Uncontrolled Copy

Batch No.: / Ccpnﬁ Ne:

2002FP23002856

Mg, date: / [lava niponssoac i

CERTIFICATE OF ANALYSIS
CEPTHDOUHKAT AHAJMUSA

Product: Omez DSR, modified-relense cnpsu_les, 30 mp+20 mg /
Mpoaysr: Omes® ACP, kancyibt ¢ Moampranponauaniv ss1es06osicriess, 30 v t20 an
B2304039

AR, No.t / Anaannvccii oriaer Ne:

. Batch Quantity: / Odses naprum: I.?SL_HJO(]. NO
Date of Analysis: /7 Jlara anasmsa: 18-12.2023
11/2023 Exp. date: / Cpor roanoci: 10/2()26_:‘_

Analysis performed according ND / Avaints uposeien no Bz JITT-003998-301220

S.No /

N Test / T'ect

Result / PesyasTtar

Specification / Coeuprrgearmst

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. /

Tecpasie WKENNaTHHOBBIS
npospayHble OeCLBETHbIE KarCyIb
pasMepa | ¢ MapKUpPOBKOH YCPHOTO

LBECTA

« Y DR. REDDY’S» ma
KpBIIEYKE KATICYJTIBI n
MapKUPOBKOM  KPacHOrO  IBETA
«OMEZ-DSR» Ha KopIyce

karcynst,  CojepykuMo€e  Karcyo:
cdepudeckue nenneTss bGesoro u
KOPUYHEBOIQ 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. /

Teepasie
BecuBETHBIE

JKENATHHOBBIE  TIPO3PAYHbIE
Kancyael  pasmepa | ¢
MapKHUPOBKOH YCPHOI O LBeTa

« 7Y DR. REDDY’S» Ha KPBIMICYKS
KAIICYJIBL X MAPKHPOBKOM KPACHOTO [IBETA
«OMEZ-DSR» Ha xopmyce Karcybl.

Comepxumoe  xameym:  cdiepudeckue
nemeTs 0T 0630ro 40 cepoBaTo-6enoro u
OT  KODMYHEBOTO  AC O KeNTOBATO-

KOPUYHEBOrO LIBETA.

2 Identification /
HonumocTs
Omeprazole and
Domperidone (By HPLC)
/ Omenipason u
Aomnepnmon (BIXX)

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.(0/OBpeMena  yaepxuBaHus

OCHOBHBIX ITUKOB Ha
XpoMaTorpaMMe HCTILITYEMOrO
pacTBopa COOTBETCTBYIOT
BPCMEHAM  YACPKUBAHMA  IUMKOB

OMCITpa30jIa ™  JAoMIICpUHACHA Ha
XpOoMaTOrpaMme CTaAHIAPTHOI'O
‘pactBopa (paszen

«KomHiecTBEeHHOE OTIPEAEICHUC)).

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. / DBpemeHa
YACPXKUBAHUA  OCHOBHBIX  ITUKOB  Ha
XpPOMaTOrpaMMe HCITBITYEMOIO pacTeopa
JOJDKHBY COOTBCTCTBOBATH BDPEMECHaAM
VACPKUBAHMAL [TMKOB  OMEIPasona M
AOMITIEPHAOHA Ha XpoMaTorpaMme
CTAHAAPTHOTO pacTtBopa (pasmen

«KonHuecTBEHHOE ONPEACNIEHMEY).

Remarks : The Product confirms to NI/
Mpuveuanne: Hponykr coorsercrsyet TpeboBarmam HJL
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Jamouensne: OJJOBPEHO
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Uncontrolled Copy

Product: Omez DSR, modified release cnpsufés, 30 mg+20 mg /
Tipouayk : Omes® JICP, kaneyant © moandinapoBaHuLIv sLicsoboauennen, 30 mrd20 s

CERTITICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

Badch No.: / Cepin No: B2304039

2002FFP23002856

Mfa. date: / Jlata npoussojacini:

