Qe
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product:

Omez DSR, modified-release ca [;su_les, 20 mg+30 mg /
IpoaykT: Omes” JICP, kancy.bl ¢ MoanguUHPOBaHHBIM BbicBOOOKACHHEM, 20 Mr+30 Mr

~ Pagelof7/Crp.1u37.

Batch No.: / Cepusa Ne: B2104245

2)02FP2100232§
Mfg. date: / laTa npousBoicTBa:

A.R. No.: / Anaanraueckai oTuet Ne:

10/2021

| Batch Quantity: / O6bem maprum: 1200000 NO
Date of Analysis: / JlaTa anaau3za;: 30-11-2021

Exp. date: /C_pOK rognoctu: 09/2024

Analysis performed according ND / Ananan3s nposenen no HJ/I: JII1-003998-301220

S.No/
No Test / Tecr
1 Description /Onucanue

Result / PesynbTat

Specification / Cneundpukauns

‘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. /

TBepabie >kenaTHHOBbIE MPO3paqHbIe
OecuBeTHbie Kancyinsl pa3zmepa | ¢
MapKUPOBKOI YEPHOTo uBera

« Y DR REDDY’S» ua
KpBILUICYKE KANCYJIbl U MapKHpPOBKOH
kpacHoro ugsera «OMEZ-DSR» na
kopnyce  kancynbl. Couepxumoe
Kancyn:  cepuueckue  neJneTsl
6enoro ¥ KOpUYHEBOrO 11BETA.

‘1" size hard gelatin capsule with clear
transparent cap and body having &N
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. /

Teepable KenaTHHOBbIE MPO3pauHbie
OeclBETHbIE Kamcylbl pa3mepa 1 ¢
MapK1pOBKOii YepHoro 11BETa

« 7Y DR.REDDY’S» na KpblLLeyKe

Kancyiibl M MapKUpPOBKOH KpacHOro
usera «OMEZ-DSR» Ha kopnyce
kancyasl.  CojepxkumMoe — Kancy.:

chepuyeckue neiersl ot Gejioro no
cepoBaTo-0€J10ro 1 OT KOPUUHEBOTG J10
HKENTOBATO-KOPHUUYHEBOTO L{BETA.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooreTcTBYeT TpeboBanusm HJJ

Opinion ;: APPROVED
Jakmouenne: OJIOBPEHO

Prepared by /

IToarorosnexo: tl%',/.

Checked by /

[IpoBepeHo: 2 a ,
\

Approved by: Manager/Executive /
Opobpeno: Mernemxkep / PykoBoauTens

)

Print Date: 30-11-2021
Hara:

Print Date: 30-11-2021
JlaTta:

Print Date: 30-11-2021
Hara:

\

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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Dr.Reddy’s q;'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

_Pa_gc 20f7/ C'l'p_ 2 us 7_ -

Product: Omez DSR, modified-release capsules, 20 mg+3_)?) mg /
Ilpoaykr: Omes" JICP, kancybl ¢ MOAHGHUMPOBAHHLIM BbicBoOO:KAeHHEeM, 20 Mr+30 mr

2002FP21002326

 Batch No.: / Cepust No: B2104245
A.R. No.: / Asaaurnuecknii oryet Ne:

Mfg, date: / Jlata npousBoacTsa: 10/2021

Batch Quantity: / O6bem maptnu: 1200000 NO

_Exp. date: / Cpok roanoctu: 09/2024

Analysis performed according ND / Anann3s nposeges mo H: JIT1-003998-301220

S.No/

Omeprazole and
Domperidone (By
HPLC) / Omenpazon u
Homnepuaon (BOXX)

No Test / Tect Result / PesyabTaTt
2 Identification / | The retention times of the main peaks
IopnmnuuocThL 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  yaepwusaHus
OCHOBHBIX MUKOB Ha XpOMAaTorpamme
UCILITYEMOTO pacTBopa
COOTBETCTBYIOT BpeMeHam
yACpKUBaHUSI NMUKOB OMeNpasona M
JOMMEpHIoHa Ha XpomaTorpamme
CTaHAApTHOrO  pacTBopa  (pazgen
«KonuuecTsenHoe onpeaeneHue).

Specification / Cneuupukanus

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
YAEPXKUBAHUS OCHOBHbIX [IMKOB Ha
xpomarorpaMme UCTILITYEMOro
pacTBopa JOJDKHbI  COOTBETCTBOBATb
BpeMCHaM  YAePXKHUBaHMS MUKOB
oMenpasona W JAOMNEPUAOHA  HA
XpomarorpaMme CTaHAAPTHOrO
pactBopa (paspen «KonnuecrBennoe
onpeaeaeHuen).

