Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mponykr: Omes® ICP, kancysibl ¢ MOAHGHIHPOBAHHLIM BhICBOGoKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepus Ne:

B2203221

Batch Quantity: / O6nLem napTuu: 1250000 NO

A.R. No.: / Ananmurudeckuii or4yet Ne: Date of Analysis: / JIaTta ananusa: 14-11-2022
2002FP22002268
i’lfg. date: / lara npoussoacrsa:  08/2022 Exp. date: / Cpox roanoeru:  07/2025

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

S.No /

No Test / Tect

Result / Peayabrar

Specification / Cnenndukanus

1 Description /Onmncanue

‘1’ size hard gelatin capsule with
clear transparent cap and body
having “” X” 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. /

TBepnble XKENaTHHOBEIE
po3payHble GECUBETHBIC KamCyIBI
pasmepa 1 ¢ MapKHpPOBKOI YepHOTO
1[BETA

« 7Y DR. REDDY’S» ma
KpBIIIeUKe KaTCyJTbl n
MapKUpOBKO#  KpacHOro  LBETa
«OMEZ-DSR» Ha KopIyce
kancynel.  CoIepKHMoe — Karcyin:

cepnueckie mnennersl Genoro u
KOPHWYHEBOIO LIBETA.

‘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. /

Teepapie
OecClIBETHEIE
MapKHPOBKOIT

« 7Y DR. REDDY’S» Ha KphIlIeyke
Karcynsl 1 MapKHpOBKONH KpacHOro 1BETa
«OMEZ-DSR» Ha Kopmyce Karcybl.

JKETIATUHOBLIE  ITPO3payHble
Kalcynsl pasmepa | ¢
YEepHOTO BeTa

CopepkMoe  Kancyll:  cdepuueckue
TMeJuIeThl OT Oeoro 10 ceporarto-bemoro u
OT  KOPHYHEBOTO o JKENTOBATO-

KOpUYHCBOrO 1IBETA.

2 Identification /
MoanunHOCTHL
Omeprazole and
Domperidone (By HPLC)
/ OMenpazon u
Homnepunon (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.lJ/UBpemeHa yaepXHuBaHUS
OCHOBHEIX HUKOB Ha
XpoMarorpamme HCTIBITYEMOTr0
pacTtBopa COOTBETCTBYIOT
BpeMeHaM  y[epXUBaHUs  ITHKOB

oMemnpasofla M JOMIIEPUZOHA Ha
XpoMaTtorpaMmme CTaHAAPTHOTO
pacTBopa (pa3nen
«KoJIMYeCTBEHHOE OTPENICACHHEN ).

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
yIep>)KUBaHUs  OCHOBHBIX TIIMKOB Ha
XpoMaTorpaMMe HCIBITYEMOI0 pacTBopa
IOJDKHBI  COOTBETCTBOBATb  BpeMeEHaM
yIepKHBaHUs TIHKOB  OMEIpaszolia |
JIOMIIEpHIOHA Ha XpomarorpaMmme
CTaHIAPTHOTO pacTBopa (paznen

«KonnuecTBeHHOE OTIPERENEeHNEN ).

Remarks : The Product confirms to ND/
IMpumeyanne: [TpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akawuenune: OJOBPEHO
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Uncontrolled Copy

Batch No.: / Cepust Ne:

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, karncybl ¢ MOAHGHUUHPOBAHHBIM BLICBOGOKIEHHEM, 30 mr+20 mr

B2203221

Batch Quantity: / O6bem naprumn: 1250000 NO

A.R. No.: / Anaanrudeckuii oruet Ne:
2002FP22002268

Date of Analysis: / lata ananusza: 14-11-2022

Tlfg. date: / lara npoussoacTsa:

08/2022 Exp. date: / Cpok rognoctu:  07/2025

Analysis performed according ND / Ananns nposeaen no HJL: JITI-003998-301220

%ONO / Test / Tect Result / PesyabTaT Specification / Cneundpnkauus

3 | Average weight of the 369.39 mg /369,39 mr 369.0 mg + 10 % (332.1 to 405.9 mg) / |
net content / Cpeanss 369,0 mr =+ 10 % (ot 332,1 no 405,9 mr)
Macea cogep:KUMOoro
KancyJ

4 |Water/Bona 1.4 % wiw/ 1,4% Not more than 4.0 % w/w / He Gonee 4,0

%
5 |Uniformity of dosage units / OaHOpPOJAHOCTE 103HPOBANHSA

Omeprazole / 9.1/9,1 The acceptance value (AV) should be

Owmenpazon less than or equal to 15.0 / [TokasaTens
npuemnemocTi (AV) nonxeH GbITh He
bomee 15,0.

