CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TIpoaykr: Omes™ ICP, kancyanl ¢ MOAHGUIUPOBARHBIM BbIcBOGOkAeHNEM, 30 Mr+20 M

Batch No.: / Cepus Ne:

B2302961

Batch Quantity: / O0bem naptum:

1250000 NO

2002FP23002206

A.R. No.: / Ananuwruueckuii oraer Nu;

Date of Analysis: / lata ananusa: 25-09-2023

Mfg. date: / /lata nponssoacTsa:

07/2023

Exp. date: / Cpox roanoctu: 06/2026

Analysis performed according ND / Anaans nposegend no HJ: JII1-003998-301220

S.No /

No Test/ Teer

Result / PesynbTaT

Specification / Cieunpukanus

1 Description /Onucanune

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

Teepnple KeNaTHHOBbIE
npo3pavHble OeCIBETHBIE KariCyJibl
pasmepa | ¢ MapkupoBKoi uepHoro
LBeTa

« Y DR REDDY'S» wa
Kpbllleuke Kancybl 1
MapKWpOBKOW  KpacHoOro  UBeTa
«OMEZ-DSR» Ha Kopryce
karicynel.  ComepikuMoe  Karcy:

cpepuueckre memIeTsl Genoro w
KOPHUYHEBOTO IBETA.

‘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. /

Teepable
OeclBeTHBIE
MapKUpOBKOH

KENaTHHOBLIE  MPO3PavHbIe
Karcynsl  pasmepa | ¢
4EpHOro uBera

« 7Y DR. REDDY’S» Ha KpbIlIEYKe
Karcysibl W MapKApPOBKOM KPacHOTO 1BETa
«OMEZ-DSR» Ha kopnyce Kancymbl.

ConepxxuMoe  Karicyll:  cepuieckue
nemneTs oT Henoro 10 ceporaTo-6enoro u
OT  KOPWYHEBOTO 10  JKeNTOBATO-

KOPWYHEBOI'O 1BETA.

2 Identification /
TMoanHHOCTH
Omeprazole and
Domperidone (By HPLC)
/ Omenpaszon u
Homnepupon (BDXX)

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.’1/7|BpeMena ypaepxuBanus
OCHOBHBIX TTHKOB Ha
Xpomarorpamme UCTBITYEMOTO
pacTBopa COOTBETCTRYIOT
BpeMeHaM  YACPXKHBaHWUSA  MUKOB
OMernpasoia W JIOMITepHI0HA Ha
Xpomarorpamme CTaHJAPTHOTO
pacTBopa (pazmen
«KonuyecTBeHHOE OTIpeneIIeHNER).

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
YAEPXKWBAHWS ~ OCHOBHBIX  TIHKOB  Ha
XpoMaTorpamMme MCNBITYEMOrO pacTBopa
IOJDKHBI  COOTBETCTBOBAaTL  BpEMEHaM
yAepKUBAHWs TMHKOB  OMenpasoia n
JIOMTTIEpPUIOHA Ha XpomMaTorpamMMme
CTaHABPTHOTO pacTBopa (pa3zen

«KonmuuecTBeHHOE ONPENETEHHEY).

Remarks : The Product confirms to ND/
IMpumeuanue: [Tponykt cootBeTcTBYET TpebosanusmM HJI

Opinion : APPROVED
3axnwuenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
‘Product: Omez DSR, modiﬁed-releas;apsules, 30 mg+20 mg / N
TIpoaykr: Omes® JICP, kancyitbl ¢ MOANGUUHNPOBAHHBIM BbIcBOGOMKIeHHEM, 30 Mr+20 mr _
Batch No.: / Cepus Ne: B2302961 Batch Quantity: / O0bem mapTun: 1250000 NO
A.R. No.: / Anaimrruuecknii oruenr Ne: Date of Analysis: / {aTta ananuza: 25-09-2023
2002FP23002206
' Mfg. date: / laTa npousBoacTBAa: 07/2023 Exp. date: / Cpok rogHocti: 06/2026
Analysis performed according ND / Ananus nposeaen no HJI: JII1-003998-301220

i:oNO i Test/ Teer Result / PesyiabTaT Specification / Cneunduxanus
3 Average weight of the 370.68 mg /370,68 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeausst 369,0 M & 10 % (ot 332,1 mo 405,9 mr)
Macca coAepKUMOro
KancyJs
4 |Water/Bopa 1.2% w/w / 1,2% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |Uniformity of dosage units / OaHopoaHOCTE J03HPOBAHHS
Omeprazole / 3.7/3,7 The acceptance value (AV) should be
OmMerpazon less than or equal to 15.0 / TTokazatenb
mpuemneMocTd (AV) IoikeH ObITh He
6oxee 15,0.
Domperidone / 6.1/6,1 The acceptance value (AV) should be
HoMnepraon less than or equal to 15.0 / Tlokxazarenb
npuemieMocTi (AV) fonxkeH ObITh He
6omee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanue: [TponykT cootBeTcTBYET TpeboBanusam HIL 3akawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3IA

