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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product: Omez DSR, modificd-relcasc capsules, 30 mg+20 mg /
Tipoayxr: Omes® JICP, kaucysisi ¢ MoARGUUAPOBAHHBIM BhICBOGOA/EHEM, 30 Mrt20 Mr

Batch No.: / Cepust Ne: B2203933 Batch Quantity: / O6neM napruu: 1250000 NO
A.R. No.: / Anamutudeckmii oTuer Ne: Date of Analysis: / Jlata ananmsa:  26-12-2022
2002FP22002512

Mfg. date: / laTa npon3BOJCTBA: 08/2022 Exp. date: / Cpok rogHoCTH: 07/2025

Analysis performed according ND / Anauus nposeaen o HJL: JITT-003998-301220

S.No/

N Test / Tect

Result / PesyasTaT

Specification / Cienuduxanun

1 Description /Onncanne

‘1’ size hard gelatin capsule with
clear transparent cap and body
having “” YX” 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. /

Teepavle JKeJIaTUHOBBIE
Mpo3payHble GeCLBETHBIE KaTICYIIhI
pasmepa 1 ¢ MapKHPOBKOI YepHOTO
uBeTa

« ’\?

DR. REDDY’S» Ha
KpPBILIEYKe KarncyJisl 17§
MapKUpPOBKOH  KpacHOro  LIBETa
«OMEZ-DSR» Ha Kopryce
kancynel.  ComepskuMmoe  Karcyir:

chepuueckue meieThl Genoro
KOPHUYHEBOTO I[BETA.

‘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. /

Teepaslie
OeclBETHEIE

JKEJIATUHOBBIC  MpPO3payHble
Kancysiel pasmepa 1 ¢
MapKUPOBKOK YEPHOTO nBeTa

« 7Y DR. REDDY’S» na KpPbILISYKE
KaricyJibl © MapKUPOBKOH KpacHOTO LIBEeTa
«OMEZ-DSR» Ha Kopnyce Kancybl.

Conmepxxumoe  Karncyn:  cdepuyeckue
MIEJIETHI OT OEJIoTo IO CepoBaTo-6e10ro u
OT  KOPMYHEBOIO /10  JKENTOBATO-

KOPHUYHEBOTO LIBETA.

2 Identification /
IoaIHHHOCTD
Omeprazole and
Domperidone (By HPLC)
/ Omernpazon U
Howmnepumon (BOXX)

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.[)/[1BpemMena yIep>KHBaHUA
OCHOBHBIX TIUKOB Ha
XpoMaTorpaMMme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT
BpeMeHaM  yIep)KUBaHUS  ITMKOB

oMernpasona W OOMIIEpHAOHA Ha
XpoMaTorpaMme CTaHJIapPTHOTO
pacTBOpa (pazmen
«KonnuecTeeHHOE ONpeeNeHHED ).

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
yaep>KUBaHMS ~ OCHOBHBIX IMKOB  Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBopa
JOJDKHBI ~ COOTBETCTBOBATH  BpeMEHaM
yIAepKUBaHHS [MHKOB  OMeNpaszona |
JIOMITepHAOHa Ha XpoMaTorpaMme
CTaHAapTHOTO pacTBOpa (paznen

«KonnuecTBeHHOE OTIpeesiEeHHE).

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYET Tpebopanrsm HJI

Opinion : APPROVED
3axmiouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Hpoayxr: Omes® JICP, kancynbi ¢ MoAR(HIHPOBARNBIM BLICBOGOXKACHHEM, 30 mr+20 mr

—

Batch No.: / Cepus Ne:

B2203933

Batch Quantity: / O6bem maptun: 1250000 NO

A.R. No.: / Ananutudecknii ordet Ne:
2002FP22002512

Date of Analysis: / /IaTa amaymza:  26-12-2022

Mfg. date: / [lara mpon3BoaAcTEAa:

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

Analysis performed according ND / Anayms nposegen mo HJI: JIT1-003998-301220

S.No/

N Test/ Tecr Result / Pesyabrar Specification / Cnenmduxanus

3 Average weight of the 373.54 mg /373,54 Mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpexasis 369,0 mr =+ 10 % (ot 332,1 0 405,9 mr)
Macca coJiep:KHMOro
KancyJ

4 |Water/ Boxga 1.3% wiw / 1,3% Not more than 4.0 % w/w / He Gonee 4,0

%
5 |Uniformity of dosage units / OqHopoxHOCTEL JO3HPOBAHMSA

Omeprazole / 4.1/4,1 The acceptance value (AV) should be

Owmenpason less than or equal to 15.0 / TTokazaTeins
npremneMocti (AV) gomkeH ObITh He
Gonee 15,0.

