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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IIpoaykt: Omes® JICP, kancybl ¢ MOAH(HUHPOBAHHLIM BhIcBoGoAACHIEM, 30 Mr+20) Mr

Mfg. date: / JlaTa npoH3BoJCTRA:

| Batch No.: / Cepust Ne: B2202631 | Batch Quantity: / O6bem nmapTun: 1200000 NO |
A.R. No.: / AnaauTudecknit oruer Ne: Date of Analysis: / IaTa anaau3a: 12-09-2022
2002FP22001848
06/2022 Exp. date: / Cpox rognocTtu: 05/2025

Analysis performed according ND / Auann3s nposeaen mo HJI: JIT1-003998-301220

[S.No /

N Test / Tect

1 Description /Onucanue

Result / PesyasTaTt

Specification / Ciennduxauns

‘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. /

Trepnble KENaTUHOBbIE
Mpo3payHble OECUBETHBIE KalCyJIbI
pa3mepa 1 ¢ MapKUpOBKOI 4epHOTOo
BeTa

« Y DR. REDDY’S» Ha
KpBIIICYKE KAaICYJITBI "
MapKUpPOBKOM  KpacHOro  LBeTa
«OMEZ-DSR» Ha KopITyCce
kancyiel.  ComepkuMoe  Karlcyll:

cepuyeckue nensnersl Genoro n
KOPUYHEBOTO 1IBETA.

‘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 ot capsule containing
white to grayish-white and brown to
yellowish brown spherical pellets. /

Tsepabie
OecuLBeTHbBIE
MAapKUPOBKOH

KENATUHOBLIE  TpO3pavHble
Karcynsl pasmepa | ¢
YepHOTO BeTa

« 7Y DR. REDDY’S» Ha KpbIlIEyKe
KarcyJsl 1 MapKUpPOBKOW KpacHOro IBeTa
«OMEZ-DSR» Ha xopryce KarmcyJbl,
CopepxuMoe  Kancyn:  cdepuyeckue
TIeJIJIETHI OT GEJIOTo 10 CepoBaTo-GeNnoro u
OT  KOpPHYHEBOTO [0  >KeNTOBATO-
KOPWYHEBOTO 1IBETA.

2 Identification /
TlopnnuHoCTH
Omeprazole and
Domperidone (By HPLC)
/ Omemnpazon 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.[J/OBpeMena ymepXKUBaHWS
OCHOBHBIX IHKOB Ha
XpoMaTorpaMme UCTIBITYEMOr0
pacTBopa COOTBETCTBYIOT
BpeMeHaM  ynep)KUBaHMA THKOB

oMenpasona W JOMIEpUaoHa Ha
XpoMarorpaMme CTaHAAPTHOTO
pacTBopa (paznen
«KonuuecTBeHHOE OIpenesiennes).

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
YAEpKUBAHUsL  OCHOBHBIX TIMKOB  HA
XpoMarorpaMMe WCIBITYeMOTO pacTBOpa
IOJDKHBI  COOTBETCTBOBATH  BpeMeHaM
yOepKHBaHUs TMUKOB OMeETpaszola U
JOMIIepHI0HA Ha XpoMarorpaMme
CTaHJ[@pTHOrO pacTBopa (pa3nen

«KonuuecTBeHHoe onpe,ueneﬂue»).

