Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJH3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes? ACP, kancy bt € MOABQUINIPOBANIILIM BLICBOOOXIeHueM, 30 mr+20 mr

_Batch No.: / Cepust Ne: ~ B2303495 3 Batch Quantity: / O0Lem naprum: ]25005_)_!) NO |
A.R. No.: / Anasmnriaeckumii order Ne; Date of Analysis: / lara anaymsa:  25-10-2023
2002FP23002460
Mfg. date: / Jara nponspoacrsa: 08/2023 Exp. date: / Cpok roauocru:  07/2026

Analysis performed according ND / Auanus nposesen mo HJL: JI1-003998-301220

S.No/

Ne Test / Tecr

Result / PesymmTat

Specification / Cnenmprranmst

1 Description /Ouncanue

‘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. /

Teepabie HKEJATUHOBBIC
MPO3PAvHBIC OCCLBCTHHIC KAICY b
pasmepa 1 ¢ MApKUPOBKOH YEPHOTO
[BCTA

-
« 7Y

KPBILICYKC

DR. REDDY’S» wHa
Karcy Jibl u
MapKUPOBKOM  KPACHOIO  LBETa
«OMEZ-DSR» Ha KOpITyCe
kancynsl.  CoaepikHMOE — Kamcylr:
cepuyeckue memieTsl OCNOr0 H

KOPHYHCBOTO L(BCTA.

‘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. /

Trepasie
OCCLBETHBIC
MapKHPOBKOH

« 7Y DR. REDDY’S» Ha KPBILICYKS
KaIcyJbl ¥ MApKUPOBKOM KPACHOTO IIBETA
«OMEZ-DSR» Ha xopmyce XarcyJsl.
ConepxuMoe  Kancyll:  cpepuyeckue
MIEJLICTHI OT OCJIOTO 10 CCPOBATO-OCNIOr0 U
OT  KOPHYHEBOTO OO0  JKCITOBATO-
KOPHYHCBOTO L{BCTA.

JKCTATHHOBBIC  IPO3PAYHBIC
KANCYJNBl pasmepa 1 ¢
YEPHOTO UBETA

2 Identification /
IMonmHHOCTL
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Jomuepumon (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.0/0BpeMena ynaepKuBaHHSA
OCHOBHBIX MUKOB HA
XpoMaTorpamme HCTBITY EMOTO
pacTBopa COOTBETCTBYIOT
BPCMCHAM  YJACP)XHBAHHS ITHKOB

oMenpasojia W AOMICPHAOHA Ha
XpOMaToTpaMme CTaHJAPTHOTO
pacTeopa (pazmen
«KonHuecTBCHHOE OMPEACICHUCY).

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. / BpemcHa
YACPKUBAHHA  OCHOBHEIX IHMKOB  HA
XPOMATOrpaMMe HCIBITYEMOTO PacTBOpa
JOJDKHBI  COOTBCTCTBOBATH  BPECMCHAM
VACPKHBAHUA [HKOB OMCIPA30Na u
JOMIICPHIOHA Ha XpOMaTOrpaMme
CTaHIAPTHOTO pactBopa (pasmen

«KOTMYCCTBCHHOE ONIPEACICHHE).

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr cooTseTcTByeT TpeOoBanmsaM HJ{

Opinion : APPROVED
Jaimouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Batch No.: / Cepust Ne: B2303495

 Product: Omez DSR, modified-release capsules, 30_m?20 mg/
| Mpoxyrr: Omes® ACP, kancy.abi ¢ MOAN(IIPOBAINILIM BLICBODO:KACUNEM, 30 MIr+20 mr

Batch Quantity: / O6wsem naprai: 1250000 NO

A.R. No.: / Anaymrrnuacckuii oryer Ne:
2002FP23002460

Date of Analysis: / lata ananmza:  25-10-2023

Mfg. date: / lara mpon3pojacrea:

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

Analysis performed according ND / Ananms nposegen o HJI: JI1-003998-301220

S.No /

No Test / Tect

Result / PesyabTar

Specification / Cnemnduxanusn

3 Average weight of the
net content / Cpeansist
Macca COAEPKIMOTO
KancyJ

374.09 mg / 374,09 mr

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

4 |Water/Boaa

1.3% wiw / 1,3%

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

5 |Uniformity of dosage units / QO)uopoaHoCTh 103UpOBAHIA

Jomnepugox

Omeprazole / 44/4,4 The acceptance value (AV) should be

Owmemnpason less than or equal to 15.0 / TToxa3arens
npuemieMocTd (AV) T0MKEH GBITh HE
6oxee 15,0.

Domperidone / 7.0/7,0 The acceptance value (AV) should be

less than or equal to 15.0 / TToxazaTtens
npueMIeMOCTH (AV) HOJDKEH OBITH HE
oouee 15,0.

