Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

| Product: Omez DSR, modified-release ca—psules, 30 n;g+20 mg/
Npoaykr: Omes® JICP, kancybl ¢ MOARGUIIPOBAHHBIM BICBOOOA/CHIICM, 30 Mr+20 M

Batch No.: / Cepusi Ne; B2304039 Batch Quantity: / O0nem naptun: 1250660 NO
A.R. No.: / AsasmTuyeckuii orger Ne: Date of Analysis: / /lata anaym3a: 18-12-2023
2002FP23002856

| Mfg. date: / Jlara npousso/icrsa: 11/2023 Exp. date: / Cpox roamocrin: 10/2026

Analysis performed according ND / Auajms uposeaen no HJ: JIT1-003998-301220

S.No/

Ne Test / Tecr

Result / PesyanTar

Specification / Cnemmnpuxanus

1 Description /Oncanne

‘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
“OMELZ-DSR” printed in red ink on
the body of capsule containing
white and brown spherical pellets. /

Trepasie JKEJIaTHUHOBbIS
npo3pavHble OSCLBETHBIE KaItCyJIbI
pazMmepa 1 ¢ MapKHUPOBKOW YEPHOTO
LIBETA

« 7Y

KPBIIIECYKE
MapKHUPOBKOH

DR. REDDY’S» Ha
KaICyJIbl u
KPacHOro  LIBeTa
«OMEZ-DSR» Ha KOpITyCe
xaricynbl.  CozepikuMoe  Karicyir:
cdeprueckue IEmEeTsl 6enoro u

KOPHYHCBOTO LIBCTA.

‘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. /

Teepaple  JKCIATHHOBBIE  TPO3PAYHBIE
OecLBETHBIC KarCyiasl pasmepa | ¢
MapKHUPOBKOU YEPHOTO LBETA

« Y DR. REDDY’S» Ha KPBIILIEYKE
KAICyJibl ¥ MApKUPOBKOM KPACHOIO LBETA
«OMEZ-DSR» Ha xopiyce KarCyJisl.

Cogeprxkrmoe  Karcyll:  cdepuycckue
TIeJIETHI OT GEJIOro A0 CepoBaTO-0EI0ro 1
OT  KOPUYHEBOTO [0  JKEJITOBATO-

KOPUYHCBOTO LIBETA.

2 Identification /
HommuuaocTh
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jommepumon (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.0/0OBpemMena yaepxuBaHus

OCHOBHBIX THKOB Ha
XpoMaTrorpamMme KCITBITYEMOTO
pacteopa COOTBETCTBYIOT

BPEMEHAM  yACPKUBAHMA IIMKOB
OMEMpasona M JOMIEPHIOHA Ha
XpOMaTorpamMme CTaHZAPTHOTO
pactsopa (pa3men
«KonuuecTBeHHOE OTIPEACTIEHUCY).

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
VACPXKUBAHMSA  OCHOBHBIX ITMKOB  Ha
XpOMaTorpaMMe MCIIBITYEMOTO PacTBOpa
JNOJDKHBI ~ COOTBETCTBOBATH  BPEMECHAM
VACP)KMBAHWS TNHKOB OMENpasona u
JOMITEpHUAOHA Ha XpOMaTOTrpaMMe
CTaHAAPTHOTO pactsopa (pazmen

«KonuuecTBeHHOE ONPEACTICHUEY).

Remarks : The Product confirms to ND/
Ipumeuyanue: [Ipoaykt coorsercTByeT TpeboBanmsam HJL

Opinion : APPROVED
3axouenne: Q/IOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Mpoaykr: Omes® ACP, kancy.ibi ¢ MomiuunpoBaHHbiM BbICBo60xeHIEM, 30 Mr+20 Mr -
Batch No.: / Cepusn Ne: B2304039 Batch Quantity: / O6bem maptun: 1250000 NO
A.R. No.: / Anamrnueckuii oTder Ne: Date of Analysis: / /laTa ananusa: 18-12-2023
2002FP23002856

Mifg. date: / JlaTa npoM3BOACTBA: 11/2023 Exp. date: / Cpox rogHocTi: 10/2026
Analysis performed according ND / Auaym3 nposeged mo HJL: JITT-003998-301220

i'hNO / Test / Tect Result / Pesynnrar Specification / Cnetnduxanns
3 Average weight of the 363.45 mg /363,45 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /|
net content / Cpeausis 369,0 mr + 10 % (o1 332,1 mo 405,9 mr)
Macca Coaep;KuMoro
KancyJ
4 |Water / Boxa 1.2% wiw / 1,2% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |Uniformity of dosage units / OxHopoIHOCTL A03UP OBAHUSA
Omeprazole / 55755 The acceptance value (AV) should be
Owmemnpazon less than or equal to 15.0 / Tlokazatens
mpuemiieMocTH (A V) noinkeH ObITh He
6oxee 15,0.
Domperidone / 7.6/7,6 The acceptance value (AV) should be
Jomnepunon less than or equal to 15.0 / [lokaszarens
nipuemeMocty (AV) nomkeH ObITh HE
bonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Npumeuanne: [1poaykT cooTBeTcTBY ST TpebOoBarksIM H/L 3akmouenne: OJOBPEHO
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Uncontrolled Copy