Domperidone / 11.8/11,8 The acceptance value (AV) should be

JlomrieprioH

less than or equal to 15.0 / TlokazaTens
npreMiieMocTH (AV) nomxkeH ObITh He
Gonee 15,0.

Remarks : The Product confirms to ND/
Hpumeuanue: [poayxr cooTBeTcTBYET TpeboBanwsam HJT

Opinion : APPROVED
3axawyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad v+ I Nlarawvuana Qummae
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHANU3IA

Product: Omez DSR, modificd-release capsules, 30 mg+20 mg /
Tipopywr: Omes® JICP, kancyiibl ¢ MOARPHUAPOBANTbLIM BLICBOOOA/ICHHEM, 30 Mr+20 mr

Mfg. date: / laTa npousBoAcTBA:

Batch No.: / Cepusn Ne: B2203933 Batch Quantity: / O6bem nmapTum: T2_§0000 NO '
A.R. No.: / Ananntudeckuii oruer Ne: Date of Analysis: / lara anammza:  26-12-2022
2002FP22002512

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

Analysis performed according ND / Anam3 nposesien no HJL: JITI-003998-301220

S.No/

Impurity 1 / npumecs 1
Impurity 2 / mpumecs 2
Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
lomnepuoona:
Impurity A / npumecs A
Impurity B / npumecs B
Impurity C / npumecs C
Impurity D / npumecs D
Impurity F / npamecs F

Highest individual
unknown impurity / JIro6as
eMHUYHAas
HeUIeHTHQHILIUpOBaHHAs
npuMech

Total impurities /
Cymma npumeceii

Not detected / He obHapy»xeHa
Not detected / He o6HapyxkKeHa
0.02% / 0,02%

Not detected / He oOHapy»xkeHa
Less than Limit of Detection
(1LOD=0.003%)

Not detected / He o6HapyeHa
Not detected / He obHapykeHa
Less than LOQ (LOQ=0.012%)
0.10%/0,10%

Not detected / He oOHapyxeHa

Not detected / He oGHapyKeHa

0.1%/0,1%

N Test / Tect Result / PesyanTar Specification / Cnenuduxanus
6 [Related substances / PoacTBenHbIe NPHMECH
zmeprazole /
Omenpazona:

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

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

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

7 |Residual solvents/ OcTraTouHble opraHu4YecKHe pacCTBOPUTEIH

Methanol /
MeTtaHoo

Methylene chloride /
MeTunesxnopun

8 ug/caps/ 8 Mkr/kancyna

Not detected / He oOHapyskeHa

Not more than 1107 pg per capsule /
He Gostee 1107 MKkr Ha KancyJay

Not more than 221 pg per capsule /
He 6osee 221 MKT HA KalcyJay

Remarks : The Product confirms to ND/
Hpumeuanue: IIponykt coorBeTcTBYET Tpeboranam HJI

Opinion : APPROVED

Zaxawyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad B WK Narauansa Quiamas
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

| Product: Omez DSR, modified-release capsulcs, 30 mg+20 mg /
| Tipoyxr: Omes® JICP, kancyibl ¢ MOAHQHINPOBAHHBIM BBICBOOwA/CHIEeM, 30 Mr+20 mr

Batch No.: / Cepus Ne: B2203933 Batch Quantity: / O6nem naprumn: 1250000 NO
A.R. No.: / Ananutudeckuii or4et No: Date of Analysis: / J/lata anamuza:  26-12-2022
2002FP22002512

Mfg, date: / JlaTa npoH3BOACTEA: 08/2022 Exp. date: / Cpok rognocru: 07/2025

Analysis performed according ND / Anasms nposegen mo HJI: JITT-003998-301220

S.No /

N Test/ Tecr Result / PesynnTar Specification / Cnenupukamus

8 [Dissolution / PacTBopenne

a) Omeprazole /

Owmenpazon

i. Acid stage (0.1N HCI) i. Not more than 15% of the labeled
/B 0,1 M pacteope amount of Omeprazole (C;7H;oN;O;S)
XJI0PHCTOBOIOPOIHOM 2%, 1%, 4%, 3%, 0%, 2% is released after 2 hours. / He Gosee 15
KUCJIOTHI % oT GaKTUIECKOTO COJIepIKaHUs

i, Buffer stage (pH 6.8 omermpazona (Ci7H;gN;3;0;S) uepes 2 u,

phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 94%, 96%, 96%, 97%, 94%, 97% amount of Omeprazole (C,;H;4N;05S)
is dissolved in 30 minutes / He MeHee
70 % (Q) OT HOMHHAITLHOTO

cofiep KaHHMs OMenpasoa
(Ci7H9N3038) uepes 30 muH.