Remarks : The Product confirms to ND/
IMpumewanne: ITpogykT cooTBeTCTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| MpoaykT: Ome3® ICP, kancybl ¢ MoAHGHUHPOBAHHBIM BhIcBOOOKAEHHEM, 30 Mr+20 MT
| Batch No.: / Cepust Ne: B2202631 Batch Quantity: / O6nem maprun: 1200000 NO
A.R. No.: / AHanuTH4YecKHil oTueT Ne: Date of Analysis: / laTta ananuza:  12-09-2022
2002FP22001848
Mfg. date: / Jlata npousBoacTBa; 06/2022 Exp. date: / Cpox roanocru: 05/2025
Analysis performed according ND / Anajaus nposegen no HJL: JITI-003998-301220
S.No / . .
o Test/ Tect Result / PeayabTaTt Specification / Cneundukanus
3 | Average weight of the 368.55 mg /368,55 Mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeansst 369,0 mr £+ 10 % (o1 332,1 1o 405,9 mr)
Macca coIepKRUMOoro
Karmncyn
4 |Water/Bona 1.3% wiw / 1,3% Not more than 4.0 % w/w / He 6Gonee 4,0
%
5 |Uniformity of dosage units / OqnopoanoecTs Jo3MpOBaAHHUS
Omeprazole / 8.5/8,5 The acceptance value (AV) should be
Owmernpazon less than or equal to 15.0 / TTokasarens
npuemsieMoct (AV) nosxkeH ObITE He
6omee 15,0.
Domperidone / 3.7/3,7 The acceptance value (AV) should be
Homnepuaon less than or equal to 15.0 / TTokasarens
npreMieMocT! (AV) noskeH ObITh He
6omee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumewanne: Tlpoaykt cooTBeTcTBYET TpeboBanvsM HJT 3akaiouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7
Printed By: K Narayana Swamy Printed Date & Time (IST):  14-09-2022 10:33:33
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
MpoaykT: Omes® JICP, xancyanl ¢ MOAHQUUHPOBAHHBIM BbicBoGoKaeHHeM, 30 Mr+20 mr

j’l_ﬁ:. date: / JlaTa npou3BoacTBa;

Batch No.: / Cepust No: B2202631 | Batch Quantity: / O6sem napruu: 12000_(_)0 NO
A.R. No.: / Ananuruveckuii orTyer Ne: Date of Analysis: / laTa ananuza:  12-09-2022
2002FP22001848

06/2022 Exp. date: / Cpok rogHocTn: 05/2025

Analysis performed according ND / Ananus nposeaer no HJL: JIT1-003998-301220

JS‘;DNO / Test/ Tecr Result / PesyabTat Specification / Cienudrurcanus
6 |Related substances / PoacTBeHHBIE IPUMecH
Omeprazole /
Omenpaszona: Less than Limit of Detection
Impurity 1 / nomvecs | (LOD=0.003%) Not more than 0.50 % / He 6ostee 0,50 %
Impuri ty oy np AMech 2 Not detected / He o6HapykeHa Not more than 0.50 % / He 6osee 0,50 %
3 e s 10.02%/0,02% Not more than 0.50 % / He 6onee 0,50 %
Imguri ,; 47 ngnmecr. 4 Not detected / He obHapysxeHa Not more than 0.50 % / He 6oiee 0,50 %
B 0, 0,
i § e Less than LOQ (LOQ=0.010%) Not more than 0.50 % / He 6omnee 0,50 %
gzzg zr;door:a/. Not detected / He o6HapyeHa
Im uri‘f) Aln 'MMCCL R Not detected / He ob6HapykeHa Not more than 0.50 % / He 6omee 0,50 %
Impurity B/ l'IpI/IMeCB B Less than Limit of Detection Not more than 0.50 % / He 6omnee 0,50 %
Impuri g C HPHMCCB o |(LOD=0.004%) Not more than 0.50 % / He Gomnee 0,50 %
Impurit ey npumeCL D [0.06%/0,06% Not more than 0.50 % / He 6onee 0,50 %
purtty p Not detected / He oGHapyxeHa Not more than 0.50 % / He 6omnee 0,50 %
Impurity F / npumecs F
. T Not detected / He oOHapyxeHa
Highest 1n.d1v1dl'1a1 Not more than 0.20 % / He 6onee 0,20 %
unknown impurity / JIro6ast
eqMHIYHAS
HeuaeHTUQUIMpPOBaHHAS
[TPHMECE 0.1%/0,1%
g‘;ﬁ:ﬁ;";";}:ﬁﬁ; Not more than 2.5 % / He Goree 2,5 %
7 |Residual solvents/ OcTaTtouHble OpraHu4YecKHe PAacCTBOPHTEH
Methanol / 9ug/caps / 9 MKr/Karncyna Not more than 1107 pg per capsule /
p
Meranon He 6osiee 1107 MKr Ha kancyJy
Not more than 221 pg per capsule /
Methylene chloride / Not detected / He oGHapyxkena He Gouree 221 MT Ha Kancyay
MeTtunenxnopua

