AR, No.: / Anaa
2002FP230018(

Mfg‘ date: / Jlata npumsom.ma

Test [ Teer

1 Descriptio_n /Ouucanue

HTHYCCKHH OTYCT \J

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHATH3A

Product; Omez f}""vll mudl*md-xdt,ase capsules, 30 mg 20 mﬂi
pogykT: O Omes® ACP, kaneynbi ¢ MoqupunupoBaRHLIM BLICB 060K
Batch No.: :/ anm Na; BQJOZB(\Z

e B

0 .ff”()l"

Result / Pesynerar

‘17 size hard gelalin capsule with
clear ’trausparent cap and body
having ““ ¥ 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 MENATHHOBLIE
npospaunbie GeclBETHbIE KANCYJibl
pasmepa | ¢ MapkuposkoH uepHoro
uBeTa

« Y DR REDDYS» na
KPBILIEUKE KAnCybl H
MApKHPOBKOM  KpAacloro  UBeTa
«OMEZ-DSR» Ha KopIyce
kancynst. Copepyumoe  Kancys:

cthepuueckre nenaetsl Genoro u
KOPWYHEBOIO LBETA.

ICHHCM

| Exp xp. xf‘:{;._.l('pnn :u:gnmcm‘ -
Anal!sls per crfermed accordmg ND f AHajn3 NpoBeeH 1o HA: JIi I-{fﬂ ) :\--« 01220 _

30 sr+20 M

Batch Quantity: /__{)(’)utn_ napTHiL: _m;wl."SOO'O"(“) NO
Date of Analysis: / lata agaanza! 3]

07-2023 i

_' {)’@;ﬂm

Specification / Cneunqmmauun

‘1" size hard gelatin capsule with clear

¥

transparent cap and body having Ciie'd
and “DR.REDDY'S” printed in black ink on
the cap and “OMEZ-DSR” printed in red
mk on the body of capsule containing
white to grayish-white and brown to
vellowish brown spherical pellets. /

Teepable
fecuseTHLIC
MapKUPOBKO#H

HKENATUHOBLIE  PO3paUHbie
Kancynsl  pasmepa 1 ¢
YEpHOro Lgera

« 7Y DR. REDDY’S» na KpblLLletKe
Kancyiel U Maplcupomcoﬁ KpacCHOIo LBeTa
«OMEZ-DSR» Ha kopnyce Kancynel,
CogepxuMoe  Kancyin:  cepHUecKHe
TIeTUIETHE OT Dernoro Jo ceporarto-Gejtoro
OT  KODWYHEBOTO A0  JKEJTOBATO-
KOPWHYHEBOTO LBETA.

Identification /
Homnumnocth
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Homnepuzon (BIXX)

oo

The retention times of the main
peaks in the chromatogram of the
sample preparation corrcspond to
retention times of Omeprazole and

Domperidone  peaks in  the
chromatogram of the standard
preparation under
assay._/L_Bpemena ymepxupaHuMA
CCHOBHbIX MHUKOB Ha
XpoMATOrpamMme MCTIBITYCEMOrD
pacrsopa COOTBETCTEYOT

BpeMEHAM  YHEPXKUBAHHA  ITHKOB
OMenpasona W JOMIEpHIOHA Ha
KPOMETOrpamMMe CTAHAAPTHOrC
pacreopa (pasuen
«KonuyecTBeHioe OnpeseneHuen).

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
YOepKHBAIMA  OCHOBHBIX IHKOB Ha
XpOMaTOrpaMMe HCTBITYEMOr0 PacTBOpa
[O/KHBI  COOTBETCTEOBATH  BPEMEHAM
VIEDKHBAHKWA HHKOB  OMENpazona M
NOMMEpHAOHA Ha XpomMarorpamme
CTSHAAPTHOI'O pacrsopa (pasmen

«Komu4yecTBEHHOE OLIPENENeHHE ).