b) Domperidone / In0.1N HC1/B 0,1 M pactsope
HomneproH XJIOPUCTOBOJIOPOTHOM KUCIIOTHI:
1sthour / yepe3 1 4 32%, 32%, 32%, 32%, 30%, 30% |Between 15 % and 40 %/ ot 15 % no 40
%
4th hour/ gepes 4 1 61%, 62%, 63%, 69%, 68%, 67% |Between 30 % and 70 % / ot 30 % mo 70
%
8™ hour/ yepes 8 g 80%, 78%, 82%, 81%, 87%, 87% |Between 55 % and 95 % / ot 55 % 1o 95
%

12" hour/ gepes 12 u 91%, 86%, 92%, 95%, 92%, 97% Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(C,;Hy,CIN5O,) / oT HOMHHAJIBHOTO
coepKaHus AOMITEpHIOHA

(C22H24CIN5Oy)
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: IIponykT cooTBeTcTBYET Tpebosanuam HJI Zakmwyenne: OJJOBPEHO

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

Product: Omcz DSR, modified-release capsules, 30 mg+20 mg/
Mpoaykr: Omes® JICP, kancyibl ¢ Moanduiposannbiv sbicsoboxiennem, 30 mr+20 mr

Batch No.: / Cepus Ne: B2203933 Batch Quantity: / O6nem maptum: 1250000 NO |
A.R. No.: / Anamurnyeckuii oraer Ne: Date of Analysis: / Jlata anammza:  26-12-2022
2002FP22002512

Mfg. date: / Jlara npou3BoacTBa: 08/2022 Exp. date: / Cpok rogHOCTH: 07/2025

Analysis performed according ND / Aranns nposenen mo HJI: JI11-003998-301220

S.No/

No Test / Tect

Result / PesyabTar

Specification / Cienunuxamus

9 Assay / KouvecTBeHHOe onpeneleHne

A. Omeprazole /
Omenpazon

B. Domperidone /
Homnepunon

20.11 mg /20,11 mr
(100.6% / 100,6%)

28.49 mg / 28,49 mr
(95.0% / 95,0%)

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 mr g0 22,0 mr
C17H;9N;03S (omempazon) B
xancyJe (ot 90,0 10 110,0 % ot
HOMHHAJBLHOIO COAePKAHUA).

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 C,,H,4CIN;O,
(1oMmepHaOH) B KamncyJe (0T
90,0 1o 110,0 % ot
HOMMHAJILHOTO COAEPIKAHMA).

10 [Microbial limits / Mukpo6HoJdorn4eckas YHCTOTA

a) Total aerobic microbial
count / Obliee ynCIIo
a3poOHBIX
MHKpPOOPTaHU3MOB

b) Total combined yeasts
and mould count /
O61ee unciio
JOPOXOKEBHIX H
IJIECHEBbIX rpuboB

¢) E. coli

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

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

Absentinl g/
OtcytcrByeTrB 1 T

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

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

¢) Shall be absent in 1g/
OtcyTtctRHe B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad R W Nlaravuana Quiarmae
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJTH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Hpoaykr: Omes® JACP, kaneyiibt ¢ MOAHGUUHPOBARHLIM BLICBODOK/ICTHEM, 30 mr-20 mr

Mfg. date: / JlaTa npoM3BOACTBA:

| Batch No.: / Cepun Ne: B2203933 Batch Quantity: / O6bem maprun: 1250000 NO _
A.R. No.: / AraapTugeckuii oTaer Ne: Date of Analysis: / lara anannsa:  26-12-2022
2002FP22002512
08/2022 Exp. date: / Cpok rogHocTu: 07/2025

Analysis performed according ND / Anasus uposesen no HJL: JIT1-003998-301220

JSV'}\IO 4 Test / Tect Result / Pesyabrat Specification / Cuennduxanus
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. / ITo 10 xancyn B Gumctepe | carton. / ITo 10 kancyn B Gnucrepe u3
m  (ITA/AJITIBX)  ¢omeru /| (ITA/AJVIIBX) donern / amoMuHuEBO#H
amoMunueBoli  ¢oneru. Ilo 3 | domsru. 1o 1, 3, 8, 10 GnucTepos BmecTe
GiBcTepa BMeCTe C HMHCTPYKIMEH | ¢ MHCTPYKUMEH MO NPUMEHEHHIO B TauKy
Mo  TMPUMEHEHHIO B  TauKy | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapknposka | According to ND /B cootsercteum ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Bbie 25 °C.
Xpanenne
14 | Shelf life / Cpox 3 years /3 roga
TOTHOCTH

Remarks : The Product confirms to ND/
TIpumesanue: [IpoayxTt coorBeTcTBYET TpeOoBauusaM HJI

Opinion : APPROVED
Zakawyenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

Title

B2203933

Drintad D W Nlaraviana Qiunrarmy

Drintad Nata 2 TimmaA /IQTN.
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