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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

I_Product:

Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyibl ¢ MOAHGHIHPOBAHHBIM BbICBOGOK IeHHEM, 30 Mr+20 Mr

Mfg. date: / Jlara npon3BoACTBA:

| Batch No.: / Cepus Ne: B2202293 Batch Quantity: / O6beM napTuu: 1230000 NO -
A.R. No.: / AHATHTHYECKHWI OTUYeT Ne: Date of Analysis: / laTta anammsza:  09-08-2022
2002FP22001587

05/2022 Exp. date: / Cpok rogHoctn:  04/2025

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

S.No /

N Test / Tect

Result / Pezynbsrar

Specification / Cnenudukanus

1 Description /Onucanue

‘1’ size hard gelatin capsule with
clear tmnbparent 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. /

Treparle JKEJIATUHOBEIE
npo3padHble OeclBETHBIE KarCyJIb]

pasMepa 1 ¢ MapKHpPORKOH HepHOTO
LBETA

« Y DR REDDY’S» ma
KpEBIIeuKe KaricyJIbl u
MapKUpOBKOM  KpacHOro  LBeTa
«OMEZ-DSR» Ha KopITyce
karcynel.  ComepkuMoe  Karcyil:

chepudeckre menseTel Oenoro u
KOPHUYHEBOTO IBETA.

‘1> size hard gelatin capsule with clear
transparent cap and body having S
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. /

Teepasie
OeclBeTHBIE
MapKHpPOBKOM

« Y DR. REDDY’S» Ha KpblLIEYKe
KarncyJIel U MapKMpPOBKOH KpacHOTO LIBETa
«OMEZ-DSR» wa KopIyce Karcynibl.
Cogepkumoe  kancyn:  cdeprueckue
MeJUTETHI OT OENOoro 10 cepoBaTo-0enoro u
OT  KOpPHYHEBOrO A0  JKEJITOBATO-
KOPUYHEBOTO LIBETA.

JKCNaTHHOBbIE  MPO3pPavyHbIe
Kancysisl  pasmepa | ¢
YEPHOIOo 1BeTa

2 | Identification /
IoaHHHOCTE
Omeprazole and
Domperidone (By HPLC)
/ Omenpa3zon U
Hommnepunon (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.[l/T)BpeMeHa yZIep>KnBaHUs
OCHOBHBIX TTIKOB Ha
XpoMaTorpamme HCITBITYEeMOTO
pacTBopa COOTBETCTBYIOT
BpeMeHaM  yIep>KHBaHUS  TIHKOB
oMernpasoiia W JOMIeEpUIoHa Ha
XpoMaTorpamMmme CTaHIAPTHOTO
pacTBopa ' (pazzmen
«KonnuecTBeHHOe onpenenenue»).

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
yIepKUBaHWS  OCHOBHBIX THKOB  Ha
XpOMaTorpaMMe HCIBITYEMOIO pacTBOpa
JIOJDKHBI ~ COOTBETCTBOBaTh  BpeMeHaM
yAepKWBaHUS MHKOB OMeNpazoyia W
JOMITEpHIIOHA Ha XpoMaTorpaMmme
CTaHAAPTHOTO pactBopa (pazmen

«KonnyecteeHHOE onpeneneHuey).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoavkr coorBeTcTBYET TpeboBanmusm HJL

Opinion : APPROVED
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3IA

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® ICP, kancy.isl ¢ Mo HIHPOBIHHBIM BbicBoOOXKIenneM, 30 Mr+20 mr

Batch No.: / Cepns Ne:

B2202293

Batch Quantity: / O6bem naprun: 1230000 NO

A.R. No.: / AHaTHTHYecKHi oTueT Ne:
2002FP22001587

Date of Analysis: / JaTta anammza:  09-08-2022

| Mfg. date: / Jlara npoM3BoACTBA:

05/2022 Exp. date: / Cpox rognoctn:  04/2025

Analysis performed according ND / Anajn3s nmposesen nmo HJI: JIT1-003998-301220

JS‘;}\IO J Test/ Tect Result / PesyanTar Specification / Conenuduxanus
3 | Average weight of the 372.55 mg /372,55 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpequsas 369,0 mr = 10 % (ot 332,1 no 405,9 mr)
Macca cCoaep;KHMOoro
KancyJa
4 |Water/Boaa 1.1 % wiw/1,1% Not more than 4.0 % w/w / He Gonee 4,0

%

h

Uniformity of dosage units

/ OaHOpPOAHOCTE TO3HPOBAHUHA

Omeprazole / 8.1/ 8,1 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / TToxasatens
npuemnemocti (AV) gonmkeH ObITh He
Gonee 15,0.

