A A RAVAV I NES RS FAWAW | VU}J’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Mpoayxr: Omes® JICP, xancyist ¢ Moau¢uUHPOBAHHLIM BbICBOOOXKAeHHeM, 30 Mr+20 mr

| Batch No.: / Cepns Ne:

B2203223

Batch Quantity: / OGbem naprum:

1250000 NO |

2002FP22002342

A.R. No.: / Ananurudeckui oTuyer No:

| Date of Analysis; / Jata anasmza: 07-12-2022

Mfg. date: / IaTa mpou3BoacTBA:

08/2022

Exp. date: / Cpok rognocTH:

07/2025

Analysis performed according ND / Ananns nposenen mo H: JII1-003998-301220

S.No /

Ne Test/ Tect

Result / PezyasTar

Specification / Cnenugpuxanun

1 Description /Onucanne

‘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. /

Teeparie JKENIaTHHOBEIE
Mpo3payHble OECIBETHBIE KarCybl
pasmepa 1 ¢ MapkupoBKoO#t YepHOTO
LBETA

« Y DR. REDDY’S» wa
KPEILIEYKE KarcyJisl "
MapKMpOBKOM  KpacHOro  LBeTa
«OMEZ-DSR» Ha Kopryce
kancynsl.  ComepxknMoe  KallCyil:

cepuieckre IeeThl 0eloro
KOPHYHEBOT O 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. /

Teepasle
OeclIBETHBIE
MapKHPOBKOH

JKENAaTUHOBBIE  TIPO3PauHbIe
Kancynsl pasmepa 1 ¢
YepHOTO BeTa

« 7Y DR. REDDY’S» Ha KpBILIevKe
KariCyJibl 1 MapKHpPOBKOW KpacHOTO IIBETA
«OMEZ-DSR» Ha kopryce KarncyJisl.

CoiepkuMoe  Karcyi: cthepuyeckue
MeJUIETEI OT OENoro o cepoBaTo-6eoro u
OT  KOpPHYHEBOTo A0 JKEJITOBATO-

KOPUYHCBOTO LIBETA.

2 Identification /
IMopuHHOCTE
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Homnepumon (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.[)/[1BpeMeHa ynepXHUBaHHs
OCHOBHBIX TTHKOB Ha
XpoMaTorpaMme HCTTBITYEMOrO
pacTBOpa COOTBETCTBYIOT
BpEMEHaM  yICpKWBaHUS  [THKOB

oMenpasona M JOMIEpHIOHA Ha
XpOMaTorpamMme CTaHIAPTHOTO
pactBopa (pasmen
«KonnyecTBEHHOE OTIpeIENeHUE ).

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
YIEpKUBaHWS  OCHOBHBIX IIMKOB  Ha
XpoMarorpaMme HCIBITYEMOI0 PacTBOpa
JOJDKHBI ~ COOTBETCTBOBATH  BpEeMEHaM
yIepKHBaHUA THKOB OMeTpaszojla u
JOMITepUIOHA Ha Xpomarorpamme
CTaHAAPTHOTO pacTBopa (pazmen

«KonnuecTeeHHoe onpeaeneHue»).

Remarks : The Product confirms to ND/
ITpumeqanue: Ipoaykrt cooTrercTBYeT TpeGoBanusam HJI

Opinion : APPROVED
3akntouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad v W Narauvana Qummag
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

mt: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpogykr: Omes® JICP, kancyabl ¢ MoAHGHIHPOBAHHLIM BbIcBOGOXKAeHHeM, 30 Mr+20 mr

Batch No.: / Cepun Ne:

B2203223

Batch Quantity: / O6bem napruu: 1250000 NO

A.R. No.: / Aranurudecknii otuer Ne:
2002FP22002342

Date of Analysis: / laTa anamusa: 07-12-2022

Mfg. date: / lata npou3BoAcTBA:

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

Analysis performed according ND / Anasn3 nposegen no HJ/L: JI[1-003998-301220

Ne

[S.No /

Test / Tecr

Result / PesynbTar

Specification / Ciemnguxanns

3

Average weight of the
net content / Cpeanss
Macca coep:KHMOro
Kancya

374.44 mg / 374,44 mr

369.0 mg + 10 % (332.1 to 405.9 mg) /
369,0 Mr £ 10 % (ot 332,1 o 405,9 mr)

Water / Boaa

1.4% w/w / 1,4%

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

Uniformity of dosage units

/ OnHOpOAHOCTH 103HPOBAHNS

Omeprazole / 114/11,4 The acceptance value (AV) should be

Owmernpazon less than or equal to 15.0 / TTokazarenn
npuemiieMocT (AV) HOMXKeH OBITE He
Gonee 15,0.