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpomykt cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3aknarwuenne: OTOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 7

Printed Date & Time (IST):

14-09-2022 10:33:33
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg% mg/
| Opoaykr: Ome3® JICP, kancyinl ¢ MoaA(HLMPOBAHHBIM BbICBOOOXKAeHHEM, 30 Mr+20 Mr

| Batch No.: / Cepust Ne: B2202631
A.R. No.: / Anaantnuecknii oruet No:
2002FP22001848

Batch Quantity: / O6mem NapTHN: 1_2000_(_)0 NO
Date of Analysis: / lata ananusa:  12-09-2022

_ﬁlg date: / lara npomn3Boacrsa:

06/2022

Exp. date: / Cpox rojnocrn: 05/2025
Analysis performed according ND / Ananns nposegen mo HJI: JIT1-003998-301220

S.No/

No Test/ Tect

Result / PesynbsTart

Specification / Cieundukauns

8 |Dissolution / PacTBopenue

a) Omeprazole /
Owmenpazon

i. Acid stage (0.1N HCI)
/B 0,1 M pactBope

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

i, Not more than 15% of the labeled
amount of Omeprazole (C,;HN;0,S)
is released after 2 hours. / He 6onee 15

XJI0PUCTOBOAOPOIHOM
KUCHOTBI % OT (haKTHIECKOTO COAePKAHUS

i, Buffer stage (pH 6.8 omenpazona (Cy;H;sN50;38) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 98%, 101%, 98%, 100%, 98%, 98% amount of Omeprazole (C;H,sN;0;S)

is dissolved in 30 minutes / He mMenee
70 % (Q) OT HOMHHAJIBHOTO
cofepykaHHUs oMerTpa3ofia
(Cy7H;9N;3058S) uepes 30 MuH.

b) Domperidone /

In 0.1N HC1/ B 0,1 M pactBOpe

Homnepuzox XJIOPUCTOBOLOPOTHOW KUCIOTHI:

18t hour / uepe3 1 4 32%, 29%, 29%, 26%, 28%, 29% |Between 15 % and 40 %/ ot 15 % mo 40
%

4t hour/ yepes 4 u 59%, 61%, 61%, 54%, 56%, 58% |Between 30 % and 70 % / ot 30 % mo 70
%

8 hour/ wepes 8 u 78%, 81%, 83%, 73%, 73%, 78% |Between 55 % and 95 % / ot 55 % no 95
%

12t hour/ uepes 12 u 89%, 91%, 93%, 84%, 84%, 88% | Not less than 70 % / ne Menee 70 % of the

labeled amount of Domperidone
(CxH24CINsO,) / OT HOMHHANBHOTO
conepXaHusg JOMIepHI0HA
(Cy2H24CINSOy)

Remarks : The Product confirms to ND/

IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHmaM HJL

Opinion : APPROVED
3axawdenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 7

Printed Date & Time (IST):  14-09-2022 10:33:33
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsuIles, 30 m_g+20 mg/
Mpoayxt: Omes® JICP, kancybl ¢ MOAHGHIUPOBAHHEIM BbICBOGOKAeHHeM, 30 Mr+20 mr

| Batch No.: / Cepus Ne: B2202631 Batch Quantity: / O6bem napTun: 1200990 NO
A.R. No.: / AnajauTuueckuii oTuet Ne; Date of Analysis: / /laTa ananusa: 12-09-2022
2002FP22001848
Mfg. date: / lata mpou3BoacTBa: 06/2022 Exp. date: / Cpok rogHocTm: 05/2025

