Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpopykr: Omes® JICP, kanicysibl ¢ MoaRGHUMPOBARNLIM BLIcBOOO#Iennem, 30 Mr+20 Mr

Batch No.: / Cepna Ne:  B2302303 Batch Quantity: / O6sem mapruu: 1250000 NO
A.R. No.: / Anaaurnueckuii oraet No: Date of Analysis: / [laTta ananmusza:  26-08-2023
2002FP23001971

Mfg. date: / Jlara npoussojcrea: 07/2023 Exp. date: / Cpox voguocru:  06/2026

Analysis performed according ND / Ananus nporenen mo HJI: JIIT1-003998-301220

S.No /

o Test / Tect

1 Description /Onucanue

Result / PesyabraT

Specification / Cnenuduxauns

‘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. /

Trepavle JKeJIaTHHOBLIC
TIpo3pavHble GeclBETHBIC KATICYITBI
pasMepa 1 ¢ MapKHpPOBKOH HEepHOTro
nBeTa

« Y DR REDDY’S» ma
KpPbILIEIKE KarcyJibl H
M apKHpOBKOf;I KpacHoro 1IB€TA
«OMEZ-DSR» Ha KopITyce
Karicynbl.  CojepxumMoe — Karncyit:

chepryeckre MeNIeTsl Oemoro
KOPHUYHEBOTO 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. /

Trepnwie
OeclBETHLIE
MapKHpPOBKOM

JKENTATUHOBLIE  [PO3pavyHbIe
Kancynel  pasmepa | ¢
YEepHOTo 1pera

« 7Y DR. REDDY’S» Ha KpBILLIEYKE
KamcyNmsl 1 MapKHPOBKOH KPaCHOTO LIBETA
«OMEZ-DSR» Ha KxopIyce KarllCysl.
Comepxkumoe  Karicyll:  cdepryecKie
TenteThl oT 6eJ1oro Ko cepoBaTo-6enoro v
OT  KOPHYHEBOTO 70  2KCJITOBATO-
KOPUYHEBOTO 1IBETA.

2 Identification /
IMoaunHOCTD
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jlommepuion (RIKX)

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.(]/[]BpeMeHa ymaepKHBaHWs

OCHOBHBIX IMUKOB Ha
XpoMaTorpaMMe HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpEéME€HaM  YACpPXKHWBaHHUSA  TIUKOB

oMeTipazoiia W JOMTIEpHIOHA Ha
XpoMarorpaMmme CTaHapTHOTO
pacTBopa (pazmen
«Konn4ecTBeHHOE OTIpEIeNICHIER).

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. / Bpewmena
yAEPKUBAHMA  OCHOBHBIX IIMKOB  Ha
XpOMaTorpaMmme WCHBITYEMOTO pacTBOpa
JIOJKHBl ~ COOTBETCTBOBATbL  BpEMeEHam
YACPKUBAHMSA [MHKOB OMeTpazoiia |
JIOMIepHIOHA Ha XpoMaTorpamMmme
CTaHJIapTHOTO pacTBopa (pazmen

«KosuuecTBeHHOE O peaeci eHHe»).

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooreercTeyer TpeboBannsam HJI

Opinion : APPROVED
Zaxmoyenne: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JICP, kancyasl ¢ MOAHGHUUMPOBAHHBIM BLICBOOOKAcHHEM, 30 MI+20 Mr

Batch No.: / Cepus Ne:  B2302303

Batch Quantity: / Oobem mapruu: 1250000 NO

A.R. No.: / Anaauruyeckuii oTueT No:
2002FP23001971

Date of Analysis: / [lata anaauza:  26-08-2023

Mfg. date: / laTa mpousBoacTBa:

07/2023 Exp. date: / Cpox rognoctu:  06/2026

Analysis performed according ND / Anannz nposegen no HJI: JIT1-003998-301220

S.No /

No Test / Teer

Result / PesyabsTaTt

Specification / Cnenndpuxanns

3 Average weight of the
net content / Cpennsist
Maccea conep;KuMoro
Kancyn

375.94 mg/ 375,94 mr

369.0 mg £ 10 % (332.1 to 405.9 mg) /
369,0 mr = 10 % (ot 332,1 20 405,9 wr)

4 |Water/Bonxa

1.3 % wiw/1,3%

Not more than 4.0 % w/w / He Gonee 4,0
%

5 |Uniformity of dosage units / OqHopoaHOCTH 103MPOBAHHSA

Homnepunon

Omeprazole / 8.2/8,2 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / IToxasartens
npuemieMoctH (AV) nonsxken ObITh He
6onee 15,0.

