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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNHU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| MpoxyxT: Omes® JICP, kancy.ibl ¢ MOAUGHUAPOBARHLIM BbicBoGokAeHHEM, 30 M1+20 M1

Batch No.: / Cepust Ne: B2201204 Batch Quantity: / O0bem naprum: 203520 NO
A.R. No.: / Ananurudeckuii oruet No: Date of Analysis: / Iata anannza: 30-04-2022
2002FP22000886

Mfg. date: / Jlata npou3BoacTBA: 03/2022 Exp. date; / Cpok rogHoctu:  02/2025

Analysis performed according ND / Anaau3 nposesien mo HJI: JI[1-003998-301220

S.No/

No Test / Tect

Result / PesyabTat

Specification / Crieundukaus

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. /

TBep,I[ble KCIATHHOBBIC
MnMpo3pavHbIC OeclBeTHBIE KancyJibl

pasmepa 1 ¢ MapKMpOBKOH YepHOTO
LBera

« 7Y DR. REDDY’S» wHa
KpBIIIeuKe KaTCyJITBI 17
MapKUpOBKOH  KpacHOro  LIBETA
«OMEZ-DSR» Ha Kopryce
karcynel.  ComepXuMoe — Karcyl:

chepuyeckue mensnersl Genoro u
KOPWYHEBOTO 1IBETA.

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

Trepabie
OecLBETHBIE
MapKUPOBKOH

« 7Y DR. REDDY’S» na KpbIlIeyKe
KarcyJisl ¥ MapKHPOBKOI KpacHOro 1BeTa
«OMEZ-DSR» Ha Kopmyce KamcCymbl.

KENaTUHOBBIE  Mpo3payHble
Karmcynsl pasmepa | ¢
YEepHOTO LBETA

ConmepxuMoe  Karcyl: cepuyeckme
MeJUTETRI OT BeJloro 10 cepoBaTo-0enoro u
OT KOPUYHEBOTO oo KEIITOBATO-

KOpPUYHEBOI'O 11BETA.

2 Identification /
IToaaHHHOCTDL
Omeprazole and
Domperidone (By HPLC)
/ Omernipa3on 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.[l/(/BpeMeHa ynepKuBaHUA

OCHOBHBIX M1KOB Ha
XpomarorpamMmme HCTIBITYEMOro
pacTBopa COOTBETCTRBYHOT
BpeMEHaM  YAepXKHBaHUsA  IUKOB

oMemnpazona W JOMIEpHAOHA Ha
XpoMaToTpaMMe CTaHIApTHOTO
pacTBopa (paznen
«KonuuecTBeHHOE OTIpenCIeHIE)).

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. / BpemeHa
yIepXKWBaHUsS  OCHOBHBIX THMKOB  Ha
XpoMaTtorpaMme HCTIBITYEMOTO pPacTBOpa
IOJKHBL  COOTBETCTBOBaTb  BpeMeHaM
yAEpXKHMBaHUS THKOB OMeENpazona U
IIOMIIepHIoHa Ha XpoMarorpaMMe
CTaHAapTHOTO pacTBOpa (pasmen

«KonmnuecTBeHHOE OTIpeneneHnen).

Remarks : The Product confirms to ND/
Mpumeuaune: [IpoayxT cooTBeTcTBYET TpeboBanusaMm HJI

Opinion : APPROVED
3axmouenne: QJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsu_les, 30 mg+20 mg / )
MpoaykT: Omes® ICP, kancyabl ¢ MOAH(GHUHPOBARHELIM BbICBoGoXaennem, 30 Mr+20 mr
‘Batch No.: / Cepus Ne: B2201204 Batch Quantity: / O6bem naprun: 203520 NO
A.R. No.: / Ananurudeckuii order Ne: Date of Analysis: / laTa ananusa: 30-04-2022
2002FP22000886
Mfg. date: / laTa npousBoactea:  03/2022 Exp. date: / Cpok rogHoctn:  02/2025
Analysis performed according ND / Anayns nposejien no HJL: JIT1-003998-301220
S.Ne/ . .
No Test/ Tect Result / PesyabTat Specification / Cienuduxauus
3 | Average weight of the 374.97 mg /374,97 Mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeansst 369,0 Mr+ 10 % (ot 332,1 no 405,9 mr)
mMacca coIepKUMOro
KancyJ
4 |Water/Boaa 0.9% w/w / 0,9% Not more than 4.0 % w/w / He Gonee 4,0
%
5 |Uniformity of dosage units / OaHopoaAHOCTL J03HPOBAHMSA
Omeprazole / 7.5/17,5 The acceptance value (AV) should be
Owmernpazon less than or equal to 15.0 / TlokazaTens
npuemneMocty (AV) nomxkeH 6bITb He
6onee 15,0.
Domperidone / 541754 The acceptance value (AV) should be
HomnepunoH less than or equal to 15.0 / [Toxa3zaTens
npuemiieMocT (AV) nokeH ObITh He
6onee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: ITpoaykt coorBeTcTBYET TpeboBanmsaM HJ{ 3axirwouenue: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omecz DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyiibl ¢ MOANGHUIHPOBAHHBIM BhicBoboAIenen, 30 Mr+20 mr