Average weight of the
net content / CpeaHsis
MAacca CoAepKUMOro
KancyJ

W |

37291 mg /372,91 mr

369.0 mg + 10 % (332.1 to 405.9 mg) /-
369,0 Mr = 10 % (ot 332,1 go 405,9
MT)

4 Water / Boga

1.2% w/w / 1,2%

Not more than 4.0 % w/w / He 6oaece
4,0 %

Remarks : The Product confirms to ND/
IIpumeuanme: [Iponykr coorsercTByeT TpeboBanusm HJI

Opinion : APPROVED
Sakmwuyenne: OJOBPEHO

Prepared by /

[loaroroBneHo; \2#’"

Checked by /

IMposepeHo: dbc%

Approved by: Manager/Executive /
Onobpero: Menekep / PykoBoguTenb

Y

Print Date: 30-11-2021
Jara:

Print Date: 30-11-2021
Hara:

Print Date: 30-11-2021
Jara:

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTHOUNKAT AHAJIU3A

Page3 of 7/Crp.3u37

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

Mpojykr: Omes” JICP, kancy.ibt ¢ MOAH(HIPOBARNLIM BLICBOGOKAeHHEM, 20 Mr+30 mr

Batch No.: / Cepusa Ne: B2104245 Batch Quantity: / O6bem maptuu: 1200000 NO
A.R. No.: / AHajauTHYecKHil oTuer No: Date of Analysis: / JaTa anammsa: 30-11-2021
2002FP21002326 -

Mfg. date: / JlaTa npousoacTsa: 10/2021 Exp. date: / Cpok rogaoctu: 09/2024

Analysis performed according ND / Anasn3 nposexen mo HJ; JIT1-003998-301220

- —
S.No/ Test / Tecr Result / Pe3synbtaT

Specification / Cnenuduxanus

5 | Dissolution / PaCTBopeHu_e

a) Omeprazole / Omenpazon

i. Acid stage (0.IN HCI)/ 0%, 0%, 1%, 3%, 0%, 1%
B 0,1 M pactsope
XJIOPHCTOBOAOPOAHOM
KHCJIOTbI

ii. Buffer stage (pH 6.8 102%, 95%, 93%,

%hg;g)t:gee sgfge;) / 93%, 95%, 93%

'b) Domperidone /

Jlomnepniox

i. 1®hour/uepes |y 25%, 28%, 28%, 28%,
28%, 27%

ii. 4™ hour/ uepes 4 u 54%, 56%, 58%, 60%,
61%, 56%

iii. 8" hour/ uepes 8 u 76%, 80%, 81%, 82%,
87%, 77%

iv. 12" hour/ uepes 12 u 87%, 92%, 92%, 93%,

97%, 88%

Not more than 15% of the labeled amount
of Omeprazole (C7H9yN30;S) is released
after 2 hours. / He 6onee 15 % or
(aKTH4YeCKOro cojepxaHus oMmenpasona
(C|7H|9N303S) 4epes 2y,

Not less than 70% (Q) of the labeled
amount of Omeprazole (C17H9N303S) is
dissolved in 30 minutes / He Menee 70 %
(Q) OT HOMMHANBHOIO COACPHKAHUSI
omenpaszoina (Ci7HsN30;S) uepes 30 mun.

In 0.IN HCI/B 0,1 M pactsope
XJIOPUCTOBOAOPOAHON KUCTOThI:

between 15 % and 40 % / ot 15 % no 40
%

between 30 % and 70 % / or 30 % no 70
%
between 55 % and 95 % / ot 55 % no 95
%

not less than 70 % / He menee 70 %

of the labeled amount of Domperidone
(C22H24CIN5O,) / oT HOMMHANBHOTO
coJepXKaHua NOMIEepUAOHA
(C2H2CINsO»)

Remarks : The Product confirms to ND/
Ipameuanue: [Tpoaykt coorBercTByeT TpebosaHuam HJ

Opinion : APPROVED
3aknrwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: g%’ IIpoeepeHo: G@ng Onobpeno: Menemkep / Pykosoaurenb
1
)
Print Date: 30-11-2021 Print Date: 30-11-2021 Print Date: 30-11-2021 )
Jara: Hara: Hara:

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 4 of 7/Crp. 4 u3 7

| Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
IlpoaykrT: Owmes” JICP, kancyibl ¢ MOAR(GHUHPOBAHHLIM BLICBOOOAICHHEM, 20 mr+30 mr

'Batch No.: / Cepus Ne: B2104245

A.R. No.: / Anajutauuecknii oruer Ne:
2002FP21002326

| Batch Quantity: / O6bem napTuu: 1200000 NO ]
Date of Analysis: / lTara anaauza: 30-11-2021

