Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancybl ¢ MoguduinipoBanibiM BbicBo0oxaenem, 30 mr+20 mr

Batch No.: / Cepusn Ne: B2303848 - Batch Quantity: / O61nem napTumn: 125(_)900 NO
A.R. No.: / Auvasmrnyecknii oryer Ne:2002FP23002852 | Date of Analysis: / JlaTta ananuza:  16-12-2023
Mfg. date: / JlaTa npou3BoACTBA: 11/2023 -_Exp. date: / Cpox rognocrin:  10/2026

Analysis performed according ND / Auanus nposeaen o HJI: JIT1-003998-301220

S.No/

e Test / Tect

Result / PesyabTat

Specification / Cneumduxanus

1 Description /Omnicanne

‘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. /

Teepavic JKCIIATUHOBBIC
MPO3pa4YHBIC OCCLIBCTHRIC KarlCyJIbI
pasmepa 1 ¢ MapKUPOBKOL UCPHOTO
LBETA

L)
« Y
KPBIIICYKS
MAapKHUPOBKOH

DR. REDDY’S» Ha
KariCy Jibl u
KpPacHoro  I[BETa
«OMEZ-DSR» HA KOpITyCe
kancynsl.  ComepxuMoc — Karcy:
cepuUecKkre IeUIEThl OEnoro u

KOPHYHEBOIO LIBETA.

‘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. /

Teepapie
OGCCLIBETHBIC
MapKHUPOBKOH

JKEIaTUHOBBIE  TIPO3payHBIC
Kancynel pa3mepa 1 ¢
YEPHOTO LBeTa

« 7Y DR. REDDY’S» Ha KPBILIEYKE
Karcyjasl ¥ MapKHUPOBKOM KPACHOTO LBETA
«OMEZ-DSR» Ha xopmyce KarcCybl.
Coneprxumoe  kancyn:  clepuueckue
MEJIETHL OT OO0 10 cepoBaTo-6e10ro u
OT  KOPHMYHEBOIO  JO  JKEIITOBATO-
KOPUYHEBOTO LIBETA.

2 Identification /
[MopmMHHOCTD
Omeprazole and
Domperidone (By HPLC)
/ Omernpason u
Jomnepunon (BIXX)

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 yIep)xuBaHUs
OCHOBHBIX IUKOB Ha
XpoMaTorpaMme HCHBITYEMOTrO
pacTBopa COOTBETCTBYIOT

BPEMEHAM  YJICPXXHBAHUS  IHUKOB
oMerpazojga M JOMICPHAOHA Ha
XpoMaTorpaMme CTaHJAPTHOTO
pacTBopa (pasmen
«KomuuecTBeHHOE OTIPEeICTICHUEY).

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
YACPKHUBAHUA OCHOBHBIX IMKOB Ha
XpOMAaTOrpaMMe WCITBITYEMOrO PacTBOpa
JOJDKHBI COOTBCTCTBOBAThb BPCMCHaM
YACPKMBAaHMS IIMKOB OMeNpasona |
JOMITEpUIOHA Ha XpOMaTorpamMme
CTaHIAPTHOTO pacTBopa (pa3men

«KonuyecTBEHHOE OTPEACIICHHEY ).

Remarks : The Product confirms to ND/
IIpumedanne: [Ipoayxr coorBeTcTBYET TpeboBanmsaM HJ
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 m_g+20 mg/
Hpoaykr: Omes® ICP, kancyabl ¢ MOANGHIMPOBAHHBIM BLICBO60KACHNEM, 30 MI+20 Mr
Batch No.: / Cepusi Ne: B2303848 Batch Quantity: / O0bem naptun: 1250000 NO

" A.R. No.: / Ananutinuecknii oraer Ne:2002FP23002852 | Date of Analysis: / lata anaymsa: 16-12-2023

Mfg. date: / laTa npousBoAcTBa: 11/2023 Exp. date: / Cpok rogHocru: 10/2026
Analysis performed according ND / Auams3 nposeaen o HJI: JITI1-003998-301220
S.No/ . .
Ne Test / Tect Result / Pe3yabTar Specification / Cneunduxamus
3 | Average weight of the 366.82 mg /366,82 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeansisi 369,0 mr £ 10 % (ot 332,1 mo 405,9 mr)
Macca CoAePKIMOro
KArcyJ1
4 |Water /Boga 1.2% w/iw / 1,2% Not more than 4.0 % w/w / He Gonee 4,0
%
5 |Uniformity of dosage units / OaHopPOIHOCTL J03UPOBAHUS
Omeprazole / 10.2/10,2 The acceptance value (AV) should be
Owmerpason less than or equal to 15.0 / [lokasarens
rpuemieMocT# (A V) ToypKeH ObITh HE
Gonee 15,0.
Domperidone / 43/4,3 The acceptance value (AV) should be
Homnepunox less than or equal to 15.0 / IToxasarens
mpueminemMocTd (AV) noymKkeH ObITh HE
6onee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoayxr cootBeTcTBYET TpeOoBanmMam HJl Jakmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancyJibl ¢ MoANGUIHPOBAHHBIM BLICBO6 0K AEHMEM, 30 Mr+20 Mr