Domperidone / 5.0/5,0 The acceptance value (AV) should be

Homnepraon

less than or equal to 15.0 / Tlokazarens
nipuemiteMocTd (AV) moskeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

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

IIpoaykr: Omes® ICP, kancyJibi ¢ MoAu$GUIMPOBAHHBIM BbICBOGOKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2202293 Batch Quantity: / O6bem napTun: 1230000 NO
A.R. No.: / AHanutnuyeckuii oryer No: Date of Analysis: / lata ananmsa:  09-08-2022
2002FP22001587

05/2022 Exp. date: / Cpok rognoctn:  04/2025

Mfg. date: / JlaTa npousBoacTBa:
Analysis performed according ND / Auayus nposegen no HJ/I: JITT-003998-301220

Ne

S.No /

Test / Tecr

Result / Pesynprar

Specification / Cnienmdnkanus

6

Related substances / Poxcr

BEHHbIE IPUMECH

Omeprazole /
Omenpazona:

Impurity | / npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /
domnepuoona:
Impurity A / mpumecs A
Impurity B / mpumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlro6as
eIMHUYHa
HenIeHTHHUITHpOBaHHAS
npuMech

Total impurities /
Cymma npumeceit

Not detected / ne obHapyxena
Not detected / He oGHapyskeHa
0.02% / 0,02%

Not detected / He obHapyxeHa
Not detected / He oOHapyskeHa

0.02% / 0,02%

Not detected / ne oGHapyxeHa
Less than LOQ (LOQ=0.012%)
0.08% / 008%

Not detected / He obHapyxeHa

Not detected / He obHapykeHa

0.1%/0,1%

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

Not more than 0.20 % / He Gomnee 0,20 %

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

Residual solvents/ OcraTo4ynbie opranudecKue pacTBOPUTETH

Methanol /
MeTanon

Methylene chloride /
MeTtunenxnopun

7 ng/caps/ 7 mxr/kancyna

1 pg/caps/ 1 Mxr/kancyna

Not more than 1107 pg per capsule /
He 601ee 1107 Mxr Ha kamncyy

Not more than 221 pg per capsule /
He 6osiee 221 MKT Ha Kancy.ay

Remarks : The Product confirms to ND/
IIpumeuanune: IIpoaykT cooTBeTCTBYET TpeboBaHmsaM HII

Opinion : APPROVED
3akawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
poaykr: Omes® ACP, kancyJisl ¢ MoqHGHUIHPOBAHHBIM BbicBo6okAeHAeM, 30 Mr+20 mMr

Batch No.: / Cepus Ne: B2202293

Batch Quantity: / O6bem napTun:

1230000 NO

A.R. No.: / AHaianTnueckuii oTyert No;
2002FP22001587

Date of Analysis: / Jlata anaamza:

09-08-2022

Mfg. date: / lara nponsBoacTBa:

05/2022

Exp. date: / Cpox roguoctn:

04/2025

Analysis performed according ND / Anamu3s nposexen o H/I: JII1-003998-301220

S.No /

No Test / Tecr

Result / PesyabTaT

Specification / Cnenuduxanus

8 |Dissolution / PacTBopenue

a) Omeprazole /
Owmemnpazon

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

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

0%, 0%, 0%, 0%, 0 %, 0 %

94%, 91%, 89%, 94%, 90%, 90%

i. Not more than 15% of the labeled
amount of Omeprazole (C;H;yN3;05S)
is released after 2 hours. / He Gonee 15
% oT hakTUIECKOTo CoACcpIKaAHUA
omenpazona (Cy;H9N3OsS) uepes 2 4.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;H;yN30S)
is dissolved in 30 minutes / He mMeHee
70 % (Q) oT HOMUHAIIEHOTO
coJleprKaHus OMeNnpa3omna

(C17H19N303S) qyepes 30 MuH.

b) Domperidone /
HomMnepunon
18t hour / uepes 1 u
4" hour/ uepes 4 u

8™ hour/ uepes 8 u

12" hour/ uepes 12 4

?emarks - The Product confirms to ND/

IIpnmeuanne: IlponykT cooTBeTCTBYET TpeboBanusm HJL

21%, 20%, 21%, 19%, 19%, 21%

48%., 44%, 42%, 43%, 42%, 45%

71%, 65%, 62%, 63%, 62%, 66%

77%, T7%, 76%, 76%, 75%, 77%

In 0.1IN HCI/ B 0,1 M pacTtsope
XJIOPUCTOBOJOPOIHOM KHCIIOTHI:

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

Between 30 % and 70 % / o1 30 % no 70
% .