Domperidone / 6.0/6,0 The acceptance value (AV) should be

less than or equal to 15.0 / TTokazaTens
npuemaemocty (AV) gonxeH GbITh He
Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: [TpoaykT cootrercTBYET Tpeborannsm HJI
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoayxr: Omes® JICP, kancynbl ¢ MOAH(PHIUHPOBAHHBIM BBICBO0OK 1eHAEM, 30 Mr+20 Mr

Batch No.: / Cepus Ne:  B2302303 Batch Quantity: / O6bem mapTun: 1250000 NO
A.R. No.: / Ananurnyeckunii orger Ne: Date of Analysis: / lata ananmmuza:  26-08-2023
2002FP23001971

Mfg. date: / [lara nponsBoicTBa: 07/2023 Exp. date: / Cpok roanocru:  06/2026

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

;’FO / Test / Tect Result / PesyabTaT Specification / Cneunduxamnn
6 |Related substances / PoacrBennbie npumecn
Omeprazole /
Omenpaszona: 0.01%/0,01%

. Not detected / ne oOHapyskeHa Not more than 0.50 % / He 6osee 0,50 %
Impurity 1 /npumecs 1 070" 6 0204 Not more than 0.50 % / He 6onee 0,50 %
Impurity 2 / npuMecs 2
Impurity 3 / npumecs 3 Not detected / ne obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impuri ty 4/ np vivech 4 Less than Limit of Detection (LOD = |Not more than 0.50 % / He 6osee 0,50 %
Impuri ty 5/ npnmem, 5 0.003%) / Hike mpenena Not more than 0.50 % / He 6onee 0,50 %
Do}:nperi donep/ obHapyxenus (ITO = 0,003%)
fﬁ”‘u':fg”z"/”;"me% o [003%/0,03% Not more than 0.50 % / He Gonee 0,50 %
Imp urity B /anMer B Not detected / He oGHapykeHa Not more than 0.50 % / He 6omnee 0,50 %
Img urity C / ng mech C Less than LOQ (LOQ = 0.012%) /|Not more than 0.50 % / He 6omee 0,50 %
Impurity D / npumech D Hwke npenena konuvectsenHoro|Not more than 0.50 % / He 6osnee 0,50 %
Imguri tyF/ n;?mvrecs F onpenenenns (IIKO = 0,012%) Not more than 0.50 % / He 6omee 0,50 %

0.08% / 0,08%
. e Not detected / He o6HapyxeHa
Highest 1n'd1v1dL'1al Not more than 0.20 % / He 6omee 0,20 %
unknown impurity / JlroGast
| ———— Not detected / He o6HapyseHa
HeHIeHTH(PHIIHPOBaHHAS
nprMech
Total i iti
C;th;”g;“;;‘;Se; Not more than 2.5 % / He Gonee 2,5 %
0.1%/0,1%
7 |[Residual solvents/ OcraTounble opraHuyeckue PacTBOPUTETH
Methanol / 9 ng/caps / 9 mxr/kancymna Not more than 1107 pg per capsule /
MeTtanon He 6osiee 1107 Mkr Ha KancyJy
) Not more than 221 pg per capsule /
Methylene chloride / Not detected / He oGHapy»keHa He Gontee 221 MKT Ra Kancy:y
MeTunenxnopna

Remarks : The Product confirms to ND/
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, xancyisl ¢ MOAHGHIMPOBAHHEIM BEICBOOOKAeHHEM, 30 Mr+20 mr

Batch No.: / Cepus Ne:  B2302303 Batch Quantity: / O6sem maprun: 1250000 NO
A.R. No.: / AvajmTu4ecKHii oTder No: Date of Analysis: / lata ananuza:  26-08-2023
2002FP23001971