Remarks s : The Product confirms to ND/
Hpumeaanne: [ponyxr coorsercrayer Tpebosannsm H'
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CERTIFICATE OF ANALYSIS
CEPTHOUIA T AILAIA

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

Hpoeaykr: Omes® ACP, kancynt € Moanduunposannnm seicsoboxenney, 30 mrt20 mr i o
Batch ’\10 !Ccpm{ Ne: B23OZJU2 1 Batch Quantity: !061>m napmn __ 12;()0[){\ NO
"A.R. No.:/ Anaantndacexsii oraer Ne: Date of Analysis: / Jata anamuza: 31072023 |
'\C{ " '!"‘ )]

Wg. date: / Aata n_pgx—{'mn_‘zclj:i_;g_:_ ~ {T7/_2{}23 - Iu.p date / C‘poh TOHOCTH: 06 '2026__’“
Analysis performed according ND / Anajms nposenen no HJI: JIII 003998-301220 - _'"_ |

S.No/ Test / Tecr Result / Pesyanrar Specification / Cnennd wxannn

e o ’ anas
3 | Average weight of the 37378 mg /373,78 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpenusisn 309,0 Mr £ 10 % (01 332,1 a0 405,9 mr)
Macca CONePIKIUMOLo
Kaneyn
4 |Water/ Bona - 14% wiw [ 1,4% Not more than 4.0 % w/w / He Gonec 4,0
Y
5 Unifﬂﬂfn;i—fy of dﬂosauée units / Oauopuancc*rb ,HO?:PE}GBaHIIﬂ B i o T T
Omeprazole / | 637163 " The acceptance value (AV) should be
Owmenpazon less than or equal to 15.0 / TTokazarens
npremaemoct (AV) nomken 661ts He
Bormee 15,0,
" Domperidone/ . 6.9/6,2 | The acceptance value (AV) should be
Homnepumou less than or equal to 15.0 / [loxasaTens
npuemaemoctid {(AV) gonsiced BoiTh He
Bonee 15,0,
Remarks : The Product confirms to ND/ ~ 77 | Opinion : APPROVED -
Ipumeuanue: Tponyxr coorsercrayer tpebosanuam HJT 3ar-mm-1euue_:_q,ﬂ_()‘EPEH(_)_
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

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

5 Ipoaysr: Omes” ACP, kancyanic MOLHPUEBHDOBAREBIM BLICROGOKICHHEeM, 30 Mr+20 mr
Batch No.: iCeplm Ne:  B2302302 ] Batch Hu.mtm [ 061 eM r{apum 1250000 NO
A.R. No.: / Agaawrugecknil orvaer Ne: Date of \nalym £ Tara agaamia: 314 7-2023

2002FP23001807
Mfg. date: l;‘ﬁ;j;d nfegrﬁs&;ﬂu 07/2023 _ B x;_a d ie: /_t POK roaHoCTH: p(sz
Analvsm performed accardmg ND / Aﬂaﬂm 3 UPOBEJieH 10 HI; .HH-OO.J998 30 220

S.No/ |

foy Test / Tecy Result / Pesyantar Specification / Coenuduxanns
6 |Related substances / Pogcrsenusie HpHMECH N T o T
Ompfazr;lef_ a T T T
Onenpasona:
Tiomriee ] 1 dbkiieosT Not detected / ne 0Onapysxena Not more than 0.50 % / He Gonee 0,50 %
Impuriiy 27/ anMecb ? Not detected / He ofBapyxena Not more than 0.50 % / He Gomnee 0,50 %
Impurit:% 3/ anMecb 3 0.01%/0,01% Not more than 0.50 % / I1e Gonee 0,50 %
pumhy P Not detected / ne obnapyxena Not more than 0.50 % / He Gonee 0,50 %

Impurity 4 / nprmecs 4

S . _ . o
Impurity 5 / npemecs S Less than Limit of Detection (LOD = {Not more than 0.50 % / He 6onee 0,50 %

0.003%) / Hwxe npenena

?gﬁgﬁg’;fa/ o6mapyxenus ([10 = 0,003%)

rlmpurity A ng;lmecb A Not more than 0.50 % / He osnee 0,50 %

tiinty BY Aginae s 0.03%/0,03% Not more than 0.50 % / He 6onee 0,50 %
Not detected / ve oBuapyxena Not niore than 0.50 % / He 6onee 0,50 %

Impurity C / mpumecs C

Impurity D/ npumecs D Less than LOQ (LOQ = 0.012%) /{Not more than 0.50 % / He 6onee 0,50 %

Humxe npegena xonudecTeeHHoro|Not more than 0.50 %/ He 6onee 0,50 %

Lpunty ¥/ npamecs B onpegenennsa (KO = 0,012%)
: e 0.08% /0.08%
Highest individual g
unknown impurity / JiioGas Not detected / ne oBnapysena Not more than 0.20 % / He 6onee 0,20 %
eMHHUHaR
HeMeHTHANMpORAH AR Not detected / He o6Hapysena
[IpEMeCh

