Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ICP, kancyianl ¢ MOTHMHIMPOBAHHLIM BhIcBoGoxkAeHNeM, 30 Mr+2( Mr

Batch No.: / Cepus Ne:

B2302963

Batch Quantity: / O6bem nmapTun:

12500080 |

2002FP23002221

| A.R. No.: / AHanaTugecknii oT9eT Ne:

Date of Analysis: / laTa aHanH3a:

26-09-2023

Mfg. date: / laTa npou3BoACTBA:

08/2023

Exp. date: / Cpok rogHocTu:

07/2026

Analysis performed according ND / Anann3 nposenen no HJI: JI[1-003998-301220

S.Neo/

N Test / Tect

Result / PesyasTaT

Specification / Cnenupuxanus

1 | Description /Onucanmne

‘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. /

Tsepasle JKEJIATMHOBBIC
npo3patHbele OGECLBCTHEIC KaNCyAbl
pasmepa | ¢ MapKHPOBKOH YepHOro
LiBETa

*
« X

KpblUIEYKeE

DR. REDDY’S» wa
KancyJssl M
MapKkUpOBKO#f  KpacHOro  LBeTa
«OMEZ-DSR» Ha KopIyce
xancynsl.  Comepikumoe  Kamlcyir:
chepudeckne mnennethl Genoro u

KOPHUYHEROI'O 1BETA.

‘1> size hard gelatin capsule with clear
transparent cap and body having “7Y”
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. /

TBepanle  KENATUHOBEIC  IPO3payHEIC
OccuBeTHRIE KamnCynkl pasmepa 1 ¢
MapKHPOBKOi YEPHOro uBeTa

« 7Y DR. REDDY’S» na KpEILICYKe
KaICyJIEl ¥ MapKHPOBKOH KPACHOrO LBETa
«OMEZ-DSR» Ha KXopmyce KarCyJIsl.
Copepxxumoe  xancyn:  cepuyeckue
NeJuIeTH oT 6eIoro 0 ceposaro-6eoro u
OT KODUYHEBOIO JO0  IKEITOBATO-
KOPUYHEBOTO LIBETA.

2 Identification /
TloaMHHOCTH
Omeprazole and
Domperidone (By HPL.C)
/ Omenpason u

Hommepunon (BOXX)

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.[J/0BpeMeHa yAepXKHBaHUA
OCHOBHEIX ITHKOB Ha
XpoMaTorpamMme HCIIRITYyEMOTO
pacTBopa COOTBETCTBYIOT

BPEMEHAM  Y/EPXKUBAHWA IIHKOB
oMempazona ¥ NOMIEPHIOHA Ha
XpoMaTorpamMme CTAHIapPTHOIO
pactBopa (pasmen
«KomriecTBEHHOE OTPEACIICHHUEY).

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
VIACP)XMBAHWS OCHOBHEIX TNHKOB Ha
XpOMATOIrpaMME HCIIEITYEMOIO DacTBOpa
JOIDKHEI ~ COOTBETCTBOBATh  BPEMEHAM
VACDKMBAHHA IMKOB OMENpa3ona H
JOMIIEPHIOHA  HAa  XpOMaTOrpamme
CTaHAAPTHOTO pactBopa (pasnen

«KOIM4eCTBEHHOE ONPEACIEHHE).

Remarks : The Product confirms to ND/
IIpumeganue: IIpoayxT cooTBeTcTBYET TpeOORaHMsIM HIT

Opinion : APPROVED
3axmouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Tponyxr: Omes® JICP, kancyJsl ¢ MOANGUIHPOBAHHEIM BhIcBoboxnennem, 30 Mr+20 mMr

Batch No.: / Cepus Ne: B2302963

| Batch Quantity: / O6bem mapTum: 1250000 NO

A.R. No.: / AnaanTHdeckuii orger Ne:
2002FP23002221

Date of Analysis: / llaTa ananmaa:  26-09-2023

Mifg. date: / laTa npon3BoacTna:

08/2023 Exp. date: / Cpox rogaoctu:  07/2026

Analysis performed according ND / Anann3 npoenen no HJI: JI1-003998-301220

S.No/

N Test / Tect Result / Pe3yanTaT Specification / Cnenndukxanus
3 | Average weight of the 369.97 mg / 369,97 Mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpegnas 369,0 Mr = 10 % (ot 332,1 10 405,9 mr)
Macca colIepKuMoro
KancyJ

4 |Water/Boaa

1.4% wiw [ 1,4%

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

5 |Uniformity of desage units / Oxnopoasocts 103upoBanus

Jommepunox

Omeprazole / 8.6/8,6 The acceptance value (AV) should be

Omenpason less than or equal to 15.0 / IToxasaremns
npuemneMocts (AV) HODKEH ORITh He
Gonee 15,0.

Domperidone / 1237123 The acceptance value (AV) should be

less than or equal to 15.0 / IToxa3arens
npuemneMocTH (AV) noipkeH ORITE He
Gouee 15,0.

Remarks : The Product confirms to ND/

ITpumeaanne: IIpoaykr cootBercTBYET TpeboBanmsm HJ[

Opinion : APPROVED
3axmogenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
TIponyxTt: Omes® JICP, kancysisl ¢ MOAMUIMPOBAHHEIM BaIcBoGokaenuenM, 30 Mr+20 mr

_Batch No.: / Cepus Ne: B2302963 Batch Quantity: / O6hem napTnn: 1250000 NO
AR, No.: / AnannTn9ecknii oT9eT Ne: Date of Analysis: / laTa amasmaa:  26-09-2023
2002FP23002221
Mfg. date: / JIaTa mpomn3BojacTBa: 08/2023 Exp. date: / Cpox rogHoctu:  07/2026

Analysis performed according ND / Ananu3s nposenen no HJI: JIT1-003998-301220

;ZQNO / Test / Tect Result / PesyanTaT Specification / Conennukanus
6 |Related substances / PojacTBeHHEIE IPUMECH
Omeprazole /
Omenpazona: Not detected / He oGHapyxeHa
. Not detected / He oGHapyxeHa Not more than 0.50 % / He 6oxee 0,50 %
;gpﬁg ; ; npngt; ; 0.02% / 0,02% Not more than 0.50 % / He 6onee 0,50 %
Impurity 3 /Hpme% 3 Not detected / He o6napyxeHa Not more than 0.50 % / He 6onee 0,50 %
Imguﬂty 4/ gmm 4 |Less than Limit of Detection (LOD = Not more than 0.50 % / He Gonee 0,50 %
Impurity S / rpenecs S 0.003%) / Huoxe npenena Not more than 0.50 % / He 6onee 0,50 %
Domperidone/ o6napy:xenna (I10 = 0,003%)
{fr’l’;":’n‘.’t’;":"/"""mm A [0:02%/0,02% Not more than 0.50 % / He 6oxee 0,50 %
Impurity B / npmuecr, g |Notdetected / ve obHapyxeHna Not more than 0.50 % / He 6onee 0,50 %
Impuﬁty & /"Pmm o |Less than LOQ (LOQ = 0.012%) /|Not more than 0.50 % / He Gonee 0,50 %
Imgurity D /npxmecL D Hwmxe mpenena xonudectserHoro|Not more than 0.50 % / He 6onee 0,50 %
Impurity F / n“;’mm ;  |onpenenesms (ITKO =0,012%) Not more than 0.50 % / He 6oxee 0,50 %
0.07% / 0,07%
. aE . Not detected / He 0OHapyxcHa
H s
]]ghzx"i(:;;ﬁ.li / Thobas Not more than 0.20 % / He Goxee 0,20 %
. Not detected / He 06HapyxeHa
HEMACHTAPHUIHPOBAHHAS
IpUMeECh
Total impurities / o o 5 5
Cymma mpamecedt 0.1%/0,1% Not more than 2.5 % / He 6oxee 2,5 %
7 [Residual solvents/ OcraTounble OpraHuIecKye paCTBOPHTEIH
Methanol / 4 pg/caps / 4 Mxr/kancyna Not more than 1107 pg per capsule /
Meranon He Gostee 1107 Mxr Ha Kancyay
) Hotidetestedy ReroOunnascan Not more than 221 pg per capsule /
Methylene chloride / He Gostee 221 MKT Ha KanNcCyJIy
Merunenxnopug