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

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(C1H4CINsO;,) / oT HOMUHANBHOIO
coepKaHusA TOMIIEPHIOHA
(C1Hy4CINSOy)

e

Opinion : APPROVED
3akmwoueHue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release c;psules, 30 mg+20 mg /
| Dpoaykt: Omes® JICP, xancybl ¢ Mogndunuposanneiv BeicBo0okaeHHeM, 30 Mr+20 Mr

Batch No.: / Cepus Ne:

B2202293

Batch Quantity: / O6bem naprnu:

1230000 NO

2002FP22001587

A.R. No.: / AHanuTH4eckHii oTuer Ne:

Date of Analysis: / laTta amaimsza:  09-08-2022

Mfg. date: / /IaTa npon3BOACTBA:

05/2022

Exp. date: / Cpok rogHocTH:

04/2025

Analysis performed according ND / Ananms nposenen mo HJL: JIT1-003998-301220

S.No /

No Test / Tect

Result / PesyasTar

Specification / Ciemudukxanus

9 Assay / KonuyecTBeHHOe onpegesienHe

A. Omeprazole /
Owmenpazon

B. Domperidone /
Homnepuaon

19.89 mg /19,89 mr
(99.5 % / 99,5%)

30.10 mg /30,10 mr
(100.3% / 100,3%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H;sN305S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
Cy7H19N303S (omemnpason) B
xamncy.Je (ot 90,0 50 110,0 % ot
HOMHHAJILHOTO COAEPKAHUSA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,;H,CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mMr po
33,0 Mr C22H24C1N502
(noMmepHAoOH) B KancyJie (0T
90,0 xo 110,0 % ot
HOMHHAJHHOI'0 COIEP:KAHHSA),

10 |Microbial limits / Mukpo6mnosioruyeckass 4HCTOTA

a) Total aerobic microbial
count / OG1iee yuciio
a3pOoOHBIX
MHKPOOPTAaHH3MOB

b) Total combined yeasts
and mould count /
O061nee umcio
JPOXOKEBBIX H
TUIECHEBBIX IPHOOB

¢) E. coli

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

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

Absentin 1 g/
OtcytctByeTrB I T

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

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

¢) Shall be absentin 1g/
OtcytctBUEB I T

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Mpoaykr: Omes® JICP, kancyabl ¢ MogH( HIHPOBAHHBIM BbICBOGOXAcHHeM, 30 Mr+20 M
Batch No.: / Cepns Ne: B2202293 Batch Quantity: / O6beM mapTum: 1230000 NO
A.R. No.: / Ananutudecknii oryer No: Date of Analysis: / laTta anamuza:  09-08-2022
2002FP22001587
Mfg. date: / /laTa mpon3BojcTBA: 05/2022 Exp. date: / Cpox rognoctu:  04/2025
Analysis performed according ND / Anaym3 mposegen mo HJL: JII1-003998-301220
S.No/ : .
No Test/ Tecr Result / PesyabTart Specification / Cnennguxauun
11 | Package / Ynakogka 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. / TTo 10 kancyn B Gnucrepe | carton. / Ilo 10 kancyn B 6Gnucrepe u3
w3 (TTA/AJITIBX)  donern /| (ITA/AJITIBX) domeru / amomMuHHEBOM
amoMunueBoit  ¢omeru.  Ilo 3 | ponsru. ITo 1, 3, 8, 10 6nuctepoB BMecTe
Onucrepa BMecTe € MHCTPYKLMCH | ¢ MHCTPYyKIMEH MO NMPUMEHEHHIO B MavKy
M0  TPUMEHEHWI0O B TauKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND /B coorsercTeuu ¢ HJ]
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boimie 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years/3 rona
TOTHOCTH

Remarks : The Product confirms to ND/
IIpnmeuanne: [IpoaykTt cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s €5¢

.

Title

B2202293

Document No.

QUA-FT02-1683

-Version 1.0, CURRENT Approved Date | (9-Aug-2022
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 09/08/2022
21:18:45
Reviewed And P00034556 V Krishhia Nimmakayala] 09/08/2022
Approved By 21:36:05
Approved By QA P00039909 Prashanth Voladri 09/08/2022
21:59:04
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