Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IpoayxT: Omes® JICP, kancy.ibl ¢ MOAHGUIHPOBAHHBIM BbICBOGOXAEHHEM, 30 Mr+20 Mr

Batch No.: / Cepust No:

B2202633

Batch Quantity: / O0sem mapruu:

1230000NO

2002FP22001869

A.R. No.: / Anagurndeckuii oraet Ne:

‘Date of Analysis: / lata ananuza: 14-09-2022

-_Mfg. date: / laTa mpousBoJcTBa:

06/2022

Exp. date: / Cpok rogHocru:

05/2025

Analysis performed according ND / Anann3s npoeeaeH no H: JI[1-003998-301220

S.No/

No Test/ Teer

Result / Pesyasrat

Specification / Cneunduxauus

1 Description /Onucanue

‘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. /

Trepneie KenaTUHOBEIE
Tpo3padHble OECIBETHBIC KarCyIhl
pasMepa 1 ¢ MapKHUpPOBKOH HepHOTO
ngera

« Y DR. REDDY'S» ma
KPBITDCHUKE KaricyJiel nu
MapkHpOBKOI  KpacHOro  ILBera
«OMEZ-DSR» Ha Kopryce
karicynsl.  CofepXkrMoe — Karcyi:

chepudeckre nemieTsl Oenoro u
KOPHYHEBOTO 1IBETA.

‘1> size hard gelatin capsule with clear
transparent cap and body having sy
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. /

Teepuble
OeclBeTHEIE
MapKHUPOBKOH

« 7Y DR. REDDY’S» na KpbIllIeyKe
Kamcyisl 1 MapKUPOBKOW KPAaCHOTO I[BETA
«OMEZ-DSR» Ha xopryce KarcyIibl.

XKENAaTUHOBBIE  TIPO3PAYHBIC
Kancynsl  pazMepa 1 ¢
YEepHOTo LBeTa

Conepxumoe,  Kancyn:  cdepuueckue
MEeJUIETHI OT Georo 1o cepoBaTo-6estoro u
OT  KOPWYHEBOTO  JO  IKEJNTOBATO-

KOPUYHCBOI'O 1IBCTA.

2 Identification /
IMoaauHHOCTL
Omeprazole and
Domperidone (By HPLC)
/ OMenpazon U
Homnepunon (B2XKX)

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/0Bpemena ymepKUBaHUs
OCHOBHBIX MTUKOB Ha
XpoMaTorpamme HCITBITYEMOTO
pacTBopa COOTBETCTRYIOT
BpeMEHaM  YIEpXKHUBaHWA [UKOB
oMeTpazofia ¥ JOMIepHIoHa Ha
XpoMaTtorpamMme CTAaHIAPTHOTO
pacTBopa (pazmen
«KonmuecTBeHHOE OTIpeiesicHHE» ).

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. / BpemeHa
YAECP)KUBAaHUA  OCHOBHBIX  IIMKOB  Ha
XpoMaToTpaMMe HCHBITYEMOro pacTBopa
IOTDKHBI  COOTBETCTBOBATHL  BpEeMEHaM
yAEp)KMBaHUs THKOB  OMellpasona M
JIloMTepHIIoHa Ha XpoMaTorpaMme
CTaHAapTHOI'O pacTBopa (paspmen

«KonunuecTBeHHOE ONIpeeneHney ).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akatouenue: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxt: Ome3® JICP, kancyasl ¢ MoAMGHIMPOBAHHBLIM BhICBOO 0K IeHUeM, 30 Mr+20 Mr

| Batch No.: / Cepust Ne: B2202633

Batch Quantity: / O6bem naptuu: 123_(290() NO

A.R. No.: / AHaauTn4ecKkuii oTuer Ne:
2002FP22001869

Date of Analysis: / lata ananuza: 14-09-2022

Mfg. date: / laTa npousBoacTBa:

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

Analysis performed according ND / Ananus npoeegen mo H/L: JI[1-003998-301220

S.Neo/

Ne Test/ Tect

Result / PesynbTat Specification / Cneuuduxauns

3 Average weight of the
net content / Cpegusisi
Macca colepKumMoro
KaneyJa

375.72 mg / 375,72 mMr 369.0 mg + 10 % (332.1 to 405.9 mg) /
369,0 mr £ 10 % (or 332,1 no 405,9 mr)

4 |Water/Boaa

1.3% w/w / 1,3% Not more than 4.0 % w/w / 11e 6onee 4,0
%

5 |Uniformity of dosage units / OqHopoaHOCTH A03HPOBaAHHUS

Omeprazole /

6.1/6,1 The acceptance value (AV) should be

HomnepunoH

Owenpazon less than or equal to 15.0 / TTokazarens
npuemneMocti (AV) nomxeH O6bITh He
bonee 15,0.