Mfg. date: / [laTa npou3Bo/ACTBA: 07/2023 Exp. date: / Cpok rogaoctu:  06/2026

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

;ZFO / Test / Tect Result / PesyasTaT Specification / Cnennduxauns
8 |Dissolution / PacTBopenue
a) Omeprazole /
Owenpazon
i. Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pacrBope amount of Omeprazole (C,;,H,,N;0;S)
XJIOPUCTOBOJOPOHOI 3%, 9%, 6%, 6%, 8%, 9% is released after 2 hours. / He 6onee 15
KWCIIOTBI % OT (haKTHUYECKOTO COAEPIKAHMA
ii. Buffer stage (pH 6.8 aen sz (Cir MmN 0:5) iepes 272
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 93%, 94%, 95%, 94%, 92%, 94% amount of Omeprazole (C,,H,o,N;0;S)
is dissolved in 30 minutes / He menee
70 % (Q) OT HOMMHAJIEHOTO
coliepskaHus OMerpazona
(C|7H|9N303S) qepes 30 MuH.
b) Domperidone / In 0.1IN HCI/B 0,1 M pactBope
Jlommepumon XJIOPUCTOBOXOPOAHOMN KHCIIOTHI:
1t hour / uepe3 1 u 23%, 23%, 23%, 20%, 23%, 23% |Between 15 % and 40 % / ot 15 % 0 40
%
4% hour/ uepes 4 u 66%, 59%, 61%, 54%, 60%, 61% |Between 30 % and 70 % / ot 30 % mo 70
%
8 hour/ wepes 8 u 92%, 85%, 84%, 79%, 83%, 84% |Between 55 % and 95 % / ot 55 % 10 95
%
12" hour/ yepes 12 4 102%, 96%, 95%, 91%, 95%, 96% | Not less than 70 % / ne Menee 70 % of the
labeled amount of Domperidone
(C2,H,4CIN50,) / 0T HOMUHATILHOTO
cojiepKaHUs TOMIIEpHIOHA
(Cx2H2CINsO;)
Remarks : The Product confirms to ND/ Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyibl ¢ MogupHUHPOBAHHLIM BbICBOOOK/IeHHeM, 30 Mr+20 Mr _
Batch No.: / Cepnst Ne:  B2302303 Batch Quantity: / O6vem mapTuu: 1250000 NO
A.R. No.: / AHaanTHueckHii oTuer Ne: Date of Analysis: / Jata ananusza:  26-08-2023
2002FP23001971
Mfg. date: / Jlara mpoussoacisa: 07/2023 Exp. date: / Cpox rognocrn:  06/2026
Analysis performed according ND / Auanus nposenen o HJI: JITI-003998-301220

JS‘:(}\IO / Test / Tect Result / PesyabTat Specification / Cnenundpuxanus
9 Assay / KonmmuecTBeHHO€E onpe/ieleHHe
A. Omeprazole / 19.82 mg /19,82 mr A. Not less than 18.0 mg and not
Owmenpazon (99.1% / 99,1%) 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 10 22,0 Mr
C7H;4N3;05S (omenpazon) B
kancyae (ot 90,0 go 110,0 % or
B. Domperidone / 29.76 mg /29,76 mr HOMHHAJILHOTO COAeP3KAHHA).

o 0,
Howmeprzon (99.2%/95,2% B. Not less than 27.0 mg and not

more than 33.0 mg of
C,,H,4CIN;0O, (Dom peridone)
per capsule (90.0 to 110.0 % of
label claim) / Or 27,0 mr go
33,0 Mr CnHuCleOz
(1oMnepH0H) B KamncyJie (0T
90,0 no 110,0 % ot
HOMHHAJILHOT'O COJIeP KAHUA).

10 |Microbial limits / Mukpo6uosoruueckas 4ncToTa

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g/
count / O6uiee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
adpOOHBIX
MUKPOOPraHU3MOB

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

Ob11ee uucio
JIPOOKEBLIX H
TIJIECHEBEIX IpUGOB

¢) E. coli Absentin 1 g/ ¢) Shall be absentin 1g/
OrcytctByeTB I T OtcytcTBHE B 1 T
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [IpogykT cootBercTByeT Tpeboanmsam HJL Saxkiarouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykt: Omes® JICP, kancylibl ¢ MOAHGHIHPOBAHHBIM BbICBOOOKAEHNEM, 30 MI+20 Mr
Batch No.: / Cepus Ne:  B2302303 Batch Quantity: / O6sem mapruu: 1250000 NO
A.R. No.: / Anaaurdueckuii order No: Date of Analysis: / lara ananuza:  26-08-2023
2002FP23001971
Mfg, date: / JlaTa npousBoacrBa: 07/2023 Exp. date: / Cpok rognocru:  06/2026
Analysis performed according ND / Avaynz nposenen no HJI: JI[1-003998-301220
S.No/ I .
N Test / Tect Result / PesyaLrtar Specification / Cnenuduxanns
11 | Package / Ynakoska 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 xancyn B Gnucrepe | carton. / TTo 10 xancyn B Omucrepe w3
w3 (TIA/AJITIBX)  ¢omern /| (ITA/AJVTIBX) domeru / amoMunveroit
amomunuesol  ¢Gonerd.  ITo 3 | donsru. ITo 1, 3, 8, 10 6Gnucrepos Bmecte
fancTepa BMecTe C HHCTPYKLMeH | ¢ MHCTpYKUMEH Mo IPUMEHEHNIO B Navky
N0  NPUMEHEHUX B NAayKy | KapTOHHYIO.
KapTOHHYFO.
12 | Labeling / MapxupoBka | According to ND /B coorBerctBuu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbiue 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years/ 3 roma
TOAHOCTH

Remarks : The Product confirms to ND/
Mpumeyanne: [Ipoaykr cootsercTByet TpebosannsaM HJL
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