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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 m_g+20 mg /
Mpoayxr: Omes® ACP, kancyibi ¢ MOARPHIEPOBAHHBIM BhIcBOGOIenHeM, 30 Mr+20 mr

Batch No.: / Cepusa Ne:  B2202632 Batch Quantity: / O6bem napruu: 12__5_00()() NO )
A.R. No.: / Auanurudeckuii otger Ne: Date of Analysis: / Jata ananmmza:  14-09-2022
2002FP22001858

| Mig. date: / JlaTa npousBojcrsa: 06/2022 Exp. date: / Cpok roguoctn:  05/2025

Analysis performed according ND / Anaims nposesien no HJL: JITI-003998-301220

S.No/

N Test / Tect

Result / PesyabTar

Specification / Cienudnkanus

1 Description /Onucanne

‘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. /

Teepasle ’KeJIaTMHOBEIE
Mpo3paynbie OecLBETHBIE KaIlCyJIbI
pasmepa 1 ¢ MapKkHpOBKOW YEpPHOTO
1IBETA

« 7Y DR. REDDY’S» wa
KpBITIIeYKe KarcyJIsl "
MapKHpOBKOM  KpacHOro  LBera
«OMEZ-DSR» Ha KopITyce
karcynsl.  CofepkuMoe  Kamcyd:

cthepuyeckue TmeIeTsl Oenoro M
KOPHUYHEBOTO HBETA.

‘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. /

Teepapie
beclBeTHEIC
MapKUPOBKOH

« 7Y DR. REDDY’S» na KpBILLIEYKE
KaricyJibl 1 MapKUPOBKOM KpacHOTO IBeTa
«OMEZ-DSR» wa «kopryce KarncyJsl.

JKEJIATUHOBBIE  MPO3pauHble
Karcynmel  pasmepa 1 ¢
HEPHOTO 1BETa

CopmepxumMoe  Kancyn:  cdepHUecKre
neJuIeTHl oT 6esoro 1o ceposaTo-6eoro u
OT  KOpPMYHEBOIO 1O  JKEITOBaro-

KOPUYHEBOTI'O LIBETA.

2 Identification /
IloaauHHOCTE
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon 1
Homnepunon (B3XKX)

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.[//[1BpemMeHa yaep>xuBaHus
OCHORHBIX TIMKOR Ha
XpoMaTorpamme MCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpeMeHaM  YIepKHBaHHUS  TIHKOB

oMernpaszona M JOMIEpUAOHa Ha
Xpomarorpamme CTaHOAPTHOTO
pacTtBopa (pazmen
«KomuuecTBenHoe ornpeaeneHuey).

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
yaep>KUBaHHS  OCHOBHBIX TMHMKOB  Ha
XpOMAaTorpaMMe HCIBITYEMOT0 pacTBOpa
JOJDKHBI  COOTBETCTBOBATH  BpeMEHaM
yIOEpKUBAaHHS TMHKOB  OMeMpasosia |
JOMIIEPUIOHA Ha Xpomarorpamme
CTaHAAPTHOTO pacTBoOpa (paznmen

«KonnuyecTBeHHOE ONpPEneTEHUE) ).

Remarks : The Product confirms to ND/
Hpumeuanne: [Tponykr cooteercTBYeT TpebobanuaM HJI

Opinion : APPROVED
3akmwuenue: OJJOBPEHO
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K Naravana Quiamay

Drintad R

Page 1 of 7

Drintad Mata L Tima (IQTH-

12 NG 2N2D 1N-AQ-27




AT AR AW WA RN RO ALV VWV}'

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Hpoayxr: Omes® ICP, kancyibl ¢ MOARPHURPOBARHBIM BBICBOOOXKAeHHCM, 30 Mr+20 Mr
Batch No.: / Cepua Ne:  B2202632 - Batch Quantity: / O6bem WapTHH: 12§()000 NO |
A.R. No.: / Anainrudeckuii oruer Ne: Date of Analysis: / lata anammza:  14-09-2022
2002FP22001858
Mig. date: / laTa npoussojcrsa: 06/2022 Exp. date: / Cpoxk rognocru: 05/2025
Analysis performed according ND / Anamms nposeaen no HJL: JI[1-003998-301220

iflo / Test/ Tecr Result / PesyabTar Specification / Cnenmpnkanus
3 | Average weight of the 37217 mg /372,17 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeansasn 369,0 Mmr+ 10 % (ot 332,1 no 405,9 mr)
Macca CoepKUMOro
KancyJi
4 |Water/Boaa 1.3% w/w / 13% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |Uniformity of dosage units / OnHopoaHOCTH 103UpOBaHUS
Omeprazole / 3.5/3,5 The acceptance value (AV) should be
Owmenpazon less than or equal to 15.0 / llokazatens
npuemieMoctdt (AV) nomixeH ObITE He
6onee 15,0.
Domperidone / 9.0/9,0 The acceptance value (AV) should be
Jlomniepumon less than or equal to 15.0 / [TokazaTens
npuemireMoct (AV) momkeH OBITE He
Gonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: IIpogykT cooTseTcTBYET TpeboBaHmsaM HJI 3akawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

 Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
”jiyl\-‘KT: Omes® JICP, kancyiasl ¢ MOARQPUUEPOBAHITBIM BLICBOGOKACHEEM, 30 Mr120 mr

Batch No.: / Cepusn Ne:  B2202632 Batch Quantity: / O6bem nmaprTun: 125000() NO :_
A.R. No.: / Amanutudeckuii order Ne: Date of Analysis: / Jlata ananuza: [4-09-2022
2002I°'P22001858

06/2022 Exp. date: / Cpok rognoctn:  05/2025

Mfg. date: / laTa mpousBoacTBa:

Analysis performed according ND / Anasus nposegen nmo HJI: JII1-003998-301220

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumect 4
Impurity 5 / npumecs 5
Domperidone /
{omnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / mpumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlro6as
eMHU4HAas
HeUAeHTHOHUIIpOBAaHHAS
npumech

Total impurities /
CyMMa npumeceit

Not detected / He oOHapyxeHa
Not detected / He oOHapyXkeHa
0.02% / 002%

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

Not detected / He oOHapyxeHa Not
detected / He obHapyxeHa Less than
Limit of Detection (LOD=0.004%)
0.06% / 0,06%

Not detected / He o6HapyxkeHa

Not detected / He 0ORapyxkeHa

0.1%/0,1%

JSV;}\IO / Test/ Tect Result / PesyabTart Specification / Cienupuxauns
6 |Related substances / PoxcTBennbie mpamecu
Omeprazole /
Omenpazona:

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 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Gonee 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 %

7  |Residual solvents/ OcraTo4HbIe OpraHuYecKue PACTBOPUTEIH

Methanol /
MeTtanon

Methylene chloride /
Metunenxnopun

8 ng/caps / 8 mxr/karicyna

Not detected / He oOHapykeHa

Not more than 1107 pg per capsule /
He 6oJiee 1107 MK Ha Kancyay

Not more than 221 pg per capsule /
He 6ostee 221 MKT Ha KamncyJqy

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoayxt coorBeTcTBYET Tpebosanmam HJT

Opinion : APPROVED
3axmwuenue: OJOEPEHO

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

CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tipoaykr: Omes® JICP, kancyanb ¢ Moauduuuposannbiv BhicBoGoaieniem, 30 mr+20 mr

Mfg, date: / JlaTta npoussojacTBa:

Batch No.: / Cepust Ne:  B2202632 ‘Batch Quantity: / O6bem naprun: 1250000 NO
A.R. No.: / Ananurnyeckui order Ne: Date of Analysis: / /lata amannza: 14-09-2022
2002I'P22001858

06/2022 Exp. date: / Cpok rognoctn:  05/2025

Analysis performed according ND / Anasnu3 nposegen no HJI: JIT1-003998-301220

S.No /

No Test / Tect

Result / PesyasTar

Specification / Cnenupnkanns

8 |Dissolution / PacTBopeHue

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pactBope
XJI0pUCTOBOAOPOAHOH
KUCJIOTBI

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

6%, 6%, 2%, 4%, 5%, 7%

98%, 95%, 91%, 90%, 91%, 93%

i.  Not more than 15% of the labeled

% OT (haKTHIECKOTO COMepKAHUS

70 % (Q) oT HOMHHANBHOTO
CoMep KaHUST OMeTIpa3onia
(Cy7HsN30;S) uepes 30 MuH.

amount of Omeprazole (C,;H;9N;05S)
is released after 2 hours. / He 6onee 15

omernpasona (Cy7H9N30;S) vepes 2 1.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;H;9N;03S)
is dissolved in 30 minutes / He menee

b) Domperidone /
Homnepunon
15t hour / yepes 1 4
4™ hour/ uepes 4 u

8t hour/ yepes 8 u

12" hout/ uepe3 12 u

28%, 26%, 30%, 25%, 30%, 30%

58%, 57%, 59%, 54%, 63%, 60%

77%, T7%., 19%, 74%, 82%, 78%

88%, 87%, 91%, 85%, 92%, 88%

In 0.1N HCI/B 0,1 M pacTtBope
XJIOPUCTOBOJOPOJHOM KUCIIOThI:

%

%

%o

labeled amount of Domperidone
(Cy,H4CIN5O,) / 0T HOMMHAIBHOTO
coep KaHHs TOMITepHIOHA
(CoHCIN5Oy)

Between 15 % and 40 % / ot 15 % no 40

Between 30 % and 70 % / ot 30 % 1o 70

Between 55 % and 95 % / ot 55 % no 95

Not less than 70 % / ne meHee 70 % of the

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykr cooTBeTcTBYET TpeOboBanmsam HJJ