AR No.: / Atnsanmeeeicii otrer No: _ Date of Analysis: / Jlava anamsa. 18-12.2023

| Batch Quantity: / O6nem nap TZ__‘S{_}U()” NO

11/2023 Exp. date: / Cpok roguoctu:  10/2026

Analysis performed according ND / Auams nposeren no HJL: JIM-003998-301220

S.No/

Ne Test / Tecr

Result / Pesynsrar Specification / Cneunduxcapnsn

3 Average weight of the
net content / Cpenuisis
MACCA COACPIKHMOr0
Kancy.n

363.45 mg /363,45 Mr 369.0 mg * 10 % (332.1 to 405.9 mg) /|
369,0 mc £ 10 % (o7 332,1 mo 405,9 mr)

4 |Water /Bojxa

1.2% wiw / 1,2% Not more than 4.0 % w/w / He Gonce 4.0
%

5 |Uniformity of dosage units / OqHopOIHOCTD X0O3UPOBALIS

Omeprazole /
Owmemnpazon

55755 The acceptance value (AV) should be
less than or equal to 15.0 / Tlokasarens
puemnemoctu (AV) nomxen 6eits He
6onec 15,0,

Domperidone /
Jomriepuaon

7.6/176 The accepiance value (AV) should be
less than or equal to 15.0 / Ilokasatens
npremeMocTy (AV) 10/wKeH ObiTh He
bonee 15,0.

Remarks : The Product confirms to ND/

[ Opuseaanue: [ponykr cootsercrayer Tpebopanusam HJ1 3akmouenue: OJOBPEHO

Opinion : APPROVED

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 2 of 7
Printed Date & Time (IST): 18-12-2023 17:40:39



Uncontrolled Copy

Product: Omez DSR, modified rel

2002FP23002856

Mpojyrr: Oses® JICP, Kancy/an ¢ MoAIIIPOBAHNLIN BLICBOGOUUIC
Balch No.: / Cepas Ne: B2304039
AR, No.t / Amammnecknii orier

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTH3A

ease capsules, 30 mg+20 my /

No:

11/2023

| Mig. date: / Jlara npousnojcroa:

ment, 30 nct20 me

Batch Quantity: / O6wem naprinz: 1250000 No
Date of Analysis: / /laTa anasmia:

| Exp. date: / Cpox rognocin:
Analysis performed according ND / Ananus nponeacn no HJL: JIIT-003998-301220

18-12 2023

102026

:'E’NO / Test / Tecr Result / Pezyabrar Specification / Coenmduarcargist
¢ |Related substances / PoacrBennbie MPUMECH o -
Omeprazole / R
Omenpazona:
y 0.01%/0,01% Not more than 0.50 % / He 6onee 0,50 %
}rmnpt;;::y é ; npﬁzgi:é Not detected / He oOHapy»xeHa Not more than 0.50 % / He 6onee 0,50 %
lmpurity 3/ npmecr: 3 0.02%/0,02% Not more than 0.50 % / He 6onee 0,50 %
lmpurity 4/ npumer 4 Not detected / He 06HapysweHa Not more than 0.50 % / He 6oriee 0,50 %
Imguritill 5/ gumeu 5 Not detected / ue o6HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Domperidone /
’;ﬁ”;’:ﬂ’"ﬁ‘;ﬂs:mc% A Not detected / He obHapy keHa Not more than 0.50 % / He Gosnee 0,50 %
1 mp urity B/ p“Me% B Not detected / e o6HapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Imp urity C /Hp“Me% C Less than LOQ (LOQ = 0.012%) /[Not more than 0.50 % / He 6onee 0,50 %
I mpu ritif, D/ npmw% D Huwxe npexena kanmdectsennoro|Not more than 0.50 % / He Gomee 0,50 %
Imp urity F/ np"Mer F orpeaenenns (ITIKO = 0,012%) Not more than 0.50 % / He 6onee 0,50 %
PSR 0.10% / 0,10%
SR T Not detected / He 06HapykeHa
Lllil%:llf)i\t/r]lnl(:lvfx}:g} / ThoBas Not more than 0.20 % / He 6onee 0,20 %
L etEHAs p Not detected / He obHapyxcHa
HEHJICHTHU(ULIPOBAHHAS
pUMech
E;ﬁl«:nrﬁ)ﬁ:ise; 0.1%/0,1% Not more than 2.5 % / He Gonee 2,5 %
7 |Residual solvents/ OcraToyHbIc opraHiyeckne pacrBopHTEN
Methanol / 3 pg/caps / 3 mrr/kancyaa Not more than 1107 pg per capsule /
Meranon He Gonee 1107 Mir na kaiicyny
» Not more than 221 pg per capsule /
Methylene chloride / Not detected / He obHapy»cHa He 6onee 221 mier HAa KANCYAY
MeruieHxnopua

