Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUHKAT AHANTU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Opoayxr: Omes® JICP, kancysibl ¢ MOARGHIAPOBAHHEIM BBICBOGOKIEHUEM, 30 mr+20 mr

Batch No.: / Cepua Ne:  B2203225 Batch Quantity: / O6bem naprun: 1250000 NO
A.R. No.: / Ananutvueckuii oTuert Ne: Date of Analysis: / JlaTa anamuza: 07-12-2022
2002FP22002353

Mfg. date: / lata mponssoacTea:  (09/2022 Exp. date: /€ Cp;c rognocru:  08/2025

Analysis performed according ND / Anasams nposegen mo HJL: JII1-003998-301220

S.No/

N Test/ Tect

Result / Pesyabrar

Specification / Cneuudpuxanus

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. /

Teepasie KeJIaTUHOBbLIE
Tpo3padyHble OecI[BETHBIE KaTCyITbI
pa3Mepa 1 ¢ MapKkHpOBKOH 9epHOTO
LIBETA

«’Y.

DR. REDDY’S» Ha
KpBILIeuKe KATICYJIBI "
MapKUpOBKOH  KpacHOro  LBeTa
«OMEZ-DSR» Ha Kopmyce
karcynel.  ComepixuMoe  Karcyir:

chepuueckue mnemeTel Oenoro u
KOPUYHEBOTO 1(BETA.

‘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. /

Teepasbie
OeclBETHBIE
MapKHUPOBKOH

« 7Y DR. REDDY’S» Ha KpBILIEUKE
KarcyJsl 1 MapKUPOBKOH KpacHOro Ijpera
«OMEZ-DSR» Ha KoOpIyce KallCyJIb.

)KENaTUHOBbIE  MPO3pauHEIE
KalCylsl pa3sMepa | ¢
YEpHOTO BeTa

Copmepxxumoe  Kancyn:  cepuueckue
ENNETH 0T 6eroro 10 ceporato-6enoro u
OT  KOpHMYHEBOTO A0  JKEJITOBATO-

KOPUYHEBOI'O LBETA.

2 Identification /
TMoasuHHOCTDL
Omeprazole and
Domperidone (By HPLC)
/ OMenipazon u
Howmnepunon (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 ymepKHBaHUS

OCHOBHBIX TTHKOB Ha
XpomarorpaMme HCNBITYEMOI0
pacTBopa COOTBETCTBYIOT
BpEME€HaM  yAEP)KUBAaHUA IHKOB

oMelpazojia W JOMIepuaoHa Ha
XpoMaTorpaMme CTaHZAPTHOTO
pacTBopa (pazmen
«KonnyectBennoe onpeneneHnen).

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
yIOep>KHBaHUA  OCHOBHBIX  TUKOB  Ha
XpoMaTorpaMMe HCIBITYEMOT0 pacTBOpa
IOMKHBI  COOTBETCTBOBATh  BPEMEHAM
yIAepKUBaHUA [HKOB OMerpasona U
JoMITeprI0Ha Ha XpoMaTorpaMme
CTaHAaPTHOTO pacTBOpa (pazmen

«KonuuecTBeHHOE OMpEACTICHUEY ).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoxykT cooTBeTCTBYET TpeboBanusam H/JI

Opinion : APPROVED
3akaiouenue: QJJOBPEHO
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Uncontrolled Copy

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpogykT: Omes® JICP, kancyasl ¢ MoAnGHIMPORAHHBIM BRICBOOOKIEHHEM, 30 Mr+20 mr

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

| Batch No.: / Cepus Ne:
A.R. No.: / Anaautudeckuii oTueT Ne:
2002FP22002353

B2203225 Batch Quantity: / O6bem napTum: 1250000 NO

Date of Analysis: / {laTa anammza: 07-12-2022

09/2022 Exp. date: / Cpok rogHocTn:  08/2025

Mfg. date: / laTa npou3BoJCcTRA:

Analysis performed according ND / Ananin3 nposeaen no HJI: JIT1-003998-301220

S.No /

N Test / Tect Result / PesyabTar Specification / Cneuuguxauus

3 Average weight of the 373.87 mg /373,87 mMr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeausist 369,0 Mr £ 10 % (ot 332,1 1o 405,9 mr)
Macca coIepKHMOro
KaneyJ

4 |Water/ Boaa 1.3%/1,3% Not more than 4.0 % w/w / He Gonee 4,0

%
5 |Uniformity of dosage units / OgHOopoaAHOCTE A03UPOBAHHSA

Omeprazole /

7.4/74 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / TTokazaTtens
npuemnemMoctd (AV) 10JKeH ObITb He
6oiee 15,0.