Analysis performed according ND / Anaans nposejen no HJI: JIT1-003998-301220

S.No/

No Test / Teer

Result / PesyasTaT

Specification / Cneundnkauns

9 Assay / Koan1ecTBeHHoe onpeaeneHue

A. Omeprazole /
Owmenpazon

B. Domperidone /
Homnepunox

20.33 mg /20,33 mMr
(101.7% / 101,7%)

30.03 mg /30,03 mr
(100.1% / 100,1%)

A. Not less than 18.0 mg and not
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 mo 22,0 Mr
C17H]9N303S (0Me“pa30ﬂ) B
kancyJae (ot 90,0 1o 110,0 % or
HOMMHAJLHOIO COAEPIKAHMS).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C22H24CIN502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Or 27,0 mr ge
33,0 Mr C22H24C]N502
(DomMmepuaoH) B KamneyJae (oT
90,0 10 110,0 % ot
HOMMHANRBLHOTO COepPrKaHuUsT).

10 |Microbial limits / Mukpo6uojornueckas 4ucToTa

a) Total aerobic microbial
count / O61wee unucno
a3poGHbBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count /
O6uiee urcnmo
JPOKEBBIX U
TTeCHEBBIX TPUOOB

¢) E coli

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

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

Absentin1 g/
OtcyrcrByerB 1 10

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 absentin 1g/
OtcytcTBUe B 1 1

Remarks : The Product confirms to ND/

Ipumeuanue: [IponykT coorBercTBYeT TpeboBanuaM HJI

Opinion : APPROVED
3axnrwyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 7

Printed Date & Time (IST):  14-09-2022 10:33:33
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product: Omez DSR, modified-release capsule_s, 30_mg+20 mg/
Mpoayxt: Omes® ICP, kancyun! ¢ Mojndguunposannsiv Bbicbo6oxaennem, 30 mr+20 mr
| Batch No.: / Cepus No: B2202631 - Batch Quantity: / O6sem naptim; 1200000 NO
A.R. No.: / Adanutuueckuif oTuer Ne: Date of Analysis: / lata ananuza:  12-09-2022
2002FP22001848
Mfg. date: / Jlara npousnojacria: 06/2022 Exp. date: / Cpox rogHoCTH: 05/2025
Analysis performed according ND / Aranu3s nposeaen no HJI;: JIT1-003998-301220
S.No/ ] ]
N Test/ Tect Result / PesynbTaTt Specification / Cneunpuxauns
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, 8, 10
and patient information leaflet in a | blisters and patient information leaflet in a
carton. / TTo 10 xamcyn B 6nucrepe | carton. / [lo 10 xarncyn B ©Omucrepe u3
ns  (TTA/AJMIBX)  ¢onsru /| (ITA/AJITIBX) doneri / amiomuHueroit
anmtomunneBoit  donsru.  ITo 3 | domsrm. Io 1, 3, 8, 10 6muctepos Bmecrte
OnycTepa BMECTE C HMHCTPYKUMEH | ¢ MHCTpyKUMEl 110 NPUMEHEHUIO B MauKy
MO0  TPUMEHEHWI0 B  TAYKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapxupoeka | According to ND /B cooTBetrcTBuu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boiite 25 °C.
XpaHeHue
14 | Shelf life / Cpox 3 years / 3 roga
TrOIHOCTH

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmodenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 6 of 7

Printed Date & Time (IST):

14-09-2022 10:33:33




Uncontrolled Copy

ELECTRONIC SIGNATURES

Title

Document No.

B2202631

QUA-FT02-1732

Approved Date

14-Sep-2022

Dr.Reddy’s Q

- Version - 1.0, CURRENT

Intention Employee ID User Name Date (IST)
Prepared By P00021162 Latha Dasi 13/09/2022

17:55:42
Reviewed And P00034556 V Krishna Nimmakayala 13/09/2022

Approved By 21:13:47
Approved By QA P00019846 K Narayana Swamy 14/09/2022

10:32:35

Page 7 of 7

Printed By: K Narayana Swamy

Printed Date & Time (IST):

14-09-2022 10:33:33