Domperidone / 477147 The acceptance value (AV) should be

less than or equal to 15.0 / T[Toka3arens
npreMneMoctr (AV) nomkeH ObITh HE
6omnee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: TTpoaykT coorBeTcTBYET TpeboBarusaM HJI 3axmouenne: ONOBPEHO

Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No.: / Cepus Ne:

B22026

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IMpoaykKT: Owmez® ICP, kancyJsl ¢ MOAH(PUIIHPOBAHHLIM BhicBOOOKAenneM, 30 mr+20 mMr

33

Batch Quantity: / O6bem naprun:

1230000 NO

"A.R. No.: / AnasuTuuecknii oraer Ne:
2002FP22001869

Date of Analysis: / laTa ananamusa: 14-09-2022

Mfg. date: / Jlara nponsBoacrsa:

06/2022

Exp. date: / Cpok roanocru:

05/2025

Analysis performed according ND / Anasus nposegen o HJL: J111-003998-301220

ijoNo i Test / Tecr Result / PesyabTat Specification / Cneundukanus
6 |Related substances / PoacTBeHHBIE TpuMecH
Omeprazole /
Omenpaszona: Less than Limit of Detection
T i Y ioces 1 (LOD=0.003%) Not more than 0.50 % / He 6onee 0,50 %
Impurity 2/ anMGCb 5 Not detected / ne obnapyxena Not more than 0.50 % / He 6oee 0,50 %
Impurity y anMCCL 3 0.03%/0,03% Not more than 0.50 % / He Gonee 0,50 %
Imp urity 4/ anMeCB 4 Not detected / He obHapyxeHa Not more than 0.50 % / He 6oiee 0,50 %
purtty p Less than LOQ (LOQ=0.010%) Not more than 0.50 % / He 6onee 0,50 %
Impurity 5 / npumecs 5
Domperidone /
fﬁ;ﬁ;ﬁg HXO/H:I;“MGCL A Not detected / He 0OHapyKkeHa Not more than 0.50 % / He 6onee 0,50 %
Imourity B / monvecs B Not detected / He 0bHapykeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity c/ TlpI/IMeCB C Less than Limit of Detection Not more than 0.50 % / He 6onee 0,50 %
I e 5 |(LOD=0.004%) Not more than 0.50 % / He 6onee 0,50 %
I B e [0.08%/0,08% Not more than 0.50 % / He Gonee 0,50 %
purity p Not detected / He oGHapykeHa
Highest 1n.d1v1d1'1al Not more than 0.20 % / He Gonee 0,20 %
unknown impurity / JTro6as
T— Not detected / He obHapyskeHa
HeuaeHTU UM poRaAHHAS
[TPHMECE 0.1%/0,1%
ggﬁi;?;ggise; Not more than 2.5 % / He 6onee 2,5 %
7 |Residual solvents/ OcTaTounble opraHuYecKne pacTBOPUTETH
Methanol / 8 ug/caps/ 8 mkr/kamncyna Not more than 1107 pg per capsule /
MeTtanon He 6oaee 1107 Mxr Ha Kkancyury
Not more than 221 pg per capsule /
Methylene chloride / NohdEtEatedlic0qRappeHa He 6oJee 221 MKr Ha xancyay
Metunenxnopun

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt cootBeTcTBYET TpedoBaHuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Mpoaykt; Omes® JICP, kancynbl ¢ MOARGHUHPOBAHHBIM BbicBoGokaeHnemM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2202633

Batch Quantity: / O6sem napTun:

1230000 NO

A.R. No.: / Anaautnuecknii oruer Ne;
2002FP22001869

Date of Analysis: / lata ananu3sa: 14-09-2022

Mfg. date: / laTa npon3BroAcTBA:

06/2022

Exp. date: / Cpok rogHocTH:

05/2025

Analysis performed according ND / Anaan3s npoBegen no HJL: JI11-003998-301220

S.No /

N Test / Tect

Result / Pesyawrar

8 |Dissolution / PacTeopene

Specification / Crieundukauns

a) Omeprazole /
Owmenpaszon

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

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

7%, 8%, 8%, 5%, 7%, 5%

100%, 103%, 95%, 96%, 92%, 93%

i. Not more than 15% of the labeled
amount of Omeprazole (C,;H,4N;0;8S)
is released atter 2 hours. / He 6omnee 15
% oT (haKTHIECKOTO COAEPKAHMA
omenpazona (C;7H;9N30;S) gepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,7H 9N;0;S)
is dissolved in 30 minutes / He MmecHee
70 % (Q) oT HOMWHAIIEHOTO
COLepIKaHUs oMerpazona
(Cy7H9N;05S) uepe3 30 MuH.

