WAL ENJEILT ATV \.IU!.Iy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATTH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Tposyker: Omes® JICP, kancy b ¢ Moguduuuposannbiv Bblcsodoxkieniem, 30 mrd 20 mr

| Batch No.: / Cepus Ne: B2203925 Batch Quantity: / O6bem naprum: 1250000 NO
A.R. No.: / AnasmTnaeckuii otaet No: Date of Analysis: / Jata ananuza:  26-12-2022
2002FP22002498
Mfo, date: / JlaTa NnpoH3BOACTBA: 08/2022 Exp. date: / Cpoxk rognocru:  07/2025

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

S.No/

No Test / Tect

Result / PesyabTaT

Specification / Cnenudukanus

1 Description /Onncanne

‘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. /

Trepanle JKEIIaTUHOBBIE
npo3payHble OECLBETHHIE KaTCYIIbI
pasMepa 1 ¢ MapKHUpOBKOW UepHOTO
LBETA

«'Pif

DR. REDDY’S» Ha
KpBILTeYKe KarcyJibl "
MapKMpOBKOH  KpPacHOTO  LIBETa
«OMEZ-DSR» Ha KopIyce
karcynel.  ComepKUMoe  Kancyi:

ceprueckue TmemneTst Geroro H
KOPHYHEBOTO HBETA.

‘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. /

Teepabie
OecLBETHEIC

JKENaTUHOBBIE  MPO3pavHbIe
Karcynsl  pasMepa 1 ¢
MapKHUpOBKO#H YEpHOTO LBETA

« 7Y DR. REDDY’S» Ha KpbILIISYKe
KaricyJisl 1 MapKHPOBKOW KpacHOro LBETa
«OMEZ-DSR» Ha KopIyce KarcyJbl.

Conep:kuMoe  Karncyi: chepuueckue
TEIIETE! OT GEToro J0 cepoBaTo-6enoro u
oT KOPHUYHEBOrO no JKEJITOBATO-

KOpHUYHEBOIO 1IBCTA.

2 | Identification /
IloaanHHOCTDH
Omeprazole and
Domperidone (By HPLC)
/ OMemipazon u
Hommepuaon (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.[1/[1BpeMeHa yAepXuBaHus
OCHOBHBIX IUKOB Ha
XpoMaTorpaMme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT
BpeMeHaM  YAEpXKUBAaHUS IHKOB

oMemnpasoyia W JOMIIEpUAOHA Ha
XpoMatorpamme CTaHAAPTHOIO
pacTBopa (paznen
«KoJMuecTBEHHOE OTpeIeTICHHED ).

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 IIMKOB  Ha
XpOMaTorpamMme HCIIBITYEMOTO pacTBoOpa
IOJDKHBI  COOTBETCTBOBAaTb  BPEMEHAM
yIep>XuBaHHUsS TIMKOB  OMeNpaszona U
JOMIepHAOHa Ha XpoMaTorpamme
CTaHapTHOTO pacrBopa (paznen

«KomuecTBeHHOE OTTpeAeTIeHHE).

Remarks : The Product confirms to ND/
Hpumeuanne: IIpoaykT cooTBeTCTRYET TpeGosatusm HJT

Opinion : APPROVED
Zaxmwouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

[ Product: Omez DSR, modificd-relcase capsules, 30 mg+20 mg /
[ipoaykr: Omes® JICP, kaucyabi ¢ mojgnduinposanibiv BuIcBoboAaennes, 30 Mr+20 mr

Batch No.: / Cepus Ne:

B2203925

Batch Quantity: / O6bem mapTumu: 1250000 NO

A.R. No.: / Ananurugecknii oruer Ne:
2002FP22002498

Date of Analysis: / lara ananmsza:  26-12-2022

Mfg. date: / JlaTa npon3BojcTBA:

08/2022 Exp. date: / Cpox rognocrn:  07/2025

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

S.No/

N Test/ Tect Result / PesyabTar Specification / Cnenmpuxanus

3 Average weight of the 378.39 mg/ 378,39 mr 369.0 mg £ 10 % (332.1 to 405.9 mg) /
net content / Cpexnsist 369,0 mr = 10 % (ot 332,1 no 405,9 mr)
Macca coAep:KHMOro
KancyJa

4 |Water/Boaga 1.3%w/w / 1,3% Not more than 4.0 % w/w / He 6omee 4,0

%
5 |Uniformity of dosage units / OqHOPOAHOCTH J03NPOBAHHHA

Omeprazole / 64/64 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / ITokazaTens
npremiieMocty (AV) nomkeH ObITh He
6onee 15,0.

