Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyJibl ¢ MOAH$HUHPOBAHALIM BbIcBOGOKACHHEM, 30 MIr+20 Mr

Batch No.: / Cepua Ne: B2302304 Batch Quantity: / O6bem napTun: 1250000 NO
AR. No.: / Anaaurnyecknii oryer Ne: Date ot Analysis: / JaTa amanuza: 26-08-2023
2002FP23001981

Mfg. date: / /lata mpou3BoacTBa: 07/2023 Exp. date: / Cpok rognocrn; 06/2026

Analysis performed according ND / Auasns nposenen no HJI: JIT1-003998-301220

S.No /

No Test / Tect

Result / PesyasTaT

Specification / Cnennduxanusn

1 Description /Onucanune

‘1’ size hard gelatin capsule with
clear transparent cap and body
]13\Jing @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. /

Teepable JKENATUHOBBIC
npozpauHble GECLBETHbIE KancyJbl
pazmepa 1 ¢ MapKUPOBKOH 4EpHOro
usera

« Y DR REDDY’S» na
KPbIIICYKE KarncyJibl u
MapKUpOBKOM  KpacHOTO  LIBETA
«OMEZ-DSR» Ha KopIyce
kancynsl. Coaepmumoe  Kanecys:

chepuueckle nemieTbl 0enoro U
KOPUUYHEBOI'O L[BETA.

‘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. /

Teepable
OecLBeTHblE
MapKUpOBKO

« 7Y DR. REDDY’S» Ha KpblLLIEYKE
Karncybl ¥ MAPKUPOBKOI KpaCHOro LiBeTa
«OMEZ-DSR» Ha Kopryce KamncyJibl.

XKENATMHOBbLIE  MPO3PAUHBIE
Kancyael pasmepa 1 ¢
4EpHOro uBera

CopmepxumMoe  Kamcynx:  cdepuyeckue
IIeJUTETHL OT 6eIoro 10 cepoBaTo-0eI0ro H
OT  KOPUYHEBOIO [0  JKEJITOBaTO-

KOPUYHEBOIO LIBETA.

2 | Identification /
Ilop1uHHOCTDH
Omeprazole and
Domperidone (By HPLC)
/ Omerpasout u
Homnepumon (BDXKX)

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._/l_BpeMena yjaepxuBanus
OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpEMEHAM  YJEPXKUBAHUA  [THKOB
OMeEmpaszofia M IOMIEPHIOHA Ha
XpOMaTorpamMe CTaHIaPTHOTO
pacTBopa (pazzen
«KonuuecteeHHOE OnpeieneHye»).

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. / BpemeHna
YACPKUBAHUA OCHOBHBIX NMUKOB Ha
XpOMATOrpaMMe HCIIBITYEMOIO PacTBopa
IO/DKHEI  COOTBETCTBOBATL — BPEMEHAM
YACPXKUBAHUA TIUKOB OoMeIrpasona U
JAOMIICPUAOHA Ha Xpomarorpamme
CTaHJaPTHOrO pacreopa (paznen

«KonuaecTBeHHOE ONIpEeNIeTICHHE» ).

Remarks : The Product confirms to ND/
IIpumeuanue: [poaykr coorsercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3aknouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IHpoaykt: Omes® ICP, kancynbl ¢ MOARGHIHPOBANNLIM BbICBODOXKACHHEM, 30 mr+20 mr

Batch No.: / Cepna Ne:

B2302304

Batch Quantity: / Oobem mapTuu: 1250000 NO

A.R. No.: / AnaauTudeckuii otuer Ne:
2002FP23001981

Date of Analysis: / laTa anannza:  26-08-2023

Mfyp. date: / laTa mpou3BoacTBAa:

07/2023 Exp. date: / Cpok rognocru:  06/2026

Analysis performed according ND / Ananns nposenen no HJ/I: JI1-003998-301220

Ne

S.No /

Test / TecT

Result / Pe3yabTrar

Specification / Cnennd ukanus

3

Average weight of the
net content / Cpenusis
Macca CoAepKIMOro
KANCYJ

372.06 mg /372,06 mr

369.0 mg £ 10 % (332.1 to 405.9 mg) /
369,0 mr + 10 % (o1 332,1 no 405,9 mr)

Water / Boga

1.3% w/w /1,3%

Not more than 4.0 % w/w / He 6onee 4.0
%

Uniformity of dosage units

/ OqHOPOAHOCTH JO3HPOBAHHS

Omeprazole / 7.1/171 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / ITokazarens
npuemieMoctd (AV) nomkeH ObITh He
6omnee 15,0.