Domperidone / 94/94 The acceptance value (AV) should be

JlomnepuzoH

less than or equal to 15.0 / TTokazaTens
npreMieMocti (AV) nomxeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7
Printed Date & Time (IST): 08-12-2022 18:49:41




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsulés, 30 mg+20 11_1g /
Mponykr: Omes® JCP, KancyJibl ¢ MOAHGUIHPOBANHLIM BbicBo0OKAeHHEeM, 30 Mr+20 Mr

| Batch No.: / Cepuga Ne: ~ B2203225 Batch Quantity: / O6bem napTun: 125009_0&) B
A.R. No.: / Ananutuyecknii oruert Ne: Date of Analysis: / lata ananuza: 07-12-2022
2002FP22002353

;Mfg. date: / [lata npoussoncrea:  09/2022 Exp. date: /CpOK_l;]mchII: 08/2025

Analysis performed according ND / Ananus nposejen no HJL: JI[1-003998-301220

S.No /

N Test / Tect

Result / PesynbTart

Specification / Crienuduxanus

6 |Related substances / PogcTeeHHBIe MPpUMecH

Omeprazole /
Omenpasoaa:

[mpurity 1 / npumecs |
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / mpumecs 4
Impurity 5 / npumecs 5
Domperidone /
Jomnepuoona:
Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JTioGast
eIWHIIHAS
HeupeHTHhULHpOBaHHAs
npHMech

Total impurities /
CymMmMa npumeceit

Not detected / He 06HapyXeHa
Less than Limit of Detection
(LOD=0.003%)

0.02% / 0,02%

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

0.03%/0,03%

Not detected / He o6HapyxkeHa
Less than LOQ (LOQ=0.012%)
0.09% / 0,09%

Less than Limit of detection
(LOD=0.004%)

Not detected / He o6GHapykeHa

0.1%/0,1%

Not more than 0.50 % / He Gomee 0,50 %
Not more than 0.50 % / He Gonee 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 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 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 Gonee 2,5 %

7 |[Residual solvents/ OcraTouHble opraHHYecKHe PACTBOPUTENH

Methanol /
MeranHon

Methylene chloride /
MeTtunenxnopun

9 pg/caps / 9 Mxr/kancyna

Not detected / He oGHapykeHa

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

Not more than 221 pg per capsule /
He 6os1ee 221 mkr Ha Kancyay

Remarks : The Product confirms to NT)/

HMpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHmsaM HJ{

Opinion : APPROVED
3akmouenne: OIOBPEHO

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

CEPTUOUKAT AHAJIN

3A

'_P?od—uct: Omez D_Sl_l, modified-release capsules, 30 mg+ﬂ) mg /
TMpoaykT: Omes3® JICP, kancyanl ¢ MoiuGHIMPORAHHKIM BhicBOH0KAeHTieM, 30 Mr+20 mr

| Batch No.:/ Cepust Ne:  B2203225

Batch Quantity: / O6bem naptuu: 1250000 NO

A.R. No.: / AHajiuTudeckunii oruer Ne:
2002FP22002353

‘Date of

Analysis: / aTa anaauza:  07-12-2022

Mfg. date: / lata nponsBoactea:  09/2022

Exp. date: / Cpok rogHocTu: 08/2025

Analysis performed according ND / Ananus nposeaed no HJI: JI11-003998-301220

S.No/

N Test / Tect

Result / PesyasTar

Specification / Cnenndpuxanus

8 |Dissolution / PacTBopenue

a) Omeprazole /
Owmenpa3zon

1. Acid stage (0.1N HC})
/B 0,1 M pactBope

1. Not more than 15% of the labeled
amount of Omeprazole (C7H 4N;0;S)

XJIOPHUCTOBOAOPORHOM 0%, 1%, 0%, 3%, 2%, 5% is released after 2 hours. / He 6osee 15
KHCITOTHI % OT (paKTUYECKOTO CONEPIHKAHMST

ii. Buffer stage (pH 6.8 oMmerrpasona (Cy7HoN303S) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B Oy¢epe pH 6,8 92%, 94%, 92%, 94%, 92%, 99% amount of Omeprazole (C;7H yN;0,S)

is dissolved in 30 minutes / He meHee
70 % (Q) OT HOMUHAITEHOTO
coziepaHus OMenpasola
(C7H9N305S) uepe3 30 MuH.

b) Domperidone /

In0.1N HC1/ B 0,1 M pactBope

Homnepumon XJIOPUCTOBOAOPOAHON KUCITOTHL:

1% hour / yepe3 1 4 25%, 24%, 25%, 27%, 25%, 26% |Between 15 % and 40 % / ot 15 % no 40
%

4t hour/ yepes 4 60%, 55%, 57%, 63%, 62%, 56% |Between 30 % and 70 % / ot 30 % mo 70
%