Batch No.: / Cepnss Ne:  B2201204 Batch Quantity: / O6wem naptun: 203§2Q NO _"
A.R. No.: / Ananuru4ecknii oryet Ne: Date of Analysis: / Jara ananuza: 30-04-2022
2002FP22000886

Mfg. date: / laTa npou3BoAcTBa: 03/2022 Exp. date: / Cpox rognocru:  02/2025

Analysis performed according ND / Anaaus nposeaen no H/L: JIIT-003998-301220

S.No /

o Test / Tect

Result / PesynbTaTt

Specification / Cnieundukaunn

6 |Related substances / Poacr

BE€HHbIC ITIPUMECH

Omeprazole /
Omenpazona:

Impurity 1/ mpumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumMecs 5
Domperidone /

| Jomnepuoona:
Impurity A / npumecs A
Impurity B / mpumecr B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JTio6as
eIMHUIHASL
HeuAeHTHOULIPOBAHHAS
OpHMeECh

Total impurities /
CyMmMma mpumecei

0.02% /0,02%
Not detected / He obHapyxeHa
0.03% / 0,03%
Not detected / He oOGHapyxKeHa
Not detected / He oOHapysxeHa

0.02% /0,02%

Not detected / He oOHapyxeHa
Less than LOQ (LOQ = 0.012%)
0.09% / 0,09%

Not detected / He oGHapykeHa

0.01%/0,01%

0.2%/0,2%

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 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 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 6omee 0,20 %

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

7 |Residual solvents/ OcTaTouHbIe OpraHuYecKHe PACTBOPHTENH

Methanol /
MeTtaHoI

Methylene chloride /
MeTunenxyopua

9 ug per capsule

Not detected / He o6Hapykena

Not more than 1107 pg per capsule /
He 6oaee 1107 Mkr Ha Kancyay

Not more than 221 pg per capsule /
He Gosee 221 MKT Ha Kancyy

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykr coorBercTBYeT Tpedoanuam HII

Opinion : APPROVED
3akaiouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0

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

30-04-2022 17:57:59
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Product: Omecz DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kaneyasi ¢ MoanduiIposaisiv Boicsobokaenmem, 30 mr+20 mr

| Batch No.: / Cepust Ne: B2201204 Batch Quantity: / O6nem nmapTum: 203520 NO
A.R. No.: / Ananurndecknii orqer Ne: Date of Analysis: / lata anasmza:  30-04-2022
2002FP22000886

| Mfg. date: / Jlata nponsBojcTBa: 03/2022 Exp. date: / Cpok rognoctu:  02/2025

Analysis performed according ND / Anasus nposegen mo HJI: JI[1-003998-301220

S.No/

No Test/ Teer

Result / PesyabTaT

Specification / Ciennpuxanus

8 |Dissolution / PacTBopenne

a) Omeprazole /
OmMenpazon

i. Acid stage (0.IN HCI)
/B 0,1 M pactBope
XJIOPHCTOBOJIOPOAHOM
KHUCTOTBI

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

0%, 1%, 2%, 0%, 0%, 1%

104%, 101%, 106%, 100%, 106%,

104%

i. Not more than 15% of the labeled
amount of Omeprazole (C;;H;sN;O;S)
is released after 2 hours. / He Gonee 15
% oT (aKTHYECKOTO COACPIKAHUS
omernpazona (C;HgN;038) gepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;7H;sN;0;S)
is dissolved in 30 minutes / He meHee

70 % (Q) oT HOMWHATTEHOTO
comepkaHus oMeTpasona
(C]7H19N3O3S) qepes 30 MuH.

b) Domperidone /

Jommnepugon
18t hour / yepe3z 1 u
4t hour/ vepes 4 4

8 hour/ uepes 8 u

12% hour/ yepes 12

25%, 25%, 28%, 28%, 26%, 28%

54%, 54%, 57%, 58%, 55%, 56%

4%, T4%, 19%, 77%, 73%, T7%

85%, 85%, 91%, 88%, 83%, 88%

In 0.INHCL/B 0,1 M pactsope
XJIOPHUCTOBOMOPORHOM KVUCIIOTBI:

Between 15 % and 40 % / ot 15 % mo 40
%

Between 30 % and 70 % / ot 30 % mo 70
%

Between 55 % and 95 % / ot 55 % mo 95
%

labeled amount of Domperidone
(C;,H24CINsO,) / 0T HOMUHANILHOTO
coiepkaHusl TOMTIepHI0Ha
(C3H4CIN;O,)