Remarks : The Product confirms to ND/

IIpumevanne: Tpoaykr cooTBeTCTBYET TPeboBarusimM H /T

Opinion : APPROVED
Jaxmoucune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 7



Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg/
Mpoaykr: Ome3® ACP, kancyint ¢ MOAHGUIAPOBABNLIM BLICBOGOKeHCM, 30 Mr+20 Mr

| Mfg. date: / Jara npon3Boacrsa:

| Batch No.: / Cepwa Ne: B2303495 an Batch Quantity: / QO6nLem naprum; ]25009_() NO
A.R. No.: / Auaimmruaeckuii orger Ne: Date of Analysis: / [ara auannsza:  25-10-2023
2002FP23002460
08/2023 Exp. date: / Cpox roanocru:  07/2026

Analysis performed according ND / Auanus nposeaen no H: JIT1-003998-301220

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

Highest individual
unknown impurity / Jlrobas
CAUHIIHAS
HEHICHTH()HIHPOBAHHAS
MPHUMECh

Total impurities /
CymmMa mpumMecei

Not detected / He oGHapyskcHA

0.02% /0,02%

Not detected / He 0OHapyskeHa

Less than Limit of Detection (LOD =
0.003%) / Hmxke npeaena
obHapyxkenus (I10 = 0,003 %)

0.01% /0,01%

Not detected / He 0OHapy keHa

Not detected / He oOHapysKeHA

0.09% / 0,09%

Less than LOQ (LOQ = 0.013%) /
Huwxe mnpeena KOJTHYIESCTBEHHOTO
onpexenenus (ITKO = 0,013%)

Not detected / He o6HapyKeHA

0.1%/0,1%

;:ONO / Test / Teer Result / PesyabTar Specification / Coeun Grxanyst
6 |Related substances / Pojcrsennnie npuMecH
Omeprazole /
Omenpazona: Not detected / He 0OHapyKeHA

Not more than 0.50 % / He 6osee 0,50 %
Not more than 0.50 % / He 6oJiee 0,50 %
Not more than 0.50 % / He 6osee 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 6oxnee 0,50 %
Not more than 0.50 % / He 6osee 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 6onec 0,20 %

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

7  |Residual solvents/ OcTaToMHLIC OPraHu9IeCKHE PACTBODHTEIIH

Methanol /
MertaHon

Methylene chloride /
MeTunaeHxIopug

2 pg/caps / 2 mxr/kancyna

Not detected / He 0OHapyskeHa

Not more than 1107 pg per capsule /
He 6osiee 1107 Mir Ha kancyJsy

Not more than 221 pg per capsule /
He 0outee 221 MK Ha KaTICYJIy

Remarks : The Product confirms to ND/
Ipnmeganne: [Tpoaykr cooTBeTcTBYET TPeOoBanusm HJ

Opinion : APPROVED
Jakmouenne: OJIOGPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Batch No.: / Cepus No: R2303495

| Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® JICP, kancyist ¢ MOAHGHINPOBAIIILIM BLICBOOOKACHHEM, 30 MI+20 Mr

Batch Quantity: / O0nem napruu:

1250000 NO )

Mfg. date: / Jlara nponssojcrea:

A.R. No.: / Anayurrnuaecimii oryer Ne: Date of Analysis: / lara anannza:  25-10-2023
2002FP23002460
08/2023 Exp. date: / Cpox rognoeru:  07/2026

Analysis performed according ND / Auanns nposeien no HJL: JI1-003998-301220

S.No/

Ne Test/ Teer

Result / PesysTar

Specification / Coeungnkanus

8 |Dissolution / PacTeopcuue
a) Omeprazole /
Owmempason

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

ii. Buffer stage (pH 6.8
phosphate buffer) /
B 6y¢epe pH 6,8

8%, 9%, 7%, 6%, 6%, 3%

90%, 92%, 90%, 87%., 91%, 87%

i.  Not more than 15% of the labeled
amount of Omeprazole (C,,H ,N;0,S)
is released after 2 hours. / He 6onee 15
% OT (PAKTHYECKOTO COACPIKAHHA
omcrmpasona (C7H,9N305S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,HyN;O0;S)
is dissolved in 30 minutes / He meHee
70 % (Q) OT HOMHHAJLHOTO
COACPKAHHUI OMEMPA30Ia
(C]7H|QN303S) Hepes 30 MuH.

b) Domperidone /
JloMnepunos
I**hour / uepe3 1 u
4" hour/ wepes 4 1

8th hour/ uepes 8 4

12" hour/ uepes 12 4

23%, 22%, 24%, 23%, 23%, 23%

52%, 52%, 50%, 50%, 52%, 55%

74%., 715%, 14%, 72%, 14%, 76%

87%, 89%, 87%, 85%, 86%, 88%

In 0.IN HC1/B 0,1 M pactBope
XJIOPHCTOBOAOPOAHON KHCIOTHI:

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 % / e mMcHee 70 % of the
labeled amount of Domperidone
(C4,H,4CIN;5O,) / 0T HOMHHAIBEHOTO
COICPIKAHMS JOMICPHUIOHA
(Ca2H34CIN5O5)

