Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® [ACP, kaneyisl ¢ MogRGHIHPOBAHHBIM puicpobongaennem, 30 mr+20 mr

Batch No.: / Cepusn Ne: B2304040 Batch Quantity: / O6n.em maprumn: 1250000 NO
A.R. No.: / AHanuTH4eCKH i oT4eT Ne: Date of Analysis: / laTta ananuza: 08-01-2024
2002FP24000011

Mifg. date: / lara npou3BojacTea: 11/2023 Exp. date: / Cpox rognoctn:  10/2026

Analysis performed according ND / Ananns nposeaen no HJL: JIT1-003998-301220

Ne

S.No/

Test/ Tect

Result / PesyabTar

Specification / Cneuud uxanus

1 Description /Onncanue

‘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. /

Teepabie JKEJIaTUHOBBIE
npo3payHble GECUBETHBIE KaNCyJibl
pasmepa | ¢ MapKMpOBKOH HEPHOToO
1BeTAa

~y ,

« X DR. REDDY’S» Ha
KpbILlIeYKe KarcyJibl "
MapKUpOBKOH  KpacHOro  LBETa
«OMEZ-DSR» Ha Kopryce
karcynbl. CoflepKuMoe  Karcyll:

cdepuueckrie memneTsl Oenoro H
KOPUYHEBOI'0 LBETA.

‘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. /

Teepnrle
GecLBeTHBIC
MapKUpPOBKOH

« 7Y DR. REDDY’S» Ha KpBILLEUKe
KarCysbl ¥ MapKMpPOBKOH KPacHOro 1BeTa
«OMEZ-DSR» Ha xopryce Karcysl.

XKENATHHOBLIE  TNPO3payHble
Kancynel pasmepa 1 ¢
4YepHOro usera

ConepxxuMoe  Karcys:  cdepuueckue
TIeJIJIETH] OT 6eJoro 10 cepoBaTo-0esoro u
OT  KOpWUYHEBOro [0 JKENTOBATO-

KOPUYHEBOI'O UBETA.

2 Identification /
IMoanuHHOCTH
Omeprazole and
Domperidone (By HPLC)
/ OMenpazon v
Jomnepunon (BOXX)

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/[1BpemeHa yaepxuBaHus

OCHOBHBIX [MKOB Ha
XpomaTorpaMme HCITBITYEMOTO
pactsopa COOTBETCTBYIOT
BpEMEHAM  YJEP)KWBAHUS THKOB

oMernpaszofa U JAOMIEPMAOHA Ha
Xpomarorpamme CTaHAApPTHOrO
pactBopa (pazpen
«KonuyecTreHHOE OnpeIeTICHUEN).

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)KUBAHUS ~ OCHOBHBIX  ITMKOB  Ha
XpoMaTorpaMMe HCIIbITYEMOTO pacTBOpa
JIO/KHBI  COOTBETCTBOBATH  BpPEMEHaM
VIEpKUBAaHUS TIMKOB ~ OMeNpasona M
JIOMIIEPUIOHA Ha XpoMmaTrorpamme
CTaHOapTHOTO pacTBopa (paznen

«KonuuecTBeHHOE OTIPe/IeICHHE).

RemarKs : The Product confirms to ND/
IIpumeuauue: [Tpoayxr coorBercryet Tpebosannam HJI

Opinion : APPROVED
Zakmouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / ]
Hpoaykr: Omes® JICP, kancy/ibl ¢ MOARGHUIPOBAHHBIM BLICBODOKACHHEM, 30 mr+20 mr
Batch No.: / Cepns Ne: B2304040 Batch Quantity: / O6bem maprun: 1250000 NO
A.R. No.: / AnannTuyecknii oTuer Ne: Date of Analysis: / lata ananmza:  08-01-2024
2002FP24000011
Mfg. date: / /laTa npou3BoACTBA: 11/2023 Exp. date: / Cpok rognocru:  10/2026
Analysis performed according ND / Anasn3 nposeaen no HJI; JIT1-003998-301220
S.No/ . .
o Test/ Tect Result / PesyabTat Specification / Cnennduxanus
3 | Average weight of the 369.48 mg / 369,48 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeansisi 369,0 mr £+ 10 % (o1 332,1 0o 405,9 mr)
mMacca coiepKuMoro
KancyJ1
4 |Water/ Boga 1.2% wiw / 1,2% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |Uniformity of dosage units / OqHopoAHOCTE 103MPOBARHS
Omeprazole / 64/64 The acceptance value (AV) should be
Owmenpazon less than or equal to 15.0 / [TokazaTens
npuemsiemoctd (AV) nonkeH ObiTh He
6onee 15,0.
Domperidone / 4.7/4,7 The acceptance value (AV) should be
HomrniepuaoH less than or equal to 15.0 / ITokazatens
npremsieMocTd (AV) DoJkeH ObITh He
oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBaHWam HJI 3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHODUKAT AHAJTH3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancyipi ¢ MOAHHUHPOBAHARIM BLICBOGOKCHECM, 30 mr+20 mr

