Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omecz DSR, modificd-release capsules, 30 mg+20_nE/
Hpoaywr: Omes® JCP, kancyint ¢ Moan@mumposannsiv ssicsoboxaemien, 30 vr+20 mr

Mfg. date: / lara nponssoacrsa:

Batch No.: / Cepun Ne: R?2302965 Batch Quantity: / O0nem naprum: 1256_600 NO |
A.R. No.: / Auamurugecknii ordyer Ne: Date of Analysis: / ata avamiza:  25-10-2023
2002FP23002445

08/2023 Exp. date: / Cpok roguocru:  07/2026

Analysis performed according ND / Auamus nponejen no HJL: JIT1-003998-301220

S.No /

Ne Test/ Teer

Result / PesyabTar

Specification / Cieumrranns

1 Description /Onucanue

‘1’ size hard gelatin capsule with
clear transparent cap and body
having “” X" 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 MKETATHHOBBIC
Npo3pauHbie OCCHBETHBIC KAICY JIbI
pazmepa | ¢ MApKUPOBKOI YEPHOTO
1BCTA

« 7Y DR. REDDY’S» wHa
KPBIILIEYKE KaICy Jibl u
MapKHPOBKOM  KPAaCHOrO  LBETA
«OMEZ-DSR» Ha Kopmyce
kancyisl.  CogepKuMOe  Kancylr:

chepHUECKHE TEMNETHI OCNoro
KOPHYHEBOTO LBETA,

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

Taepasie
OcCLBETHBIC
MapKUPOBKOU

JKEITATHHOBBIC — IIPO3pPAUHbIE
KATCYJbl  pasmepa 1 ¢
YICPHOTO LBCTA

« 7Y DR. REDDY’S» mna KPBILICYKE
KaICyJIbl ¥ MAPKUPOBKOH KPACHOTO LIBETA
«OMEZ-DSR» Ha KOpHycC KancCyJisl
Cozmeprkumoe  KamCysx:  c)epHyecCKHe
MEJUICTHL OT OCJIOT0 10 CEpOBATO-0EI0I0 ¥
OT  KOPHYHEBOFO 1O  JKCITOBATO-
KOPHYHEBOTO I(BETA.

2 Identification /
TloAMHHOCT
Omeprazole and
Domperidone (By HPLC)
/ Omenpa3on u
Jommepumon (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.J/[IBpeMecHa  yIep KHBaHHUS
OCHOBHBIX MIHKOB Ha
XpOMaTorpamMme HCIBITY EMOTO
pacrBopa COOTBETCTBYIOT
BPEMCHAM  YJCP)KHBAHHS ITHKOB
OMEnpa3osa ¥ JOMIECPHAOHA Ha
XpoMarorpamme CTaHJAPTHOTO
pacteopa (pazmen
«KonmmyecTBEHHOE OTIPEACTICHHEY ).

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
VACP)KHBAHHS  OCHOBHBIX ITHKOB  HA
XPOMATOTPAMME HCIBITYEMOTO PacTBOpPA
JOJDKHBI  COOTBCTCTBOBATH  BPCMCHAM
VACPKHMBAHMSI THKOB OMEMpasona H
JIOMIICPHAOHA Ha XpPOMATOrPaMME
CTAHJAPTHOTO pacTBopa (pasmen

«KOJHICCTBEHHOC ONPEICICHUEN).

Remarks : The Product confirms to ND/
Ipnmveyaunce: IIpoayxT cooTBeTCTBYET TpeboBanmsaM HJI

Opinion : APPROVED
Zaynoucune: ONOBPEHQO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIHU3A

Product: Omez ESEI, modificd-releasc capsules, 30 mg+20 mg/
Npoaykr: Omes® JICP, kancyJ/ni ¢ Moandmmposaniniv suicsodousenenm, 30 mr+20 mr

Batch No.: / Cepus No: R?7302965 Batch Quantity: / Qdnem napimn: 1250000 NO |
A.R. No.: / Anajmrruaeckini order Ne; Date of Analysis: / lara anammsa: 25-10-2023
2002FP23002445

Mfg. date: / lara mpom3soacra:  08/2023 Exp. date: / Cpoxk roauocru:  07/2026

Analysis performed according ND / Auajmis nposejen o HJI: JITT-003998-301220

;'oNO / Test / Teer Result / Pesyabrar Specification / Cuernpuxanus

3 Average weight of the 373.29mg /373,29 Mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeansis 369,0 mr + 10 % (ot 332,1 10 405,9 Mr)
Macea CoAepKuMOro
KALCYJT

4 |Water/Boaa 1.3% wiw /1,3% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / Oauopojnocts 103MpOBAHUS

Omeprazole / 791719 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / TToxa3atens
npuemieMocTd (AV) J0KeH OBITh HE
oonece 15,0.

Domperidone / 8.0/8,0 The acceptance value (AV) should be

Jomnepunox

less than or equal to 15.0 / TToxasareis
MPHEMIIEMOCTH (AV) TO/DKCH OBITH HE
oouee 15,0.