Remarks : The Product confirms to ND/

Mpumeuanne: ITpoaykt coorBeTcTBYET TpeboBanmsiM HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 7

Printed Date & Time (IST):

30-04-2022 17:57:59
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modificd-release capsules, 30 mg+20 mg /
NMpoaykr: Omes® JICP, kancy bl ¢ Mo HUHPOBAHHBIM BBICBOGOK/IEHHEM, 30 Mr+20 mr

‘Batch No.: / Cepust Ne: B2201204 Batch Quantity: / O6bem napTum: 203520 NO
A.R. No.: / Ananutuueckuii ordet No: Date of Analysis: / lata ananusa: 30-04-2022
2002FP22000886

Mfs. date: / lata npouzBoactBa:  03/2022 Exp. date: / Cpox rognoctu:  02/2025

Analysis performed according ND / Ananns nposesen no HJI: JI[1-003998-301220

Specification / Ciennduxanns

i:oNo / Test / Tect Result / Pe3ynbtaTt
9 Assay / Konu4uecTBeHHOE ompeneeHue
A. Omeprazole / 19.92 mg /19,92 mr
Owmernpazon (99.6% / 99,6%)
B. Domperidone / 30.14 mg /30,14 mMr
JomriepuioH (100.5% / 100,5%)

A. Notless than 18.0 mg and not
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
C;7HyN;05S (omernipazout) B
kancyJe (ot 90,0 7o 110,0 % ot
HOMMHAJIBLHOTO COJePIKAHHS).

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 go
33,0 Mr C22H24CIN502
(nomMmnepuaoH) B Kaneyuae (oT
90,0 10 110,0 % oT
HOMHHAJBLHOTO codepKaHus).

10 |Microbial limits / Mukpo6unoJsioruieckas YucTOTA

a) Total acrobic microbial Less than 10 CFU/g /
count / Obmiee uncno Menee 10 KOE/r
a’poOHBIX
MHUKpPOOPTaHU3MOB

b) Total combined yeasts Less than 10 CFU/g /
and mould count / Menee 10 KOE/r

Oouiee uncio
IPONCKEBBIX 1
TITeCHEeBBIX TPHOOB

¢) E. coli Absentin 1 g/

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/
OtcyTcTBUe B 1 1

OtcytctByeT B 1 1

Remarks : The Product confirms to ND/
Ipumeyanne; [IpooykTt cooTBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3axmroyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Printed By: K Narayana Swamy Printed Date & Time (IST): 30-04-2022 17:57:59




CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Omez DSR, modified-release capsule_s, 30 mg+20 mg /
MpoaykT: Omes® JICP, kancyiibi ¢ MoAHGHIHPOBAHABIM BhIcBOGOMACHHEM, 30 Mr+20 mr

Batch No.: / Cepust Ne:

B2201204

Batch Quantity: / O6sem maprun:

203520 NO '

A.R. No.: / Anaaurudeckuii oryer Ne: Date of Analysis: / lata anammnsza:  30-04-2022
2002FP22000886
Mfg. date: / Tata npouseogcTBa:  03/2022 Exp. date: / Cpok rogHoct:  02/2025

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

S.No/

N Test / Tect

Result / PesyabTar

Specification / Cnennduxauus

11 | Package / YnakoBka

10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters
and patient information leaflet in a
carton. / ITo 10 kancyn B Gnuctepe
uz  (ITA/AJI/TIBX)  domeru  /
amomnnneBoit  ¢onerun.  I[lo 3
onucrepa BMecTe ¢ HMHCTpPyKUUEH

10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet in a
carton. / Tlo 10 kamcyn B Omucrepe u3
(TTA/ATI/TIBX) donsrn / antoMuHHEBOH
doneru. Ilo 1, 3, 8, 10 6nucrepos BMecTe
C MHCTpYKIMEl Mo MPUMEHEHHIO B MaykKy

Nno  MNPUMEHEHHI0 B  TadKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND /B coorBercteun ¢ HJT
13 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boime 25 °C.
Xpanenue
14 | Shelf life / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
IMpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):

30-04-2022 17:57:59




ELECTRONIC SIGNATURES

Dr.Reddy’s ‘:‘." |

Title

B2201204

Document No.

QUA-FT02-1382

_Version - 1.0, CURRENT Approved Date |30-Apr-2022
ID
Intention Employee User Name Date (IST)
Prepared By P00021162 Latha Dasi 30/04/2022
17:10:07
Reviewed And P00034556 V Krishna Nimmakayala| ~ 30/04/2022
Approved By 17:16:16
Approved By QA P00019846 K Narayana Swamy 30/04/2022
17:57:00
Page 7 of 7

Printed By: K Narayana Swamy

Printed Date & Time (IST):

30-04-2022 17:57:59



