Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® ICP, kancybl ¢ MoauduImpoBannLIM Bh1cBo00AIeHHEM, 30 MI+20 Mr

Batch No.: / Ce_pu_ﬂ Nes

B2301913

Batch Quantity: / O0nem naprim:

1250000 NO

2002FP23001561

A.R. No.: / Anaymmraacckuii oruer Ne:

Date of Analysis: / lata anajm3a:

03-07-2023

T_\’Ifg. date: / Jlara npomssoacria:

06/2023

Exp. date: / Cpox roguocru:

05/2026

Analysis performed according ND / Anasms nposenen no HJL: JI[1-003998-301220

S.No/

Ne Test / Tect

Result / PezyasTar

Specification / Cieungukanns

1 Description /Onucanue

‘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. /

Teepasie >KETIaTUHOBBIC
IpO3pavHble OCCLBETHHIC KAIICYJIBI
pasmepa | ¢ MapKUPOBKOMH H4EPHOIO
LBeTa

« Y

KPBIICYKE

DR. REDDY’S» m®Ha
KarcyJbl H
MapKHUPOBKOW  KPacHOro  LIBETa
«OMEZ-DSR» Ha KopIyce
kancynel.  CogepkuMmoe  Karcyir:
cepuueckre TEUICTH OETIOTO 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. /

Trepapic
OecLBETHBIC
MapKHUPOBKOM

« 7Y DR. REDDY’S» Ha KPBIILCYKE
KarcyJbl 1 MApKUPOBKOM KPACHOTO LIBETA
«OMEZ-DSR» Ha Xopryce KarcyJblL

JKEJIATHHOBLIC  MPO3PaYHBIE
Karcynel pasmepa 1| ¢
YEPHOTO BeTa

Conepxumoe  Karcysl:  COEpPUIECKHUC
MENUIETHI OT HEI0T0 A0 CepoBaTo-6e1oro u
OT  KOPMMHEBOIO OO  JKEITOBATO-

KOPHUYHCBOI'O LIBCTA.

2 Identification /
Mopnuunocts
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jomnepunon (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.[)/[1BpeMeHa yaepKUBaHUA
OCHOBHbIX ITMKOB Ha
XpoMaTorpamMme MCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT

BpEMEHAM  YJACP)KUBAHWA  IMKOB
OMEIpa3zoiia W JOMICPHUAOHA Ha
XpoMaTorpaMme CTAHIAPTHOTO
pacTBopa (pa3aen
«KonuuecTBeHHOE ompeaeneHue”).

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

VACPKMBAHHMS ~ OCHOBHBIX ~IHKOB  Ha
XpPOMaTorpaMMe HCIBITYCMOTO PacTBOpa
JOJDKHBI ~ COOTBETCTBOBATH  BPEMEHaM
yaEepKUBAaHWs IMKOB OMEIpaszoia |
JOMIICPUIOHA H4  XpOMAarTorpaMme
CTaHAAPTHOTO pacTtsopa (pazmen

«KOTHICCTBEHHOE OTIPEACICHHUE)).

Remarks : The Product confirms to ND/
Opivevanne: [Ipoaykt cooteeTcTBYET TpeboBanmam HJ

Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTA3A

Product: Omez DSR, modified-release capsniles, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyin! ¢ Moaudguumporanibiv Bbicsoboxaennem, 30 mr+20 mr -
Batch No.: / Cepug No:  B2301913 Batch Quantity: / O0bem napTun: 1250000 NO
A.R. No.: / AHAIHTHYCCKHIT 0TUcT Ne: Date of Analysis: / /lata ananusa: 03-07-2023
2002FP23001561
Mfg. date: / Jlata npon3soicraa: 06/2023 Exp. date: / Cpok roaHocTu: 05/2026
Analysis performed according ND / Anaqms nponeaen no HJL: JIT1-003998-301220
S.No/ . )
Ne Test / Tect Result / PesynbTar Specification / Cnenuguxams
3 Average weight of the 372.00 mg /372,00 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpeauss 369,0 mr + 10 % (ot 332,1 no 405,9 mr)
Macca CoAepKUMoro
KATICYJ
4 |Water / Boga 1.2% wiw / 1,2% Not more than 4.0 % w/w / He 6omee 4,0
%
5 |Uniformity of dosage units / OAHOPOAHOCTH 1031 OBAHIS
Omeprazole / 6.2/6,2 The acceptance value (AV) should be
Owmemnpason less than or equal to 15.0 / TTokazaTens
mpuremiieMocTH (A V) nomkeH GHTh He
bounee 15,0.
Domperidone / 5.4/54 The acceptance value (A V) should be
JomnepuaoH less than or equal to 15.0 / [lokazarens
npuemiieMocTd (AV) nomkeH ObITh He
6omee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Npumeyanne: [lpoayxr coorsercTByeT TpeboBarmam HJL 3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7
Printed By: K Narayana Swamy Printed Date & Time (IST): 04-07-2023 17:11:30




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product: Ome?D_SR, modified-release capsules, 30 mg+20 mg/
IpoaykT: Omes® JICP, karncyiibl ¢ MOAHGHUIMPOBAHHBIM BbICBOOOICHIIEM, 30 MI-+20 mr