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

JomnepunoH

less than or equal to 15.0 / TTokazatens
mpremMiieMocTd (AV) BoKeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
HNpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
Jakarwuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 7

Printed Date & Time (IST):  15-11-2022 14:57:08



CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Mpoayxr: Omes® ICP, kancyast ¢ Moaudunuposanusiv BeicBoboxaenuem, 30 Mr+20 mr

 Batch No.:/ Cepust Ne: ~ B2203221 | Batch Quantity: / O6nem naprum: 1250000 NO
A.R. No.: / Ananutudeckuii orvert Ne: Date of Analysis: / JlaTta ananusa: 14-11-2022
2002FP22002268
Mfg. date: / lata npoussogersa:  08/2022 | Exp. date: / Cpox roanoctu:  07/2025

Uncontrolled Copy

Analysis performed according ND / Anajns ||pune;u:u—no H/1: JITT-003998-301220

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / mpumecs 3
Impurity 4 / npuMmecs 4

Total impurities /
CymmMa npumeceit

0.01%/0,01%

Less than Limit of Detection
(LOD=0.003%)

Less than LOQ (LOQ=0.013%)
Not detected / He o6Hapyxena

Not detected / He o6Hapy)eHa

%ONO / Test / TecT Result / PesyabTat Specification / Cneuuduxanus
6 |Related substances / PoacTBeHHbBIE IPUMECH
Omeprazole /
Omenpa3zona:

Not more than 0.50 % / He 6oiee 0,50 %
Not more than 0.50 % / He 6oee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oiee 0,50 %
Not more than 0.50 % / He 6oee 0,50 %

IDI?)I:;Jnet’};.;o/nzp/MMe% > Less than Limit of Detection
ﬂomﬁepuooua: (EOD=0100850)
Impurity A / npaMecs A 0.02% / 0,02% Not more than 0.50 % / He 6omee 0,50 %
Imp urity B/ npnMecr, B Not detected / He oOHapykeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity . HPHMCCB o |Less than LOQ (LOQ=0.012%) Not more than 0.50 % / He 6omnee 0,50 %
I D mo o b [0.01%/0,01% Not more than 0.50 % / He Goee 0,50 %

purlty =/ ip Less than LOQ (LOQ=0.013%) Not more than 0.50 % / He Gonee 0,50 %
Impurity F / npumecs F
Highest 1qd1v1dgal Not more than 0.20 % / He 6omee 0,20 %
unknown impurity / Jlro6as

Not detected / He obHapyxeHa

eMMHIYHAs
HeUIeHTU(PULINPOBAHHAS
MPHUMECh

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

7 |Residual solvents/ OcTaTo4yHble opraHu4YecKne PaCcTBOPHUTEH

Methanol / 8 pg/caps / 8 mkr/kamncyna Not more than 1107 pg per capsule /
MeratHon He 6osee 1107 Mkr Ha Kancyay

Not more than 221 pg per capsule /
Methylene chloride / Not detected / He obHapykeHa He Gouee 221 MKT Ha KAnicysty
MetuneHxnopun

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeGoBanmnsam HJT
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3akarwuenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoaykTt: Omes® JICP, kancyibl ¢ MOTH(IIHPOBANNLIM BbICBOOOkKAeHHEM, 30 Mr+20 mr

Batch No.:/ Cepmx Ne: B2203221

Batch Quantity: / O6nbem nmapruu;

1250000 NO

A.R. No.: / AnaautTudeckuii oryer No;
2002FP22002268

Date of Analysis: / Iata aHanuza: 14-1 1-2022

__Mfg. date: / JlaTa npon3Bo/CTEA:

08/2022

Exp. date: / Cpok rogHocTu:

07/2025

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

S.No /

No Test/ Tecr

Result / PesyabTaT

Specification / Cneunduxanus

8 |Dissolution / Pacreopenne

a) Omeprazole /
Ownmernpason

i. Acid stage (0.1N HCI)
/B 0,1 M pacreope
XJOPHCTOBOZOPOIHON
KHCHOTR

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

0%, 0%, 0%, 1%, 0%, 0%

93%, 95%, 94%, 96%, 91%, 87%

i.  Not more than 15% of the labeled
amount of Omeprazole (C,7H,¢N305S)
is released after 2 hours. / He 6omnee 15
% OT (haKTHIECKOTO COMepKaHNs
omenpazona (C7HsN3;0;8) uepes 2 4.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (Cy7H;9N3058S)
is dissolved in 30 minutes / He MeHee
70 % (Q) oT HOMHHATTLHOTO
cofiepKaHus OMeTpaszona
(C7H9N303S) uepes 30 muH.

b) Domperidone /
HowmmepuaoH
1% hour/4epe3 1 u
4" hour/ uepes 4 4

8™ hour/ yepes 8 u

12th hour/ uepes 12 u

24%, 24%, 21%, 23%, 25%, 27%

52%, 46%, 46%, 48%, 52%, 59%

67%, 67%, 67%, 75%, 75%, 79%

86%, 85%, 80%, 79%, 90%, 8§6%

In 0.1N HCl/B 0,1 M pactBope
XJIOPHCTOBOXOPOTHOMN KHCTOTEI:

Between 15 % and 40 % / ot 15 % no 40
%

Between 30 % and 70 % / ot 30 % 1o 70
%

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

Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(C5yH4CIN5O,) / 0T HOMUHAJILHOTO
CORepKaHUA TOMTIepHIOHA
(C2H24CIN5O,)

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cOOTBETCTBYET TpeboBanusam H]J

Opinion : APPROVED
3axarwuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

 Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® ICP, kancynbl ¢ MORUGUIHPOBAHHEIM BbICBoOOKIeHHEM, 30 Mr+20 mr

Batch No.: / Cepust Ne:

2002FP22002268

_Batcl B22032_21
A.R. No.: / Anaautudeckuii oruer No:

Batch Quantity: / O6sem napTuu:

1250000 NO

Date of Analysis: / lata ananusza: 14-11-2022

Mifg. date: / laTa Nnpon3BOACTBA:

08/2022

Exp. date: / Cpok rogroctu:  07/2025

Analysis performed according ND / Anasm3 nposeaen no HJI: JI1-003998-301220

S.No/

No Test / Tecr

Result / PesyasTaT

Specification / Cnennpuxauus

9 Assay / KonmuuecTBeHHOE oTipefesieHUe

A. Omeprazole /
Owmenpazon

B. Domperidone /
Homnepuon

19.90 mg / 19,90 Mr
(99.5% / 99,5%)

29.73 mg /29,73 mr
(99.1% / 99,1%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H;19N;305S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 Mr g0 22,0 mr
C17H19N3O5S (omenpazon) B
kancyJae (ot 90,0 50 110,0 % ot
HOMUHAJLHOIO COJAECPIKAHUSA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H,,CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr oo
33,0 Mr C22H24C1N502
(noMmepHAOH) B KamncyJie (0T
90,0 10 110,0 % ot
HOMUHAJILHOIO COlep KaHHA).

10 |Microbial limits / MukpoGuonoruyeckas YucTora

a) Total aerobic microbial
count / Ob6niee yucno
a’poOHBIX
MHKpPOOPTaHM3MOB

b) Total combined yeasts
and mould count /
O6mee yncno
IPOMOKEBEIX U
TUIECHEBBIX TPUOOB

¢c) E. coli

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

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

Absentinl g/
OtcytcTByeTB 1T

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

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

¢) Shall be absent in 1g/
OtcyTcTBHE B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaHusM HJ{

Opinion : APPROVED
3akarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJNNU3A

Product: Omez DSR, modified-release capsules, 30 mé+20 mg /
MpoaykT: Omes® JICP, kancy. bl ¢ MOARGHINIPOBANNLIM BhICBObOR IEHTIEM, 30 Mr+20 mr |
‘Batch No.:/ Cepust Ne: B2203221 Batch Quantity: / O6bem naprun: 125000(&0
A.R. No.: / AHasquTH4ecKHii oTuer No: Date of Analysis: / JaTa ananusza: 14-11-2022
2002FP22002268
_MTg. date: / lata HPOH3BOJACTBAS 08/2022 Lixp. date: / Cpox roauocern:  07/2025
Analysis performed according ND / Anaans nposejen no HJL: JITT-003998-301220
S.No / : .
N Test/ Tect Result / Pe3yabTaT Specification / Cneunduxanus
11 Package / Ynakoska 10 capsules in a (PA/AIVPVC)|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. / TTo 10 xancyn B 6nucrepe | carton. / ITo 10 kancyn B Gnucrepe u3
w3 (ITA/AJITIBX)  donerun /| (TTA/AJI/TIBX) donern / amomunmneBoit
amomuAneBoil  goneru.  ITo 3 | donern. ITo 1, 3, 8, 10 Gimctepor BMecTe
onucrepa BMecTe C WHCTPYKLHEH | ¢ HHCTPYKUMEN 10 NPUMEHEHHIO B TIayKy
Mo  OPUMEHEHWI0 B TAUYKY | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND / B cooreercTBun ¢ HJJ
13 | Storage conditions / At temperature below 25 °C. / [Ipu Temnieparype He Bbimre 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 rona
TOXHOCTH

Remarks : The Product confirms to ND/
Tpumeuanue: [IpofyKT cOOTBETCTBYET TpeboBaHuAM [H]]

Opinion : APPROVED
3akmiouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):

15-11-2022 14:57:08




Uncontroiled Copy

Printed By: K Narayana Swamy

Printed Date & Time (IST):

ELECTRONIC SIGNATURES Dr.Reddy’s Q:‘.
I [ B2203221 I
Title
Document No. | QUA-FT02-1822
~Version 1.0, CURRENT Approved Date | 15-Nov-2022
Intentic Employee ID Uoee T T
ntention Erry;&pggyee_ Iser Name Date (IST)
Prepared By P00021162 Latha Dasi 15/11/2022
12:11:11
Reviewed And P00034556 V Krishna Nimmakayala]  15/11/2022
Approved By 12:563:25
Approved By QA P00019846 K Narayana Swamy 15/11/2022
14:48:51
Page 7 of 7

15-11-2022 14:57:08