Mfg,. date: / Jara npoussoacrsa: 10/2021

Exp. date: / Cpox roguocru: 09/2024

Analysis performed according ND / Anasins nposesen mo HJI: JII1-003998-301220

|
S';{‘? / . Test / Tect Result / PesyabTaTt Specification / Cneunduxauus
6 Related substances / Poacreennble mpumecu

|A. Omeprazole / Omenpaszona:
Impurity 1 / npumecs 1

Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5/ npumeck 5

Domperidone / [Jomnepudona:
Impurity A / npumecs A

Impurity B / npumecs B
Impurity C/ npumecs C
Impurity D / npumecs D
Impurity F / npumecs F
Highest individual unknown
impurity / Jro6ast equHU4HAs
HeHAeHTUPULIMPOBAHHAS

pUMech

Total impurities /
Cymma npumecei

0.01%/0,01%
Not detected / He obHapyxena
0.03%/0,03%
Not detected / He oGHapykeHa

Less than LOQ (LOQ =
0.010%)

0.02% /0,02%
Not detected / He obHapyxeHa

Less than LOQ (LOQ =
0.012%)

0.09% / 0,09%

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

0.1%/0,1%

Iflxc.)t more than 0.50 % / He 6onee 0,50
0,

I?ot more than 0.50 % / He 6onee 0,50
o,

Iﬁ)ot more than 0.50 % / He 6ounee 0,50
0

Tffot more than 0.50 % / He 6onee 0,50
L)

Tf;)ot more than 0.50 % / He 6onee 0,50
%

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

§ot more than 0.50 % / He 6onee 0,50
T?ot more than 0.50 % / He 6onee 0,50
0,

Iﬁot more than 0.50 % / He 6onee 0,50
1]

If;ot more than 0.50 % / He 6onee 0,50
1)

I§)Ot more than 0.20 % / He 6onee 0,20
9 0

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

Remarks : The Product confirms to ND/
Npumeyanne: [poayxr coorsercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3axmouenune: OJIOBPEHO

Prepared by /
IloaroroBneHo:

g —

Checked by /

[TpoBepeno: %c"%

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBojurelb

\p

Jara:

Print Date: 30-11-2021

Print Date: 30-11-2021
Jara:

Print Date: 30-11-2021 |
JlaTa:

A
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

PageSof 7/Crp.5mu37

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
Ipoaykr: Omes" JICP, kancyibl ¢ MoAHPHIHPOBAHHBIM BbicBoGOKAeHHeM, 20 Mr+30 mr

Batch No.: / Cepnst Ne: B2104245 _ | Batch Quantity: / O6bem nmaprun: 1200000 NO
A.R. No.: / Anaautudeckuii order No: | Date of Analysis: / JaTa anaausa: 30-11-2021
2002FP21002326 | B
Mfg. date: / lara npoussoacrsa: 10/2021 | Exp. date: / Cpok rognocrn: 09/2024 |
Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-003998-301220
S:l:‘:) / Test/ Tect Result / PesyabTat Specification / Cnenudukanus
7 | Residual solvents/ OcraTounbie (_)praﬂnqecmle PACTBOpHTEJIN -
a) Methanol / 9 ng per capsule a) Not more than 1107 pg per capsule /
Mertanon He 6onee 1107 MKkr Ha kancyny
b) Methylene chloride / DRHCEEEeCEs b) Not more than 221 pg per capsule /

. |obHapyxeHa

MeTuneuxaopus He Gonee 221 mkr Ha Karicyny

8 |Microbial limits / MukpoGHoorudeckass HucToTa

a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 1000 CFU/g/
count / O61iiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
adpoOHbIX
MHKpPOOPTaHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ b) Not more than 100 CFU/g/
mould count / O6uuee Menee 10 KOE/r He 6onee 100 KOE/r

YHCNO APOXKIKEBBIX U
naecHeBbIX rpuboB

¢) E. coli Absentin 1 g/ ¢) Shall be absentin 1g/
' OrcyrctBYyeTB I 1 OrcyrcrBue B 1 r

9 Uniformity of dosage units / OqHopoagHOCTH 103HPOBaHUSA
A. Omeprazole / Omenpa3son 6.5 A. The acceptance value (AV) should be

less than or equal to 15.0 / TTokasatenn
npuemsieMoctd (AV) gomxeH ObITh He

6onee 15,0.
B. Domperidone / 9.9 B. The acceptance value (AV) should be
Homnepunon less than or equal to 15.0 / IToka3aTenn
npuemneMocTu (AV) 10/XKeH ObIThL He
i Gonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeGoBanuaM HJI 3axaiovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: \‘Xf{!ﬁ“” [IpoBepeHo: OnobpeHo: MeHemkep / Pykosoauresb
Print Date: 30-11-2021 Print Date: 30-11-2021 Print Date: 30-11-2021
Jara: Hara: Hara:

/

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page6 of 7/Crp. 6 u3 7

Product: Omez DSR, modified-release capsules, 20 mg+30 mg /
IIpoaykTt: Omes® JICP, KAMNCYJIbl ¢ MOAU(HLIHPOBAHHBIM BbICBOGOKAEHHEM, 20 MI+30 mr -
Batch No.: / Cepust Ne: B2104245 Batch Quantity: / O6sem naptun: 1200000 NO
A.R. No.: / Ananurnueckuii oruer Ne: Date of Analysis: / /laTta ananuza: 30-11-2021
2002FP21002326
Mfg. date: / lata npoussoactsa: 10/2021 Exp. date: / Cpok roanoctu: 09/2024
Analysis performed according ND / Anasn3 nposeaen no HJI: JI[T1-003998-301220
S.No/ . )
No Test / Tecr Result / PeyabTaT Specification / Cneuudpuxauns
10 | Assay / KojnvecTBeHHOE onpeesieHne
A. Omeprazole / 19.86 mg/ 19,86 mr A. Not less than 18.0 mg and not more
Owmenpazon (99.3 %/ 99,3%) than to 22.0 mg of Ci7Hi19N3;0S
(Omeprazole) (90.0 to 110.0 % of
label claim) per capsule ./ Ot
18,0 mr mo 22,0 Mr C;7H9N305S
(omenpazod) B kancyne (ot 90,0 no
110,0 % oT HOMHHAJIbHOTO
cofiepxaHus).
B. Domperidone / 30.74 mg/ 30,74 mr B. Not less than 27.0 mg and not more
JomnepuaoH (102.5 %/ 102,5%) than 33.0mg of CyHyuCINSO,
(Domperidone) per capsule (90.0 to
110.0% of label claim) / Or
27,0 Mr ao 33,0 Mr C22H24CIN502
(nomnepunon) B kancyne (ot 90,0
a0 110,0% OT HOMHHANBLHOIO
COIePXKaHUsM).
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykTt coorseTcTBYET Tpebosanuam HJI 3akmawouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: G/@% Opnobpeno: MeHemkep / PykoBoaurens
Print Date: 30-11-2021 Print Date: 30-11-2021 Print Date: 30-11-2021 )
Hara: Jara: JlaTa:

A
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 7of 7/ C’l'l)_, 7Tu37

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

Product:
IMpoayKr: Omes® JICP, kancyJibl ¢ Mn.rmc]munpouaﬂnblm BbicBOOOKAEHHEM, 20 Mr+30 mMr
Batch No.: / Cepusi Ne: B2104245 | Batch Quantity: / O0bem napTuu: 1200000 NO
A.R. No.: / AnasiuTnueckuii oruer Ne: | Date of Analysis: / Tata anaausa: 30- 112021
2002FP21002326
Mfg. date: / [lata npoussoacrsa: 10/2021 Exp. date: / Cpok rogaoctu: 09/2024
Analysis performed according ND / Anasus nposegen no HJI: JII1-003998-301220
11 | Package / YnmaxoBka 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
carton. / ITo 10 kancyn B 6aucrepe | in a carton. / [To 10 kancyn B 6nucrepe
s (ITA/AJI/TIBX)  doabru /| u3 (TTA/AJITIBX) donbru /
aniomuuuesoi  gonbru.  [lo 3 | amomuHnesoit donwbru. Ilo 1, 3, 8, 10
OnucTepa BMeECTE ,C WHCTpyKuUMeH | 61MCTEpoB BMECTE C MHCTPYKUMEH MO
Mo  NPUMEHEHHWI0 B MauKy | NPUMEHECHHIO B MAYKy KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND /B coorsercteiu ¢ HJ]
13 Storage conditions / At temperature below 25 °C. / [1pn Temnepatype He Bbille 25 °C.
XpaneHue
14 | Shelflife / Cpok 3 years /3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykT coorBeTcTBYET TpebopaHuam HJL

Opinion : APPROVED
3axmouenne: OJJIOBPEHO

Approved by: Managet/Executive /
Onobpeno: Menemkep / PykoBoaunress

Wiy

Prepared by / é Checked by /

[ToAroTOBNEHO: Tposepeno: Q/@?
Print Date: 30-11-2021 Print Date: 30-11-2021
Jara: Hara:

Print Date: 30-11-2021 v

Jara:

A
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