Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tpoaykr: Omes3® JICP, kancyas ¢ MOAMGUIHPORANILIM BbICBoOGoKAeHneM, 30 Mr+20 Mr

Batch No.: / Cepun Ne: B2202291 Batch Quantity: / O0beM MapTHH: m(iglz NO
A.R. No.: / AHaJnTHYecKUif oT9eT Ne: Date of Analysis: / JlaTa ananu3sa: 08-08-2022
2002FP22001582

Mifg. date: / laTa Ipou3BOACTBA: 05/2022 Exp. date: / Cpox rogHocTn:  04/2025

Analysis performed according ND / Auann3 nposenen mo HJI: JIT1-003998-301220

S.No/

N Test/ Tect

Result / Pesyabtar

Specification / Cnennpuxauus

1 Description /Onuncanue

‘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. /

Teepnbie JKEIIaTUHOBBIC
Mpo3payHbIc OCCIBETHBIC KAMCyJIbl
pasmepa 1 ¢ MapKkHpOBKOH uepHOro
LBETA

.
(('-Y

DR. REDDY’S» =Ha
KPBILICUKE KaICyJIbl U
MapKHUpPOBKOH  KpacHOTO . I[BeTa
«OMEZ-DSR» Ha KopILyce
kancyisl. CojepxumMoe Karmcyll:

chepudeckue mewICTsl 6e10r0 U
KOPMYHEBOTO 1BETA.

‘1’ sizc hard gelatin capsule with clcar
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
OecIBeTHEIC
MapKHpPOBKOH

« Y DR. REDDY’S» ma KpBIIIIeYKe
KarncyJibl ¥ MapKUPOBKOH KPacHOTO IBCTA
«OMEZ-DSR» Ha xopmyce KaICymbl.

JKEJIATHHOBBIE  TIPO3pavHBIE
Karmcynsl pasmepa | ¢
YEPHOTO 1BeTa

Cozmepxumoe  xancyl:  cheprueckue
neieTsl oT 6esIoro o ceporaro-6Gemoro u
OT  KOPWYHEBOTO  JO  JKEJITOBAaTo-

KOPUYHCBOTI'O IIBETA.

2 | Identification /
IIoaIHHHOCTEL
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jommepuaon (BOXKX)

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)BpeMena ynepXuBaHnA
OCHOBHBIX MTHKOB Ha
XpoMaTorpaMme HCILITYEMOT'0
pacTBopa COOTBETCTBYIOT

BpEMEHaM  yAEpKUBaHMA IIMKOB
OMempa3ona W [OMIEpUAOHA Ha
XpomarorpamMme CTaHZAPTHOTO
pacTBopa (pazmen
«KosmnuecTBeHHOE OIpE/ICIICHUE).

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
VIEp)KHBaHMS ~ OCHOBHBIX  ITHKOB  Ha
XpOMaTorpaMMe HCIIBITYEMOTO pacTBOpa
JO/DKHBl  COOTBETCTBOBATH  BPEMCHAM
yAepXHBaHWS TIMKOB OMelpasola H
JIOMITEPHJIOHA Ha XpOMaTorpaMme
CTaHAAPTHOTO pacTBopa (pazmen

«KonuuecrBeHHOE onpez[eneHHe»).

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykt coorseTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axarouenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
HponykTt: Omes® JICP, kancyibl ¢ MoquGHUUNPOBARHBLIM BhICBOGOKACHHEM, 30 Mr+20 mr

| Batch No.: / Cepust Ne:

B2202291

Batch Quantity: / O6bemM mapTun: 1240812 NO

A.R. No.: / AHaauTHYeCKHI oTueT Ne:
2002FP22001582

Date of Analysis: / lata anaausa: 08-08-2022

Mfg. date: / lTaTa npon3BoJACTBA:

05/2022 Exp. date: / Cpox rognoctu:  04/2025

Analysis performed according ND / Anayns nposesen mo HJI: JI[1-003998-301220

S.No/

o Test / Tect Result / PesyabTart Specification / Cnenngmxannus

3 | Average weight of the 368.40 mg / 368,40 mr 369.0 mg L 10 % (332.1 to 405.9 mg) /
net content / Cpeauss 369,0 mr+ 10 % (ot 332,1 mo 405,9 mr)
Macca coIepKHMOro
Kancy.x

4 |Water / Boma 1.1% w/w Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / OaHOpPOAHOCTD J03UPOBAHMS

Omeprazole / 7.0/7,0 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / TTokasartesns
npreMieMocTH (AV) noxeH GBITE He
6omee 15,0.