Batch No.: / Cepusn Ne: B2304040 Batch Quantity: / Oobem maprun: 1250000 NO
A.R. No.: / Ananurudeckuii oTuer Ne: Date of Analysis: / /lata anamusa:  08-01-2024
2002FP24000011

Mfe. date: / Jlara npoussogcrsas 11/2023 Exp. date: / Cpox rojanocru:  10/2026

Analysis performed according ND / Anasns nposeen no HJL: JI11-003998-301220

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npamecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / Jlio6as
eAMHNYHAs
HeuaeHTUGUUUPOBaHHAs
npuMech

Total impurities /
Cymma npuMeceit

0.01%/0,01%

Not detected / ne o6Hapy>keHa
0.02% / 0,02%

Not detected / He oGHapyKeHa

Less than Limit of Detection
(LOD=0.003%) / Hwxe npenena
o6uapy:xenus (10 = 0,003%)

Not detected / He o6Hapy>keHa
Not detected / ne o6Hapy»keHa
Not detected / ne o6Hapy>keHa
0.09% / 0,09%

Not detected / He 0OHapy»KeHa

Not detected / He oOGHapyxeHa

0.1%/0,1%

JSV'.FO / Test/ Tect Result / PesyabTar Specification / Cnienug uxauus
6 |Related substances / PoncTBennsie npuMecH
Omeprazole /
Omenpaszona:

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

Not more than 0.50 % / He 6omee 0,50 %
Not more than 0.50 % / He 6osee 0,50 %
Not more than 0.50 % / He 6os1ee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oJiee 0,50 %

Not more than 0.20 % / He 6oiee 0,20 %

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

7 |Residual solvents/ OcraTousble OpraHuvecKue pacTBOPHTENH

Methanol /
Mertanon

Methylene chloride /
MeTunenxnopua

3 pg/caps/ 3 mkr/kamncyna

Not detected / He 0OHapyxeHa

Not more than 1107 pg per capsule /
He Gosree 1107 MKr Ha Kancyay

Not more than 221 pg per capsule /
He Gouiee 221 MKr Ha KancyJy

Remarks : The Product confirms to ND/
Hpumeuanne: ITpoaykr cooteercrayer TpeCoanuam HJI

Opinion : APPROVED
3akmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 7

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Ipoaykr: Ome3® ICP, kancyabl ¢ MOAHGHUMPOBAHHBIM BLICBOOOXKAeHHeM, 30 mr+20 mr

Batch No.: / Cepns Ne: B2304040 Batch Quantity: / O6bem naprum: 1250000 NO
A.R. No.: / Ananutuueckuii order Ne: Dale of Analysis: / laTa anannsa:  08-01-2024
2002FP24000011

Mfg. date: / JlaTa npon3BoACTBA: 11/2023 Exp. date: / Cpok roanocru:  10/2026
Analysis performed according ND / Anann3s nposesen no HJI; JII1-003998-301220

i:oNo / Test/ Tect Result / PesyasTat Specification / Cnennd uxanusn
8 |Dissolution / PacTBopenne
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N HCl) i. Not more than 15% of the labeled
/B 0,1 M pacteope amount of Omeprazole (C;;H;yN;05S)
XJIOPUCTOBOJOPOAHOIM 0%, 0%, 1%, 3%, 2%, 4% is released after 2 hours. / He Gonee 15
KHCJIOTHI % oT (aKTHYECKOrO COACPIKAHUS
ii. Buffer stage (pH 6.8 omenpasona (Cy7H 9N305S) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 96%, 91%, 93%, 91%, 93%, 90% amount of Omeprazole (C;,H;oN;0;S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMHHaJILHOIO
coaep)KaHus OMernpasona
(C|7H|9N303S) yepes 30 MuH.
b) Domperidone / In 0.1N HCI1/B 0,1 M pactBope
Jomnepunon XJIOPUCTOBOAOPOAHOMN KHCIIOTHI:
15 hour / uepe3 1 u 24%, 24%, 26%, 26%, 27%, 26% |Between 15 % and 40 % / ot 15 % no 40
%
4th hour/ yepes 4 u 46%, 51%, 54%, 57%, 53%, 56% |Between 30 % and 70 % / ot 30 % nmo 70
%
8™ hour/ uepes 8 u 64%, 71%, 74%, 78%, 77%, 74% |Between 55 % and 95 % / ot 55 % no 95
%
12% hour/ yepes 12 u 73%, 83%, 86%, 90%, 88%, 85% | Not less than 70 % / He meHee 70 % of the
labeled amount of Domperidone
(C4H4CIN5O,) / oT HOMHHANBHOrO
COIepIKaHUs JOMIIEPH/IOHA
(C2H,4CINSO»)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorBercTBYET TpeboBanusm HJL 3akmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