8™ hour/ yepes 8 u 87%, 79%, 80%, 86%, 85%, 78% |Between 55 % and 95 % / ot 55 % 1o 95
%

12" hour/ yepes 12 u 98%, 90%, 90%, 96%, 96%, 88% | Not less than 70 % / He Menee 70 % of the

labeled amount of Dompetidone
(Cy;H,4CIN5O3) / 0T HOMUHATILHOTO
coziepKaHNs TOMTIEpHAOHA
(C12H24CINsOy)

Remarks : The Product confirms to ND/

Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBanmaM HJI

Opinion : APPROVED
3axkawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 7

Printed Date & Time (IST):  08-12-2022 18:49:41




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| MpoayxT: Omes® JICP, kancyibl ¢ MOAMGHUMPOBAHHLIM BhICRO0XK/IeHHEeM, 30 Mr+20 Mr
| Batch No.: / Cepust Ne: B2203225 Batch Quantity: / Oosem naprun: 1250_0_00 NO
A.R. No.: / AnaauTu9ecKkuii oraer Ne: Date of Analysis: / [laTta ananu3za: 07-12-2022
2002FP22002353

Mfg. date: / [lata npomzBosersa:  09/2022 B Exp. date: / Cpox roanocru:  08/2025
Analysis performed according ND / Ananns nposeaen mo HJL: JIT1-003998-301220

S.No/

N Test/ Tect Result/ PesyabTar Specification / Crienudmxanns
9 Assay / KosngecTBeHHOe onpeesieHue
A. Omeprazole / 19.87 mg/ 19,87 mr A. Not less than 18.0 mg and not
Owmernpazon (99.3% / 99,3%) more than to 22.0 mg of

Cﬂl‘le_‘{OgS (OmEPraZOI(‘J (00.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr mo 22,0 mr
C17H 19yN304S (omenpazon) B
xkancyae (oT 90,0 5o 1100 % ot
B. Domperidone / 29.81 mg /29,81 mr HOMMHAJBLHOI0 COAEPIRAHNSA).
0, 0,
Howmepizon LAY B. Not less than 27.0 mg and not

more than 33.0 mg of
C,;H3CIN:O; (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Or 27,0 mr a0
3‘3,0 M CHHHCINSOz
(romMnepuaon) B Karncyae (oT
90,0 no 110,0 % or
HOMIHAJILHOTO COACPIKANNALN).

10 |Microbial limits / Mukpo6nonorndeckast YucToTa

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g/
count / O6b1ee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a’3poOHBIX
MHKpPOOPraHU3MOB

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

Obmee 4yncno
JIPOXKKEBBIX U
TIECHEBBIX TPUOOB

c) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OTcyTcTBYeTB 1l T OtcyteTtBUEe B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: IpogykT cooTBeTcTBYET TpeboanusamM HJI 3akarouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Printed By: K Narayana Swamy Printed Date & Time (IST): 08-12-2022 18:49:41



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
| Product: Omez DSR, modified-release capsules, 50;g+20 mg / |
Mponykr: Omes® JICP, Kancynbl ¢ MOTAGUIINPORAHHKIM RbICROG0KAEHHEM, 30 Mr+20 Mr
Batch No.: / Cepusa Ne:  B2203225 - Batch Quantity: / O6bem naprTun: 125_0900 NO
A.R. No.: / AnaauTudeckuii otuer No: Date of Analysis: / Jlata ananmza: 07-12-2022
2002FP22002353
Mfg. date: / J[lata npouzsoacrea:  09/2022 Exp. date: / Cpok rojanocru:  08/2025
Analysis performed according ND / Apaans nposejen no H/I: JITI-003998-301220
|§.No/ — .
N Test / Tect Result / PesyabTar Specification / Cienuduxauus
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 6nucrepe | carton. / [lo 10 kancyn B Omucrepe us
us  (IIA/AJI/TIBX)  doneru /| (TTA/AJI/TIBX) donsry / anroMuHneBo
amoMuHueBoi  ¢oneru.  Ilo 3 | domeru. Tlo 1, 3, 8, 10 Gnucrepos BmecTe
Onmcrepa BMeCTE ¢ MHCTPYKUMEH | C MHCTpyKUUeil Mo NpUMEHEHNIO B MaukKy
Mo  TIPUMEHEHWI0 B  Na4Ky | KapTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND / B coorBerctBuu ¢ HJ|
13 | Storage conditions / At temperature below 25 °C. / [Ipu Temniepatype He Bbie 25 °C.
XpaneHne
14 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykr coorBercTByer TpeboBanusm HJT

Opinion : APPROVED
3akmouenne: QJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

B2203225

Title

Document No.
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