Domperidone / 11.8/ 11,8 The acceptance value (AV) should be

Hommepunon

less than or equal to 15.0 / TTokazarens
mpueMiIeMocTH (AV) JOIDKeH OBITEH He
6onee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykr cooTBeTcTBYET Tpebosannam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

MpoaykT: Omes® JICP, kancyibl ¢ MOAHGUIMPORANTILIM BLICBODoRACHIEM, 30 Mr+20 mr

Batch No.: / Cepust Ne: B2202291 Batch Quantity: / O6beM naptTuu: 12{0__812 NO
A.R. No.: / AHanuTH4ecKHuii oT4eT Ne: Date of Analysis: / JlaTta ananusa: 08-08-2022
2002FP22001582
Mfg. date: / laTa nponsaoucma? 05/2022 Exp. date: / Cp_mc rogrocTh:  04/2025

Analysis performed according ND / Anasn3 nposegen mo HJI: JII1-003998-301220

S.No/

Impurity 1/ npumecs 1
Impurity 2 / nmpumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpumeck 5
Domperidone /
Hdomnepuoona:
Impurity A / npumecs A
Impurity B / mpumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / mpumecs F

Highest individual
unknown impurity / Jlro6as
eIMHUTHASL
HenleHTUUIMPOBaHHAs
MpHUMeECh

Total impurities /
Cymma npumMeceit

Not detected / He obHapyxkena
Not detected / He oOHapyKeHA
0.03% /0,03%

Not detected / He 0OHapyxeHa
Not detected / He oOnapy»xeHa

0.02% / 0,02%

Not detected / He oOHapy>xcHa
Less than LOQ (LOQ=0.012%)
0.08% / 0,08%

Not detected / He o6HapyxeHa

Not detected / He 0O6HapyxKeHa

0.1%/0,1%

No Test / Teer Result / PesyabTar Specification / Cienupuxanun
6 |Related substances / PoncTBeHHbI¢ J1IpUMECH
Omeprazole /
Omenpazona:

Not more than 0.50 % / He 6omee 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 6omee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %

Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6oiee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6omnee 0,50 %
Not more than 0.50 % / He 6omee 0,50 %

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

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

7 |Residual solvents/ OcTaTouHbIe OpraHuvYecKne PACTBOPUTEIH

Methanol /
Meranon

Methylene chloride /
MetuneHxiaopua

10 pg/caps / 10 Mxr/Kkarcyna

Not detected / He oOHapyxeHa

Not more than 1107 pg per capsule /
He 6oxee 1107 MKr Ha Kancyay

Not more than 221 pug per capsule /
He 6oJiee 221 MKr Ha Kancyay

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cootBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
Zaxmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IMpoaykr: Omes® JICP, kancyasl ¢ MoaupUIPOBAHNEIM BEICBOOOKIEHUEM, 30 Mr+20 mr

_Eatch No.: / Cepus Ne: B2202291 | Batch Quantity: / O6beM napTuu: 1240812 NO '
A.R. No.: / AHaquTHYecKkuii oTdeT Ne: Date of Analysis: / laTa ananusza: 08-08-2022
2002FP22001582

_Mfg. date: / JIaTa Npou3BOACTRA: 05/2022 Exp. date: / Cpok rogaoctu:  04/2025

Analysis performed according ND / Ananus nposesen no HJI: JITI-003998-301220

S.No/

N Test/ Teer

Result / PesynbTar

Specification / Cnieuudukanun

8 |Dissolution / PacTeopenne

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pacTtBope
XJTOPUCTOBOTOPOTHON
KHCIIOTBI

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

4 %, 1%, 0%, 2%, 0%, 3%

94%, 93%, 94%, 92%, 93%, 94%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;,H,oN;03S)
is released after 2 hours. / He 6onee 15
% OT (PaKTHYECKOTO CONEPIKAHU
omenpasona (Cy7HsN;O05S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;7HsN;03S)
is dissolved in 30 minutes / He MeHee
70 % (Q) OT HOMHUHAJIBHOTO
COMIepKaHMs OMeIpazoa
(C17H]9N303S) uepes 30 mun.

b) Domperidone /
Hommepuaon
1% hour /uepe3 1 1
4t hour/ uepes 4 4

8t hour/ uepes 8 u

12% hour/ yepes 12 4

27%, 28%, 29%, 25%, 26%, 26%

53%, 55%, 56%, 49%, 51%, 53%

73%, 74%, T1%, 69%, 70%, 72%

83%, 85%, 87%, 80%, 81%, 82%

In 0.1N HCL/ B 0,1 M pactBope
XIIOPHCTOBOOPOTHON KUCIOTHI:

Between 15 % and 40 % / ot 15 % 510 40
%

Between 30 % and 70 % / ot 30 % 10 70
%

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

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(CH,4CIN5O;) / OT HOMUHANBHOTO
COZIEPIKAHNSA JOMITEPHA0HA
(C2H24CIN5O2)

Remarks : The Product confirms to ND/

IMpumeuanue: ITponyKT COOTBETCTBYET Tpebosarmsm HJT

Opinion : APPROVED
3axmrouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

 Product: Omez DSR, modified-release capsule_s, 30 mg+20 mg /
TMpoaykr: Ome3® ICP, kancyanl ¢ MOAMGUUMPOBARHLIM BBICBOOOKAeHUEM, 30 MT+20 Mr

