Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes™ ACP, kaney sl ¢ Moan@pHUuHPoOBallibIM BoIcBoOOKAeHHEM, 30 Mr+20 mr

Batch No.:/ Cepust Ne:  B2301912 Batch Quantity: / O6nem napruu: 1250000 NO
A.R, No.: / Aranuruyecknii oruert Ne: Date of Analysis: / IaTa ananamnza; 30-06-2023
2002FP23001551

Mfg, date: / Jata nponsBogcrBa:  04/2023 Exp. date: / Cpox rognocru:  03/2026

Analysis performed according ND / Auasnnz nposenen no HJI: JIIJ-003998-301220

S.No/

No Test / Teer

Result / PesyabTaT

Specitication / Cnennduxanusn

1 Description /Onucanue

‘17 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. /

Teepapie HENATUHOBbBIE
Npo3pauHble OECLBETHBIC Karcybl
pasmepa 1 ¢ MapkupoBKoOWH 4epHOro
uBera

*
« PY

DR. REDDY’S» Ha
KpPbILLIEUKE Karcysibl u
MapKHMpPOBKOH  KpacHOro  LBeTa
«OMEZ-DSR» Ha Kopryce
kancyabl.  CozepxuMoe — kancyJ:

chepuueckre nesmtetsl 6en0ro u
KOPUYHEBOTroO [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. /

Teepabic  XENaTMHOBLIE  NPO3pauHble
OecupeTHble Kancyabl pasmepa 1 ¢

MapKUpOBKO YepHOro LBeTa

« 7Y DR REDDY’S» ua KpbllLleYKe
KarncyJsbl U MapKMPOBKOW KPaCHOIro LBeTa
«OMEZ-DSR» Ha kopryce kancybl.

Conepxxumoe  kamcynm:  cdepuueckue
[eNNeTHl 0T 6eIoro 10 CepoBaTO-6eI0ro U
OT  KOPMYHEBOrO0 10 2KEJITOBATO=

KOPUYHEBOI'O LIBETA.

2 | Identification /
[MognuunocTn
Omeprazole and
Domperidone (By HPLC)
/ Omenpazon u
Homnepuaon (BIXX)

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 Bpemena ymepxkuBaHus

OCHOBHBIX TTHKOB Ha
XpoMarorpamme HCIIBITYEMOTO
pacreopa COOTBETCTBYIOT
BPEMEHAM  YJICPXKMBAHUS  [MHKOB

oMemnpasona W OOMIIEpHIOHA Ha
XpoMaTorpamme CTaHAAPTHOT'O
pacTtBopa (paznen
«KonuuectBeHHOE onpejiesieHuey).

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
YACP)KUBAHHA ~ OCHOBHBLIX  THKOB  Ha
XpoMaTorpaMMe HCIBITYeMOrO pacTBOpa
JOIDKHBl ~ COOTBETCTBOBATH  BpEeMEHAM
YAepXKUBaHUA TIHKOB  OMeIpaszolia W
JIOMIepU0Ha Ha XpomarorpamMmme
CTAHIAPTHOrO pacTtBopa (pazyen

«KonuuecTBeHHOE OTIpeneneHue» ).

Remarks : The Product confirms to ND/
IIpumeuanue: TTpoaykr coorsercrByeT TpeGosanusm HJT

Opinion : APPROVED
3aximouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IIpoaykt: Omes™ ACP, kancyini ¢ moauduuaposaunsim seicsoboxaennem, 30 mr+20 mr

Batch No.: / Cepust Ne:

B2301912

Batch Quantity: / O6bem mapruu: 1250000 NO

A.R. No.: / Ananurndecknii oraer Ne:
2002FP23001551

Date of Analysis: / laTa anaauza:  30-06-2023

Mfg, date: / IaTa npousBoacTBa:

04/2023 Exp. date: / Cpok rognocrn:  03/2026

Analysis performed according ND / Anasns nposegen no HJL: JIT1-003998-301220

;ZFO / Test / Teer Result / PesyasraT Specification / Cnennduxauun

3 | Average weight of the 37715 mg /377,15 mr 369.0 mg + 10 % (332.1 to 405.9 mg) /
net content / Cpegnsis 369,0 mr £ 10 % (ot 332,1 10 405,9 mr)
Macea coepKRHMOro
KamncyJa

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

%
S |Uniformity of dosage units / Oxnopoanocts A03UpOBAHAS

Omeprazole / 761176 The acceptance value (AV) should be

Owenpazon less than or equal to 15.0 / TTokasarens
npuemiieMocTH (AV) HoibkeH OLITE He
6omnee 15,0.

Domperidone / 6.0/6,0 The acceptance value (AV) should be

Jomnepunon

less than or equal to 15.0 / [loxasatens
npuemaemoctd (AV) gomkeH Gbith He
Gonee 15,0.