b) Domperidone /
Jomnepunon
15 hour / uepe3 1 4
4™ hour/ yepes 4 1

8™ hour/ wepes 8 u

12" hour/ uepes 12 u

21%, 20%, 22%, 21%, 24%, 21%
46%, 43%, 45%, 43%, 48%, 45%
67%, 63%, 62%, 62%, 67%, 64%

79%, 75%, 73%, 73%, 77%, 76%

In 0.1N HC1/ B 0,1 M pactBope
XJIOPUCTOBOJOPOIHON KHCIOTHI:

Between 15 % and 40 % / ot 15 % 1o 40
%

Between 30 % and 70 % / ot 30 % mo 70
%

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

Not less than 70 % / ue menee 70 % of the
labeled amount of Domperidone
(CyH24CIN5O,) / 0T HOMUHAJIBHOTO
cozepXaHus ToMIepUIoHa
(C2H24CIN5O5)

Remarks : The Product confirms to ND/

IIpumeyanne: [IpoaykT coorBeTcTBYET TpeboanusiM HJI

Opinion : APPROVED
3axaouenne: OJOFPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsﬁles, 30 mg+20 mg /
Mpoayxt: Ome3® ICP, kancyabl ¢ Mo HGHIIHPOBAHHBIM BbICBOG0XkIeHHEeM, 30 Mr+20 mr

Batch No.: / (ﬂ)qn Ne:

A.R. No.: / Anaaurnueckuii oruer Ne:
2002FP22001869

Mfg. date: / Jlata MPOU3BOACTBA:

B2202633 o Batch Quantity: / O6bem nmaprun: 12309_00 NO
Date of Analysis: / JaTta anamuza: 14-09-2022
06/2022 Exp. date: / Cpok rognoctn:  05/2025

Analysis performed according ND / Ananus npoeeges mo HJL: JI[1-003998-301220

PO Test/ Teer

Ne

Result / PesyabTat

Specification / Cneungukauns

9 Assay / KosnyecTBeHHOe onipe/ie/ieHHe

A. Omeprazole /
Owenpazon

B. Domperidone /
Homrepunon

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

29.47 mg / 29,47 mr
(98.2% / 98,2%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C17H19N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mMr g0 22,0 Mr
C17H19N3O3S (0Me“pa30.ﬂ) B
kancyJe (ot 90,0 a0 110,0 % or
HOMMHAJBHOTO COAEPIKAHUSA).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C;;H,4CIN50, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr g0
33,0 Mr C22H24C|N502
(nomMmnepuaAoH) B KamncyJe (oT
90,0 x0 110,0 % ot
HOMHHAJILHONO COAEPIKAHHSA).

10 |Microbial limits / Mukpo6uosioruyeckast YHCTOTA

a) Total aerobic microbial
count / O61ee uucio
a’3poOHBIX
MHUKpPOOPIraH3MOB

b) Total combined yeasts
and mould count /
Obuiee yucio
IPOXOKEBBIX H
TIECHEBBIX TpHUOOB

¢) E. coli

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

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

Absentin1 g/
OtcyrcrByeTB 1 T

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

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

¢) Shall be absent in 1g/
OrcyrctBue B 1 r

Remarks : The Product confirms to ND/

I pumeuanme: IIponykr coorBercTBYeT Tpeboanmsam HJL

Opinion : APPROVED
3axaiouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIHN3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoaykt: Omes® JICP, kancyni ¢ MOARGUIHPOBAHHBIM BbicBobokaAeHHEM, 30 MI+20 Mr - |
Batch No.: / Cepus Ne: B2202633 Batch Quantity: / O6bem naprun: 1230000 NO
A.R. No.: / Anaaurndeckuii otuer Ne: Date of Analysis: / llara ananauza: 14-09-2022
2002FP22001869
Mfg. date: / JlaTa npouseoacTBa: 06/2022 Exp. date: / Cpox rognoctn:  05/2025
Analysis performed according ND / Ananaus nposesed mo HJI: JIT1-003998-301220
S.No / . .
N Test / Tect Result / PesyabTat Specification / Cneuuduxanns
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 kancyy B Onucrepe | carton. / Tlo 10 kancyn B Ouucrepe u3
w3 (TIA/AJITIBX)  donsrn /| (TTA/AJITIBX) ¢onsry / antomMuHMEBOi
amomunnresoit  gomeru.  ITo 3 | domeru. I[To 1, 3, 8, 10 6micrepos BMecTe
6macTepa BMECTe C MHCTPYKLUMEH | ¢ MHCTpYKLUHMeE!l Mo NPUMEHEHUIO B TauKy
MO0  TNpPUMEHEHHI0 B MAYKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND / B coorBerctBuu ¢ H/J
13 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bbime 25 °C,
XpaHneHue
14 | Shelf life / Cpok 3 years/ 3 roga
TOIHOCTH

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT cooTBETCTRYET TpeboranuaM HJL

Opinion : APPROVED
3axarouenne: OAOBPEHO
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