Mfg. date: / lata npousBojacrsa:

Batch No.: / Cepﬁﬂ Ne; B2303848 - Batch Quantity: / O0nem nmapTim: 125(1(_)00 NO
A.R. No.: / Anamuruuecknii oraer Ne:2002FP23002852 | Date of Analysis: / /lara ananuza:  16-12-2023
11/2023 Exp. date: / Cpok roanocTn: 10/2026

Analysis performed according ND / Anamm3 nposened no HJI: JII1-003998-301220

Impurity 1/ npumecs 1
Impurity 2 / nprmecs 2
Impurity 3 / mpumecs 3
Impurity 4 / nprmecs 4
Impurity 5/ nmpumecs 5
Domperidone /

| Tomnepuoona:
Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / mpumecs F

Highest individual
unknown impurity / JIxo6as
S AMHUIHAS
HEMICHTU()ULIUPOBAHHAS
[IPHUMECH

Total impurities /
Cymma npumeceit

0.01%/0,01%
Not detected / ve obHapyskeHa
0.02% / 0,02%
Not detected / He obHapyxeHa
Not detected / He o6HapysxeHa

Not detected / He 06Hapy»x«eHa

Not detected / He 0GHapy>xeHa

Less than LOQ (LOQ =0.012%) /
Hixe mnpernena KOMMYECTBEHHOTO
orpeaenenus (ITKO = 0,012%)
0.11%/0,11%

Not detected / ve o6HapysxeHa

Not detected / He o6HapyxeHa

0.1%/0,1%

iflo/ Test / Tecrt Result / Pe3ysibTaT Specification / Cnennduxauus
6 Related substances / PojcTBeHHbIC NIpUMECH
Omeprazole /
Omenpa3zona:

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 % / lle 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 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 Gonee 2,5 %

7 |Residual solvents/ OcTtaTouHsIe OPraHuveckKue PaAcTBOPHTEIM

Methanol /
Mertanon

Methylene chloride /
Merunenxopun

4 pg/caps / 4 Mxr/kancyna

Not detected / He oOHapyxeHa

Not more than 1107 pg per capsule /
He 60s1ee 1107 MKT Ha KAncyjay

Not more than 221 pg per capsule /
He 6onee 221 MKT HA KANCYJ1y

Remarks : The Product confirms to ND/
Npnveuanue: [Ipoaykr cooTBeTcTBYET TpeboBarmsiM HJL

Opinion : APPROVED
3axinouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancyabl ¢ MOAnGHUMDOBAHHBIM BbICB 000K IeHIEM, 30 MIr+20 mr

Batch No.: / Cepus Ne: B2303848 - Batch Quantity: / O0bem naptuu: 1250000 NO
A.R. No.: / Auasmmnuecknii oraer Ne:2002FP23002852 | Date of Analysis: / /lata anamisa:  16-12-2023
Mfg. date: / laTa npou3BoaACTBA: 11/2023 Exp. date: / Cpok rogsocTu: 10/2026

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

Neo

S.No/

Test / Tecr

Result / PesyabTar

Specification / Cnemmpukanus

8

Dissolution / PactBopenne

ii.

a) Omeprazole /
Owmernpazon

i. Acid stage (0.1N HCl)
/B 0,1 M pactBope
XJIOPHUCTOBOIOPO THOM
KHUCIOTbI

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

1%, 2%, 7%, 3%, 6%, 3%

93%, 94%, 93%, 96%, 97%, 92%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;H;9N;05S)
is released after 2 hours. / He 6omnee 15
% o1 (paKIM4ECKOI0 COUEPIKAHUA
OM€IIpasojia (C17H19N3O3S) 4yepes 2 4.

ii. Not less than 70% (Q) of the labeled

amount of Omeprazole (C,;H,oN;0,S)
is dissolved in 30 minutes / He menee

70 % (Q) OT HOMHUHAJIEHOTO
COAEPIKAHMsI OMENPAa30iia
(C17HoN305S) uepes 30 mum.

b) Domperidone /
Jomniepunon
18t hour /yepe3 1 u
4% hour/ uepes 4 4

8t hour/ uepes 8 u

12% hour/ yepes 12 4

26%, 25%, 23%, 22%, 23%, 22%

55%, 55%, 51%, 49%, 54%, 46%

76%, T7%, 13%, T1%, 77%., 69%

87%, 87%, 85%, 83%, 89%, 82%

In 0.IN HC1/ B 0,1 M pactBope
XJIOPHUCTOBOIOPOAHOM KHCIIOTHI:

%

%

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

labeled amount of Domperidone
(Cy,H,4CINsO,) / 0T HOMUHAIBHOTO
COJCPKAHUS JOMIICPHUIOHA
(CuHCIN;O,)

Remarks : The Product confirms to ND/

Ilpumeuanne: [lpoaykT cooTsercTBYET TPebOBaHMsIM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 4 of 7

Printed Date & Time (IST):

18-12-2023 12:41:12

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

Between 30 % and 70 % / ot 30 % nmo 70

Not less than 70 % / e menee 70 % of the




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JCP, kancyJibl ¢ Moa(pUIHPOBAHHLIM BbICB000KAeHHEM, 30 Mr+20 Mr

| Batch No.: / Cepusn No: B2303848 Batch Quantity: / O6bem napTuu: 12599()() NO
A.R. No.: / Anammtindeckuit oraer Ne:2002FP23002852 | Date of Analysis: / /lata anammza:  16-12-2023
Mfg. date: / laTta npou3BoACTBA: 11/2023 Exp. date: / Cpox rognoctu:  10/2026

Analysis performed according ND / Auaus nposenen no HJI: JITI-003998-301220

S.No /

No Test / TecT

Result / Pe3yabTaT

Specification / Cneundukamms

9 Assay / KosimyecTBeHHOE onIpenesicHue

A. Omeprazole /
Onmenpason

B. Domperidone /
Jomnepunox

19.90 mg / 19,90 mr
(99.5% / 99,5%)

30.09 mg /30,09 mr
(100.3% / 100,3%)

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 m1* 0 22,0 Mr
C17H,oN;05S (omenpazosn) B
kancyJie (ot 90,0 1o 110,0 % ot
HOMHHAJIbLHOTO COXCPIKAHNS).

Not less than 27.0 mg and not
more than 33.0 mg of
C,H,4CIN5O; (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / O1 27,0 mr g0
33,0 M C22H24CIN502
(momnepuaoH) B Kancysse (0T
90,0 0 110,0 % oT
HOMUHAJILHOTO COAEP KAHMST),

—{

10 |Microbial limits / Mukpo0mno/1orudeckan 4ucrora

a) Total aerobic microbial
count / O0wee uncno
a3POOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts
and mould count /
Of1ee yncio
JPOAOKEBBIX U
IUICCHCBBIX TPUOOB

¢) E. coli

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

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

Absentin 1 g/
OrcytctByerB 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 absent in 1g /
OtcytrcrBue B I T

Remarks : The Product confirms to ND/

Ilpumeganne: [lpoayxr cootBercTsyeT TpeboBanmsiM HJL

Opinion : APPROVED
3axkmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

| Product: Omez DSR, modiﬁed—relea;capsules, 30 mg+20 mg/
Mpoayxt: Omes® JICP, kancyab! ¢ MOTUGHIMPOBAHHBLIM BbICBOOOAACHIEM, 30 MI+20 M

| Batch No.: / Cepus Ne:

B2303848

Batch Quantity: / O6bem naprim: 125_0600 NO |

A.R. No.: / Anamirudeckuii oruer Ne:2002FP23002852

Date of Analysis: / lata ananuza:  16-12-2023

| Mfg. date: / laTa npou3BoACTBA:

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

Analysis performed according ND / Anam3 nposeien no HJL: JII1-003998-301220

i.bNo / Test / Tecr Result / PesyabTar Specification / Cnenuduxanus
11 | Package / YnakoBka 10 capsules in a (PA/AVPVC) |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 xancyn B 6nucrepe | carton. / Tlo 10 xarmcyn B Onmcrepe u3
w3  (ITA/AJITIBX)  domern /| (ITA/AJVIIBX) donern / amromunmesoi
amomunueBor  Qomeri.  [lo 3 | donsrm. [lo 1, 3, 8, 10 Gnucrepos BmecTe
OnucTEpa BMECTE C MHCTPYKLMEH | C MHCTPYKLMEH N0 NPHUMEHECHHIO B IIa4Ky
Mo  MNPUMEHEHHIO B IAYKy | KAPTOHHYIO.
KapTOHHYIO,
12 | Labeling / Mapxuposka | According to ND /B cooteercreum ¢ HI]
13 | Storage conditions / At temperature below 23 °C. / [1pu remmeparype He Bbiue 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years /3 roza
COAHOCTH

Remarks : The Product confirms to ND/
Ipumeyanne: [Ipoaykr cooTBeTcTBYET TpeboBaHMaM HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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