Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
 Tlpoayxr: Omes® JICP, kancysisi ¢ MOAHQUIHPOBANALIM BLICBOBOX/ICHHEM, 30 MT+20 Mr

Batch No.: / Cepus Ne:

B2202292

Batch Quantity: / O0beM naprumn:

1240000NO

2002FP22001583

A.R. No.: / AHanutudeckuii oT4yeT Ne:

Date of Analysis: / Jlata ananusa:

08-08-2022

_Mfg. date: / JlaTa mpou3BoacTBa:

05/2022

Exp. date: / Cpok ronHOCTTA_:_ 04/2025

Analysis performed according ND / Anasms nposeten mo HJI: JIT1-003998-301220

S.No/

e Test / Teer

Result / Peayabrat

Specification / Cnenudmxanus

1 Description /Onucanue

‘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 and brown spherical pellets. /

Teepaeie HKENATUHOBBIC
Mpo3payHbiec OECLBETHBIC KAICYJIBI
pasMepa 1 ¢ MapKUpOBKOH HEPHOTO
IBeTa

*
(((-Y

DR. REDDY’S» Ha
KpEIIICYKe KaIICYJIBI "
MapKHUpPOBKOl ~ KpacHOTO  LBeTa
«OMEZ-DSR» Ha KopIyce
kancyisl. Coaepxumoe Karmcyll

cthepuueckue newieTel Oesoro u
KOPUYHEBOIO LIBETA.

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

TBeparie
OeCIBCTHRIC
MapKUPOBKOH

« “Y DR. REDDY’S» Ha KpBIIICYKE
KarcyJisl ¥ MapKUPOBKOM KpacHOTO LIBeTa
«OMEZ-DSR» Ha KopIyce KarcyJbl.

KENATHHOBBIE  TIPO3payHble
Kancymel pasmepa 1 ¢
YEpHOTO LBETA

ComepxuMoe  Kancyldl:  chepUyeckue
MeNmeTsl OT Oenoro 10 ceporaTo-0enoro u
OT  KOPHYHEBOTO  JIO  KEITOBATO-

KOPHUYHEBOI'O IIBETA.

2 Identification /
IIoaJIUHHOCTD
Omeprazole and
Domperidone (By HPLC)
/ OMenpazoi u
Jowmmepuon (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.[J/(1BpemeHa yzaepKUBaHHS
OCHOBHBIX TTHKOB Ha
XpOoMaTorpaMme HCTIBITYCMOTO
pacTBOpa COOTBETCTBYIOT
BpeMeHaM  yIepXXUBaHUA TIUKOB

oMernpasona W JOMICPUIOHA Ha
XpomarorpaMme CTaHAAPTHOTO
pacTBOpa (pazzen
«KosnuecTBeHHOE OIPEICIEHHE).

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
V/CPXKHUBAHUs ~ OCHOBHBIX IIMKOB Ha
XpOMaTorpaMMe HCIBITYEMOTO pPacTBoOpa
OOJDKHBEI  COOTBETCTBOBATH  BpeMeHaM
VICpXUBAHHS THKOB  OMeIpasona u
JIOMIIEpUIOHA Ha XpOMaTOrpaMMe
CTaH[JapTHOTO pacTBopa (pazzmen

«KonngecTtBeHHOC onpeneneHHe»).

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoJyKT COOTBETCTBYET TpeboBanmam HJI

Opinion : APPROVED
3axaiouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJINIA

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

Ipoayxkr: Omes® JICP, kancyist ¢ MogudmmposannLiv Buicsoboxennem, 30 Mr+20 mr

Batch No.: / Cepus Ne:
A.R. No.: / AHaauTn4Yeckuii oTuet No:

B2202292

Batch Quantity: / O6bem nmaprun: 1240000 NO '

2002FP22001583

Date of Analysis: / laTa anann3za: 08-08-2022

Mfg. date: / JlaTa npoM3BOACTBA:

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

Analysis performed according ND / Ananns nposeneH mo H/I: JII1-003998-301220

S.No /

Ne Test / Tecr Result / Pesyabrat Specification / Cnienupuxamus

3 | Average weight of the 379.27 mg /379,27 Mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpegnss 369,0 mr+ 10 % (o1 332,1 1o 405,9 mr)
Macca Co/lepKuMOoro
KarncyJa

4 |Water/Bona 1.2% wiw /1,2% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / OqHOpOJHOCTH 103MPOBAHHS

Omeprazole / 421742 The acceptance value (AV) should be

Owmernpason less than or equal to 15.0 / TTokazarens
npremieMocTd (AV) JomxeH GBITh He
6omee 15,0.

