacTBopeHue
a) Omeprazole /
Onmenpason
i. Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pactBOpe amount of Omeprazole (C,7HsN,O38S)
XJIOPUCTOBOIOPOIHOIMA 0%, 0%, 2%, 0%, 0%, 1% is released after 2 hours. / He Gonee 15
KHCJTOTBI % OT (haKTUHUECKOTO COACPIKAHUS
i, Bufferstage (pH 6.8 oMenpazona (C,7H;9N;0;S5) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 94%, 92%, 96%, 96%, 91%, 93% amount of Omeprazole (C,;H oN;05S)
is dissolved in 30 minutes / He meHee
70 % (Q) oT HOMHHANBHOTO
COjIepKaHUsT OMETPazona
(C7H9N30,S) uepes 30 MuH.
b) Domperidone / In 0.IN HCl/ B 0,1 M pactBope
Howmnepupon XJTOPUCTOBOJOPOHON KUCITOTEI:
18t hour / yepe3 1 4 24%, 24%, 22%, 23%, 23%, 23% |Between 15 % and 40 % / o1 15 % mo 40
%
4t hour/ yepes 4 u 52%, 52%, 50%, 50%, 54%, 55% |Between 30 % and 70 % / ot 30 % no 70
%
8" hour/ wepes 8 4 76%, 77%, 75%, 80%, 80%, 82% |Between 55 % and 95 % / ot 55 % 1o 95
%
12" hour/ uepes 12 u 89%, 89%, 91%, 92%, 92%, 91% | Not less than 70 % / He meree 70 % of the
labeled amount of Domperidone
(C1,H,4CINsO;) / 0T HOMMHAIBHOTO
CoJiepKaHNA JOMTIEPUIIOHA
(CyH24CINsOy)
Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBanmsaM HJL 3axarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7
Printed By: K Narayana Swamy Printed Date & Time (IST): 15-11-2022 18:35:32



Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Ipoaykr: Omes® ICP, kancybl ¢ MoaAu(UIHUPOBAHHBIM BhicBoOOKACHUEM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2203222 Batch Quantity: / O6bemM nmapTuu: 1250000 NO
A.R. No.: / AHaauTH4eckunii otuer Ne: Date of Analysis: / Jata ananamza: 14-11-2022
2002FP22002269

__Mfg. date: / Ha_Ta_l'l[;OPBBOZICTBa: 08/2022 Exp. date: / Cpok rogHocrtn: 07/2025

Analysis performed according ND / Anasius nposeaen no HJI: JIT1-003998-301220

S.No /

N Test / Tect

Result / PesyasTaT

Specification / Crieunducanusa

9 Assay / KoinuecTBeHHOE onIpe/jeieHHe

A. Omeprazole /
Owmernpazon

B. Domperidone /
Howmmnepuaox

20.08 mg / 20,08 mr
(100.4% / 100,4%)

29.93 mg /29,93 Mr
(99.8% / 99,8%)

A. Not less than 18.0 mg and not

more than to 22.0 mg of
C17H19N303S (Omeprazole) (90-0
to 110.0 % of label claim) per
capsule / Ot 18,0 mMr xo 22,0 mr
C17H1sN303S (omenpason) B
kancyJe (o1 90,0 10 110,0 % ot
HOMHHAJIBHOTO COAEPIKAHUA).

B. Not less than 27.0 mg and not

more than 33.0 mg of
C22H24C1N502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr xo
33,0 Mr C22H24C1N502
(noMnepuIoH) B KamncyJie (0T
90,0 1o 110,0 % ot
HOMUHAJLHOIO COJACePKaHUSA).

10 |Microbial limits / Mukpo6uojorudeckasi HUCTOTA

a) Total aerobic microbial
count / OGiuee Yucno
a3poOHBIX
MHUKPOOPIraHN3MOB

b) Total combined yeasts
and mould count /
Ob6uiee yncno
IPOMOKEBBIX U
IJIECHEBBIX TPUOOB

¢c) E. coli

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

10 CFU/g /
10 KOE/r

Absentin 1 g/
OtcyrcTBYeTB 1 T

a) Not more than 1000 CFU/g/

He 6onee 1000 KOE/r

b) Not more than 100 CFU/g/

He 6onee 100 KOE/r

¢) Shall be absentin 1g/

OrcytctBue B 1 T

Remarks : The Product confirms to ND/

TIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanmaMm HJT

Opinion : APPROVED
3axmwouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 7

Printed Date & Time (IST):  15-11-2022 18:35:32




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancybl ¢ MOARGHUHPOBARHBIM BhicBoGoKaeHHeM, 30 Mr+20 mMr

Mifg. date: / JlaTa nponsso/crea:

| Batch No.: / Cepust Ne: B2203222 Batch Quantity: / O6bem napTuu: 1250Q(_)0 NO
A.R. No.: / Ananutudeckuii or4er Ne: Date of Analysis: / lata ananauza:  14-11-2022
2002FP22002269
08/2022 Exp. date: / Cpok romuocTh: 07/2025

Analysis performed according ND / Anaaus nposegen no HJL: JITT-003998-301220

i:oNO / Test / Tect Result / PesyabTat Specification / Cneundnxauns
11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC)|10 capsules in 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. / ITo 10 karcyn B 6nucrepe | carton. / Ilo 10 kamcyn B Omucrepe u3
us ([TA/AJTIBX)  donern /| (ITA/AJI/TIBX) doneru / amomunHuesoit
amomuuueroit  ¢omeru.  Ilo 3 | ¢omern. o 1, 3, 8, 10 6aucrepor Bmecrte
6nucTepa BMECTE € MHCTPYKUMEHl | ¢ HHCTpYKUHEH 10 NPUMEHEHUIO B nauyky
Mo  TPUMEHEHMIO B  TaukKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND /B coorserctBun ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbime 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 roga
TOXHOCTH

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpooykr coorBercTBYyeT TpebopaumaM HJI

Opinion : APPROVED
3akawouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy
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