Remarks : The Product confirms to ND/
Ilpumeyanue: [lpoaykT coorBeTcTBYET TpeGoBaumsm HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Npoaykr: Omez® JICP, kancyiasl ¢ MOTHGHUMPOBAILIM BhicBohoxkenneM, 30 mr+20 mr

Batch No.: / Cepust Ne: B2301912 Batch Quantity: / O6bem nmaprun: 1250000 NO
A.R. No.: / Anaaurnueckuii oruer Ne: Date of Analysis: / lata anaiansa: 30-06-2023
2002FP23001551

Mfg. date: / Jata npoussoacrBa:  04/2023 Exp. date: / Cpok rognocra:  03/2026

Analysis performed according ND / Auasn3 nposegen no HJI; JI[1-003998-301220

S.No/

No Test / Tect

Result / Pesyantar

Specification / Cnenaduxanus

6 [Related substances / PoacrBennsie npuvecn

Omeprazole /
Onmenpasona:

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

Highest individual
unknown impurity / Jlro6as
€/IMHUYHas
HeuaeHTudHUMpOBaHHAs
MPUMECh

Total impurities /
Cymma npumeceii

Not detected / He oOHapyKeHa

Not detected / He oGHapy»xeHa

0.03% /0,03%

Not detected / ne o6HapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hmxe mpemena KoMMYECTBEHHOrO
onpezgenerns (IIKO = 0,010%)

0.02% /0,02%

Not detected / He oOHapysieHa
Not detected / He 0Gnapyena
Less than LOQ (LOQ = 0.006%) /
Hrke mpemena KOmM9IecTBEHHOTO
ompenenenus ([1KO = 0,006%)
Not detected / He o6HapyeHa

0.09% / 0,09%

0.1%/0,1%

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6oaee 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 6osiee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He Go.iee 0,50 %

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

Not more than 2.5 % / He Gonee 2,5 %

7 [Residual solvents/ OcTaTounble oprann4ecKne pacTBOPHTEH

Methanol /
MeTtaHon

Methylene chloride /
Metunenxmopun

3 pg/caps / 3 Mxr/karcyna

Not detected / He 06Hapy eHa

Not more than 1107 pg per capsule /
He 60uiee 1107 mkr na kancy.y

Not more than 221 pg per capsule /
He Gosnee 221 MKr Ha Kancyay

Remarks : The Product confirms to ND/
ITpumeuanne: Tpoaykr coorBeTcTBYET TpeGoBauusm HJ

Opinion : APPROVED
3aksmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
IpoaykTt: Omes® ICP, kancy. bl ¢ MoagMGHUHPOBANHBIM BbICBoODOKACHHEM, 30 Mr+20 mMr

Batch No.: / Cepust Ne: B2301912

Batch Quantity: / O6bem maprun: 1250000 NO

A.R. No.: / Asanurndeckni order No:
2002FP23001551

Date of Analysis: / Jata anannsza:  30-06-2023

Mfg. date: / JaTta nponsBoacrea:  04/2023 Exp. date: / Cpox roanocru: 03/2026

Analysis performed according ND / Ananns nposegen no HJI: JI[1-003998-301220

S.No/

No Test / Tect

Result / PesyasTaT Specification / Cnenndukanus

8 [Dissolution / PacTBopenne

a) Omeprazole /
Owmenpason

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

1. Not more than 15% of the labeled
amount of Omeprazole (C17H;oN30;S)

XJ/I0PHCTOBOAOPOAHOIM 1%, 0%, 0%, 0%, 1%, 0% is released after 2 hours. / He 6onee 15
KHCJIOTbI % OT pakTHUECKOro CoAepIKaHUs

i, Buffer stage (pH 6.8 omenpasona (Cy7H;sN303S) uepes 2 u.
phosphate buffer) / ii. Not less than 70% (Q) of the labeled
B 6ydepe pH 6,8 92%, 92%, 94%, 92%, 95%, 89% amount of Omeprazole (C,7H;oN;05S)

1s dissolved in 30 minutes / He menee
70 % (Q) OT HOMHHAJIBHOIO
coaepIKaHus OMerpasona
(C17HsN305S) uepes 30 mun.

b) Domperidone /

In 0.IN HC1/B 0,1 M pactBope

Jomnepuaon XJIOPUCTOBOAOPOAHOMN KUCOTbI:
15 hour / gepes 1 u 26%, 25%, 27%, 25%, 26%, 25% (l;elween 15 % and 40 % / ot 15 % nmo 40
0
4% hour/ yepes 4 4 51%, 55%, 56%, 50%, 55%, 52% |Between 30 % and 70 % / ot 30 % a0 70
%
8% hour/ yepes 8 u 73%, 79%, 79%, 71%, 80%, 75% (lgetween 55 % and 95 % / ot 55 % mo 95
0
12 hour/ yepes 12 4 86%, 90%, 83%, 83%, 93%, 87% | Not less than 70 % / He Menee 70 % of the

labeled amount of Domperidone
(CyH24CIN5O,) / 0T HOMMHBANIBLHOTO
COJ/ICPKAHHUS IOMIEPH/IOHA
(CH24CINsOy)