Domperidone / 9.2/9,2 The acceptance value (AV) should be

HomriepuaoH

less than or equal to 15.0 / TTokasarens
npueMneMoctd (AV) nomxeH OBITH He
6omee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanmne: IIponykT cooTBeTCTBYET TpeboBanusm HJL

Opinion : APPROVED
3axmioyenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7

Printed Date & Time (IST): 10-08-2022 15:05:31




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJTU3A

Product: Omez DSR, modified-release capsules, 30 mg120 mg /
HpoaykT: Omes® JICP, kancyiabt ¢ MoanQuuupoRaRHEIM BLICBOGOKACHHEM, 30 Mr+20 M

Mfg, date: / laTa l'lpOPl3BOZICT;a:

_Eatch No.: / Cepust Ne: B2202292 Batch Quantity: / O6bemM nmapTHum: 1240Q00 NO
A.R. No.: / Anajgutnyeckui oTdet No: Date of Analysis: / Jlara ananuza: 08-08-2022
2002FP22001583

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

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

S.No/

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

Highest individual
unknown impurity / JIro6as
eHHUYHAs
HEHJICHTUQUIPOBaHHASL
[IPUMECh

Total impurities /
CyMmma nmpuMecei

Not detected / He obHapyxena
Not detected / He oOHapyxeHa
0.03%/0,03%

Not detected / He obHapykeHa
Not detected / He 0OHapy>keHa

0.02% / 0,02%
Not detected / He oOHapycHA
Less than LOQ (LOQ=0.012%)
0.08% / 0,08%
Not detected / He oGHapyxeHa

Not detected / He oOHapykeHa

0.1%70,1%

Ne Test/ Tect Result / PesyanTar Specification / Cneundukanun
6 |Related substances / PogcTBeHHBIe IPUMECH
Omeprazole /
Omenpaszona:

Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He Gomee 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 6omnee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6oiee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %

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

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

7 |Residual solvents/ OcTaTouHble OpranuvecKue pacTBOPUTEIH

Methanol /
Merauon

Methylene chloride /
MeTuneHxnopun

9 ug/caps/ 9 Mxr/kamncyna

Not detected / ne obHapyKeHa

Not more than 1107 pg per capsule /
He 6o1ee 1107 MKr Ha Kancyay

Not more than 221 pg per capsule /
He 6osee 221 MKr Ha KalcyJy

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr coorsercTBYET TpeboBaHMAM HJI

Opinion : APPROVED
3axmouenne: OJJOLEPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayir: Omes® JICP, kancyisl ¢ MOARGUIHPOBARHBIM BLICBOOOA/ICHHEM, 30 pr+20 mr

Batch No.: / Cepusn Ne: B2202292 Batch Quantity: / O6Lem napTuu: 12466_00 NO
A.R. No.: / AHanutudecknif otuer Ne: Date of Analysis: / JlaTa ananu3za: 08-08-2022
2002FP22001583

Mfg. date: / laTa npou3BOACTBA: 05/2022 Exp. date: / Cpok rognocru:  04/2025

Analysis performed according ND / Ananus nposexen mo HJI: JIT1-003998-301220

S.No/

e Test/ Teer

Result / PesyabTat

Specification / Ciennurxauns

8 |Dissolution / PacTBopenne

a) Omeprazole /
Omenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pacTtBope
XJTOPHCTOBOAOPOTHON
KHCIIOTHI

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

1%, 1%, 3%, 0%, 0%, 0%

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

i. Not more than 15% of the labeled
amount of Omeprazole (C;HyN3038)
is released after 2 hours. / He Gonee 15
% OT (aKTHUECKOTO COAEPKAHUS
omenpazona (C7H sN;03S) yepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;7H;yN30;S)
1s dissolved in 30 minutes / He MeHee
70 % (Q) oT HOMHHAJIEHOTO
COACPKaHM OMETIPa3ona
(C17H9N;305S) uepes 30 MuH.

b) Domperidone /
Homriepunon
15 hour / yepe3 1 g
4t hour/ uepes 4 u

8t hour/ uepes 8 u

12% hour/ uepes 12 4

24%, 25%, 27%, 24%, 25%, 24%
47%, 49%, 52%, 50%, 49%, 49%
69%, 69%, 72%, 71%, 69%, 69%

81%, 81%, 84%, 82%, 80%, 80%

In 0.1N HC1/B 0,1 M pactsope
XJIOPYCTOBOAOPOAHON KHCTIOTHI:

Between 15 % and 40 % / ot 15 % 50 40
%

Between 30 % and 70 % / ot 30 % o 70
%

Between 55 % and 95 % / ot 55 % mo0 95
%

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(CH24CIN5O,) / 0T HOMHHAIBHOTO

COACPIKAHHS JOMIIEPHIOHA
(CH»4CINsO,)

Remarks : The Product confirms to ND/

Hpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsul;s, 30_mg+26 mg /
Mpojgykr: Omes® JICP, kancyus ¢ Mo uumporaniiv Bercgoboxaenuem, 30 Mr+20 mr

Batch No.: / Cepus Ne: B22022952 Batch Quantity: / O6bem mapTimn: 12400})0 NO
A.R. No.: / AHanuTu4yeckuii oTqer Ne: Date of Analysis: / JlaTa ananusa: 08-08-2022
2002FP22001583

Mfg. date: / JIaTa mpon3BOJCTBA: 05/2022 Exp. date: / Cpok rogHoctn:  04/2025

Analysis performed according ND / Ananu3 nposenen no HJI: JIT1-003998-301220

S.No/

e Test / Tect

Result / PesyabTar

Specification / Cnenudgukanus

9 Assay / KosiuuecTBeHHO€E OTIpeaeaeHue

A. Omeprazole /
Omenpazon

B. Domperidone /
Jommepyizion

19.94 mg/ 19,94 mr
(99.7% / 99,7%)

30.34 mg /30,34 mr
(101.1%/ 101,1%)

A. Not less than 18.0 mg and not

more than to 22.0 mg of
C7HsN30;S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 Mr 10 22,0 Mr
C7HyN;0;S (omenpa3zon) B
kamncyae (ot 90,0 no 110,0 % ot
HOMWHAJILHOTO CO/IePKAHUSA).

B. Not less than 27.0 mg and not

more than 33.0 mg of
C,;H,4CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr 1o
33,0 Mr C22H24C1N502
(moMmepuaoH) B KamncyJre (0T
90,0 10 110,0 % oT
HOMHHAJBHOTO COJePaKAHNN).

10 [Microbial limits / MukpoOuosornyeckasi Y4CTOTA

a) Total aerobic microbial
count / O6I1ee uncno
a3pOOHBIX
MHKPOOPTaHH3MOB

b) Total combined yeasts
and mould count /
O61ee qucno
IPOMCKEBEIX U
MIIECHEBEIX IPUOOR

¢) E. coli

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

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

Absentin 1 g/
OtcyTcTByeTB 1 T

a) Not more than 1000 CFU/g/

He 6onee 1000 KOE/r

b) Not more than 100 CFU/g /

He 6onee 100 KOE/T

¢) Shall be absentin 1g/

OtcytrcTBUe B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT cOOTBETCTBYET TpeboranmsiM HJI

Opinion : APPROVED
3axmiouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUHOHUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
 TTpomyxr: Omes® JICP, kancynst ¢ MOAHGHINIPOBARNLIM BLICBOGOK/CHUEM, 30 Mr+20 Mr -
Batch No.: / Cepus Ne: B2202292 Batch Quantity: / O6bem mapTum: 1240(_)90 NO
A.R.No.: / AHaquTH4YecKuif oTueT Ne: Date of Analysis: / JlaTa anaansa: 08-08-2022
2002FP22001583
Mifg. date: / laTa Ipou3BOACTRA: 05/2022 Exp. date: / Cpok rogHoctn:  04/2025
Analysis performed according ND / Auaiu3s nposesen no HJIL: JITT-003998-301220
S.No/ . .
N Test / Tect Result / PesyabTat Specification / Cnennduxanusn
11 | Package / Ynakogrka 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. / ITo 10 xancyn B Guuctepe | carton. / ITo 10 xaincyn B Omucrepe u3
m  (IJA/AJIMIBX)  Qomeru /| (ITA/AJI/IIBX) doneru / anmtoMUHMEBOI
amomunuepoit  doneru.  Ilo 3 | doneru. Ilo 1, 3, 8, 10 6nucrepos BmecTe
6nUcTEpa BMECTE C HMHCTPYKLHMEH | ¢ MHCTPYKIHEN TI0 IIPUMEHEHHUIO B MAuKy
Mo  NPUMEHEHHI0 B MadKy | KAPTOHHYHO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND / B coorserctBnn ¢ HJ]
13 | Storage conditions / At temperature below 25 °C. / [Ipu temnepatype He Boime 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years / 3 roma
TOZHOCTH

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoxykT cooTBeTcTBYET TpehoBanuaM HJI

Opinion : APPROVED
3axmovenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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