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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, xamncyJibl ¢ MoAHGHUMPOBAHHLIM BbicBOGoKAeHHEeM, 30 Mr+20 mr

Mfg. date: / [IaTa npon3BoacTBa:

| Batch No.: / Cepust Ne: B2201203 | Batch Quantity: / O6vem napruu: 800000 NO
A.R. No.: / Anagurndecknii otuert No: Date of Analysis: / laTta ananmuza: 22-04-2022
2002FP22000821
103/2022 Exp. date: / Cpok rogsocru:  02/2025

Analysis performed according ND / Anasius nposegen mo HJI: JIT1-003998-301220

S.No/

N Test / Tect

Result / PeaynbsTat

Specification / Cnieundukauns

1 Description /Onucanue

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

TBepable JKENaTUHOBbIE
Mpo3padyHbIe OECIBETHBIC KarlCyJbl
pa3Mepa | ¢ MapKUpOBKOI HepHOTO
LBETA

« 7Y DR. REDDY’S» Ha
KpBITIEYKe Karcysl "
MapKHMpOBKOM  KpacHOro  IBeTa
«OMEZ-DSR» Ha Kopiyce
kancynel.  CollepkMMoe  Karcyd:

chepudeckue TeeThl Genoro u
KOPHYHEBOTO IIBETA.

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

TBepnele
OeciBeTHEBIE
MapKHPOBKON

« Y DR. REDDY’S» na KpblILIIEUKe
KarcyJibl 1 MapKUPOBKOHM KpacHOTO IBeTa
«OMEZ-DSR» Ha xoplyce KamncyJbL

KENATUHOBBIE  TIPO3pavHble
Karncynsl pasmepa | ¢
YepHOTO LBeTa

Conepxxumoe  kamcyin:  cdepnueckue
TeJUTETHI OT OENoro JIo cepoBaTo-6eIoro u
oT KOPUYHEBOTO bifs) JKeNITOBATO-

KOPHUYHEBOTI'O LIBETA.

2 Identification /
IMoaaunHOCTH
Omeprazole and
Domperidone (By HPLC)
/ OMenpaszon u
Jomnepunon (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.lJ/0Bpemena yznepKuBaHuUsI
OCHOBHBIX MHKOB Ha
XpoMmarorpamme HCTIBITYEMOI0
pacTtBopa COOTBETCTBYIOT
BpEMEHAM  YAEPKUBaHUA MUKOB

oMemnpazona W JAOMIIEpUIOHA Ha
XpoMaTrorpamme CTaHAapPTHOTO
pacTBopa (pazzen
«KonuyecTBeHHOE OMnpeiesieHHEY ).

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
YOep)KUBAHUS ~ OCHOBHBIX THKOB  Ha
XpOMAaTOTpaMMe HCIBITYEMOTO pacTBOpa
IOJKHBEL  COOTBETCTBOBATH  BpeMeHaM
yHepXWBaHUs THKOB OMempazoia |
IOMTIEpHIOHA Ha Xpomarorpamme
CTAaHAapPTHOTO pacTBopa (pa3men

«KonuyecTBeHHOE OnpelneieHne» ).

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpogykt cooTBeTcTBYET TpeboBanmsaM HJI

Opinion : APPROVED
3akaiouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3IA

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, kancybl ¢ MOAH(PHLHPOBAHHBIM BhIcBOG0KAeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne:

B2201203

Batch Quantity: / O6bem napTuu: ) 800000 NO

A.R. No.: / AHanuTu4eckuii oruert Ne:
2002FP22000821

Date of Analysis: / Iata amamuza: 22-04-2022

Mfg. date: / laTa npowsBoacTBa:

03/2022 Exp. date: / Cpok rognoctu:  02/2025

Analysis performed according ND / Ananns nposegen no H/I: JIIT-003998-301220

S.No/

N Test/ Tect Result / PesyasTat Specification / Cneundguxauns

3 | Average weight of the 371.15mg /371,15 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeauss 369,0 Mr = 10 % (ot 332,1 o 405,9 mr)
Macca cogepKUMOro
KamncyJ

4 |Water/Boaa 1.0% w/w / 1,0% Not more than 4.0 % w/w / He 6ornee 4,0

%
5 |Uniformity of dosage units / OqHopoaHoCTH 103UPOBaHHS

Omeprazole / 7.7/17,7 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / TlokazaTens
npuemaemMoct (AV) nomxeH ObITh He
bonee 15,0.