Remarks : The Product confirms to ND/
[pumeyanue: IlpoayxT cooTBercTBYET TpeboBaram HJL

Opinion : APPROVED
3axkmouenne: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJNH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpuayk: Ones® JICP, kancyiinl ¢ MOARPHIMPOBARIILIM DLICBOGOIGEHIeM, 30 MI+20 air _
Batch No.: / Cepuna Ne: 32304039 Batch Quantity: / Ofsem naptuu: 1250000 NO
A.R. No.: / Anamrriucexuii oerer Na: Date of Analysis: / Jlara anaimsa: 18-12.2023
2002FP23002856
| Mifg. date: / Jlara nponzsoacTsa; [1/2023 Exp. date: / Cpox ropnocr:  10/2026 _ e
1 Analysis performed according ND / Auasms nposegen mo HJE: JITI-003998-301220

Test / TecT Result / PesyabTar Specification / Cneunduganus

S.No /
Ne

8 |Dissolution / PacrBopenne
a) Omeprazole/

Owmerpason

i. Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pacreope amount of Omeprazole (C;;H,sN50,S)
XJIOPHCTOBOAOPOAHOM 0%, 3%, 0%, 0%, 0%, 2% is released after 2 hours. / He Gonee 15
KHCIIOTHI % 0T (PAaKTHYCCKOTO COACPIKAHUS

ii. Buffer stage (pH 6.8 omempasona (Ci7H;9N3038) uepes 2 u.

phosphate buffer) / il. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 93%, 94%, 93%, 97%, 94%, 95% amount of Omeprazole (C;7H,sN;0,S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMMHAJIBHOTO

COICPKAHUA OMeIPasoia
(C|7H|9N303S) YIEpE3 30 mMumH.
b) Domperidone / In 0.IN HCI/B 0,1 M pactsope
JomnepuaoH XJIOPUCTOBOJAOPOAHOH KMCITOTEIL
15t hour / uepes 14 24%, 23%, 23%, 24%, 25%, 24% {Between 15 % and 40 %/ or 15 % no 40
%
4% hour/ uepes 4 4 56%, 48%, 50%, 51%, 54%, 55% [Between 30 % and 70 % / ot 30 % mo 70
%
8" hour/ uepes 8 u 80%, 69%, 72%, 75%, 77%, 78% |Between 55 % and 95 %/ ot 55 % no 95
%
12% hour/ wepes 12 u 91%, 81%, 85%, 89%, 90%, 90% | Not less than 70 % / ue menee 70 % of the

labeled amount of Domperidone
(CyH24CIN5O,) / 0T HOMHHAIEHOTO
COOEpCaHMs AOMIIEPUAOHA

(Cy:H,,CINSOy)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeaanne: [Ipoayxr cootsercrayer Tpebosanmsam HIL Jakmouenuc: OAOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

A.R. No.: / Anamaraiceryii oraer Ne: | Date of Analysis: / Jlata anamua; 18-12.2023

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIHM3A

Product: Omez DSR, modificd-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, Raney/io ¢ Mo W HHPOBIIIEIM m.nmuﬁu_m,u.mu,ru 30 mr 120 mr

Batch No.: / Cepust Ne: B2304039 Batch Quantity: / Qonem naprom: I;anﬂt_)(](‘_i NCO

20021 P23002856

M_fg_ date: / [lara uponssopcisa: 11/2023 Exp. date: / Cpox v woern: 102026
Analysis performed according NI / Anams nposcacit mo HJ1: JI1-003998-301220