Remarks : The Product confirms to ND/

ITpumeuanne: TTpoaykr coorBercTByeT TpeGoannsam HI{ 3axmouenne: OJJOBPEHO

Opinion : APPROVED
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Ipoaykr: Omes® JICP, kancyJibl ¢ MOAUGHUHPOBANNLIM BbIcBoGOKAeHHeM, 30 Mr+20 Mr

Batch No.: / Cepua Ne:  B2301912 Batch Quantity: / O6wem naprun: 1250000 NO
A.R. No.: / Anaaurnyecknii oruer Ne: Date of Analysis: / laTa ananu3za: 30-06-2023
2002FP23001551

Mfg, date: / laTta npoussoacra:  04/2023 Exp. date: / Cpok rogsocru: 03/2026

Analysis performed according ND / Anaans nposenen mo HJL: JII1-003998-301220

Specification / Cneuud uxauns

JST"}\IO / Test / Tecr Result / Pesyabrar
9 Assay / KonuuectBeHHOE onpejaesenue
A. Omeprazole / 19.27 mg /19,27 mr
Owmerpason (96.4% / 96,4%)
B. Domperidone / 31.13mg/ 31,13 mr
JoMmepunon (103.8%/ 103,8%)

A. Not less than 18.0 mg and not

more than to 22.0 mg of
C17H19N; 038 (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 mr g0 22,0 mr
C17H1oN30;S (omenpasou) B
kancyJe (ot 90,0 xo 110,0 % or
HOMMHAJ/LHOIO0 COAEPIKAHUS),

Not less than 27.0 mg and not
more than 33.0 mg of
C2,H;4CIN5O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr a0
33,0 MIr C22H24C1N502
(1oMnepuaoOH) B Kancy.ae (0T
90,0 no 110,0 % or
HOMHHAJIBHOTO COJAEPIKAHMN).

10 |Microbial limits / MukpoGuoaoruueckas uucrora

a) Total aerobic microbial Less than 10 CFU/g /
count / OGiee yncno Menee 10 KOE/r
a3poGHEIX
MHKPOOPraH13MOB

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

Ob1uee yucio
JPOAOKEBBIX U
TNIECHEBEIX rpUOOB

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

a) Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

b) Not more than 100 CFU/g /

He 6onee 100 KOE/r

c) Shall be absentin 1g /

OtcyrcTRue B I T

Remarks : The Product confirms to ND/
Hpumeuanue: [pojaykr coorBercTByeT TpeGoBaHusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
ﬁroduct: Omez DSR, modified-release capsules, 30 mg+20 mg /
Ipoaykr: Omes® ICP, kancyianl ¢ MoaudHUHPOBATHBIM BbICBOOOKACHHEM, 30 Mr+20 mr
Batch No.: / Cepun No: B2301912 Batch Quantity: / O6bem mapruu: 1250000 NO
A.R. No.: / AuanuTugeckmii oruyer Ne: Date of Analysis: / JaTa ananauza: 30-06-2023
2002FP23001551
Mfg. date: / Mata nponssoacrea:  04/2023 Exp. date: / Cpok rognocru:  03/2026
Analysis performed according ND / Anasm3s nposesend no HJI; JITJ-003998-301220
S.No / e e
N Test / Teer Result / PesyasTaT Specification / Cnemudpuxanus
11 | Package / YnakoBka 10 capsules in a (PA/AI/PVC)|10 capsules i 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 karcyn B 6nucrepe | carton. / [lo 10 karmcyn B Gmucrepe u3
3 (TMA/AJ/NIBX)  doneru /| (TTA/AJI/TIBX) donbru / amoMuHueBoi
anmomuuunesoit  ¢osmbru.  Tlo 3 | donsru. Tlo 1, 3, 8, 10 Gaucrepos Bmecre
GnucTepa BMECTe € MHCTPYKUMEH | ¢ MHCTPYKLMEH NO NPUMEHEHHIO B NauKy
0  MPUMEHEHHI0O B  Ia4Ky | KAPTOHHYIO.
KapTOHHYIO.
12 | Labeling / Mapxupoeka | According to ND /B cootBerctiun ¢ HJL
13 | Storage conditions / At temperature below 25 °C. / [Ipu TemnepaType He Bbie 25 °C.
Xpaneuune
14 | Shelf life / Cpok 3 years /3 roga
rOJHOCTH

Remarks : The Product confirms to ND/
IIpumeuanme: Ilpoaykr coorercTByet Tpebosanusam HJL

Opinion : APPROVED
3axkmouenne: OJJOGPEHO
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Uncontrolled Copy
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