Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Omez DSi{, modiﬁed-re_lease_capsules, 30Tng+20 mg /

Hpoayxkt: Omez® ICP, kancybl ¢ MoARGUINPOBANNILIM BbicBoOoxaenreM, 30 Mr+20 mr
Batch No.: / Cepust Ne: B2202634 | Batch Quantity: / O6beM napTUn: 1200000 NO
A.R. No.: / Ananurnyecknii oryer Ne: Date of Analysis: / lata ananuza: 16-09-2022
2002FP22001880

Mig. date: / laTa up_o_umoﬂc'ma: 06/2022 Exp. date: / Cpok rogHoct:  05/2025

Analysis performed according ND / Anaans nposeaen no HJ/L: JIT1-003998-301220

Test/ Tect

Result / PesynbTat

Specification / Cneunduxaums

1 Description /Onucanmne

‘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. /

TBepabie JKENaTUHOBbIE
mpo3paydHble GecLBETHBIE KallCyJsibl
pasmepa 1 ¢ MapkHpOBKOH YepHOTO
LBETA

(<"-Y

DR. REDDY’S» Ha
KpBITIEeyKe KaTiCcyITb! "
MapKUpPOBKOIl  KpacHOro  LiBeTa
«OMEZ-DSR» Ha KopIyce
karnicysel,  ComepkMMoe  Kamcyn:

cheprueckde nemneTsl Oenoro u
KOPHYHEBOTO LIBETA.

‘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. /

Tsepasbie
OeclBETHEIE
MapKUpPOBKOW

« 7Y DR. REDDY’S» Ha KpbIlIeYKe
KarcyJbl U MapKUPOBKOI KpacHOTO IBETa
«OMEZ-DSR» Ha KoOpIyce KarcyIbl.

KENATUHOBLIE  TIPO3payHble
kancysmel pasmepa 1 ¢
YEpHOTO uBeTa

Conepxumoe  Kancyn: chepuueckue
TIeJUTETHI OT OEToro /10 cepoBaTo-6enoro u
oT KOPUYHEBOTO 1o KENITOBATO-

KOpHYHCBOTO 1IBETA.

2 Identification /
TMopaunHoCTL
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon n
Howmnepunon (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/[IBpemMeHa ynep:KHBaHHA
OCHOBHBIX MHUKOB Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT
BpEMEHAM YICPKHBAHUA MMUKOB

oMerpasoiia U [OMIepUIoHa Ha
XpoMaTorpaMMe CTaHAapTHOTO
pacTBOpa (pazmen
«KonuuecTBeHHOE OMIPEneNeHne).

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
yIep)KMBaHUsS  OCHOBHBIX TIMKOB  Ha
XpoMaToTpaMMe WCIBITYeMOro pacTBOpa
JIODKHBI  COOTBETCTBOBAaTb  BpeMEHaM
yIepXKMBaHUsS TIMKOB OMeMpaszojla W
JIOMTICpHIOHA Ha XpoMmaTrorpaMmMe
CTaHIAPTHOTO pacTBopa (paznmen

«KonmmuecTBeHHOE OnpeneneHue» ).

Remarks : The Product confirms to ND/
TIpumeuanue: [IpoayKT cOOTBETCTBYET TpeboBannaM H]J,

Opinion : APPROVED
3axmwdenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsuEs, 30 mg+20 mg /
MpoaykTt: Omes® JICP, karncyJibl ¢ MoanduuMpoBaHRLIM BhIcBoGoKaeHHeM, 30 Mr+20 mr

Batch No.: / Cepust Ne:

A.R. No.: / Anaaurnyeckuii oruer No:
2002FP22001880

B2202634

Batch Quantity: / O6bem napTum: 1200000 NO

Date of Analysis: / lata anaauza: 16-09-2022

Mfg. date: / JlaTa nponsgojicTia:

06/2022 Exp. date: / Cpox rognoctu:  05/2025

Analysis performed according ND / Anaaus nposegen mo HJI: JITT-003998-301220

S.No/

N Test/ Tect Result / PesyabTart Specification / Cneunduxanns

3 | Average weight of the 368.20 mg / 368,20 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeausist 369,0 Mmr £ 10 % (ot 332,1 no 405,9 mr)
Macca coIepKHMOro
KaTncy

4 |Water /Boaa 1.2% wiw / 1,2% Not more than 4.0 % w/w / He Gonee 4,0

%
5 |Uniformity of dosage units / OgHOpOoAHOCTL A03UPOBAHUA

Omeprazole / 95/95 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / TTokasaTenn
npuemniemocty (AV) 1onkeH ObITb He
6omnee 15,0.