Total impurities /

Cymma npumecesi Not more than 2.5 %/ He 6onee 2.5 %

0.1%/0,1%

7 |Residual solvents/ Ocratounsie 0praummcuue pachopmeﬂu . E
Methanol / 5 pgleaps /5 mkr/kancyna Not more than 1107 pg per capsule /
MeraHosn He Gonee 1107 mxr ua xancymy

Not detosted / se obHapysmes Not more than 221 pg per capsule /

Methylene chloride / HHe Gonee 221 mKr Ha Kancysry
Merunenxnopus
B [ - S
[ Remarks : The Product confirms to ND/ ) | Opinion: APPROVED }’
Hpﬂméqa"ne HI)O,LWK'I‘ COOTBETCTBYET Tpe6osannm HI[ _ 3:1_1:..110%1me: OILOBPEIiO _ L i
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J Product: Omez DSR. modified- ;cie&‘;‘camu{ s, 30 me+2d mg/
Tpoaysr: Omes” JICP, kaneyre) ¢ MotaduIHpoBannsim BEICgotosenmem, 30 » mrtlsmr _
Batch No.: / Cepus Ne: B23(‘2302 Batch Quantity: ‘{Qf‘il' OAPTHU: 1250000 NO
,\_ R \n cl ANASTHTHTC xml wit oTyer Ne: o S Date of A.nzli}sis: /II\nTa anaauza:  31-07- ’(2'% o
2002FP23001807
Mfﬂ, date: / Laﬂ)uumun ra:__ 07/2023 ___p date: /Cpm. ro“;“nﬁ)cm _06/2026 B
| Analysis performed according ND / Auasms ﬂp(}BQ'I&H no FIJ; JI[1-003998-301220 |

Test/ Teer

a) Omeprazole /
Owmenpazon

/B 0,1 M pacrsope

KHCROThbI

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

ml;jw Domperidone“fm
Homnepugon

Isthour /gyepes 1 g

4% hour/ yepes 4 u

8™ hour/ yepes 8 u

12" hour/ wepes 12 4

Remarls : The Product confirms {o ND/
Ilpumesanne: [Iponykr coorsercreyer TpeGosanusn HJ

XNOpHCTOBOAOPOAHOR

l—)ism_iutienﬂl—PacmopeH He

i Acid stage (0.1N HCI)

CERTIFICATY, OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Result / PesynsraT

2%, (9%, 2%, (%, 0%, 1%

Iy e

96%, 98%, 9744, 957, 92594, 96%

bpemiuatmn / Cneunqmncaum

1. Not more than 15% of the labeled
amount of Omeprazole (C,,H;cN.0;8)
is released after 2 hours. / He Gonee 15
% or akrHyeckoro colepKarms
omenpasona (Cy7H;:N3O38) uepes 2 u.

il. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,HsN30;8)
is dissolved in 30 minutes / He menee
70 % (Q) oT HOMBHAJILHOTO

GOﬂep}KaHHﬁ omenpasona
(C]7H]5N3O3S) Hepes 30 Mun.

27%, 27%, 25%, 26%, 28%, 28%,
25%. 27%, 28%, 31%, 29%, 28%

Average (L+L2): 27%

73%, 73%, 59%, 63%, 69%, 64%,
62%, 65%, 61%, 65%, 68%, 68%

Average (L1+L2): 66%

80%, 85%, 82%, 87%, 89%, 87%,
81%, 93%, 90%, 90%, 84%, 85%

Average (L1+L2): 86%

88%, 93%, 92%, 95%, 97%, 94%,
91%, 99%, 98%, 92%, 101%, 94%

Average (L1+L2): 95%

In 0.IN HCI/ B 0,1 M pacrrope
XJIOPHUCTOBOIOPOAHON KMCNOThIL!

Between 15 % and 40 % / o1 15 % no 40
%

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

Between 55 % and 95 % / or 55 % mo 95
%

Not less than 70 % / we menee 70 % of the
labeled amount of Domperidone
(CuHyCINsO,) / oT HOMMHATBHOTO
COUEpIKAHMS JICMIIEPHAOHA
(CH24CINSOy)

]
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lled

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product:

Batch No.: / Ce_piiﬂ Ne:
| AR, No.:

RB2302302
[ AraauTuyeckuil oraer Ne:

' 20(;21:1)23(‘ 1807

Mfg__ate / Mara npomisoncrsa: 07,2
| Analysis pcrfm mcd accordmg ND A Aﬂmms IIPUBGJOH no HII: HH—003998—3{)§220

Omez DSR, moditicd-release capsules, 30 mp+20 mg/

Mpoxyxt: Omes® ACP, rancysi ¢ MoaHGHIAPOBALNLIM BhicBoGoxtemem, 30 mr+24 v
Bateh Quantity: /GﬁLe\x napruy:

1 Date of . &na.pm /Aam apaIIal

[S.No/
Ne

Test / Teer

Result / PesyasTar

9

Assay / KoamectsenHoe onpene.ﬂeﬂue

E\p date: ./ C pllh ropHoCTH!

