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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJU3A

' Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxt: Omes® JICP, kancybl ¢ ModguunpoBaunbIM BbicBoboxIeHMeM, 30 Mr+20 mr

Batch No.: / Cepusn Ne:

2002FP22000816

i B2201201
A.R. No.: / Ananurnueckmii order Ne:

Batch Quantity: / O6sem napTum:

1200000 NO

Date of Analysis: / Jlata anaan3za: 22-04-2022

Mfg. date: / JlaTa npousBoJcTBA:

03/2022

Exp. date: / Cpok rogHocTH:

02/2025

Analysis performed according ND / Anaxus nposeaen no HJI: JITI-003998-301220

S.No /

No Test/ Teer

Result / PesyabTaTt

Specification / Cneundpuxauus

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. /

Tepasie J)KeNnaTHHOBbIE
Tipo3padHbie OecHBETHBIE KalCyibl
pa3zMepa | ¢ MapkHpOBKO# 4epHOTO
LBeTa

((‘.'“Y

DR. REDDY’S» =Ha
KpBILIeyKe KarcyJisl u
MapKUpOBKOM  KpacHOro  LBETa
«OMEZ-DSR» Ha Kopmyce
kancynel.  ComepKMMoe  Kamcyll:

cheprdeckue memeTsl Oenoro U
KOPUYHEBOTO 1IBETA.

‘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. /

TBepapie
OecCIIBETHEIE
MapKHPOBKOM

KEJIATUHOBLIE  ITPO3pauHbIe
Karicynsl pa3mepa | ¢
YepHOTO 1BeTa

« 7Y DR. REDDY’S» Ha KpbIleyKe
KamncyJsibl © MapKHPOBKOI KpacHOTro IBETa
«OMEZ-DSR» Ha Kopmyce KarcyJbl.

ConepxkuMoe  kamncyn:  ceprueckne
TIEJUIETEI OT OEIOTo 0 cepoBaTO-0€IoTo 1
oT KOPHUYHEBOTO 1o >KeNToBaTo-

KOPUYHEBOI'O 1IBETA.

2 Identification /
TlogauHHoOCTH
Omeprazole and
Domperidone (By HPLC)
/ Omenpason 1
Hommnepunon (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.[1/[)BpemeHa ynmepxHBaHUA

OCHOBHBIX MUKOB Ha
XpoMaTorpaMme UCTIBITYEMOT0
pacTBopa COOTBETCTBYHOT
BpeMeHaM YyIep)KHBaHHS IHKOB

oMerpazona W JOMIEpPUIOHA Ha
XpoMaTorpaMme CTaHIapTHOTO
pacTBOpa (paznen
«KonmnuecTseHHOE OnpeneneHiey).

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
yIepKMBaHMS  OCHOBHBIX TIUKOB Ha
XpoMaTtorpaMMe HCHBITYEMOTO pacTBOpa
NOJKHBl  COOTBETCTBOBaTh  BpeMEHaM
yIepKUBaHUS TUKOB OMempazojia M
IOMIEpUIOHA Ha XpoMarorpaMme
CTaHAaPTHOTO pactsopa (paznen

«KonuuecTBeHHOE OIMpeeieHue) ).

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoAYKT COOTBETCTBYET TpeboBanusM H]I

Opinion : APPROVED
3akmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / - -
MpoaykT: Ome3® JICP, kancyibt ¢ MOAHGUIHPOBAHHLIM BhICBoGOKAEHUeM, 30 Mr+20 mr
| Batch No.: / Cepust Ne:  B2201201 Batch Quantity: / O6bem maptum: 120009_0_NO
A.R. No.: / Ananutudeckuii otuer Ne: Date of Analysis: / Jlata ananusa: 22-04-2022
2002FP22000816
Mifg. date: / lata mpouszeoactea:  03/2022 - Exp. date; / Cpok roanocti:  02/2025 -
Analysis performed according ND / Auanns nposeaer no HJI: J1I1-003998-301220
S.No/ " .
Ne Test / Tect Result / PesyasTaT Specification / Cieunguxanus
3 Average weight of the 373.97 mg /373,97 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeanss 369,0 mr = 10 % (ot 332,1 1o 405,9 mr)
Macca coaepKMMoro
KancyJ
4 |Water/Boga 1.1% w/w / 1,1% Not more than 4.0 % w/w / He Gonee 4,0
%
5 |Uniformity of dosage units / OgHopoaHOCTb HO3HPOBAHUSA
Omeprazole / 4.9/4,9 The acceptance value (AV) should be
Owmenpason less than or equal to 15.0 / [TokasaTens
npruemneMocTt (AV) 1oJKeH ObITh He
ousee 15,0.
Domperidone / 52752 The acceptance value (AV) should be
Homniepnaon less than or equal to 15.0 / TToxazatens
nipuemiteMocté (AV) goipkeH ObITh He
Oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: [TponykT cooTBeTcTBYET TpebopanmsaM HJL 3axawdenne: ONOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7
Printed By: K Narayana Swamy Printed Date & Time (IST); 22-04-2022 21:45:05




CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Batch No.: / Cepus Ne:
A.R. No.: / AHamuTHYecKkuid oTder No:
2002FP22000816

B2201201

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancy.ae! ¢ MognGHIRPOBAHHLIM BbICBOG0XAeHHEM, 30 Mr+20 mMr

Batch Quantity: / O6nem napriu:

1200000 NO

Date of Analysis: / laTta ananu3sa: 22-04-2022

Mfg. date: / laTa nponsBoAcTBa:

03/2022

Exp. date: / Cpok rogHocTH:

02/2025

Analysis performed according ND / Anasiu3 nposenen no HJI: JIT1-003998-301220

S.No/

Test/ Tect

Impurity 1 / mpumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / mpumMecs 3
Impurity 4 / mpumecs 4
Impurity 5 / npumMecs 5
Domperidone /
Jomnepuoona:
Impurity A / npuMecs A
Impurity B / npuvecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JIro6as
eAMHUYHas
HeuAeHTUGULUpPOBAHHAN
TIPUMECH

Total impurities /
Cymma nprMecei

0.01%/0,01%

Not detected / He o6napyxeHa
0.04% / 0,04%

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

0.02% /0,02%

Not detected / He oGHapyxecHa
Less than LOQ (LOQ=0.012%)
0.10%/0,10%

Not detected / He oGHapyXeHa

Not detected / He oGHapykeHa

0.2%/0,2%

No Result / PeayabTaTt Specification / Cieunduxauns
6 |Related substances / PogcTBeHHEIe TpHMecH
Omeprazole /
Omenpasona:

Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oxee 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 Gonee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / I1c 6onee 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/ OcTaTouHble opraHnyeckre PAacTBOPUTEIH

Methanol /
MeraHon

Methylene chloride /
Merunenxnopug

7 ug per capsule

Not detected / He oGHapyXeHa

Not more than 1107 pg per capsule /
He 6onee 1107 MKT Ha kancyay

Not more than 221 pg per capsule /
He 6onee 221 MKr Ha KafncyJay

Remarks : The Product confirms to ND/
Ipumeuanne: I[IpoaykT cooTBeTcTBYET TpeboBaHusaM HJT

Opinion : APPROVED
3akawuenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 7

Printed Date & Time (IST):

22-04-2022 21:45:05




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Mpoaykr: Omes® JICP, kancyJibl ¢ MOANGUIINPOBAHHBIM BhicBOGoK1eHHEeM, 30 Mr+20 mr

Batch No.: / Cepust Ne:  B2201201 Batch Quantity: / O6sem naptun: 1200000 NO
A.R. No.: / AnanutHueckuii oTuer Ne: Date of Analysis: / laTa ananausa: 22-04-2022
2002FP22000816

Mfg. date: / [lata npousBoxcTBa:  03/2022 . Exp. date: / Cpok rogHocTH: 02/2025

Analysis performed according ND / Anaau3s nposeaen no HJI: JII1-003998-301220

S.No/

N Test / Tect Result / PesyanTar

Specification / Crienunkauns

8 |Dissolution / PacTBopenue

a) Omeprazole /
Owmenpason

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

XJIOPUCTOBOJIOPOTHOM 1%, 3%, 1%, 4%, 2%, 1%
KHCITOTHI
ii. Buffer stage (pH 6.8
phosphate buffer) /
B 6ydepe pH 6,8 97%, 96%, 94%, 97%, 96%, 96%

i. Not more than 15% of the labeled
amount of Omeprazole (C7HgN;0;S)
is released after 2 hours. / He Gonee 15
% oT dakTUIECKOTO COAEPIKAHUS
omerpasona (C;7HsN305S) gepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;HsN;0;S)
is dissolved in 30 minutes / He MeHee
70 % (Q) oT HOMHHAJIBLHOT'O
cofiepKaH!s OMeTIpa3ona
(C|7H|9N3O3S) qepes 30 MuH.