Domperidone / 7.6/7,6 The acceptance value (AV) should be

Homnepunon

less than or equal to 15.0 / ITokasarens
npuemieMocTd (AV) nomkeH GbITh He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cooTeeTcTBYeT TpeboBanmsam HJT

Opinion : APPROVED
3akarwuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad R K Naraiiana Quramags

Page 2 of 7

Drintad Mata R Tima /IQTY- nQ 12 2N277 1Q-R1-1R
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
ITpoaykT: Omes® JICP, kancynsb! ¢ MOgHPHIHPOBAHHBIM BBICBOOOKAeRHEM, 30 Mr+20 mr

Batch No.: / Cepust Ne:  B2203223

Batch Quantity: / O6bem napTun:

1250000 NO

A.R. No.: / Ananutudecknii oraer Ne:
2002FP22002342

Date of Analysis: / JlaTa anammza: 07-12-2022

Mfg. date: / laTa npou3BoACTBA:

08/2022

Exp. date: / Cpox rogmocrn:

07/2025

Analysis performed according ND / Ananu3 npoeegen nmo HJI: JIT1-003998-301220

Impurity 1 / npumecs 1
Impurity 2 / npumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Jlomnepuoona:
Impurity A / npuMecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JTro6as
eIMHUYHas
HeHAeHTHOUIMpOBaHHAS
pHUMeECH

Total impurities /
CyMMa npumeceit

Not detected / He oOHapyxeHa
Less than Limit of Detection
(LOD=0.003%)

0.02% /0,02%

Not detected / He o6HapyeHa
Less than LOQ (.LOQ=0.010%)

0.03% /0,03%

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

Less than LOQ (1.OQ=0.013%)

Not detected / He oOHapy>eHa

0.1%/0,1%

JSé‘Jo / Test/ Tect Result / PesyabTaT Specification / Cienu¢uxannn
6 |Related substances / PoxcTBennbie npuMecn
Omeprazole /
Omenpazona:

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

Not more than 0.20 % / He 6onee 0,20 %

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

7 [Residual solvents/ OcTaToyHble opranuyecKne pacTBOPUTENH

Methanol /
Mertanon

MeTunenxnaopua

Methylene chloride /

8 ng/caps / 8 Mxr/kancyna

Not detected / He obHapykeHa

He 6outee 221 MKT Ha Kamncy.y

Not more than 1107 pg per capsule /
He 6oaee 1107 MkT Ha KancyJry

Not more than 221 pg per capsule /

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr cooTBeTcTBYET TpeGoBanusM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad R

W Nlaraviana Quiamay
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Drintad Mata R Tima (IQTH:
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

[ Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykr: Omes® JICP, kancynbi ¢ MOARGHIHPOBAHHBLIM BbicBOOo#/1cHHeM, 30 Mr+20 mr

| Batch No.: / Cepusn Ne:  B2203223

Batch Quantity: / O6nem napTuu:

1250000 NO |

A.R. No.: / Ananutuyeckuii oruer Ne:
2002FP22002342

Date of Analysis: / Jlata anamuza: 07-12-2022

Mifg. date: / Jlata mpou3BojcTBAa:

08/2022

Exp. date: / Cpok rognocTu:

07/2025

Analysis performed according ND / Anamms nposegen mo HJ/L: JII1-003998-301220

S.No/

e Test / Tect

Result / PesyabTaT

Specification / Cnienngnkaunn

8 |Dissolution / PacTtBopcnuc

a) Omeprazole /
Owmernpazon

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

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

2%, 3%, 2%, 1%, 2%, 1%

98%, 97%, 102%, 96%, 96%, 98%

i. Not more than 15% of the labeled
amount of Omeprazole (C,;H;sN;0;S)
is released after 2 hours. / He Gonee 15
% oT $HaKTUYECKOTO COACPKAHUS
omerpasona (C;7H;sN30,S) uepes 2 .

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;H;gN;0;S)
is dissolved in 30 minutes / He menee
70 % (Q) oT HOMHHATLHOTO
CoepXKaHUa OMeTIpa3oiia
(C{7H19N;30;8) uepesz 30 MuH.

b) Domperidone /
HomMnepuion
1sthour / yepe3 1 v
4% hour/ yepes 4 4

8™ hour/ yepes 8 4

12" hour/ yepes 12 u

20%, 22%, 26%, 24%, 23%, 21%

43%, 48%, 58%, 46%, 52%, 54%

62%, 713%, 73%, 84%, 74%, 79%

76%, 88%, 96%, 88%, 89%, 85%

In 0.1N HC1/B 0,1 M pacTtrope
XJIOPUCTOBOIOPOIHON KUCIIOTHI:

Between 15 % and 40 % / ot 15 % nmo 40
%

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

Between 55 % and 95 % / ot 55 % no 95
%

Not less than 70 % / ne menee 70 % of the
labeled amount of Domperidone
(C3,H4CIN;O,) / 0T HOMMHAJIBHOTO
COZIepKaHUA IOMIIePHIOHA
(CHCIN;O,)

Remarks : The Product confirms to ND/

IMpumeuanne: ITpoaykT coorBeTcTBYET TpebopanusM HJI

Opinion : APPROVED
3axawoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad v K Naravana Qumamae

Page 4 of 7

Drintad Mata 2. Tima (IQTY

Nna 12 2N979 1Q2-R1-1R
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Batch No.: / Cepus Ne:

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| IpoaykT: Omes® ICP, kancyJibl ¢ MoaRG HIHMPOBAHHBIM BLICBOGOKAEHHEM, 30 mr+20 mr

B2203223

Batch Quantity: / O6sem naprum:

1250000 NO

A.R. No.: / Ananutudeckuii oruer Ne:
2002FP22002342

Date of Analysis: / /lata ananuza: 07-12-2022

Mfg. date: / Iata npoH3BO/JCTBA:

08/2022

Exp. date: / Cpok rognocTn:

07/2025

Analysis performed according ND / Anasm3 npoeexen mo HJI: JIT1-003998-301220

il‘lo d Test/ Tecr Result / PesyabTar Specification / Cneundguxanus
9 | Assay/KoaudccTneloe onpeesemnue
A. Omeprazole / 20.01 mg /20,01 mr A. Not less than 18.0 mg and not
Owmenpason (100.1% / 100,1%) more than to 22.0 mg of
C17H19N303S (Omeprazole) (90-0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr go 22,0 mr
C]7H19N303S (0Meﬂpa30.]'l) B
kamncyJe (ot 90,0 xo 110,0 % ot
B. Domperidone / 29.33 mg /29,33 mr HOMHHAJILHOTO COAEpKAHUSA).
0 0,
SR (07.8% 97,3/ B. Not less than 27.0 mg and not
more than 33.0 mg of
C,;H,4CIN;O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr g0
33,0 Mr C22H24CIN502
(ToMnepHAoOH) B KancyJie (0T
90,0 o0 110,0 % o1
HOMHHAJILHOTO COMEpPKAHUA),
10 |Microbial limits / MukpoOuosiornueckas YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / a) Not more than 1000 CFU/g/
count / O6uiee 4Kco Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX
MHUKPOOPTaHU3MORB
b) Total combined yeasts Less than 10 CFU/g / b) Not more than 100 CFU/g /
and mould count / Menee 10 KOE/r He 6onee 100 KOE/r
Obu1ee yncno
JPOXOKEBBIX U
MJIECHEBBIX IPHUOOB
¢) E. coli Absentinl g/ ¢) Shall be absentin 1g/
OrcyTterByerB 1 T OtcytcTBHEB 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: ITpoaykr cootBeTcTBYET TpeboBannsam HJI

Opinion : APPROVED
3axkaouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad Ry K Nlaravana Quiamag

Page 5 of 7

Drintad Nata R Tima (IQTY
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
ponyxr: Omes® ICP, kancynnl ¢ MoaudunporannbiM BeicBodoxaeanem, 30 mr+20 mr
Batch No.: / Cepus Ne:  B2203223 Batch Quantity: / O6bem napruu: 1250000 NO
A.R. No.: / Ananuruueckuii oTueT Ne: Date of Analysis: / {aTa ananuza: 07-12-2022
2002FP22002342
| Mfg. date: / lata npou3BoacTBA: 08/2022 Exp. date: / Cpox rognoctn:  07/2025
Analysis performed according ND / Anayns nposesen no HJI: JITI-003998-301220
S.No/ ' "
N Test / Tect Result / PesyabTaT Specification / Cnemuduxanus
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. / Ilo 10 xancyn B 6mucrepe | carton. / ITo 10 xancyn B Gnucrepe us
w3 (ITA/AJITIBX)  domeru /| (ITA/AJI/TIBX) donsra / amroMuHHEBOM
amomunaueBoil  ¢onbru. Ilo 3 | ¢oneru. Io 1, 3, 8, 10 6nucrepor BMecTe
Onucrepa BMecTe ¢ WHCTPYKIWEH | ¢ MHCTPYKUMEH 1O MPHMEHEHHIO B MAYKy
Mo  TIpUMEHeHHI0O B MaykKy | KapTOHHYIO.
KapTOHHYIO.
12 | Labeling / MapkupoBka | According to ND / B cootsercTeun ¢ H]I
13 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Boite 25 °C.
XpaHenue
14 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTeeTcTRYET TpeboBaHMsM HJI

Opinion : APPROVED
3akaouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

W Nlaraviana Quriamay
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