A Omepramic /
Owmenpazon

B. Domperidone /
Jommepunon

1932 mg/ 19,32 m
(96.6% 1 96,6%)

2899 mg /28,99 mr
{06 6% /96 ).fn)

31-07-2023

06/2026

Specification / Cnennd mxauun

" A. Not less than 18,0 mg and not

more than to 22.0 mg of

C17H13N; 058 (Omeprazole) (90.0

to 110.0 % of label claim) per
capsule / Ot 18,0 mr po 22,0 mr
C;-,'lin}OgS (OMQHPHBOH) B
wancynxe (ot 90,0 xo 110,0 % ot
HOMHHARLHOrD CONECPIKAH M),

B. Not less than 27.0 mg and not
more than 33.0 mg of
C, 1, CIN:O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr pe
33,0 Mr ngI‘Izc‘CleOz
(mommepugon) B kanpcynae (ot
90,0 o 110,0 % ot
HOMBHZJILHOTO COASPIKAHUN).

250000NO

1
i

10

Microbial limits / MuxpoGuostornsecikas 4Hcrora

a) Total aerobic microbial |
count / Ob1ee gucro
a3po0HBIX
MHKPOODIaHH3MOB

b) Tolal combined yeasls
and mould count /
Obwiee yueno
JPOMIKEBLIX U
rrecteBLIX rpHbon

¢) E. coli

 Lessthan 10CFU/g/ |

Menee 10 KOE/r

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

Absentin 1l g/
OrcyTerByeTB I T

"2;)_—1?06}1:1‘0-1'6 than 1000 éFU/g /

He Gonee 1000 KOE/r

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

¢) Shall be absent in 1g /
OrcyrerBue B 1 1

Remarks : The Product confirms to ND/
Tipumeuanne: [Mpopykr coorecreraver TpeGoranusm HJ|
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJNZA

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

Mpoxyst: Omes™ JJCP, kaneyapi ¢ mogndunMposannsiy soeicsobongenmenm, 30 mr+20 mi
Batch Quantity: / Ofnem mapTan:
Date of Analysis: / lata anannsa;

Batch No.: / Cepun N2 B2302302
A.R. No.: / Anasuteyeckuil aryer Nog

| Exp. date: / Cpok roanocru: 06/2026

' I_2§( OO NO
3 1-07-_,1:5."3

' Z002FF23001807
Mg, date: / lara npoussoncrea; _ 07/2023
Analysis performed according ND / Auans nposenen o HJL: JI1-003998-301220
JS‘ZFOI Test / Teer Result / Pexyanrar
W-i_l_quacf(aég/ Ynakopka | 10 caps%;les in a {PA/A?;’PVC) 10
foil/aluminum foil blister. 3 blisters
and patient information leaflet in a
carton. / Ilo 10 xancym B Gnucrepe
m ([TAJAJVIBX)  domerw /
amomuunesoid  donerd. Ilo 3
Gnucrepa BMECTE C MHCOTPYKUMEH
0  NOpUMEHEHMIO B TIAYKY
KAPTOHHYIO.
12 | Labeling / Mapxuposka | According to ND / B cooTBeTcTaMM ¢ HI
13 | Storage conditions / At temperature below 25 °C. / [1pu Temmepatype Re Bbime 25 °C.
Xpanenue
14 | Shelf life / Cpox 3years/3roma
roAHOCTH

Specification / Crnenudwranus

capsules in  a (PA/AI/PV‘C)“
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet in a
carton, / Ilo 10 kancym r Gnucrepe w3

(MA/AJYTIBX) domera / anmroMwnwesoit
donwru. TTo 1, 3, 8, 10 Bavcrepor mecTe
C MHCTPYKLHEH N0 NPHMEHEHHIO B NauKy
KAPTOHHYIO.

Remarks : The Product confirms to ND/
Tlpameyanue: TTpoaykT cooreercTBYET Tpebosanusan HI
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