Remarks : The Product confirms to ND/
IToumegarme: IIpoaykT coorseTcTBYET TpeboBaHmaM H]I
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Uncontrolied Copy

CERTTFICATFE OF ANAT.YSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponykt: Omes® JICP, xancysnl ¢ MOTHGHUOMPOBIHHBIM BLICBOGoKTeHHeM, 30 Mr+20 Mr

Batch No.: / Cepust Ne: B2302963 Batch Quantity: / OGbem napTun: 1250000N0 |
A.R. No.: / AHanuTndeckuii oTaeT Ne: Date of Analysis: / laTa ananu3a:  26-09-2023
2002FP23002221
Mfg. date: / laTa npousBoacTBa: 08/2023 Exp. date: / Cpox rogaoct:  07/2026
Analysis performed according ND / Auasn3 nposenen no HJI: JIII-003998-301220
S.Neo/ N
N Test / Tect Result / PeayanTaT Specification / Cienuduxanusg
8 |Dissolution / PacTBopenne
a) Omeprazole /
Omenpason
i, Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pactBope amount of Omeprazole (C17H19N30,S)
XJIOPHCTOBOLOPOIHOI 9%, 4%, 6%, 9%, 4%, 9% is released after 2 hours. / He Gonee 15
KHCIIOTHL % OT PAKTHIECKOrO COCPIKAHMA
ii. Buffer stage (pH 6.8 omenpasona (CirHisN;055) sepea 2 .
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 98%, 90%, 95%, 93%, 94%. 93% amount of Omeprazole (Cy7H19N;058)
is dissolved in 30 minutes / He menee
70 % (Q) 0T HOMHHAIBHOTO
COZIEPKAHHUA OMENPA3oa
(C]7H19N3038) g€pe3 30 mMuH.
b) Domperidone / In 0.1N HC1/B 0,1 M pacrsope
Hommepunon XJIOPUCTOBOAOPOHOM KUCIIOTEI:
1% hour / yuepes 1 u 29%, 25%, 25%, 25%, 25%, 25% |Between 15 % and 40 % / ot 15 % 1m0 40
%
4% hour/ gepe3 4 u 61%, 56%, 53%, 54%, 55%, 55% |Between 30 % and 70 % / ot 30 % m0 70
%
8% hour/ gepes 8 u 78%, 78%, 76%, 76%, 78%, 78% |Between 55 % and 95 % / ot 55 % no 95
%
12t hour/ uepes 12 1 96%, 90%, 91%, 90%, 90%, 91% | Not less than 70 % / ue menee 70 % of the
labeled amount of Domperidone
(CH»4CIN;0,) / 0T HOMHHANEHOTO
COIEPKAHKS JIOMIIEPHIIOHA
(CH24CIN;O5)
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeaanue: Ipogykr cooreeTcTyeT TpeGoBarmsm HIT 3axmouenne: OTOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7
Printed By: Ajay Kumar..... Printed Date & Time (IST): 27-09-2023 20:30:24




CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hponykr: Omea® JICP, kancyinl ¢ MOAMGUIAPOBAHHBIM BLICBOGOXKIeHHEM, 30 Mr+20 Mr

Uncontrolled Copy

Batch No.: / Cepus Ne: B2302963 Batch Quan_tity: / O6bem napTum: 1250000 NO
AR, No.: / Ananutugecknii oTaet Ne: Date of Analysis: / [laTa ananmaa:  26-09-2023
2002FP23002221