Domperidone / 5.5/5,5 The acceptance value (AV) should be

Jomnepuaon

less than or equal to 15.0 / TToka3zarens
npremieMocTr (AV) gonkeH OBITE HE
6onee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpebGoBanuam HI

Opinion : APPROVED
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

| Product: Omez DSR, modified-relcasc capsules, 30 mg+20 mg /
Mpoaykr: Omes® JICP, kancyisi ¢ MoanduuupoBannbiM Bbicsodoxaennem, 30 mr+20 mr

Mfg. date: / JlaTa npousBoACTBA:

Batch No.: / Cepus Ne:  B2203925 Batch Quantity: / O6bem napTan: 1250000 NO
A.R. No.: / Ananurndeckuii oruer Ne: Date of Analysis: / [lata anammsa:  26-12-2022
2002FP22002498

08/2022 Exp. date: / Cpox roguoctn: _ 07/2025

Analysis performed according ND / Ananuz nposeaen no HJI: JI[1-003998-301220

S.No/

Impurity 1/ npumMecs 1
Impurity 2 / nipumecs 2
Impurity 3 / nprimMecs 3
Impurity 4 / npumecs 4
Impurity 5 / mpuMecs 5
Domperidone /
Homnepuoona:
Impurity A / mpumecs A
Impurity B / npumecr B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JlroGas
eIMHUYHAas
HeWICHTHOULMPOBaHHAS
nprMech

Total impurities /

CymMa nipuMece

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

Not detected / He oOHapy»xeHa
Less than Limit of Detection
(LOD=0.003%)

Not detected / He o6HapyxeHa
Not detected / He o6HapyxeHa
Less than LOQ (LOQ=0.012%)
0.10%/0,10%

Not detected / He o6HapyXkeHa

Not detected / He o6Hapyx)eHa

0.1% /0,1%

No Test / Tecr Result / PesyabTar Specification / Cnennpuxauns
6 |Related substances / PogcTBeHHBIE IPHMeECH
Omeprazole /
Omenpazona:

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

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

Not more than 0.20 % / He Goinee 0,20 %

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

7  |Residual solvents/ OcTraTounble opraHnyeckKHe pacTBOPHTEIH

Methanol /
Mertanon

Methylene chloride /
MeTunenxnopun

8 ng/caps / 8 mxr/karicysna

1 pg/caps / 1 Mkr/kancyna

Not more than 1107 ug per capsule /
He G6onee 1107 MKr Ha KancyJry

Not more than 221 pg per capsule /
He Gostee 221 MKT Ha Kancyay

Remarks : The Product confirms to ND/
ITpumedanne: [IpoaykT cooTBeTcTBYET TpeboBanusam H/I

Opinion : APPROVED
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Product: Omez DSR, modified-rclcase capsules, 30 mg+20 mg /
Tpoayxr: Omes® JICP, kancylibi ¢ MOARGHUHPOBAHHBLIM BLICBOOOKACHIEM, 30 mr+20 mr

 Batch No.:/ Cepuz Ne:  B2203925 Batch Quantity: / OGhem naprun: 1250000 NO
AR. No.: / Avanutuyeckmii oTuer Ne: Date of Analysis: / lara anaqusa:  26-12-2022
2002FP22002498
Mfg. date: / JlaTa npousBojcTea: 08/2022 Exp. date: / Cpox rogmocru:  07/2025

Analysis performed according ND / Anayus nposejen no H/L: JIT1-003998-301220

JSVZ.}\IO . Test / Tect Result / PesyabTar Specification / Cnenudpuxanus
8 |Dissolution / PacTBopenue
a) Omeprazole /
Owmenpazon
i. Acid stage (0.1N HCI) i, Not more than 15% of the labeled
/B 0,1 M pactBope amount of Omeprazole (C,7;H;(N;O;S)
XJIOPUCTOBOAOPOLHOM 0%, 0%, 4%, 9%, 0%, 4% is released after 2 hours. / He 6onee 15
KHMCJIOTBI % OT (haKTHIECKOTO COJIepIKaHHs
. Buffer stage (pH 6.8 omenpasona (C7H;9N30;S) uepes 2 4.
phosphate bufter) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 99%, 88%, 92%, 96%, 98%, 93% amount of Omeprazole (C,;H;4N;058)
is dissolved in 30 minutes / He menee
70 % (Q) oT HOMUHATBHOTO
cojiepskaHus OMeTIpa3osia
(C17HoN303S) uepes 30 mumn.
b) Domperidone / In 0.1IN HC1/B 0,1 M pactBope
Homnepuaon XJIOPUCTOBOAOPOIHON KUCIIOTHL:
Isthour / wepe3 1 u 32%, 32%, 30%, 31%, 29%, 28% |Between 15 % and 40 % / ot 15 % 1o 40
%
4% hour/ yepes 4 4 61%, 61%, 62%, 61%, 61%, 64% |Between 30 % and 70 % / ot 30 % mo 70
%
8™ hour/ wepes 8 u 78%, 78%, 80%, 80%, 81%, 81% |Between 55 % and 95 % / ot 55 % no 95
%
12t hour/ uepes 12 4 88%, 87%, 91%, 91%, 92%, 91% | Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(CH,4CIN5O,) / oT HOMHUHANBEHOTO
cozlepsKaHus JOMITepHIoHa
(Cy2H,4CIN;5O5)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Tpumeuanne: IIpoayKkT cooTBeTcTBYET Tpebosanusm HJL 3axmarouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg / -]
| Tipogyxr: Omes® JICP, kancyan ¢ Moauduuuposannbiv sbicsobouiennem, 30 mr+20 mr B
Batch No.: / Cepust Ne:  B2203925 Batch Quantity: / O6sem mapTun: 1250000 NO
" A.R. No.: / AnanuTHaecknii order Ne: Date of Analysis: / JlaTta amaymsa:  26-12-2022
2002FP22002498
Mfg. date: / Jata npousBoacTea:  08/2022 Exp. date: / Cpok rognoctu:  07/2025
Analysis performed according ND / Anasm3s nposegen mo HJI: JIIT-003998-301220

