Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATH3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Mpoaykr: Omes® JCP, kancy.abl ¢ MognQHupoanibiv suicso6oxaenmem, 30 mr+20 mr

Batch No.: / Cepusi Ne: B2302965 Batch Qtlantil'y: / O0Lem naprTu: 12509__6)() NO
A.R. No.: / Auasmrnueckuii orger Ne: Date of Analysis: / Jlara anajmsa: 25-10-2023
2002FP23002445
Mfg. date; / Jara nponssoacrea:  08/2023 Exp. date; / Cpox roquocru:  07/2026

Analysis performed according ND / Ananus nposejen no HJL: JIN1-003998-301220

Ne

S.No /

Test/ Tect

Result / Pesyanrar

Specification / Cneimpnuranns

1

Description /Onucasne

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

Teepasie JKETATHHOBBIE
npo3pauHble OECUBETHBIC KAICY JIbI
pa3mepa 1 ¢ MapKHPOBKOH YEPHOTO
LBCTA

« 7Y DR. REDDY’S» Ha
KPBILLCUKE KATICY JIbl u
MAPKHPOBKOH  KPACHOTO  I1IBETA
«OMEZ-DSR» Ha Kopmyce
kancyasl.  ComepXKHMOE  KamcyJ:

cepuycckue neweTel Oenoro M
KOPMYHEBOTO L(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. /

Teepasie
OccLBETHBIE
MapKUPOBKOH

« 7Y DR. REDDY’S» Ha KPBILCYKE
KarCyJibl ¥ MAPKUPOBKOM KPACHOTO I[BETA
«OMEZ-DSR» Ha KOPIyCE KarCyJIBL
Copepxumoe  Kamcyd:  cepuyeckue
NEJIIETHI OT OEI0T0 X0 CEPOBATO-0CJIOro U
OT  KOPHYHCBOIO  JO  2KEJITOBATO-
KOPUYHEBOTO L{BETA.

JKEJTATHHOBBIC  MPO3PAYHBIC
Kancysnel  pasmepa 1 ¢
YEPHOTO L[BCTA

Identification /
oamuuocrn
Omeprazole and
Domperidone (By HPLC)
/ Omenpaszon w
Jommnepunon (BIXKX)

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.[l/UBpeMeHa yJep)KHBaHUS
OCHOBHBIX MHKOB HA
XpOMAaTOTpaMMe HCTIBITY EMOTO
pacrBopa COOTBETCTBYIOT
BPCMEHAM  YACPIKMBAHMA  IHKOB
oMempasona W JOMIICPHIOHA Ha
XpOMaTOrpaMMe CTaHJAPTHOTO
pacTeopa (paszmen
«KONMYCeCTBECHHOE ONPEACIICHHEY).

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
VACPXKUBAHUS ~ OCHOBHBIX ITMKOB  Ha
XpOMAaTOrpaMMC MCHBITYEMOTO PacTBOpa
JOJDKHBI  COOTBCTCTBOBATH ~ BPEMECHAM
VACPXKHBAHKS ~ ITMKOB  OMCOpPA30oNa M
JIOMIICPHI0HA Ha XpoMaTorpaMme
CTaHIAPTHOTO pacTBOpa (pasmen

«KOJIMICCTBEHHOC OTPCACICHHEY).

Remarks : The Product confirms to ND/
Mpumeyanue: ITpoaykr coorBeTcTBYCT TpeboBanusiM H/T

Opinion : APPROVED
Jaxmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No.: / Cepust Ne:

Product: Omez DSR, modified-release capsules,% mg+20_mg/
| Hpoayrr: Ovies® JICP, kancy.int ¢ MOANGHUUIPOBAIILIM BLICBOOORACHIIECM, 30 MI+20 M1

B2302965

A.R. No.: / Anamnrnuaecknii oruey Ne:
2002FP23002445

Batch Quantity: / O6nem maprum: 1250000 NO

Date of Analysis: / Jata anama:  25-10-2023 -

Mifg. date: / Jlara nponspojcrna:

108/2023 Exp. date: / Cpox rommocrns _ 07/2026

Analysis performed according ND / Auamms nposexen no H/L: JITT-003998-301220

::.,No / Test / Tect Result / Pesyasrar Specification / Cnenungrrcanyust

3 | Average weight of the 373.29 mg/ 373,29 mMr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpennsist 369,0 mr+ 10 % (ot 332,1 10 405,9 mr)
Macca coAepPKaMoro
KancyJ1

4 |(Water/ Boja 1.3% w/iw / 1,3% Not more than 4.0 % w/w / He 6onee 4,0

%
5 |Uniformity of dosage units / Oauopoanocts A03upoBaHst

Omeprazole / 79171179 The acceptance value (AV) should be

Owmemnpason less than or equal to 15.0 / TToxazarens
npuemiieMocTd (AV) TODKEeH OBITh HE
oouee 15,0.