Domperidone / 7.6/17,6 The acceptance value (AV) should be

JomnepynoH

less than or equal to 15.0 / TTokazarenn
npuemsiemoctu (AV) nosmxeH GbITh He
6omee 15,0.

Remarks : The Product confirms to ND/
Ipameuanue: Tpoaykr coorsercrByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue;: ONOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykT: Omes® JICP, kancy/bl ¢ MOAHG MUHPOBAHNBIM BLICBOGOKACHHEM, 30 mr+20 mr

Mfg, date: / laTta npousBoacTBa;

Batch No.: / Cepua Ne: B2302304 Batch Quantity: / O6bem napruu: 1250000 NO
A.R. No.: / Anasmurnuecknii oruer Ne: Date of Analysis: / laTta ananuza: 26-08-2023
2002FP23001981

07/2023 Exp. date: / Cpok rognocrn:  06/2026

Analysis performed according ND / Auasnz nposeaen no HJI: JI1-003998-301220

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

Highest individual
unknown impurity / JIro6as
equHUYHAas
HEUJEHTHPHUNPOBAHHAS
MpHMech

Total impurities /
CymMa npumMeceit

Not detected / He obnapyxeHa

Less than LOQ (LOQ = 0.013%) /
Huxxe npejena KOJMYECTBEHHOO
onpeneneus (IIKO = 0,013%)

Not detected / He obHapy»xena
Less than LOQ (LOQ = 0.010%) /

Huoke npeaena konuuecTBeHHOro
onpeaenenns ([IKO = 0,010%)

0.04% / 0,04%
Not detected / He oOHapysKeHa
Less than LOQ (LOQ = 0.012%) /

Huxe npegena KoaM4ecTBEHHOTO
onpeaenenus (ITKO = 0,012%)

0.10%/ 0,10%
Not detected / He oGHapyeHa

Not detected / He oGHapyeHa

0.2%/0,2%

JS;ONO / Test/ Tect Result / PesyabTat Specification / Cneuuduxanus
6 [Related substances / Poncrsennnie npumecH
Omeprazole /
Onenpasona: 0.01%/0,01%

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 6o1ee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

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

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

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

7 [Residual solvents/ OcraTounble oprannyecKue PACTBODHTEIH

Methanol /
Meranon

Methylene chloride /
MeTunenxnopun

10 pg/caps / 10 mxr/karncymna

Not detected / He oOHapyxena

Not more than 1107 pg per capsule /
He 6osiee 1107 Mkr Ha kancyJy

Not more than 221 pg per capsule /
He 6oJ1ce 221 MKT Ha Kamncyay

Remarks : The Product confirms to ND/
IIpumeyanme: TTpoaykr coorsercreyer Tpebosanusm HJI

Opinion : APPROVED
3axmawouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 7

Printed Date & Time (IST):

28-08-2023 17:53:50




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoayxt: Omes® NCP, kancyiasl ¢ MoguGuuUPOBAHHLIM BbICBoO0KAcHHeM, 30 Mr+20 Mr

Batch No.: / Cepus Ne: B2302304 Batch Quantity: / O6beM napruu: 1250000 NO
A.R. No.: / AnaanTugecknii oryer Ne: Date of Analysis: / AaTa anaauza: 206-08-2023
2002FP23001981

Mfg. date: / laTta npon3BoacTBa: 07/2023 Exp. date: / Cpok rognocrn: 06/2026

Analysis performed according ND / Auanns nposeaen no HJI: JII1-003998-301220

S.No /

No Test / Tecr

8 |Dissolution / PacrBopenne

Result / Pesynurar

Specification / Cnennduxauns

a) Omeprazole /
Owmeripazost

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

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

7%, 6%, 7%, 5%, 9%, 5%

95%., 96%, 93%, 94%, 95%, 94%

i.  Not more than 15% of the labeled
amount of Omeprazole (C,7H;sN30;S)
is released after 2 hours. / He 6onee 135
Y% OT (haKTHUECKOrO COACPIKAHMS
omenpasoJia (C17H19N3038) Hepes 2y,

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;7H;oN3;05S)
is dissolved in 30 minutes / He Menee
70 % (Q) oT HOMUHAIBHOTO
coaepykaHus omenpasona
(C17H19N3O3S) 4epes 30 muH.

b) Domperidone /
JomnepuaoH
I3t hour / wepes 1 4
4% hour/ vepez 4 4

8t hour/ gepes 8 u

12t hour/ yepes 12 u

25%, 26%, 26%, 27%, 28%, 27%

62%, 64%, 66%, 69%, 60%, 59%

83%, 88%, 89%, 95%, 88%, 84%

94%, 97%, 98%, 97%, 98%, 99%

In 0.1IN HCI /B 0,1 M pacteope
XJIOPUCTOBOAOPOIHON KUCNOThL:

Between 15 % and 40 % / ot 15 % nmo 40
%

Between 30 % and 70 % / ot 30 % no 70
%

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

Not less than 70 % / e menee 70 % of the
labeled amount of Domperidone
(Cy,Ho4CINSO,) / 0T HOMMHAIBHOTO
CO/ICPIKAHHS AOMIICPHUAOHA
(CoH4CINsO,)

Remarks : The Product confirms to ND/

IIpumeuanne: [poaykT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne; OJJOGPEHO

WI-GLOB-QA-0669-1.0
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

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

Ipoaykt: Omes® ICP, kancyJibl ¢ MOXHGHIHPOBANILIM BLICBOOOkAenneM, 30 mr+20 mr

Batch No.: / Cepusi Ne: B2302304 Batch Quantity: / O6bem napTuu: 1250000 NO
A.R. No.: / Ananurndecknii oruer No: Date of Analysis: / Jlata anaauza:  26-08-2023
2002FP23001981

Mfg. date: / Jlara nponssojcrsa: 07/2023 Exp. date: / Cpok roaunoctn: 06/2026
Analysis performed according ND / Apaans nposegen no HJL: JII1-003998-301220

%ONO / Test/ Tect Result / PesyabTar Specification / Cnennd uxanus
9 Assay / KosinuecTBeHHOe OTIpeaeseHue
A. Omeprazole / 19.62 mg / 19,62 mr A. Not less than 18.0 mg and not
Owmenpason (98.1%/98,1%) more than to 22.0 mg of
C17H19N303S (Omeprazole) (90.0
t0 110.0 % of label claim) per
capsule / Or 18,0 mr xo 22,0 mr
C17H9N;0;3S (omenpaszou) B
kancyse (ot 90,0 5o 110,0 % ot
B. Domperidone / 30.17 mg /30,17 mr HOMHHANBLHOIO COACPIKAHUS),
0, 0,
Hlownepiion (100.6% / 100,650} B. Not less than 27.0 mg and not
more than 33.0 mg of
CnHuCleOz (Domperid 0ne)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr xo
33,0 Mr C22H24CIN502
(moMmepnaoH) B KamcyJie (oT
90,0 5o 110,0 % ot
HOMMHAJILHOIO COAEPKAHUS).
10 [Microbial limits / Muxpo6uosornueckas 1ucroTa
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g/
count / Obuiee YyucIo Memnee 10 KOE/r He 6onee 1000 KOE/r
a’poOHBIX
MHKPOOPraHU3MOB
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
O6uyee uncio
JIPOMCKEBBIX U
NINECHEBLIX IPUOOB
¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g /
OtcyTcTByeTB 1 T OtcyteTBue B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanmne: TTpoagyxrt coorBeTcTBYET TpeboBanam HJ 3akiaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykTt: Omes® JICP, kancyJibl ¢ MOAHPHUHMPOBAHNEIM BbicBOOOKAeHHEM, 30 Mr+20 Mr
Batch No.: / Cepus Ne: B2302304 Batch Quantity: / O6bem maprun: 1250000 NO
A.R. No.: / Ananurudecknid oruer Ne: Date of Analysis: / lata anammza: 26-08-2023
2002FP23001981
Mfgo. date: / JaTa nponsBoacTBa: 07/2023 Exp. date: / Cpok rogHocru: 06/2026
Analysis performed according ND / Auajins nposeaen no HJIL: JIT-003998-301220
S.No/ e
N Test / Teer Result / PesyaLrar Specitication / Conennduxanus
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. / Ilo 10 karicyn B 6nuctepe | carton. / [lo 10 xarncynm B Onwcrepe u3
us  (IIA/AJ/NIBX)  ¢omeru /| (TTA/AJI/NBX) doneru / anromMuHueBO#H
amomunnesoit  ¢onern.  ITo 3 | doasru. Tlo 1, 3, 8, 10 Gancrepoer Bmecte
GaucTepa BMECTe C WHCTPYKLMEH | ¢ MHCTPYKUMEH M0 MPUMEHEHHIO B MavKy
0  TPHUMEHEHHIO B  IIa4Ky | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkunposka | According to ND /B coorserctaun ¢ HJ|
13 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbie 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 ropa
rOJAHOCTH

Remarks : The Product confirms to ND/
IIpumeuanue: Tpoaykr coorseTcTByeT Tpebosanuam HJ{

Opinion : APPROVED
3axkmouenune: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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