Domperidone / 55/5,5 The acceptance value (AV) should be

HomnepunoH

less than or equal to 15.0 / Tlokazarens
npuemMiieMocT (AV) HomkeH ObITb He
6omee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanne: [Ipoaykt cooTBercTBYET TpeboBanusaM HJ{

Opinion : APPROVED
3akumodenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7

Printed Date & Time (IST): 20-09-2022 09:32:34




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsﬁl(;, 30 mg+20 mg /
| DponyxT: Omes® JICP, kancy.ibi ¢ MOAHPUUMPOBAHHBIM BbICBOGOKAeHHEeM, 30 Mr+20 mr

Batch No.: / Cepus Ne:

B2202634

Batch Quantity: / O6bem mapTau:

1200000 NO

2002FP22001880

A.R. No.: / AnanTuuecknii oruet Ne:

Date of Analysis: / lata ananusa:

16-09-2022

Mfg. date: / laTa npou3BO/JACTBA:

06/2022

Exp. date: / Cpok rogHOCTH:

05/2025

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

S.No /

N Test / Teer

Result / Pesyabrar

Specification / Cneunduxauusn

6 |Related substances / Poact

BCHHBIC TIPUMECH

Omeprazole /
Omenpasona:

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

Highest individual
unknown impurity / Jlxo6as
eIHHNYHAS
HeuaeHTU(GUINPOBaHHAs
TpUMeECh

Total impurities /
CymMa prMeceit

Not detected / He 0bHApYXCHA

Not detected / He obHapyxeHa
0.01% / 0,01%

Not detected / He oBHapyxeHa
Less than LOQ (LOQ=0.010%)

Not detected / He obHapyxeHa
Not detected / He obHapyxeHa
Less than Limit of Detection
(LOD=0.004%)

0.08% / 0.08%

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

0.1%/0,1%

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 6omee 0,50 %
Not more than 0.50 % / He 6oinee 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 6onee 2,5 %

Residual solvents/ OctaTounble opranudeckue PACTBOPUTENH

Methanol /
Meranon

Methylene chloride /
Metunenxnopun

8 pg/caps / 8 mMxr/kamcyna

Not detected / He oGHapyxeHa

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

Not more than 221 pg per capsule /
He 6osiee 221 Mkr Ha Kancyay

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET Tpeboranusam HJL

Opinion : APPROVED
3akarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

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

20-09-2022 09:32:34




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

| pogykrT: Omes® JICP, xancyiibl ¢ MogudUUHPOBAHHBIM BICRoA0xK/IenNneM, 30 Mr+20 mr
Batch No.: / Cepus Ne: B2202634 Batch Quantity: / O6bem napTuu: 1200000 NO
A.R. No.: / AHanurndyeckuii oruer Ne; Date of Analysis: / Jlata ananuza: 16-09-2022
2002FP22001880

Mifg. date: / [laTa npou3BoacTea; 06/2022 Exp. date: / Cpok rogHoctn:  05/2025
Analysis performed according ND / Anaan3 nposesen no H/L: JII1-003998-301220

S.No/

N Test/ Tect Result / PesyabTat Specification / Cnenndukaunn

8 |Dissolution / PacTBopenne

a) Omeprazole /

OnMenpazon
i. Acid stage (0.1N HCI) i.  Not more than 15% of the labeled

/B 0,1 M pactBope amount of Omeprazole (C;H,;(N;0;S)
XJIOPUCTOBOOPOAHOM 1%, 0%, 0%, 0%, 0%, 3% is released after 2 hours. / He Gonee 15
KHCIIOTBI % OT (aKTHIECKOTO COAEPIKAHIT

i, Buffer stage (oH 6.8 omernpazona (C7H9N303S) yepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 97%, 94%, 99%, 91%, 96%, amount of Omeprazole (C7HyN;0;S)

97% is dissolved in 30 minutes / He MeHee

70 % (Q) oT HOMMHAIBHOTO
coflepaHus oMeTpazona
(C7H9N;3058S) uepe3 30 MuH.

b) Domperidone / In 0.IN HC1/ B 0,1 M pactBope
HoMmmepunon XJIOPUCTOBOZIOPOXHOM KUCTOTEI:
1%t hour / uepes 1 4 24%, 24%, 24%, 27%, 23%, |Between 15 % and 40 % / ot 15 % 10 40
21% %
4™ hour/ yepes 4 u 49%, 45%, 49%, 52%, 48%, |Between 30 % and 70 % / ot 30 % mo 70
45% %
8t hour/ yepes 8 u 67%, 69%, 69%, 67%, 69%, |Between 55 % and 95 % / ot 55 % 1o 95
62% %
12 hour/ wepes 12 1 78%, 79%, 81%, 77%, 80%, | Not less than 70 % / ne menee 70 % of the
73% labeled amount of Domperidone