Remarks : The Product confirms to ND/

IIpnmeuannc: TTpoaykr cooTsercTBYET TpeboBaHmsiM H/T

Opinion : APPROVED
Zaxmoueinie: OIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

Product: Omcz DSR, modificd-release capsules, 30 mg+20 mg/
HNpoayrr: Omes® ICP, gancyins ¢ MoauQHipoOBaHLIM BLIcBo0oxaem e, 30 Mr+20 mr

Batch No.: / Cepusi Ne; R2302965 ] fiatch Quantity: / Odmem naprin: ]250—6_()0 NO
A.R. No.: / Aunanmrrnueckitii orger Ne: Date of Analysis: / lata anaansa: 25-10-2023 I
2002FP23002445

kag. date: / Jara npomssoacya:  08/2023 Exp. date: / Cpok roasocTu: 07/2026

Analysis performed according ND / Auanus uposexen nmo HJ/I: JIT1-003998-301220

Result / Pesysbrar

Specification / Coeumdyxanmst

BCHHLIC MPUMECH

;fQNO / Test / Tecr
6 Related substances / Poacr
Omeprazole /
Omenpaszona:

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

Highest individual
unknown impurity / JlroGas
CIMHHYHAS
HCHACHTH(DUIIHPOBAHHAS
MPHMCECh

Total impurities /
CymMMa mpumece

Not detected / He oOHApyIKEHA
Not detected / He oOHapyKEHA
0.02% /0,02%

Not detected / He 06Hapy xeHa

Less than Limit of Detection (LOD

=0.003%) / Hmwxke npeaena
obHapyxenus (I10 = 0,003%)
0.01%/0,01%

Not detected / ne oOnapysxeHa
Not detected / He 0OHapy keHa
0.09% / 0,09%

Less than LOQ (LOQ = 0.013%) /
KOJTHYECTBCHHOTO
onpenenenus ([IKO = 0,013%)

Hwxke npeaena

Not detected / ne 06Hapy xeHA

0.1%/0,1%

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

Not more than 0.50 % / He 6oxee 0,50 %
Not more than 0.50 % / He 6osee 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 0.20 % / He 6oxee 0,20 %

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

7 Residual solvents/ Ocrarosnnie opraumueckye pacTsopUTe

Methanol /
MeTtanon

Methylene chloride /
MeTHICHXTIOpUL

2 pg/caps / 2 Mxr/kamncyna

Not detected / He oOHapyxKeHa

Not more than 1107 pg per capsule /
He 0ousiee 1107 mxr na kancyJy

Not more than 221 pg per capsule /
He 6oJiee 221 MKT HA KATICYJy

Remarks : The Product confirms to ND/
Ipumeuanue; TIpoayxr coorsercTBYET TpeboBanmsam HJT

Opinion : APPROVED
Zaxmogenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Batch No.: / Cepus Ne: B2302965

| Product: Omez DSR, modified-release capsmcs, ﬁm?ZO mg/
Mpoayrr: Omes3® JICP, kancyani ¢ MOANMHIIPOBAHILIM BLICBOOOXKCHHCM, 30 MI+20 Mmr

Batch Quantity: / O0sem napru: 1250_f)oo NO

A.R. No.: / Anaungriuaecianii orger Ne;
2002FP23002445

Date of Analysis: / lara avanmsa:  25-10-2023

Mfg. date: / Java nponssoacrsa:  08/2023

Exp. date: / Cpox rouocrn: 07/2026

Analysis performed according ND / Ananus uposejien 1o HJI: JIIT-003998-301220

S.No /

No Test / Teer

Result / Pesyanrar

Specification / Cnemmdnxcanns

8 |Dissolution / PacTopenne

a) Omeprazole /
Onmemnpason

i. Acid stage (0.IN HCI)
/B 0,1 M pactsope

i.  Not more than 15% of the labeled
amount of Omeprazole (C,,H(N;0,S)

XJIOPHCTOBOAOPOIHO H 1%, 2%, 3%, 1%, 2%, 0% is released after 2 hours. / He Gosee 15
KHCJIOTHI % OT (PaKTHUECKOTO COJCPIKAHHUSI
i, Buffer stage (pH 6.8 omemnpasona (Ci7H,9N3038) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 96%, 93%, 96%, 92%, 93%, 91% amount of Omeprazole (C,7H ,N;05S)
is dissolved in 30 minutes / He MeHee
70 % (Q) OT HOMHHATBHOTO
COJCPIKAHIS OMENPA30JIa
(C|7H|9N303S) uepes 30 MuH.
b) Domperidone / In 0.1N HC1/B 0,1 M pacreope
Jommepuiox XJIOPHCTOBOJOPOAHON KUCTIOTHI:
1%t hour / uepe3 1 u 26%, 26%, 25%, 27%, 23%, 23% |Between 15 % and 40 % / ot 15 % mo 40
%
4" hour/ uepes 4 u 60%, 63%, 61%, 63%, 54%, 52% |Between 30 % and 70 % / ot 30 % mo 70
%
8 hour/ yepes 8 u 88%, 86%, 79%, 76%, 75%, 75% |Between 55 % and 95 % / ot 55 % mo 95
%
12" hour/ uepes 12 4 98%, 99%, 95%, 93%, 86%, 86% | Not less than 70 % / ue menee 70 % of the

labeled amount of Domperidone
(C,H»,CIN5O,) / 0T HOMHHAJTBHOTO
COICpIKAHKA JOMIICPHUIOHA
(C22H,4CINO,)