Remarks : The Product confirms to ND/

IIpumeuanne: ITpoay kT cOOTBCTCTIBYET TpeOoBarusiM H /I

Opinion : APPROVED
3akawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJINU3A

Product: Omez i)SR, modified-release capsules, 30 mg+20 mg /
Tpoayxr: Omes® ICP, kancy.nl ¢ MOARGHUIIPOBANHLIM BLICBOOOKACHHEM, 30 Mr+20 Mr

Batch No.: / Cepnst Ne:

B2303495

2002FP23002460

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

| Batch Quantity: / Ofnem napruu: :

1250000 NO

Date of Analysis: / laTa ananusa: 25-10-2023

Mfg. date: / lata npon3Boacrsa;

08/2023

Exp. date: / Cpox rognocrn:  07/2026

Analysis performed according ND / Auans nposeaen no HJL: JII1-003998-301220

S.No/

No Test/ Tect

Result / PesyasTar

Specification / Coneundumxaunsn

9 Assay / KosimaecTBeHHOC OnIpeacIcHue

A. Omeprazole /
Omenpasou

B. Domperidone /
JoMnepuaox

20.06 mg /20,06 mr
(100.3% / 100,3%)

29.75 mg /29,75 mr
(99.2% / 99,2%)

A. Not less than 18.0 mg and not
more than to 22.0 mg of
C|7H]9N303S (Omeprazole) (90-0
to 110.0 % of label claim) per
capsule / Ot 18,0 mMr o 22,0 mr
C7HyN103S (omernpaszo.) B
kancyJe (ot 90,0 10 110,0 % ot
HOMHHAILHOTO COJACPKAHMS).

B. Not less than 27.0 mg and not
more than 33.0 mg of
C,,H;4CIN;5O, (Domperidon e)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr g0
33,0 Mr C22H24C1N502
(moMmepuaoH) B KanicyJie (0T
90,0 no 110,0 % or
HOMHHAJILHOTO COJEPKAHMSL),

10 [Microbial limits / Mukpo6uo/iorauccKas 4ucroTa

a) Total aerobic microbial
count / Obmmee uucio
a3poOHBIX
MHKPOOPTAHH3MOB

b) Total combined yeasts
and mould count /
Obmee yucio
JIPOMIKEBBIX H
TJICCHEBEBIX TPHOOB

¢) E. coli

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

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

Absentin 1 g/
OrcyrcrByerB I T

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

b) Not more than 100 CFU/g/
Ilc¢ 6once 100 KOE/r

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

Remarks : The Product confirms to ND/

pumeuanne: [Ipoay kT coorBeTcTBYET TpeboBanusiM HJT

Opinion : APPROVED
Jaxmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 5 of 7




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIHU3A
Product: Omez DSR, modified-release capsules, 30 mg+20 mg / o
| Mpoayxr: Omes® JICP, kancy.iu1 ¢ MOAUGUIPOBAHIILIM BLICB060KACHHEM, 30 M1+20 Mr -
Batch No.:_/ C_el_)usl Ne: B2303495 Batch Quantity: / O6nem naprou: 1250000 NO
A.R. No.: / Auammiaeckinii oruer No: Date of Analysis: / lara anannza:  25-10-2023
2002FP23002460
Mfg. date: / lara nponssoacraa: 08/2023 Exp. date: / Cpox roamocru:  07/2026
Analysis performed according ND / Anaim3s nposeaen no HJL: JI[1-003998-301220
S.No/ . N
Ne Test/ Tecr Result / Pesyantar Specification / Cnemudnrkanns
11 | Package / Ynakorka 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. / Tlo 10 kancys B Oimcrepe | carton. / ITo 10 xamcyn B Onmcrepe us
u3  (ITA/AJITIBX)  Qossru /| (ITA/AJU/TIBX) (onbru / amrOMHHHEBOM
amomunueBodt  Qoneru.  Ilo 3 | ¢onsru. [To 1, 3, 8, 10 6auctepos Bmecte
ONMUCTEpA BMECTE € MHCTPYKUMCH | C MHCIPYKUMEH O LPUMCHEHHK) B MAYKY
0  NPUMECHCHHIO B MHAuYKy | KAPTOHHYIO.
KAPTOHHYIO.
12 | Labeling / Mapxuposka | According to ND /B coorsercTeun ¢ HJ[
13 | Storage conditions / At temperature below 25 °C. / [Ipu temneparype e Boie 25 °C,
Xpaneune
14 | Shelf life / Cpox 3 years/ 3 roaa
roAHoCTH

Remarks : The Product confirms to ND/
IIpumeuanne: TIpoay kT cooTBeTCTBYET TpeboBanmsmM H ]I

Opinion : APPROVED
3aksmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q%

Title

B2303495

Document No.
- Version

QUA-FT02-2696
- 1.0, CURRENT
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Prepared By P00021162
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