Mfg. date: / laTa npon3BoacTBa: 08/2023 Exp. date: / Cpok rognocTu:  07/2026

Analysis performed according ND / Arasn3 nposezen no HJI: JIII-003998-301220

S.No/

N Test / Tect

Result / PesyasTaT

Specification / Cnemndnkxanus

9 | Assay/ KonugecTBeHHOe OnpeneIeHue

A. Omeprazole/
Owmerpason

B. Domperidone /
Jommepuion

20.46 mg / 20,46 Mr
(102.3% / 102,3%)

29.02 mg/29,02mr
(96.7% / 96,7%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
Ci7H1yN;0;3S (Omeprazole) (90.0
t0 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 Mr
Cy7H;sN30;3S (omenpazon) B
KancyJe (ot 90,0 10 110,0 % ot
HOMUHAJLHOTO COAEPXKAaHUsN),

B. Notless than 27.0 mg and not
more than 33.0 mg of
C122H,4CIN;O; (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mMr 10
33,0 Mrr CnHuCleOz
(1oMmepnoH) B Kancyie (oT
90,0 10 110,0 % oT
HOMMHAJBLHOI'O COIEPKAHUS),

10 |Microbial limits / MuxpotGuoJiorugeckas 4uCroTa

a) Total aerobic microbial
count / O6mee umcno
a3po0OHERIX
MHUKPOOPraHH3MOB

b) Total combined yeasts
and mould count /
Ob6mee uucno
JPOXOKEBEIX U
IUIECHEBEIX IpuboB

¢) E. coli

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

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

Absentin1 g/
OrcyrerByerB 1 T

a) Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Shall be absentin 1g/
OrcyreTBHeB 1 T

Remarks : The Product confirms to ND/
ITpnmeaanne: ITponykT cooTBeTCTBYET TPEOOBaHMSAM HIL

Opinion : APPROVED
3axngerne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Hpoaykr: Ome3® JICP, kancyJsl ¢ MORHGHIHPOBAHHLIM BEICBOGORTeHNeM, 30 Mr+20 Mr -
Batch No.: / Cepusa Ne: B2302963 Batch Quantity: / O6bem napTun: 1250000 NO
A.R. No.: / AHanuTHq9ecKknii oTaeT Ne: Date of Analysis: / J[aTa anaim3a:  26-09-2023
2002FP23002221
Mfg, date: / laTa npou3BoaCTBa: 08/2023 Exp. date: / Cpox rognoctn:  07/2026
Analysis performed according ND / Anasin3 nposegen no HJI: JIIT-003998-301220

S.No/ . .

Ne Test / Teer Result / PeayanTaT Specification / Cnenuduxanns

11 | Package / YnaxoBka 10 capsules in a (PA/AVPVC)|[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 Gimcrepe | carton. / ITo 10 xamcyn B Gmictepe us
uz  (TIA/JAJI/TIBX)  donern /| (ITA/AJI/IIBX) domsru / amoMuHMeEBOH
amomunueBoit  Gonapru.  [lo 3 | domeru. ITo 1, 3, 8, 10 6macrepoB BMecTe
OnyMcrepa BMECTE € HHCTPYKUHWCEH | ¢ MHCTPYKIMEH IO IPUMCHEHHIO B IIAUKy
M0  TPUMCHCHHI® B [a4Ky | KApTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkmpoBka | According to ND / B coorsercrauu ¢ HJ|
13 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Brme 25 °C,
Xpanenue
14 | Shelf life / Cpox 3 years /3 roma
rOIHOCTH

Remarks : The Product confirms to ND/
ITpumeganne: IIpogykr coorseTcTBYET TeOOBaHMAM HIL

Opinion : APPROVED
3axmogenue: OJJOBPEHO
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Uncontrolled Copy
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