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykt: Omes” ACP, kancynibl ¢ MOAMBHUHPOBAHHBIM BhICBOOOKACHUEM, 30 Mr+20 mr

Batch No.: / Cepusa No:

B2302961

Batch Quantity: / O6bem napruu:

1250000 NO |

2002FP23002206

A.R. No.: / AHaIuTHYecKMii oTdeT Ne:

Date of Analysis: / /lata anannsa: 25-09-2023

Mfg. date: / laTa npou3BoacTBa:

07/2023

Exp. date: / Cpok rogHocTu: 06/2026

Analysis performed according ND / Auanu3s npoeepen mo HJ/L: JIT1-003998-301220

Result / PesynbTat

Specification / Cneundukanus

Impurity 1/ npumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity S/ npumecs 5
Domperidone /
Hdomnepuoona:
Impurity A / mpumecs A
Impurity B / mprmMecsh B
Impurity C / npamecs C
Impurity D / mpumecs D
Impurity F / npnmecs F

Highest individual
unknown impurity / JTro6as
eIMHUY HAS
HeWAEHTHPUINpOBaHHAS
npuMech

Total impurities /
CymmMma npumeceii

S.No /
o Test/ Tecr
6 |Related substances / PogcTBeHHblEe NpuMecH
Omeprazole /
Omenpaszona:

Not detected / e obnapyxeHa

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

Not detected / ve obHapyxena

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

0.04% / 0,04%

Not detected / He oGHapyxeHa

Less than LOQ (LOQ = 0.012%) /
Hwxe mpenena KonudecTBEHHOTO
onpenenenns (TTKO = 0,012%)
0.09% / 0,09%

Less than Limit of Detection (LOD =
0.004%) / Hrxe npenelia
obHapyxenus ([TO = 0,004%)

0.1%/0,1%

Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6onee 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 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 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 6onee 0,20 %

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

7 |Residual solvents/ OcTaTouHble OpraHyecKiie pACTBOPHUTEIH

Methanol /
MeTanon

Methylene chloride /
MeTuneHXIopHa

5 pg/caps / 5 Mxr/kancyna

Not detected / He obHapyxeHa

Not more than 1107 pg per capsule /
He 6osee 1107 MxT Ha Kancyny

Not more than 221 pg per capsule /
He 6onee 221 Mxr Ha karcyJy

Remarks : The Product confirms to ND/

IMTpumeuanue: TTpoaykr cootBeTcTBYET TpeboBaHUIM H]T

Opinion : APPROVED
3akaoyenne: OJJOBPEHO
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Uncontrclied Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

| Product: Omez DSR, modiﬁed—rel_ease_capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancysibl ¢ MoauGHUIPOBAHHBLIM BbicBoGoxkaAeHMEM, 30 Mr+20 mr

IEltch No.: / Cepun No: B2302961

Batch Quantity: / O6bem naptuu:

1250000 NO |

A.R. No.: / AnanuTnueckuii otdet Ne:
2002FP23002206

Date of Analysis: / Jlata avanusa: 25-09-2023

Mfg. date: / JaTa npousBoacTea:

07/2023

Exp. date: / Cpok rogroctu: 06/2026

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

S.No/

No Test/ Teer

Result / Pesynsrat

Specification / Cnenndnkanns

8 [Dissolution / PacTBopeHue

a) Omeprazole /
Owmenpason

i. Acid stage (0.IN HCI)
/B 0,1 M pactsope
XJTOPHUCTOBOAOPOAHOMN
KHCITOTHI

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

2%, 4%, 4%, 3%, 5%, 8%

97%, 95%, 92%, 95%, 93%. 94%

1. Not more than 15% of the labeled
amount of Omeprazole (C,;H4N;0,S)
is released after 2 hours. / He 6onee 15
% OT AKTHYECKOTO COAEPIKAHUA
omenpazona (Ci7H ;9N3O0;5S) wepes 2 4.

it. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;H;oN305S)
is dissolved in 30 minutes / He menee
70 % (Q) oT HOMHHAJIBHOTO
COfIepKaHMs OMenpa3ona
(C7H yN305S) uepes 30 mun.

b) Domperidone /
Jommepunon
Isthour / vyepe3 1 u
4" hour/ vepes 4 u

8™ hour/ uepes 8 u

12" hour/ wepes 12

26%, 27%, 26%, 29%, 24%, 25%

60%, 59%, 61%, 64%, 64%, 56%

82%, 83%, 85%, 89%, 79%, 81%

92%, 92%, 95%, 98%, 92%, 91%

In 0.IN HC1/B 0,1 M pactBope
XJIOPHCTOBOIOPOIHON KHCITOTHI:

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

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

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

Not less than 70 % / e Menee 70 % of the
labeled amount of Domperidone
(C:H,4CINsO>5) / OT HOMHHAJTLHOTO

conepKaHua AOMITEpHIOHA
(C2H4CIN5O,)