(CH,4CINsO,) / 0T HOMUHATIBHOIO
CONEpIKaHNS TOMITEPHIOHA

(C2H4CIN5O5)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue; [IponykT coorBeTcTBYET TpeboBaHMIM HJL 3axarouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

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

Tpoaykr: Omes® JICP, kancy.abl ¢ MoAHGHIMPOBAHHBIM BLICBODOK/ICHICM, 30 mr20 mr

Batch No.: / Cepus Ne:  B2202634 ‘Batch Quantity: / O0beM MApTHU: 1200000 NO
A.R. No.: / Avaautnueckuii oruet Ne: Date of Analysis: / laTa ananuza: 16-09-2022
2002FP22001880

Mfg. date: / JlaTa npou3Bo/ICTBA: 06/2022 Exp. date: / Cpok roamoctn: _ 05/2025

Analysis performed according ND / Anasans nposejen no HJL: JIT1-003998-301220

S.No/

No Test/ Tect

Result / PesyabTat

Specification / Crnientnuxauns

9 Assay / KoamdecTBeHHOe onpeelienne

A. Omeprazole /
Owmenpazon

B. Domperidone /
Jlommiepraon

19.80 mg /19,80 mr
99.0% / 99,0%)

29.91 mg /29,91 mr
(99.7% / 99,7%)

A. Notless than 18.0 mg and not
more than to 22.0 mg of
C17H19N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Or 18,0 mr g0 22,0 mr
C7H9N304S (omenpason) B
KancyJe (ot 90,0 10 110,0 % or
HOMHUHAJbHOIO COTEPKAHHSA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C22H24CIN502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / OT 27,0 Mr g0
33,0 Mr C22H24C|N502
(1oMTIepUAoH) B KameyJe (oT
90,0 10 110,0 % ot
HOMHHAJLHOI'O COAEePKAHNUS).

10 |Microbial limits / Mukpo6uosioruyeckast Y4HCTOTA

a) Total aerobic microbial
count / O611ee yucno
a’pobHbIX
MHUKPOOPTaHHU3MOB

b) Total combined yeasts
and mould count /
O6uree gncno
IPOXIKEBBIX U
TUTeCHEBLIX TPHOOB

¢) E. coli

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

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

Absentin 1 g/
OtcyrctByeTB 1T

a) Not more than 1000 CFU/g /
He 6osiee 1000 KOE/r

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

¢) Shall be absent in 1g/
OtcytctBue B 1 r

Remarks : The Product confirms to ND/

TMpumeuanne: [IponykTt coorsercTByeT Tpebosaumsim HJT

Opinion : APPROVED
3axaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 7

Printed Date & Time (IST): 20-09-2022 09:32:34




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / N
IlpoaykT: Owmes® JICP, kancyJbi ¢ MoTuHUHPOBAHHBIM BbIcBOG0KAeHHEeM, 30 Mr+20 mr
Batch No.: / Cepust Ne: B2202634 Batch Quantity: / O6bem napTun: 1209900 NO
A.R. No.: / Anaautaueckuif oruet Ne: Date of Analysis: / lata ananuza: 16-09-2022
2002FP22001880
| Mfg. date: / JaTa npqut_l,m:Tn_;? 06/2022 Exp. date: / Cpok rogmoct:  05/2025
Analysis performed according ND / Anaaus nposeaen no HJL: JITT-003998-301220
[S.No / ; .
N Test/ Tect Result / PesyasTaT Specification / Cneunduxanus
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. / 1lo 10 karncyn B onucrepe | carton. / Ilo 10 xancyn B Onucrepe u3
us  (MIA/AJVTIBX)  domern /| (ITA/AJI/TIBX) donsru / anroMuHMeBO
amomMuaneBol  domern.  Tlo 3 | domeru. Io 1, 3, 8, 10 6nrcrepos BmecTe
OnucTepa BMECTE C WHCTPYKUMEH | ¢ RHCTPYKLMEH MO NPUMEHEHHUIO B Mavky
o TIPUMEHEHUI0O B TAyKy | KAPTOHHYIO.
KapTOHHYO.
12 | Labeling / MapxnpoBka | According to ND / B coorBeTcTBMM ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbime 25 °C.
XpaneHue
14 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Qi¢

Title

Document No.

B2202634

QUA-FT02-1743
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