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

IMpoaykr: Omes® JICP, kancypi ¢ MOARGHIMPOBANHBIM BLICBOOOKACHHEM, 30 mr+20 Mr

Batch No.: / Cepust Ne: B2304040 Batch Quantity: / O6bem naprun: 1250000 NO
A.R. No.: / Ananuruyeckuii oTuer No: Datc of Analysis: / lata ananuza: 08-01-2024
2002FP24000011

Miyg. date: / Jlara npousBojcTBa: 11/2023 Exp. date: / Cpok rognoctn:  10/2026

Analysis performed according ND / Auanns nposejgen no HJL: JIT1-003998-301220

JS‘{Z‘}\JO / Test / Teer Result / PesyabTar Specification / Cnenud uxanus
9 Assay / KosmnuecTBeHHOE ONpeaesieHne
A. Omeprazole / 19.53 mg /19,53 mr A. Not less than 18.0 mg and not
Owmenpazon (97.7% /1 97,7%) more than to 22.0 mg of

C11H]9N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C|7H|9N303S (omenpason) B
kamncyJe (ot 90,0 1o 110,0 % or
B. Domperidone / 30.85 mg/ 30,85 Mr HOMHHAJILHOTO COAEPIKAHMS).

0, 0
Jlommepuaok (102.8%/102,8%) B. Not less than 27.0 mg and not

more than 33.0 mg of
C,;;H,4CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mMr go
33,0 Mr C22H24C1N502
(roMmepuaoH) B KancyJe (0T
90,0 70 110,0 % ot
HOMHHAJILHOTO COIEPIKAHUS ).

10 [Microbial limits / Mukpo6noiora4eckas 4HCTOTA

a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 1000 CFU/g/
count / O61uee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX
MMKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g/
and mould count / Menee 10 KOE/r He Gonee 100 KOE/r

O61ee Jucio
APONOKEBBIX M
IUIeCHEBBIX IpHOOB

¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OtcyTtcTByeTB 1 T OtcyteTBHC B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpumeuanue: [Tpoaykr coorBercrayer tpedbosanmnsam HJ Zakawuyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Page 5 of 7
Printed By: K Narayana Swamy Printed Date & Time (IST): 09-01-2024 09:33:42



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
ponykt: Omes® JICP, xancyJibl ¢ MOAHGHIHPORAHHEIM ReIcRODKAeHHEM, 30 Mr+20 mr
Batch No.: / Cepus Ne: B2304040 Batch Quantity: / O0bem naprun: 1250000 NO
A.R. No.: / Ananuruuecknii oruet Ne: Date of Analysis: / laTta ananuza:  03-01-2024
2002FP24000011
Mfg. date: / JlaTa npou3BOACTBA: 11/2023 Exp. date: / Cpoxk roanocru: _ 10/2026
Analysis performed according ND / Anasins nposeaen no HJL: JITI-003998-301220
S.No/ . .
o Test/ Tect Result / Pesyaprart Specification / Cnenudpuxanun
11 | Package / YnakoBka 10 capsules in a (PA/AIVPVC)|10 capsules in a (PA/AIPVC)
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 Gucrepe | carton. / ITo 10 kancyn B Onucrepe us3
w3 (ITA/AJ/TIBX)  doneru /| (ITA/AJVTIBX) donbru / anroMUHUEBOM
amomunuesoit  ¢osneru.  Ilo 3 | dponsru. Io 1, 3, 8, 10 Gnucrepos BMecTe
Gnucrepa BMeCTE € MHCTPYKUMEW | C MHCTPYKUMEH MO0 NMPUMEHEHHIO B MAUKy
0  NpUMEHEeHHIO B TaykKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapxupoBka | According to ND /B cooreercisuu ¢ HJ
13 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype ne sbiwe 25 °C.
Xpanenue
14 | Shelf life / Cpox 3 years /3 roga
rOJHOCTH

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBercrayer TpeGoBanusam HJ{

Opinion : APPROVED
3akmwouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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