Product: Omez DSR, modified-release capsules, 30 mg+20 mg / )
Mpoaykr: Omes® JICP, kancyibl ¢ MOARGUIHPOBAHHLIM BLICBOGOKIEHNEM, 30 MI+2() M1

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTU3A

Mfe. date: / Iara npouszsojcrsa:

Batch No.: / Cepusi Ne:  B2304039 Batch Quantity: / O6bem napun: 12500(_)0_1\16 -
A.R. No.: / AHamurndecknii order Ne: Date of Analysis: / /lata anannsa: 18-12-2023
2002FP23002856

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

Analysis performed according ND / Ananus nposejen mo HJL: JIIT-003998-301220

Impurity 1/ mpumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / mpumecs 4
Impurity 5 / nmpumecs 5
Domperidone /
Homnepuoona:
Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / mpumecs F

Highest individual
unknown impurity / JlrxoGast
€ MHUYHAS
HeuIeHTU(UIIMPOBaHHAS
MPUMeECh

Total impurities /
Cymma npumeceii

0.01%/0,01%
Not detected / He oOHapy xeHa
0.02% / 0,02%
Not detected / He oOHapy xeHa
Not detected / He oOHapyxeHa

Not detected / e obHapykeHa

Not detected / ve o6napyxeHa

Less than LOQ (LOQ = 0.012%) /
Hwxe mnpenena KOIUYECTBEHHOIO
ompeaenenus (ITKO = 0,012%)
0.10% / 0,10%

Not detected / He 0OHapy:xeHa

Not detected / He o6HapyxeHa

0.1%/0,1%

i‘bNo / Test / Tect Result / PesyabTar Specification / Cneundukaums
6 |Related substances / PojpcTrBeHHbIe IpuMecH
Omeprazole /
Omenpazona:

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gosee 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 60omnee 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 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %

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

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

7 |Residual solvents/ OcraTouHbIe OPraHMYecKie PACTBOPHTEIH

Methanol /
Meranon

Methylene chloride /
MeruneHxnopuzn

3 pg/caps / 3 Mxr/karcyna

Not detected / He oOHapyxeHa

Not more than 1107 pg per capsule /
He 6onee 1107 Mkr Ha Kancyy

Not more than 221 pg per capsule /
He 06osiee 221 MKT Ha KancyJy

Remarks : The Product confirms to ND/
Opumeyanne: IIpoayxr coorBercTBYET TpeboBaHsam HJ

Opinion : APPROVED
3akmouenue;: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® IICP, kancy/ibl ¢ MOANGHIPOBAHHEIM BbICBOOOXKAeHIEM, 30 MI+20 MP

‘Batch No.: / Cepns Ne: B2304039 Batch Quantity: / O0bem napTum: 1250000 NO
A.R. No.: / Ananmurnueckuii oTder Ne: Date of Analysis: / lara ana/m3sa: 18-12-2023
2002FP23002856
Mfg. date: / Jara npou3Boicrsa: 11/2023 Exp. date: / Cpox rogsocTn: 10/2026

Analysis performed according ND / Auaym3 nposegen mo HJI: JI1-003998-301220

S.No/

Ne Test / Tecr

Result / Pesysbrar

Specification / Cnennpuxamis

8 |Dissolution / PacrBopenne

a) Omeprazole /
Owmemnpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pacrBope
XJIOPUCTOBOXOPOTHON
KHCITOTBI

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

0%, 3%, 0%, 0%, 0%, 2%

93%, 94%, 93%, 97%, 94%, 95%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;7H;oN30;S)
is released after 2 hours. / He 6onee 15
% 0T (haKTUYCCKOTO COACPIKAHMSA
omerpasona (Ci7H;9N30;S) yepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;7H;sN;0;S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMMHAJIEHOTO

COIepIKaHUsI OMEIPasolia
(C17H9N30;S) yepes 30 mum.

b) Domperidone /
JomnepunoH
1t hour / yepes 1 u
4™ hour/ uepes 4 u

8™ hour/ uepes 8 u

12t hour/ yepes 12 y

24%, 23%, 23%, 24%, 25%, 24%

56%, 48%, 50%, 51%, 54%, 55%

80%, 69%, 72%, 75%, 77%, 78%

91%, 81%, 85%, 89%, 90%, 90%

In 0.IN HCI/ B 0,1 M pactBope
XJIOPUCTOBOAOPOIHOH KUCTIOTHI:

Between 15 % and 40 % /o1 15 % pmo 40
%

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

Between 55 % and 95 %/ ot 55 % nmo 95
%

Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(C5,H,4CIN;O,) / 0T HOMMHAIBHOTO
COEpIKaHMsI JOMIICPUIOHA
(CpHCIN5O,)

Remarks : The Product confirms to ND/

Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBarsam HJI

Opinion : APPROVED
3axmouenue: OIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

| Product: Omez DSR, modified-release ca[_)sﬁleg, 3(an_+20 mg/
Mpoayxt: Omes® ACP, kancy.ab! ¢ MOAMGULIIMPOBAHHBIM BhICBOO Ok AEHHEM, 30 Mr+20 mr

Mfg. date: / Jlara npouzpojacrsa:

Batch No.: / Cepusi Ne:  B2304039 Batch Quantity: / O6nem nmaprum: 1250000 NO
A.R. No.: / Anaymruuecknii oraer Ne: Date of Analysis: / Jata ananmsa: 18-12-2023
2002FP23002856

11/2023 -Exp. date: / Cpoxk rojmocrn: 10/2026

_Anulysis performed according ND / Anans nposenen mo HJL: JITT-003998-301220

S.No/

Ne Test / Tect

Result / PesyabTar

Specification / Cneunduxanus

9 Assay / KomiuecTBeHHOE ONIpPEIeIeHHE

A. Omeprazole /
Omenpazon

B. Domperidone /
JomniepunoH

19.84 mg / 19,84 mr
(99.2% /1 99,2%)

29.91 mg /29,91 Mr
(99.7% / 99,7%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C|7H|9N303S (Omeprazole) (90.0
10 110.0 % oflabel claim) per
capsule / Ot 18,0 mr 0 22,0 mr
C17H19N;0:S (omenpazon) B
kancyJie (ot 90,0 1o 110,0 % ot
HOMHHAJILHOI'0 COACPIKARMS).

B. Not less than 27.0 mg and not
more than 33.0 mg of
Cy,H,4CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / OT 27,0 Mr g0
33,0 Mr C22H24C1N502
(roMmepuaoH) B KancyJe (0T
90,0 no 110,0 % ot
HOMHHAJILHOTO COJIEP KAHNsT).

10 |Microbial limits / Mukpo6uosioruieckas 4yucrora

a) Total aerobic microbial
count / Obmee umcio
a’pOOHBIX
MUKPOOPTaHU3MOB

b) Total combined yeasts
and mould count /
Obmree yucio
IPOSKEBBIX
IUIECHEBBIX IPHOOB

¢) E. coli

10 CFU/g /
10 KOE/r

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

Absentin 1 g/
OrcyrctByers 1 ¢

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

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

c) Shall be absent in 1g/
OrcyrcrBue B 1 T

Remarks : The Product confirms to ND/

Npumeuanue: [lpoaykT coorsercTyeT TpeboBanusaM HJL

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 18-12-2023 17:40:39




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJTH3A

[ Product: Omez DSR, modified-release caBsules, 30 mg+26mg / -
Tpoayxt: Omes® ICP, karncybt ¢ MOAMGHUHPOBAHILIM BLICBODOAACHIEM, 30 MI+20 M1
| Batch No.: / Cepug Ne:  B2304039 o Batch Quantity: / O6bem maprim: 1250090 NO
A.R. No.: / Anamatinuecknii order No: Date of Analysis: / lara ananusa: 18-12-2023
2002FP23002856
_fog. date: / Jlara npou3soacTea: 11/2023 Exp. date: / Cpox rogHoCTH: 10/2026
Analysis performed according ND / Anann3 nposeaen no HJ: JII1-003998-301220
S.No / . .
No Test / Tect Result / PesyabTar Specification / Cnenuduxanus
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. / Ilo 10 xancyn B 6muerepe | carton. / [lo 10 xancyn B Ommerepe w3
w3 (TTA/AJIMIBX)  ¢omern /| (TIA/AJVIIBX) doneru / anromunmesoi
amomuHueBoli  Qonerd.  I[lo 3 | domsern. [lo 1, 3, 8, 10 6mucTepos BmecTe
OnucTepa BMECTE C MHCTPYKUHMEH | ¢ MHCTPYKIMCH IO NMPHMMEHEHUIO B MAYKy
0  DIPUMCHCHMIO B  ITAYKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND / B coorsetcteuu ¢ H]IJ
13 | Storage conditions / At temperature below 23 °C. / TTpu Temniepatype He Boiiue 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years/ 3 roaa
TOAHOCTH

RemarKks : The Product confirms to ND/
Ipumeyanue: [Ipoaykr cootsercTByeT TpebosanmsaM HJL

Opinion : APPROVED
Jaxsmouenue: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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