Remarks : The Product confirms to ND/

Hpumeganuse: [Tpoay kT coOoTBEeTCTBYCT TpeOoBanmsam HJT

Opinion : APPROVED
Jaxmoyenne: QJJOBPEHO

WI-GLOB-QA-0669-1.0

Page
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

[ Product: Omez bSR, modified-release capsules, 30 mg+20 mg /
| Tipoayir: Omes® JICP, kancyant ¢ MOAHGUIHPOBATNLIM BLICBOGOK CHIEeM, 30 Mr+20 mr

_Mrg. date: / Jlara npomisojicrea:

Batch No.: / Ce])w_m No: B2302965 _Batch Quantity: / O0nem napruu: _1250:0_00 NO
| A.R. No.: / Anasmrruseckii order Ne: Date of Analysis: / lara anayuza: 25-10-2023
2002FP23002445
08/2023 Exp. date: / Cpox rojmocru:  07/2026

Analysis performed according ND / Ananws nponegen mo HJL: JITT-003998-301220

S.No/

No Test/ Tect

Result / PesyanTar

Specification / Cnennpuxanmns

9 Assay / KoninuecTBenuoe onpeae/ieHue

A. Omeprazole /
Omenpa3zon

B. Domperidone /
JoMnepuaoH

19.74 mg/ 19,74 mr
(98.7% / 98,7%)

30.71 mg /30,71 mr
(102.4% / 102,4%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C|7H|9N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr 50 22,0 mr
C17H19N;0;S (OMCI'lpa'JOJl) B
rancyae (ot 90,0 10 110,0 % or
HOMUHATLHOTO CO/ICDKANHS),

B. Not less than 27.0 mg and not
more than 33.0 mg of
C;;H,,CIN5O; (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Or 27,0 mr g0
33,0 mr C22H24CIN502
(nomMmepuaon) B Kancy.ae (or
90,0 10 110,0 % or
HOMHHAJLHOTO COACPKAHNS).

10 |Microbial limits / Mukpo0noJseraueckas 4ncrora

a) Total aerobic microbial
count / O0mee uucio
a3poOHBIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count /
Ob61ee uncno
JPOMCKEBBIX H
IJICCHEBBIX TpHOOB

¢) E. coli

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

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

Absentin 1 g/
OrcyTtcrByerB 1 T

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

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

¢) Shall be absentin 1g/
OtcyrcTBHE B 1 T

Remarks : The Product confirms to ND/
Iprveyanue: [Tpoayxr cooreeTcTBYET TPeboBanusm H T

Opinion : APPROVED
Saxinoyenne: 0JIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / R o
MpoayKr: Omes? JCP, cancy bl ¢ MOAHPMIIPOBAUIILIM BLICBOOOKACHINCM, 30 mr+20 mr ]
| Batch No.: / Cepus Ne: B2302965 | Batch Quantity: / O0nem mapTHu: 1250_000 NO
A.R. No.: / Anasjmmrnaeckuii orger Ne: Date of Analysis: / lara anaiuza:  25-10-2023 I
2002FP23002445
Mfg. date: / Jara nponssoacrsa:  08/2023 Exp. date: / Cpox roguocru: 07/2026
Analysis performed according ND / Anajurs nposeaen mo HJL: JII1-003998-301220
$.No / . .
No Test/ Tecr Result / Pesyasrar Specification / Cneundnkaimnsn
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. / ITo 10 xancyx B 6nucrepe | carton. / ITo 10 xancyn B Gnucrepe u3
us  (TTA/AJIMIBX)  ¢omeru /| (TTA/AJI/TIBX) (onbru / amoMuHHEBON
amomuaueBod  Qomeru.  Ilo 3 | goneru. ITo 1, 3, 8, 10 61ucrepos BMecTe
OaMCTEpd BMECTE ¢ WHCTPYKUMEH | C MHCIPYKUMEM L0 IIPUMEHEHUK) B MAYKY
N0  INPUMECHEHHMIO B  IAYKY | KAPTOHHYIO.
KAapPTOHHYIO.
12 | Labeling / Mapxuposka | According to ND /B cooretcTruu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbimue 25 °C.
Xpauenne
14 | Shelf life / Cpox 3 years /3 roaa
roJJHOCTH

Remarks : The Product confirms to ND/
Hpnmeyanne: TIpoaykr cooTsercTyeT Tpeboparmsm HJ{

Opinion : APPROVED
3axinoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2302965

Document No.

QUA-FT02-2695

. Approved Date -Oct-
_Version ~ 1.0, CURRENT PP 26-Oct-2023
ntention mployee ID User Nam Date (IST)
Prepared By P00021162 Latha Dasi 26/10/2023
21:19:53
Reviewed And P00034556 V Krishna Nimmakayala|  26/10/2023
Approved By 21:32:15
Approved By QA P00050127 Ajay Kumar..... 26/10/2023
21:45:16
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