S.No /

No Test/ Teer Result / Pesyabrar Specification / Coenubukanus
9 | Assay/ KJnnquTBalRe_oupc)(cueHuE_ R -
A. Omeprazole / 19.84 mg / 19,84 mr A. Not lcss than 18.0 mg and not
Omenpazon (99.2% 1 99,2%) more than to 22.0 mg of

C7H3N;0,38 (Omeprazole) (90,0
10 110.0 % ol label claim) per
capsule / Ot 18,0 mr 10 22,0 mr
C|7H|9N3O3S (OMCIl[)aIBO.l‘I) B
kancyJje (ot 90,0 10 110,0 % ot
B. Domperidone / 2991 mg /29,91 mr HOMHHAJILHOCG COACP2KAKRMST).
0, 0
Aommepunot (99.7%/99,7%) B. Not less than 27.0 mg and not

more than 33.0 mg of
Cy:H,4CINSO, (Domperidone)
per capsule (90.0 to 110,0 % of
label claim) / O1 27,0 mr a0
33,0 MI Cnl{uCleOz
{(nomuepunon) B kaucyJie (or
90,0 0 110,0 % oT
HOMHHANLIOC0 COACPRALIST).

10 |Microbial limits / Muxpo6moJiornyeckasi 4ucroTa

a) Total aerobic microbial 10 CFU/g / a) Not more than 1000 CFU/g/
count / Obmuce yucno 10 KOE/r He Goaee 1000 KOE/r
A3POOHBIX
MMKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g/
and mould count / Meuee 10 KOE/r He 6onee 100 KOE/r

O61nee uucno
IPONOKEBEIX H
TJTECHEBHIX TpruboB

¢ E. coli Absentinl g/ ¢) Shall be absent in 1g/
Orcyrcreyers 1 r OrcyrctBue B I 1
Remarks : The Product confirms to ND/ Opinion : APPROVED
Mpnmcuanne: [ponykt cootserctByCeT TpeOOBaHMaM HJL 3axinovenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Mpoyrr: Omes? ACP, kuucyint ¢ Monudeumposamnine suienobomiciies, 30 aik 20 i
Batch No.: / Cepust Ne: B2304039
AR, No.: / Anasmrrnuceruii oraer Ne:
2002FP23002856

| Batch Quantity: / Obvem mapring: IZSGOQ(j NO
18-12.2023

Date of Analysis: / Jlara ananusa:

_Mifg. date: / lara uponzsoacisa: 1172023 Exp. date: / Cpox roguoctn: 10/2026

Analysis performed according ND / Awanus npopeen mo HI: J1T1-003998-301220

SNo/|

Ne Test / Tect

Result / Pesyanrar Specification / Cnenndnxanus

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

11 | Package / YnaxoBka

and patient information leaflet in a
carton. / Ilo 10 xancyn B 6nuctope
ms  ([TA/AJVTIBX)  domseru  /
amoMuHueBo  goneru.  [lo 3
Gaucrepa BMECTE C WHCTPYKLMEH

blisters and patient information leaflet in a
carlon, / Ilo 10 wancyn B 6nu01epe u3
(TMA/AJVNIBX) donsru / amomunucBoii
Qonsru. Ilo 1, 3, 8, 10 Gnucrepos smecTe
© MHCTPYKUMEH 1O NMPUMCHCHMIO B MAYKY

Uncontrolled Copy

no  [PUMEHEHUMIO B TAYKY | KADTOHHYIO.
KAPTOHHYIO.

12 | Labeling / Mapkuposka | According to ND / B coorsercranu ¢ HJ1

13 | Storage conditions /
Xpanenue

At temperature below 25 °C. / [pu Temnepatype He Bbiue 25 °C.

14 | Shelf life / Cpox
T'0/,JHOCTH

3 years /3 roaa

Remarks : The Product confirms to ND/
Mpnmedanue: [poxyxr cooTBercTBYeT TpeboBarmam HIL

Opinion : APPROVED
3akmogenue: OJIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

—

Dr.Reddy's Q¢

82304039
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