Batch No.: / Cepus Ne: B2202291 Batch Quantity: / O6bem mapTuu: 124(1_8 12NO |
A.R. No.: / AnanuTuieckmii order Ne: Date of Analysis: / JlaTa ananu3za: 08-08-2022
2002FP22001582

Mfg. date: / [laTa npou3BoicTBAa: 05/2022 Exp. date: / Cpok rogHocTn:  04/2025

Analysis performed according ND / Anajus nposeaen no HJI: JITI-003998-301220

S.No/

No Test / Tecr

Result / Pesysbrar

Specification / Cicunpuxanus

9 Assay / KoumyecrseHHoe onpejejieHne

A. Omeprazole /
Omenpazon

B. Domperidone /
Homnepuaon

29.70 mg / 29,70 mr
(99.0% / 99,0%)

20.26 mg / 20,26 Mr A. Not less than 18.0 mg and not
(101.3%/101,3%)

more than to 22.0 mg of
C7HyN505S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 Mr x0 22,0 Mr
C7HyN3;0;S (oMenpa3zoi) B
kancyJie (ot 90,0 no 110,0 % or
HOMHHAJNBLHOTO CONEPKAHUS).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H,4CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mMr a0
33,0 mr C,,H,,CIN;O,
(1oMTIepUAOH) B Karicyae (oT
90,0 xo 110,0 % ot
HOMHHAJILHOTO COJAEPXKAHUS).

10 |Microbial limits / Mukpo6uosoruueckasi 4ucToTa

a) Total aerobic microbial
count / O6riee yncio
a’pOOHEIX
MHKPOOPTaHH3MOB

b) Total combined yeasts
and mould count /
Oo6mee yucio
JPOMCKEBBIX H
TJIECHEBBIX TPHOOB

¢) E. coli

Less than 10 CFU/g/ a) Not more than 1000 CFU/g /
Menee 10 KOE/r

He 6omee 1000 KOE/r

Less than 10 CFU/g / b) Not more than 100 CFU/g /
Menee 10 KOE/r

He 6omee 100 KOE/r

Absentin1 g/ ¢) Shall be absentin 1g/
OtcytcTByeTB I T

OrcyrctBue B 1 T

Remarks : The Product confirms to ND/

IIpumeuanue: Ipoaykr coorBercTBYET TpeGoBarusM HJT

Opinion : APPROVED
3aknwuenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Ome3® JICP, kancy bl ¢ MOZUPHITHPOBAIITBLIM BuIcBODOAACHIEeM, 30 MT+20 MT

| Batch No.: / Cepust Ne: B2202291 Batch Quantity: / O6bem mapTum: 1246:812 NO
A.R. No.: / Ananurudeckuii or4der Ne: Date of Analysis: / laTa aHanu3a: 08-08-2022
2002FP22001582
Mfg. date: / JlaTa mpou3BoACTBA: 05/2022 Exp. date; / Cpox roguoctu:  04/2025

Analysis performed according ND / Anajms nposenen mo HJI: JITI-003998-301220

JSV'FO / Test / Tect Result / PezynbTat Specification / Cieungpuxanus
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, &, 10
and patient information leaflet in a | blisters and patient information leaflet in a
carton. / ITo 10 kancyn B Guucrepe | carton. / ITo 10 kamcyn B OGimcTepe W3
3  (IIA/AJITIBX)  domeru /| (ITA/AJITIBX) doneru / anroMuHnEBOMH
amomuaueBo  ¢oneru.  [lo 3 | poneru. Io 1, 3, &, 10 6aucrepos BMecTe
onucrepa BMECTE€ € HMHCTPYKIIMCH | ¢ HHCTPYKIHEH MO IPUMEHEHUEO B MAuky
0  [OPUMCHCHHMIO B TauKy | KAPTOHHYIO.
KapTOHHY!O.
12 | Labeling / Mapkupoeka | According to ND /B coorBercTun ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Boile 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years/ 3 rona
roIHOCTH

Remarks : The Product confirms to ND/
IMpumeuanue: I[TpoayKT cooTBeTCTBYET Tpeboranusm HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):

10-08-2022 15:04:24



Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's ‘:'

Title

I B2202291

Document No.

QUA-FT02-1674

Approved Date

08-Aug-2022

Printed By: K Narayana Swamy

- Version - 1.0, CURRENT
I e I I N |
9 Y iTa]s W Em ; . %%E . | ! h .
ntention §oa ployeeID . User Name Date (IST)
Prepared By P00021162 Latha Dasi 08/08/2022
21:18:35
Reviewed And P00034556 V Krishna Nimmakayalaj  08/08/2022
Approved By 21:33:25
Approved By QA P00039909 Prashanth Voladri 08/08/2022
21:54:11
Page 7 of 7

Printed Date & Time (IST):

10-08-2022 15:04:24