Domperidone / 6.7/6,7 The acceptance value (AV) should be

Homnepugon

less than or equal to 15.0 / TToka3arens
npuemiieMoctd (AV) nomxken ObITh He
bonee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykT coorBercTBYET TpeboBanusM HJT

Opinion : APPROVED
3akaouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7

Printed Date & Time (IST): 22-04-2022 22:14:25




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Ome3® ICP, kancyibl ¢ MOTHGHUHPOBAHHBIM BEICBoG0KAeHHeM, 30 Mr+20 mMr

Batch No.: / Cepus Ne: B2201203 Batch Qua_ntity: / O0beM mapTHH: 8009%) NO
A.R. No.: / AHanuTHYecKHil oTuer Ne: Date of Analysis: / JlaTta anaauza: 22-04-2022

2002FP22000821

Mfg. date: / Iata nponssogctBa:  03/2022 Exp. date; / Cpok rogroctu:  02/2025

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-003998-301220

S.No/

No Test/ Tect Result / Pe3yasTaTt Specification / Cneundguxanns
6 |Related substances / PogcTBeHHbIe MpuMecH
Omeprazole /
Omenpazona:

ncontrolled Copy

|
|
/

L

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

Highest individual
unknown impurity / JIro6as
eMMHAYHAS
HeuieHTUPUIHPOBAHHAS
pIMECH

Total impurities /
Cymma npumeceit

0.02% /0,02%

Not detected / He 06HapyskeHa
0.03%/0,03%

Not detected / He obHapyxkeHa
Less than Limit of Detection
(LOD=0.003%

0.02% /0,02%

Not detected / He ob6Hapy)eHa
Less than LOQ (LOQ=0.012%)
0.08% / 0,08%

Not detected / He o6Hapy)eHa

Not detected / He o6HapykeHa

0.1% /0,1%

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

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

Not more than 2.5 % / He Goinee 2,5 %

Residual solvents/ OcTaTouHble OpraHndecKHe PACTBOPUTETH

Methanol /
Meranon

Methylene chloride /
MeTnnenxiopun

9 pg per capsule

Not detected / ne obHapyxeHa

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

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

Opinion : APPROVED
3axaiouenue: OJOBPEHO

Remarks : The Product confirms to ND/
Hpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanuaM HII
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Opoaykt: Omes® JICP, kancyJibl ¢ MOAHGUUNPOBAHHLIM BbicBOGokAeHHEM, 30 Mr+20 mr

Batch No.: / Cepust Ne: B2201203

Batch Quantity:iOﬁbeM napTHu: 800000 NO

A.R. No.: / Anaautu4ecknii oruer Ne:
2002FP22000821

Date of Analygs: / Nata ananusa: 22-04-2022

Mfg. date: / lata nponsBoncrsa:  03/2022

Exp. date: / Cpok rogHoctu:  02/2025

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

S.No/

No Test/ Tect

Result / PesyabTat

Specification / Cienndukanus

8 |Dissolution / PacTBopenne

a) Omeprazole /
Omenpazon

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

i. Not more than 15% of the labeled
amount of Omeprazole (C,;;H;sN3;058S)

XJIOPUCTOBOOPOIHOM 3%, 0%, 3%, 3%, 1%, 0% is released after 2 hours. / He Gonee 15
KHCITOTBI % 0T (aKTUIECKOTO COAEPKAHUS

ii. Buffer stage (pH 6.8 oMenpasona (C7H;oN30;S) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 94%, 96%, 97%, 97%, 97%, 98% amount of Omeprazole (C;HsN;0,S)

is dissolved in 30 minutes / He Meuee
70 % (Q) oT HOMHHAIIEHOT'O
colepKaHnsA OMeIpasona
(C]7H19N3O3S) yepes 30 MuH.

b) Domperidone /

In 0.IN HC1/B 0,1 M pacrBope

Homnepunon XJIOPHUCTOBOIOPOTHON KUCTIOTEL:

1% hour / yepes 1 u 27%, 27%, 26%, 27%, 27%, 25% |Between 15 % and 40 % / ot 15 % no 40
%

4% hour/ epes 4 u 55%, 56%, 54%, 53%, 56%, 52% |Between 30 % and 70 % / ot 30 % no 70
%

8" hour/ uepes 8 u 76%, 76%, 75%, 73%, 75%, 72% |Between 55 % and 95 % / ot 55 % mo 95
%