b) Domperidone /

In 0.1N HC1/B 0,1 M pactsope

HomnepuaoH XTIOPUCTOBOAOPOIHOM KACIOTHL:
15t hour / uepes 1 4 27%, 24%, 26%, 25%, 26%, 26% |Between 15 % and 40 % / ot 15 % no 40
%
4% hour/ yepes 4 1 56%, 53%, 55%, 50%, 52%, 54% |Between 30 % and 70 % / ot 30 % no 70
%
8™ hour/ uepes 8 u 75%, 74%, 75%, 69%, 71%, 73% |Between 55 % and 95 % / ot 55 % mo 95
%
12t hour/ wepes 12 u 85%, 83%, 86%, 81%, 81%, 84% | Not less than 70 % / e menee 70 % of the
labeled amount of Domperidone
(C»H,4CIN;O;) / OT HOMHHATIBHOTO
coIepKaHys TOMIIEPUIOHA
(C22H2CINSOy)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam HJI 3axkmiouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7

Printed By: K Narayana Swamy Printed Date & Time (IST):  22-04-2022 21:45:05




Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

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

Batch No.: / Cepusa Ne:  B2201201
A.R. No.: / AHanuTHYecKHii oT4eT Ne:
2002FP22000816

Mpounykt: Omes® JICP, kancysibl ¢ MOTHGHLUKHPOBAHHLIM BbICBoGOKIeHHeM, 30 Mr+20 mr

Batch Quantity: / O6bem mapTun: 1200000 NO |

Date of Analysis: / laTa ananusa: 22-04-2022

Mfg. date: / Jlara npoussoactea:  03/2022

I Exp. date: / Cpok rogaoctn:  02/2025

Analysis performed according ND / Anasnu3s nposeaes no HJI;: JIT1-003998-301220

Test/ Tecr

S.No /
Ne

Result / PesyasTaT

Specification / Cnenndncanns

9 Assay / KonmndecTBeHHOe onpefesieHHe

A. Omeprazole /
Owmenpazon

B. Domperidone /
Hommepuaon

20.21 mg /20,21 mr A,
(101.0% / 101,0%)

30.27 mg / 30,27 mr
(100.9% / 100,9%)

Not less than 18.0 mg and not
more than to 22.0 mg of
Ci7HoN30;S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr go 22,0 mr
C17HsN305S (omenpazon) B
kancyxae (ot 90,0 10 110,0 % ot
HOMHHAJLHOTO COJEPHKAHUSA).

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 C22H24CIN502
(1oMIIepHAOH) B KaTicyxe (OT
90,0 1o 110,0 % ot
HOMHHAJLHOI0 COAEPIKAHMA),

10 |Microbial limits / MukpoGuoJsioruieckast 4MCTOTA

a) Total aerobic microbial
count / O61ee Yyucno
a3poOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count /
Ob6uree urcno
JIpOGKEBBIX U
TIIIECHEBLIX TPUOOB

¢) E coli

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

Less than 10 CFU/g / b)
Memnee 10 KOE/T

Absentin1 g/ c)
OrcyterByeTB 1 I

Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g /
OtcytctBUE B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykt cootTBeTcTBYET TpeboBannsam HJI

Opinion : APPROVED
3akmouenue: OMOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJN3A
Product: Omez DSR, modified-release capsules, 30_mg+20 mg/ h
Hpoaykr: Omes® JICP, kancyinl ¢ MOAHGHILAPOBAHHLIM BhicBoOoxkaAeHneM, 30 Mr+20 mr -
Batch No.: / Cepusn Ne:  B220120] Batch Quantity: / O6bem maptun: 1200000 NO
A.R. No.: / AHaauTn4ecknii oruer Ne: Date of Analysis: / JaTa ananuza: 22-04-2022
2002FP22000816
Mfg, date: / laTa ﬂp0H3BOLIcTB_2;:_ ©03/2022 Exp. date: / Cpok rognocru:  02/2025
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-003998-301220
S.No/ . .
N Test / Tect Result / PesyanTart Specification / Cnenuduxanus
11 | Package / YnakoBKka 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 6nuctepe | carton. / ITo 10 kamcyn B Gnmcrepe u3s
ms  (TIA/AJIMIBX)  dombru /| (TTA/AJI/TIBX) donpru / anroMHHUEBOMH
amoMunuesoit  poneru.  ITo 3 | domsrm. Io 1, 3, 8, 10 6nncrepor BMecTe
OnucTepa BMecTe C MHCTPYKIHIEH | ¢ UHCTPYKLMEH 10 MPUMEHEHUIO B NAYKy
M0  TPUMEHEHUI0 B TAauKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapxuposka | According to ND /B coorBerctsnu ¢ HJ|
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnieparype He Boimie 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
IMpumeuanne: [TponykT cooTBeTCTBYET TpeboBannaM HJI

Opinion : APPROVED
3axawuenne: ONOBPEHO
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