Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpojykr: Omes® JICP, kancyant ¢ MoauuiposanunLivM BLicsoGokaennem, 30 mr+20 mr

Mfg. date: / lara nponsBoacCTBa:

._E‘tCh No.: /Cq;_msl Noe: B2302964 Batch Quantity: / O6sem naprinn: i 12500()_() NO
A.R. No.: / Anajmru4eckuii oruer Ne: Date of Analysis: / lara anannza:  24-10-2023
2002FP23002443

08/2023 Exp. date: / Cpox roaHocTu: 07/2026

Analysis performed according ND / Anamus nposeaen o HJL: JITT-003998-301220

S.No /

No Test / Tecr

Result / PesyasTar

Specification / Conermndnxanms

1 Description /Onucanunc

‘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. /

Trepabie /KEJJATHHOBBIC
npo3paunble OSCHBCTHBIC KAICYJIbI
pa3mepa | ¢ MapKMPOBKOI YEPHOrO
IBETA

« Y DR, REDDY’S» ma
KpPbILIEUKE KaICy sl "
MAPKHPOBKOM  KPACHOTO  IBCTA
«OMEZ-DSR» Ha Kopmyce
kancynsl.  ComepKuMOe  Karcyn:

C()CPHYCCKHC MCIUICTBI OCJIOro M
KOPHYHEBOTO LBETA,

‘1’ size hard gelatin capsule with clear
transparent cap and body having Yy
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. /

Teepasic
6ccuBeTHBIC
MapKUPOBKOH

« °Y DR. REDDY’S» Ha KPBIILCYKE
KAIICYJIbl H MAapKHPOBKOM KPACHOTO LBETA
«OMEZ-DSR» Ha KOpHyCE KaICyJbl.
ComepokiiMOe  KaICyll:  C()CPUUCCKHUC
HEJUIETHI OT OEII0TO 0 CepOBATO-GCIIOT0 U
OT  KOPHYHCBOFO A0  JKCITOBATO-
KOPHYHEBOTO H{BETA.

JKCIATHHOBBIC — MPO3PAYUHBIC
Kancysnel pasMepa 1 ¢
YEPHOTO 1BETA

2 Identification /

o JInIHOCTL
Omeprazole and
Domperidone (By HPLC)
/ Omenpasoa u
Jommnepuxon (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/[1BpeMeHa yaCpKHBAHMS
OCHOBHBIX ITHKOB Ha
XpOMAaTorpaMMe UCIHBITY EMOTO
pacTeopa COOTBETCTBYIOT
BPEMCHAM  VACPIKMBAHHA TIHKOB
OMEnpa3ola W JOMIICPHIOHA HA
XpoMaTorpaMme CTAaHZAPTHOTO
pactBopa (paszoen
«KomH'ICCTBEHROE ONPCACICHHE).

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. / BpemeHa
VACPXKABAHWS ~ OCHOBHBIX ITHKOB  HA
XPOMATOrPaMMC MCIBITYEMOTO pPacTBOPA
JOJDKHBL  COOTBETCTBOBATh  BPEMCHAM
VACP)KHBAHUS TMHKOB OMEMpPA3ona H
JOMIICPHA0HA Ha XpOMAaTOrpaMMe
CTAHJAPTHOTO pactsopa (paszmen

«Koa4eCTBCHHOE ONPCACICHUEY).

Remarks : The Product confirms to ND/
Ipumeganne: ITpoxy kT cooTBETCTBYET TpeboparusM HJL

Opinion : APPROVED
3aunogenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez DSR, modified-releasc capsules, 30 mg+20 mg /
Hpoaykr: Onie3® JICP, kaucynl ¢ MOAIQIINDOBAHBLIM BLICBOGOKAeEM, 30 Mr+20 mr N
Batch No.: / Cepns Ne: B2302964 Batch Quantity: / O0bem maprun: 1250000 NO
" A.R. No.: / Ananrrmeciuii orver Ne: Datc of Analysis: / lara ananusza:  24-10-2023
2002FP23002443

Mfg. date: / lara npon3Boacrsa: 08/2023 Exp. date: / Cpox romiocru: 07/2026
Analysis performed according ND / Auasms nposeaen no H/: JIII-003998-301220

;'QNO / Test/ Tecr Result / Pesyabrar Specification / Cnicundnxanus
3 Average weight of the 367.73 mg/ 367,73 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpenusist 369,0 mr+ 10 % (ot 332,1 10 405,9 Mr)
MACCA COACPIKMMOro
KAICyn
4 |Water/ Bonxa 1.3% wiw / 1,3% Not more than 4.0 % w/w / He Goaee 4,0
%
5 |Uniformity of dosage units / O JHOpP0HOCTE J03UPOBAHIIA
Omeprazole / 2.8/2,8 The acceptance value (AV) should be
Owmenpason less than or equal to 15.0 / IToxazaTens
npuemMIeMocTd (AV) JomKeH ObITh HE
oouce 15,0.
Domperidone / 9.6/9,6 The acceptance value (AV) should be
JloMnepuIoH less than or equal to 15.0 / IToxa3arens
npueMJICMOCTH (AV) T0KEH OBITH HE
oouee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
ITpumeyanne: [Ipoay kT cooTBETCTBYET TpeboBanusam H [ 3axmoyenne: ONOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

"Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxt: Omes® ACP, kancy bl ¢ Moaupuunposanuniv shicsobosaenmes, 30 mr+20 mr

Mfg. date: / lara npom3BoacTBa;

Batch No.: / Cepust Ne: 132302964 Batch Quantity: / O§nem mapruu: 125_0(_)00 NO
A.R. No.: / Anasiurnueckaii orucer Ne; Date of Analysis: / lara adamusza:  24-10-2023
2002FP23002443

08/2023 Exp. date: / Cpox roauocru: 07/2026

Analysis performed according ND / Auanus nposeaen mo HJL: JITT-003998-301220

S.No /

No Test / Tecr

Result / Pesyssrar

6 |Related substances / Poacr

BCHHLIC MPHMECH

Specification / Cnemdmkanns

Omeprazole /
Omenpazona:

Impurity 1 / mpumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumecs 5
Domperidone /

| Tomnepudona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npamecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JIrobas
CAMHUYHAS
HEHJCHTH()ULMPOBAHHAS
TIPUMECH

Total impurities /
Cymma npumMeceit

Not detected / He oOHapyKeHA

Not detected / e oOHapyxkeHA

0.02% / 0,02%

Not detected / He oOHapy KeHA

Less than LOQ (LOQ = 0.010%) /
Himxe mnpenena KOJHYECTBECHHOTO
onpeaenenns (ITKO = 0,010%)
0.01% /0,01%

Not detected / He oOHapyxKEHA
Not detected / He oOHapy KeHA
0.09% / 0,09%

Less than LOQ (LOQ =0.013%) /
Hrke mpeaesia KOMMYECTBEHHOIO
onpeaencunsa (ITKO = 0,013%)

Not detected / ne o6HapyceHa

0.1%/0,1%

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

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

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

7 Residual solvents/ Ocratov

THBIC OPTAHNICCKHE PACTBOPHTETH

Methanol /
Meranon

Methylene chloride /
Mertunenxnopuzn

4 pg/caps / 4 Mxr/kancyna

Not detected / He oOnapyxcHa

Not more than 1107 pg per capsule /
He 6ontee 1107 muir na kancyJy

Not more than 221 pg per capsule /
He GoJiee 221 MKT 11a KancyJiy

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr coorBeTcTBYET TPeboBanmsaM HJ{

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

Batch No.: / Cepus Ne: B2302964

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JCP, RancyJinl ¢ MoAHGIIIHPOBANILIM BLICBOGOK e CM, 30 Mr+20) M1

Batch Quantity: / O6nem naprun: 1250000 NO

A.R. No.: / Anaymruueckiii oracer Ne;
2002FP23002443

Date of Analysis: / lara ananusa:  24-1 0-20_23

Mfg. date: / Jlara nnpon3soacTsa: 08/2023

Exp. date: / Cpok roauocru: 07/2026

Analysis performed according ND / Avaans nposexen mo HJL: JI1-003998-301220

S.No/

Ne Test / Teer

Result / Pesyanrar

Specification / Cneunduxannsa

8 |Dissolution / PacTBoperie

a) Omeprazole /
Owmenpason

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

i.  Not more than 15% of the labeled
amount of Omeprazole (C,;H yN;05S)

XJIOPHCTOBOAOPOAHOH 2%, 0%, 1%, 0%, 0%, 2% is released after 2 hours. / He 6omnee 15
KHCJIOTBI % 0T (PaKTHYECKOTO COACPIKAHUSI

ii. Buffer stage (pH 6.8 omenpatona (Ci7H 9N303S) ucpes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6y depe pH 6,8 95%, 92%, 93%, 91%, 95%, 94% amount of Omeprazole (C;7H sN;05S)

is dissolved in 30 minutes / He meHee
70 % (QQ) 0T HOMHUHANBHOTQ

COACP KAHMI OMENPA30Jia
(C17H|()N3O3S) yepes 30 MuH.

b) Domperidone /

In 0.1IN HC1/B 0,1 M pactBope

JdoMnepuiox XJIOPUCTOBOJOPOTHOMN KHCJIOTHI:

18t hour / uepe3 1 u 25%, 25%, 26%, 26%, 24%, 24% |Between 15 % and 40 % / ot 15 % mo 40
%

4" hour/ yepes 4 u 62%, 62%, 64%, 64%, 63%, 64% |Between 30 % and 70 % / ot 30 % o 70
%

8 hour/ uepes 8 u 87%, 82%, 86%, 86%, 86%, 78% |Between 55 % and 95 % / ot 55 % mo 95
%