Batch No.: / Cepust Ne: B2301913 _ Batch Quantity: / O0nem mapTun: 1250000 NO
A.R. No.: / Ananmtnaeckuii order Ne: Datc of Analysis: / JlaTa ana/m3a: 03-07-2023
2002FP23001561

Mfg. date: / Jlara |||mu'nm,1._1_c113:t: 06/2023 J_Exp. date: / Cpok rogHocTH: 05/2026 _

Analysis performed according ND / Anajm3 nposesen no HJI: JIT1-003998-301220

S.No/

Total impurities /
CyMma mpumecen

0.1%/ 0,1%

Ne Test / Tect Result / Pe3ysmrat Specification / Cieunukarmst
6 |Related substances / PoacTBeHHbIC NPUMECH
Omeprazole /
Onmenpazona:
Impurity 1/ mpiecs 1 Not detected / He oOHapy»xeHa Not more than 0.50 % / He 6omee 0,50 %
Iplirify 2] FpraEeE2 Not detected / He 0OHapy»xeHa Not more than 0.50 % / He 6omee 0,50 %
Impugity 3./ npmMecs3 0.02% / 0,02% Not more than 0.50 % / He 6onee 0,50 %
Impurity 4 / rpumecs 4 Not detected / Ho 06Hapy)1§eHa Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / mpymecs 5 Less than Limit of Detection (LOD [Not more than 0.50 % / He 6omee 0,50 %
Domperidone / =0.003%) / Hwxe mipenena
T o6Hapyxxenust (ITO =0,003%)
Impurity A / rpumecs A 0.02% /0,02% Not more than 0.50 % / He 6omee 0,50 %
Impuiy B linfamece Not detected / He oOHapy»x«eHa Not more than 0.50 % / He Gonee 0,50 %
Impurity C / rprvecs C Not detected / ve oGHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity D / nprvecs D Less than LOQ (LOQ = 0.006%) /|Not more than 0.50 % / He 6omee 0,50 %
Impurity F / rpumecs F Hwxe npemena kommuectsenHoro|Not more than 0.50 % / He 6osee 0,50 %
ompeaenenud (MKO = 0,006%)
. e Not detected / He 0OHapyxKeHa
E&Eﬂiﬁ;ﬂ%‘;ﬁggl / ThoBas . ) Not more than 0.20 % / He 6onee 0,20 %
J— 0.09% / 0,09%
HEUACHTU()ULIPOBAHHAS
MPHMECH

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

Residual solvents/ OcraTo4HbIe OpraumyeckKie DACTBOPHTENH

Methanol /
MeTtanon

Methylene chloride /
Metwenxaopun

2 ugfcaps / 2 Mkr/kxarncyia

Not detected / ne 06HapysxeHa

Not more than 1107 pg per capsule /
He 6osiee 1107 MKT Ha KancyJty

Not more than 221 pg per capsule /
He 6os1ee 221 MKT HA KANCYJLY

Remarks : The Product confirms to ND/
Npumeuanne; [poaykr cooTBercTBYeT TpebosanmaM HJL

Opinion : APPROVED
Jaxmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoaykT: Omes® JICP, kancyn! ¢ MOAHGUIMPOBAHNBLIM BbicBoGoAyIcHICM, 30 Mi+20 M

Batch No.: / Cepus Ne: B2301913

Batch Quantity: / O0nem naprim:

1250000 NO

A.R. No.: / AHajurHueckHii otuct Ne:
2002FP23001561

Date of Analysis: / /laTa anaymsa:

03-07-2023

Mfg. date: / lara npomsBojcTBa:

06/2023

Exp. date: / Cpok rogHocrn:

05/2026

Analysis performed according ND / Anaans nposeaen mo HJI: JIT1-003998-301220

S.No /

Ne Test / TecT

Result / PesynansTar

Specification / Cnennduxamsn

8 |Dissolution / PacTBopenne

a) Omeprazole /
Owmenpason

1. Acid stage (0.1N HCI)
/B 0,1 M pacteope
XJIOPHUCTOBOJOPOIHOM
KMCJIOTBI

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

3%, 0%, 3%, 0%, 3%, 7%

93%, 95%, 94%, 99%, 99%, 93%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;;HsN;0;S)
is released after 2 hours. / He 6omee 15
% OT JaKTUIECKOTO COACPIKAHUS
omenpasona (Cy7H9N;058S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;H;oN3:05S)
is dissolved in 30 minutes / He MeHee
70 % (Q) OT HOMHHAJIEHOTO

COACPKAHHUA OMCIIPA30Ia
(C17HsN305S) uepes 30 mMumn.

b) Domperidone /
Homnepuaox
15t hour / uepes 1 u
4% hour/ yepes 4 u

8t hour/ uepes 8 u

12 hour/ uepes 12 u

27%, 27%, 26%, 27%, 26%, 25%

57%, 57%, 55%, 55%, 57%, 54%

82%, 82%, 81%, 79%, 81%, 77%

95%, 95%, 91%, 91%, 94%, 91%

In 0.INHC1/B 0,1 M pactsope
XITOPUCTOBOAOPOAHOM KUCITIOTHL:

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

Between 30 % and 70 % / ot 30 % mo 70
%

Between 55 % and 95 % / ot 55 % mo 95
%

Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(Cy,H4CIN;O,) / 0T HOMHHATBHOTO
COAEP’KAHUS JOMIICPUAOHA
(CyH2CINSOy)

Remarks : The Product confirms to ND/

Npumeuanne: [lpoaykr cooTBeTcTBYET TpeboBaHMAM HJL

Opinion : APPROVED
3axnouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, kancyani ¢ MoAnGUInpOBaHHLIM BhICBoO0AAeHMEM, 30 Mr+20 mr i
Batch No.: / Cepua No: B2301913 Batch Quantity: / O6bem mapruu: 1250000 NO

A.R. No.: / Anajmrruuecknii orqer Ne: Datc of Analysis: / JlaTa anammsa: 03-07-2023
2002FP23001561

Mfg. date: / laTa nponssojcrsa: 06/2023 Exp. date: / Cpox roanoc: 05/2026
Analysis performed according ND / Anamus nposejien no HJL: JITT-003998-301220

i-bNO / Test / Tect Result / PesyasTar Specification / Cnetmduxanus
9 Assay / KonmmyecTBeHHOE onpeaesienue
A. Omeprazole / 20.20 mg /20,20 mr A. Not less than 18.0 mg and not
Owmenpazon (101.0%/ 101,0%) 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
C17H1sN;0;8 (omenpazoin) B
kancyJe (ot 90,0 1o 110,0 % ot
B. Domperidone / 30.29 mg /30,29 mr HOMMHAILHOTO COMEDKAHMS).
0, 0,
HAomriepuaon (101.0%/101.0g) B. Not less than 27.0 mg and not
more than 33.0 mg of
C1,H,4CINsO, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr 10
33,0 Mr C22H24C1N502
(moMrIiepijIoH) B KamcyJe (ot
90,0 10 110,0 % ot
HOMHHAJILHOTO COAEPIKAHIA).
10 |Microbial limits / Muxpo01o/i0rnycckan 4ncTora
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g /
count / Obmee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX
MUKPOOPTaHM3MOB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g /
and mould count / Menee 10 KOE/r He 6omee 100 KOE/r
Ob1ee yncno
JPO3NOKEBBIX U
[UIECHCBBIX TPUOOB
¢) E. coli Absentinlg/ ¢) Shall be absent in 1g /
OrcyrctByerB I 1 OrcyrerBue B 1 1
Remarks : The Product confirms to ND/ Opinion : APPROVED
Iprmeyanue; [TpoaykT cooTBeTcTBYET TpeboBaHMaM HJL 3axaouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omez® JICP, kancyini ¢ MOARGUIIPOBAHHLIM BbIcBoOoAyIeHIeM, 30 Mr+20 mr -
Batch No.: / Cepusn Ne: 82_301913 i Batch Qua_ntity: [ O0mem mapTum: 1250000 NO |
A.R. No.: / Ananurnyecknii oraer Ne: Date of Analysis: / JlaTa anaynsa: 03-07-2023
2002FP23001561
Mfg. date: / lara npoussoacTa: 06/2023 Exp. date: / Cpok rogHocTH: 05/2026
Analysis performed according ND / Anam3 nposeaen no HJI: JII1-003998-301220
S.No/ " '
Ne Test / Tecr Result / Pesysibrar Specification / Conenndukanus
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. / [lo 10 xaricyn B 6nmcrepe | carton. / [lo 10 xancyn B Onumcrepe us
w3 ([TA/AJVTIBX)  Qomeru /| (TTA/AJVIIBX) donbrm / anroMuHueBOM
amoMunuesoit  Qomeru.  Ilo 3 | domsru. [lo 1, 3, 8, 10 6aucTepos BMecTe
OnHcTepa BMECTE C MHCTPYKUMEH | C MHCTPYKIMEH MO NPMMEHCHUIO B MadYKy
0  TPUMCHECHMIO B  MA4Ky | KAPTOHHYIO.
KapTOHHYO.
12 | Labeling / Mapxmuposka | According to ND /B coorsetcteim ¢ H/|
13 | Storage conditions / At temperature below 25 °C. / [Ipu remneparype He Boe 25 °C.
XpauneHue
14 | Shelflife / Cpok 3 years /3 roaa
rOAHOCTH

Remarks : The Product confirms to ND/
Npumeuanue: [poayxr coorsercTyeT TpeboBarmsiM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHQO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's Q¢

Title

B2301913

Document No.
- Version

QUA-FT02-2322
- 1.0, CURRENT

Approved Date

04-Jul-2023

Latha Dasi

03/07/2023

Printed By: K Narayana Swamy

Prepared By P00021162
21:45:26
Reviewed And P00034556 V Krishna Nimmakayala| 04/07/2023
Approved By 10:05:15
Approved By QA P00019846 K Narayana Swamy 04/07/2023
17:10:41
Page 7 of 7

Printed Date & Time (IST):  04-07-2023 17:11:30