Remarks : The Product confirms to ND/

IMpumeuanne: Mponykt cootBeTcTBYET TpeboBanusam HIL

Opinion : APPROVED
3akawuenue: OJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Product: Omez DSR, modified-release ca_psules, 30 mg+20 mg /
MponykT: Omes® JICP, kaneyinl ¢ Moanduunpopanusiv Beicsoboicaennem, 30 mr+20 mr

Batch No.: / Cepnn No:

B2302961

Batch Quantity: / O6bem napThu:

1250000 NO |

2002FP23002206

A.R. No.: / AHan1nueckuit oraet Ne:

Date of Analysis: / lata anajaunsa: 25-09-2023

Mfg. date: / laTta nponsBofacrsa:

07/2023

Exp. date: / Cpok rognoctu: 06/2026

Analysis performed according ND / Auanus nposenen no HJ/L: JIT1-003998-301220

S.No /

o Test/ TecT

Result / PesyabTaT

Specification / Cnemnpukanus

9 Assay / KonmuuecTBeHHoOE onpefesienne

A. Omeprazole /
Omenpason

B. Domperidone /
JomMmepuaoH

20.42 mg /20,42 mr
(102.1%/ 102,1%)

30.21 mg /30,21 mr
(100.7% / 100,7%)

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 / O1 18,0 mr a0 22,0 Mr
C,7HyN;0;S (omenpaszon) B
kancyie (or 90,0 no 110,0 % ot
HOMHHAJILHOI'O COEPIKAHUSA).

B. Not less than 27.0 mg and not

more than 33.0 mg of
C,;,H4CINsO; (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / OT 27,0 Mr xo-
33,0 Mr C22H24C|N502
(noMmepuaoH) B kancyJje (0T
90,0 1o 110,0 % ot
HOMWHAJLHOTO COIePKAHUA).

10 |Microbial limits / Mukpo6uoiornueckast 4HCTOTA

a) Total aerobic microbial
count / O61iIee YnuCIo
a’pOOHBIX
MHUKpPOOPraHU3MOB

b) Total combined yeasts
and mould count /
OO61ee uncno
IPOMCOKEBBIX U
IJIeCHEeBLIX rpuboB

c) E. coli

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

10 CFU/g /
10 KOE/r

Absentin 1 g/
OtcyTcTBYyeTB I 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/

OtcyTctBHEB | T

Remarks : The Product confirms to ND/
TMpumeuanue: IIpoAyKT cooTReTCTBYET TpeboBanusaM H T

Opinion : APPROVED
Jaxkmrouenue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes” ICP, kancybl ¢ MOARBHUNPOBAHHLIM BhicBoDoKACHHEM, 30 Mr+20 mr o
Batch No.: / Cepust Ne: B2302961 Batch Quantity: / O6bem napTuu: 1250000 NO
A.R. No.: / Ananutudecknii oTuet No: Date of Analysis: / Tava ananmsa: 25-09-2023
2002FP230022006
Mfg. date: / JlaTa nponssoacTsa: 07/2023 Exp. date: / Cpok rognoctn: 06/2026
Analysis performed according ND / Ananus nposeaen o HJI: JITT-003998-301220
S.No/ . .
No Test / Tect Result / PesyabTaT Specification / Cieuupuraunsn
11 _Package / ¥Ynakopka 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 Gnuctepe | carton. / Tlo 10 kancyn B 6nvicrepe w3
m  (ITA/AJNIBX)  domeru /| (ITA/AJV/TIBX) domnsri / amoMuHMeBO
amomuaueBort  ¢onbru.  Tlo 3 | donsru. TTo 1, 3, 8, 10 6mmcrepos BMecTe
Grucrepa BMecTe € WHCTPYKUMEH | ¢ MHCTpyKUMEH TO MPUMEHEHUEO B TTAUKy
no  TNpUMEHEHWI0 B TNaUKY | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND /B coorserctsum ¢ HJT
13 | Storage conditions / At temperature below 25 °C. / IIpu temnepaType He Bblue 25 °C.
Xpanenne
14 | Shelf life / Cpok 3 years / 3 rona
TOIHOCTH

Remarks : The Product confirms to ND/
TTpumeuanue: [TpoayKT cooTBeTCTRYET Tpebosanusm H]I

Opinion : APPROVED
3akawuenne: OJIOBPEHO
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Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):

26-09-2023 16:50:41




Uncontrolled Copy

Printed By: K Narayana Swamy

Printed Date & Time (IST):

ELECTRONIC SIGNATURES Dr.Reddy’s Q:
T B2302961 -
Title
Document No. | QUA-FT02-2602
—Version 1.0, CURRENT Approved Date | 76.Sep-2023
| 5 '-':_. . { . . U i N
: Int:egghqn Employee ID ser Name Date (IST)
Prepared By P00021162 Latha Dasi 26/09/2023
12:40:59
Reviewed And P00034556 V Krishna Nimmakayala]  26/09/2023
Approved By 15:11:52
Approved By QA P00019846 K Narayana Swamy 26/09/2023
16:44:55
Page 7 of 7

26-09-2023 16:50:41