Domperidone / 8.0/8,0 The acceptance value (AV) should be

JomnepuioH

less than or equal to 15.0 / IToxasaTens
npueMaeMocTd (AV) TOKEeH ObITh HE
ooxee 15,0.

Remarks : The Product confirms to ND/
IIpnmeganue: [Tpoay kT coorsercTBYET TpeOCoBaHHsIM H /[

Opinion : APPROVED
Zaxkmouenne: OJJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

| Product: Omez DSR, modificd-release capsules, 30 mg+20 mg /
Mpoaykr: Omes® ACP, kancyanr ¢ MOANGIPOBANHLIM BLICBOGOKACTIHEM, 30 MIr+20 Mr

Mfg. date: / Jlara npon3BoacTBa:

Batch No.: / Cepust Ne:  B2302965 Batch Quantity: / O6nem naprun: 1250000 NO I
A.R. No.: / Anamrrnaeckmii order Ne: Date of Analysis: / lara ananmza:  25-10-2023
2002FP23002445

08/2023 Exp. date: / Cpox royuocrn:  07/2026

Analysis performed according ND / Ananus nposeien no HJ: JIT1-003998-301220

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

Highest individual
unknown impurity / JIrobas
CAMHHYHAS
HCHACHTH()UIMPOBAHHASN
MPUMECH

Total impurities /
CymMma nmpumeceh

Not detected / He 06HapysKeHA

0.02% /0,02%

Not detected / He 0OHapy KeHa

Less than Limit of Detection (LOD
=0.003%) / Huxe npeaena
obuapyxenus (ITO = 0,003%)
0.01%/0,01%

Not detected / He 0OHaApY>KkEHA

Not detected / He 0OHapyKeHa

0.09% / 0,09%

Less than LOQ (LOQ = 0.013%) /
Hwke mnpeacna KOMMYESCTBEHHOTO
onpeneaenust ([TKO = 0,013%)

Not detected / He 06HapysKeHA

0.1%/0,1%

::DNO / Test/ Teer Result / Pesyanrar Specification / Coneum@uicanns
6 Related substances / Poacrsedunie npumMecn
Omeprazole /
Omenpazona: Not detected / He 06HApYIKEHA

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

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

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

7  |Residual solvents/ Ocraror

THBIC OPTAHMICCKME PACTBOPDHTCIN

Methanol /
Meranon

Methylene chloride /
MeTHICHXIOPH

2 pg/caps / 2 Mxr/kamncyna

Not detected / He 06HapyxeHa

Not more than 1107 pg per capsule /
He 6oaee 1107 Mir Ha rancyJy

Not more than 221 pg per capsule /
He GoJiee 221 Mxr Ha RancyJy

Remarks : The Product confirms to ND/
IIpumevanne: [Tpoay kT coorBercTByeT TpeboBanmsM HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

"Product: Omez DSR, modificd-releasc capsules, 30 mg+20 mg /
Mpo/yier: Omes® JICP, kanceyant ¢ MOANQUIPOBANILIM BLICBOOOKACIIEM, 30 Mi+20 M1

| Batch No.: / Cepust Ne: B2302965

Batch Quantity: / O0nem naprmm:

1250000 NO

2002FP23002445

A.R. No.: / Anaurmnuecicnii oruer Ne:

‘Date of Analysis: / Jlara anainmsa:

25-10-2023

| Mfg. date: / lara npoussojcisa:

08/2023

Exp. date: / Cpox roanocru:

07/2026

Analysis performed according ND / Auains nposeaen mo HJL: JITT-003998-301220

S.No/

No Test / Tect

Result / Pesyabrar

Specification / Cucunduxanmus

8 [Dissolution / PacTBopcrune

a) Omeprazole /
Omenpason

i. Acid stage (0.1N HCI)
/B 0,1 M pacrBope
XJIOPHCTOBOIOPOIHOM
KHCJIOTHI

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

1%, 2%, 3%, 1%, 2%, 0%

96%, 93%, 96%, 92%, 93%, 91%

i.  Not more than 15% of the labeled
amount of Omeprazole (C;;H,,N;0;S)
is released after 2 hours. / He 6osice 15
% OT (JaKTHYCCKOTO COACPIKAHMUSI
omerpazona (C7HoN3038) uepes 2. u,

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;;HyN;0;S)
is dissolved in 30 minutes / He Menee
70 % (Q) 0T HOMHHAJBHOTO
COACPXAHHUSI OMEIPA301a
(C|7H|9N303S) qcpes 30 MHH.

b) Domperidone /
Jomnepuiox
1% hour / uepe3 1 u
4% hour/ uepes 4 u

8 hour/ uepes 8 u

12" hour/ uepes 12 4

26%, 26%, 25%, 27%, 23%, 23%

60%, 63%, 61%, 63%, 54%, 52%

88%, 86%, 79%, 76%, 75%, 75%

98%, 99%, 95%, 93%, 86%, 86%

In 0.IN HC1/B 0,1 M pactsope
XJIOPHCTOBOJOPOIHOMN KHCHOTHI:

Between 15 % and 40 % / ot 15 % no 40
%

Between 30 % and 70 % / ot 30 % no 70
%

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

Not less than 70 % / ve McHee 70 % of the
labeled amount of Domperidone
(C,H54CIN5O,) / OT HOMHHAIBHOTO
COJCPIKAHHS TOMIICPUIOHA
(C22H34CINSO5)

Remarks : The Product confirms to ND/

Tpumeyapuc: IIpoay kT cooTBeTcTBYET TpeOCoBanusam H /T

Opinion : APPROVED
Zakmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

| Opoaykr: Omes® JACP, kancyani ¢ MOAGNIIPOBARHLIM BLICBO00KACHHEM, 30 MI+20 Mr

Batch No.: / Cepus Ne: B2302965 Batch Quantity: / O0bem naprim: 1250000 NO

2002FP23002445

'A.R. No.: / Anaynrriraeckniit oraer No: Date of Analysis: / JlaTa anajimsa: 25-10-2023

Mfg. date: / lara npomssoacrsa:  08/2023 Exp. date: / Cpok roanocru: 07/2026

Analysis performed according ND / Anasm3 nporeacn mo HJI: JI[1-003998-301220

;:oNo / Test / Tecr Result / Pesyabrar Specification / Coneunpuxauusn
9 Assay / Komndecreddoe onpeaeieune
A. Omeprazole / 19.74 mg/ 19,74 mr A. Not less than 18.0 mg and not
Omenpa3zon (98.7% / 98,7%) more than to 22.0 mg of
C,7H;4N30;S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr 50 22,0 mr
C|7H|9N303S (OMCl'l[)a'JO.Fl) B
rancyJe (ot 90,0 xo 110,0 % or
B. Domperidone / 30.71 mg /30,71 mr HOMHHANLHOYO COACPAANMSI).
Jomnepunon (102.4% / 102,4%)

B. Not less than 27.0 mg and not
more than 33.0 mg of
C:H24CINsO; (Domperidonc)
per capsule (90.0 to 110.0 % of
fabel claim) / Or 27,0 mMr 10
33,0 Mr C22H24C1N502
(roMnepuaoH) B KancyJie (or
90,0 xo 110,0 % ot
HOMHHAJTLHOTO COACPHAHMS).

10 |Microbial limits / Mukpo0uosorageckas YucToTa

a) Total aerobic microbial Less than 10 CFU/g/
count / Ob1uee YHCI0 Menee 10 KOE/r
a3pOOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g/
and mould count / Menee 10 KOE/r

Obmee yncno
JAPOFOKEBBIX H
IJICCHEBBIX TPHOOB

¢) E. coli Absentin 1 g/
OrcyrcrByerB I T

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

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

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

Remarks : The Product confirms to ND/
Ipuveyanne; Ipoayxr coorBeTcTBYeT TPpeboBaHmAM H ]|

Opinion : APPROVED
3axsmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 5 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Omez DSR, modificd-release capsules, 30 mg+20 mg /
TIpoaykr: Omes® ACP, kancy.asl ¢ MOAHGUITIPOBAHNLIM BLICBOOOKACHTICM, 30 Mr+20 mr

Batch No.: / Cepnst Ne: B2302965 u Batch Quantity: / O6nem maprun: 1250_6()0 NO
A.R. No.: / Anasmrnueckii oryer Ne; Date of Analysis: / lara anaauza:  25-10-2023
2002FP23002445

Mfg. date: / JaTta npon3noacrsa:

08/2023 Exp. date: / Cpoxk roguocru: 07/2026

Analysis performed according ND / Anasus nposesen no HJL: JI[1-003998-301220

S-No/ Test / Teer

Result / Pesyanrar Specification / Conennpurayms

11 | Package / Ynakonka

10 capsules in a (PA/AI/PVC) |10 capsules in a (PA/AVPVC)
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 6ymcrepe | carton. / ITo 10 xamcyn B 6aucrepe u3
u3  (TTA/AJI/TIBX)  Qoasru /| (ITA/AJI/TIBX) ¢oneru / amoMuHHEBOM
amomuureBod  Qoabru.  Ilo 3 | domsru. Ilo 1, 3, 8, 10 Onauctepos Bmecte
GnucTepa BMCCTE€ C HHCTPYKUHEH | C HHCTPYKUMEH MO MPUMEHCHUIO B MAYKY
N0  MOPUMCHCHHIO B ITAUKY | KAPTOHHYIO.

KapTOHHYIO.
12 | Labeling / Mapxuposka | According to ND / B cootsercTauu ¢ HJI
13 | Storage conditions / At temperature below 25 °C. / Tpu temnepatype He Bbime 25 °C.
Xpanenuue
14 | Shelf life / Cpox 3 years/ 3 roja
roInocTH
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeyanne: [Ipoayxr cooTBeTcTBYET TpeboBanusM HJI 3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q.:i

B2302965
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Document No. | QUA-FT02-2695
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