12* hour/ uepes 12 4 86%, 86%, 87%, 85%, 85%, 83% | Not less than 70 % / ne menee 70 % of the

labeled amount of Domperidone
(C5,Hy4CINsO,) / 0T HOMBHAIIBHOTO
cofepKaHus JOMIIEpHIOHa
(C2H24CINsO3)

Remarks : The Product confirms to ND/

IMpumeuanne: [TpogykT cooTBeTcTBYET Tpebopanmsam HJT

Opinion : APPROVED
3axawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 7

Printed Date & Time (IST): 22-04-2022 22:14:25
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Ome3® ICP, kamncyJibl ¢ MoAHGHUUPOBAHHLIM BbICB0G0XKAEHHEM, 30 Mr+20 Mr

| Batch No.: / Cepust Ne: B2201203 Batch Quantity: / O6bem naptun: 800000 NO !
A.R. No.: / Anaantudeckmii oruert Ne: Date of Analysis: / lata ananmza: 22-04-2022
2002FP22000821

K’[fé date: / laTta nponssogcTea:  03/2022 Exp. date: / Cpok rogHoctu:  02/2025 B
Analysis performed according ND / Ananaus nposegen mo HJI: JI[1-003998-301220

S.No/

No Test / Tect Result / PesyabTaT Specification / Cneunduxauus
9 | Assay / KoanuecTBeHHOe onipeeienne
A. Omeprazole / 20.12 mg /20,12 mr A. Not less than 18.0 mg and not
Owmenpazon (100.6% / 100,6%) more than to 22.0 mg of

C17H19N3O3S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr mo 22,0 mr
C17H19N303S (OMe“pa30.ﬂ) B
kamncyJje (ot 90,0 no 110,0 % ot
B. Domperidone / 30.98 mg /30,98 mr HOMHHAJIBLHOTO COTEPXANMUS).

0, 0,
flommepron (103.3%/103,3%) B. Not less than 27.0 mg and not

more than 33.0 mg of
C22H24C|N502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr g0
33,0 Mr C22H24C1N502
(aoMnepHaON) B KamncyJie (0T
90,0 1o 110,0 % ot
HOMHHAJBHOIO COIePKAHUS).

10 |Microbial limits / MukpoGuosoruueckas uucrora

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g /
count / OGuiee uncno Menee 10 KOE/r He 6omnee 1000 KOE/r
a’poOHBIX
MHUKPOOPTaHHu3MOB

b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g/
and mould count/ Memnee 10 KOE/r He 6onee 100 KOE/r

O61ee qucno
JIPOIKIKEBLIX U
TJIECHEBEBIX TPHOOB

c) E. coli Absentin 1 g/ ¢) Shall be absentin 1g/
OtcytcTByeTB 1 I OrcyTcTBHE B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
pumeuanmne: [Ipoaykt cooTBeTCcTBYET TpeboBanmam HIT 3axkmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
| Product: Omez DSR, modified-release capsul_es, 30 mg+20 mg / N
Mpoayxt: Omez® ICP, kancyabl ¢ MoAnGHIMPOBaHHBIM BhIcBoGoxkAeHneM, 30 Mr+20 mr i
| Batch No.: / Cepus Ne: B2201203 o Batch Quantity: / O6bem napTun: 800000 NO
A.R. No.: / Ananutudeckuii otuer Ne: Date of Analysis: / IaTa ananuza: 22-04-2022
2002FP22000821
Mfg. date: / Jlava nponseoacrea:  03/2022 Exp. date: / Cpox rogmocru:  02/2025
Analysis performed according ND / Ananns nposeaen no H/I: JIT1-003998-301220
S.No/ . ;
No Test/ Tect Result / PesyanTaTt Specification / Cnennduxauns
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. / TTo 10 xancyn B 6auctepe | carton, / ITo 10 xancyn B Onwcrepe u3s
us  (ITA/AJITIBX)  donsru /| (TTA/AJ/TIBX) doneru / anroMUHREBOIM
amomuunesoii  doneru.  Ilo 3 | doneru. Ilo 1, 3, 8, 10 6;mmcTepos BMecTe
6nucTepa BMecTe € HHCTpyKuuell | ¢ MHCTpyKUMel Mo NMPUMEHEHHIO B NaykKy
Mo  TpPUMEHEHWI0 B TIAUKY | KAPTOHHYIO.
KapTOHHYFO.
12 | Labcling / MapkupoBka | According to ND /B coorsetctBiin ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Boite 25 °C.
XpaHeHne
14 | Shelf life / Cpox 3 years / 3 roza
TOTHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI

Opinion : APPROVED
3akarouenne: ONOBPEHO
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