iﬁ.}vo / Test / Tecr Result / PesynbTaT Specification / Cnenudpuxanus
9 Assay / KoaudecTBeHHOE onpeejieHHe
A. Omeprazole / 20.32 mg/ 20,32 mr A. Not less than 18.0 mg and not
Owmenpazon (101.6% / 101,6%) more than to 22.0 mg of

C7H9N303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 Mr
C17H1sN303S (omenpa3zon) B
xancyJe (ot 90,0 no 110,0 % ot
B. Domperidone / 29.16 mg /29,16 mr HOMUHAJIHLHOIO COJePKAHUA).

) 0
Hlommeprzox (97.2%/97,2%) B. Not less than 27.0 mg and not

more than 33.0 mg of
C,,H,,CINsO;, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mMr g0
33,0 Mr C22H24C]N502
(TomMmuepnaoH) B KancyJie (0T
90,0 5o 110,0 % ot
HOMHHAJIBHOTO COEPKAHMS).

10 |Microbial limits / Muxpo6uojiorugeckas 1HcToTA

a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g /
count / O61uee uncio Menee 10 KOE/r He 6omnee 1000 KOE/r
a3pOOHEIX
MHKPOOPTaHU3MOB

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

Of1ee yucno
TIPOMOKEBBIX U
NUIECHEBBIX TPUOOB

¢) E. coli Absentin 1 g/ ¢) Shall be absent in 1g/
OtcytcTRyeTR 1 T OrcyrctBue B 1 1
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cooTBercTByeT Tpeboranusam HJT 3akarouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A

Product: Omez DSR, modificd-rclease capsules, 30 mg+20 mg /
| Ipoaykr: Omes® JICP, kanucyiibi ¢ MOAH(HIHPOBAHABLIM BLICBODOAICHIEM, 30 Mr+20 mr

Mfg. date: / Jlara npousBoacTBa:

Batch No.: / Cepus Ne:  B2203925 Batch Quantity: / O6bem naptun: 1250000 NO
A.R. No.: / AHanuTHyeckHii oTdyer Ne: Date of Analysis: / Jlata anamm3za:  26-12-2022
2002FP22002498

08/2022 Exp. date: / Cpox rognocru:  07/2025

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

JSéVo / Test/ Tecr Result / PezyabTaT Specification / Cnenundguxanus
11 | Package / YnakoBka 10 capsules in a (PA/A/PVC)|10 capsules in a (PA/A/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. / ITo 10 kancyn B 6nucrepe | carton. / Ilo 10 xancyn B Gmucrepe us
mw  (TA/AITIBX)  ¢omern /| (ITA/AJI/TIBX) doneru / anromuHueBO#M
amomuauesoil  domeru.  Ilo 3 | donbru. Io 1, 3, 8, 10 6auctepos BMecTe
6IHCTepa BMeCTe C HHCTPYKUHEH | ¢ MHCTPYKUMEH TIO TIPUMCHEHHIO B TIAUKY
no  TPUMEHEHHIO B TIayKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapkuposka | According to ND / B coorsetctum ¢ HJ|
13 | Storage conditions / At temperature below 25 °C. / IIpu temnepatype He Beime 25 °C.
XpaHenue
14 | Shelf life / Cpox 3 years /3 roga
TOXHOCTH

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cootBeTcTRYeT Tpeboranmsam HI

Opinion : APPROVED
Zaxmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES
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B2203925

Document No.

QUA-FT02-1925
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