Opinion : APPROVED
Saxunouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

W Nlarauana Qurmamay
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

| Batch No.: / Cepust Ne:  B2202632

Product: Omecz DSR, modified-release capsul:;, 30 mg+20 mg /
Mpoayxr: Omes® JICP, kancy bl ¢ MOAHPHIUPOBAHHbIM BbiCBOGOAKICHHCM, 30 mr+20 Mr

Batch Quantity: / O6bem napTun:

AR. No.: / Anaaurndeckuii oruer Ne;
2002FP22001858

Date of Analysis: / Jlata ananmm3a:

1250000 NO

14-09-2022

Mfyg, date: / Jlata nponssojacrsa: 06/2022

Exp. date: / Cpoxk rognocr:  05/2025

Analysis performed according ND / Anamm3s nposenen mo HJI: JIT1-003998-301220

[S.No /

No Test/ Teer

Result / PesyasTar

Specification / Cnenuduxanus

9 Assay / KosinuecTBeHHOe onpejeieHue

A. Omeprazole /
Owmernpazon

B. Domperidone /
HommepuioH

20.10 mg / 20,10 mMr
(100.5% / 100,5%)

30.37 mg / 30,37 mr
(101.2% / 101,2%)

A. Not less 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 / Ot 18,0 mr g0 22,0 mr
C7HoN303S (omenpazoun) B
kancyJe (ot 90,0 xo 110,0 % ot
HOMMHAJILHOTO COxepIKaHuUA).

Not less than 27.0 mg and not
more than 33.0 mg of
C,;H4CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr g0
33,0 Mr C22H24CIN502
(noMnepuaoH) B Kamncyie (oT
90,0 10 110,0 % ot
HOMHHAJLHOTO COMEPKAHUI).

10 (Microbial limits / Mukpo6uoorndeckas 44cToTa

a) Total aerobic microbial
count / Obiiee yncno
a3poOHBIX
MHKpPOOPTaHU3MOB

b) Total combined yeasts
and mould count/
O61ree yucso
JPONOKEBBIX U
NIeCHEBBIX TPUOOB

¢) E. coli

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

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

Absentin 1 g/
OtcyrcTBYyeTB 1 T

a) Not more than 1000 CFU/g/

He 6omnee 1000 KOE/r

b) Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) Shall be absent in 1g/

OtcyrctBueB 1 1

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooreercTRYeT Tpeborarnusam HJI

Opinion : APPROVED
3axmouenne: OJJOGPEHO

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

CEPTUDOUKAT AHAJIU3A
| Product: Omez DSR, modified-release capsules, 30 mg+20 mg / o
| Mpoayki: Omes® ACP, kancyab! ¢ MoAHGHIHPOBANHBIM BLICBOOOK/ICHHCM, 30 mr+20 mr - )
Batch No.: / Cepun Ne:  B2202632 | Batch Quantity: / O6bem naprun: 125_0000 NO g
A.R. No.: / Anasutudyecknii oTuer No: Date of Analysis: / lata anannza: 14-09-2022
2002FP22001858
Mfg. date: / JlaTa mpoH3BOACTBA: 06/2022 Exp. date: / Cpok rogHOCTH: 05/2025
Analysis performed according ND / Anamms nposeen no HJL: JIT1-003998-301220
S.No / . :
N Test / Tect Result / PesyabTar Specification / Cnenudg uxaunus
11 | Package / YnakoBka 10 capsules in a (PA/AVPVC)|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 kancyn B 6nucrepe | carton. / ITo 10 xamcyn B Omicrepe u3
w3 (ITA/AJI/IIBX)  donern /| (ITA/AJI/TIBX) donera / amoMmuHueBoit
amomunueBoii  ¢omeru.  Ilo 3 | domwru. Io 1, 3, 8, 10 6aMcTepor BMecTe
GiMcTepa BMeCTe € WHCTPYKLWEH | ¢ MHCTPYKIMEH MO NPUMEHEHHIO B MavKy
Mo  TMPUMEHEHWIO B TAadKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBska | According to ND /B COOTBETCTBHH ¢ HJ
13 | Storage conditions / At temperature below 25°C./ ITpu TemmepaType He Boime 25 °C.
XpaHeHHe
14 | Shelf life / Cpox 3 years /3 roga
TOAHOCTH

Remarks : The Product confirms to ND/
TIpumeuanue: Ilpogykt coorBeTcTBYET TpeOoBanuam HJT

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

B2202632

Title

CoeumSh oG- e e Approved Date | 16-Sep-2022

- Version - 1.0, CURRENT
Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 15/09/2022
18:33:01
Reviewed And P00034556 V Krishna Nimmakayala| 15/09/2022
Approved By 22:16:15
Approved By QA P00019846 K Narayana Swamy 16/09/2022
10:35:16
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