12% hour/ uepes 12 4 96%, 93%, 89%, 98%, 95%, 89% | Not less than 70 % / ne mcuee 70 % of the

labeled amount of Domperidone
(C1:H,4CIN;O;) / OT HOMHHATBHOTO
COACPIKAHMS TOMICPHIOHA
(C52H14CIN5O0)

Remarks : The Product confirms to ND/

IMpsnmeyanue: TIpoay KT cOOTBETCTBYET Tpebopanmsam HJI

Opinion : APPROVED
Jaxonoucnne: OAOBPEHO

WI-GLOB-QA-0669-1.0
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ed Copy

Uncontrol

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Omez DSR, modified-releasc caps_ulcs, 30_mg+20 mg /

| Tpoaywr: Omes® ICP, gancynt ¢ Moanduiposaunnbiv suicsobokaeniem, 30 mi+20 m

Mfg. date: / JaTa npon3Bojacrna:

| Batch No.: / Ccpnh Ne: B2302964 Batch Quantity: / O0nem naprun: 1250000 NO
A.R. No.: / Ananmrnueckuii orger Ne; Date of Analysis: / Tata ananusa:  24-10-2023
2002FP23002443
08/2023 Exp._d:;te: / Cpox roauocru: 0772026

Analysis performed according ND / Auanu3 nposeaen 1o HJI: JITT-003998-301220

No

S.No/

Test / Tecr

Result / Pezyabrar

Specification / Coeunduxaims

9

Assay / KostmuecTneHuoe onpeaeacHne

A. Omeprazole /
Omenpason

B. Domperidone /
Jomnepunou

20.04 mg /20,04 Mr
(100.2% / 100,2%)

31.33mg /31,33 Mr
(104.4% / 104,4%)

A. Notless than 18.0 mg and not
more than to 22.0 mg of
C,7H;4N30;S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr 10 22,0 mr
C|7H|9N3OJS (0MCl'l[)2130.|'[) B
rancyqe (or 90,0 10 110,0 % or
HOMHIIAILHOTO COEPAANSI).

B. 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) / Or 27,0 mr 10
33,0 Mr szHuCleOz
(mromMnepnaoH) B KancyJe (oT
90,0 10 110,0 % or
HOMHHAJIBHOLO COAEPKAHMSI).

10

Microbial limits / Mukpo6

HOJIOHYCCKAas YnuCrora

a) Total aerobic microbial
count / Ob1ee uucio
adpoOHBIX
MHKPOOPTaHH3MOB

b) Total combined yeasts
and mould count /
Oouiee yucno
JIPOAOKEBBIX H
TUJICCHEBBIX TPHOOB

¢) E. coli

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

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

Absentin 1 g/
OrcyrcrByerB I T

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

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

¢) Shall be absent in 1g/
OrcyrctBUe B 1 T

Remarks : The Product confirms to ND/
IIpnmeyanue: Iponykr cooTBeTcTBYET TpeboBanusM HJT

Opinion : APPROVED
Jacmouenne; OJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIM3A
Product: Omecz DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxr: Omes® JICP, kancyani ¢ MOABQIIMPOBANNLIM BhIco0okACeM, 30 Mr+20 Mr N
Batch No.: / Cepust Ne: B2302964 Batch Quantity: / Q¢nem naprum: 1250000 NO
A.R. No.: / Anaaurnueckuii orger Ne: Date of Analysis: / lara ananmsza:  24-10-2023
2002FP23002443
—Ml‘g. date: / Jlara npomn3soacrea: 08/2023 Exp. date: / Cpok rojiocru: 07/2026
Analysis performed according ND / Auamis uposeien no HJL: JIT1-003998-301220
S.No / . . i
Ne Test / Tect Result / PesyabTar Specification / Coemudnranus
11 | Package / YnakoBska 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. / ITo 10 xancyn B Gimcrepe | carton. / ITo 10 xamcyn B Oamcrepe H3
uz  (TTA/AJINIBX)  ¢onera /| JTA/AJU/IIBX) ¢onbru / amoOMHHHEBON
amomuuucBod  Qonsru.  Ilo 3 | possru. ITo 1, 3, 8, 10 6auctepos BMecTe
OimucTepa BMCCTE C HHCTPYKUMEH | C MHCTPYKUMEH IO NPHMEHEHHIO B MAYKY
N0  TPEMCHCHHEO B TAYKY | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapknpoeka | According to ND /B coorsercTBuu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / Tlpu Temuepatype e Bbime 25 °C,
Xpaueuue
14 | Shelf life / Cpox 3 years /3 roaa
roagHocTrH

Remarks : The Product confirms to ND/
IIpnmevanue: [Ipoaykr coorBeTcTBYET TPeOGoBaHusM H /T

Opinion : APPROVED
3axmouenne: QJOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

Title

B2302964

Document No.

QUA-FT02-2694

Approved Date

26-Oct-2023
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