Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

 Product: Omez DSR, modified-release capsul_es, 30_n;g+20 mg/
| MpoayrT: Oves® ICP, kancy. it ¢ MOQGuimpoRANILIM BhICBODOKIEHNnEM, 30 Mr+2() mr

_Batch No.: / Cepust Ne: B2302962 Batch Quantity: / O6nem naprnn: 1250000 NO
A.R. No.: / AnaanTtiruecknii otder No: Date of Analysis: / Jata anamza:  25-09-2023
2002FP23002215

;_Mfg. date: / lara upoussoacrsa:  08/2023 Exp. date: / Cpok rognoctu:  07/2026

Analysis performed according ND / Anaan3 nposeaen mo H/I: JITT-003998-301220

[S.No /

No Test / Tecer

Result / PesyabsTar

Specification / Coetmndukanus

1 Description /Onncanue

‘1’ size hard gelatin capsule with
clear transparent  cap and body
having ““ ¥ 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 JKEIIATUHOBbIE
MpO3payHbie OECLBETHBIC KAMCYJIBI
pasMepa | ¢ MapKUPOBKOH YEPHOrO
LBeTa

.
« Y

KPBILICUKE

DR. REDDY’S» Ha

KarncyJbl ]
MapKUpOBKOH  KpacHOTO  LIBCTa
«OMEZ-DSR» Ha KOpIyce
karncynel.  ComepxuMmoe  Karcyit:
c(epuueckue mewiersl 0eoro u
KOPUYHEBOTO 1IBETA.

‘1’ size hard gelatin capsule with clear
transparent cap and body having “7 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
OeCLBETHBIC
MapKUPOBKOH

XKCITATHHOBBIC  IIPO3PAUHBIC
Kancynsl  pasmepa 1 ¢
YEPHOTO LIBCTA

« 7Y DR. REDDY’S» ma KPBILICYKE
KarCyJibl ¥ MapKHUPOBKOH KPacHOTo LIBETA
«OMEZ-DSR» Ha xopmyce Karicyisl.
Conepxumoe  karcyst:  cdepudeckue
TICJJICTEL OT OENIOTo 0 CepoBaTO-0EI0ro
OT  KOPHYHEBOTO [0  JKEJITOBATO-
KOPUYHEBOT'O LIBETA.

2 Identification /
IopaMHNOCTE
Omeprazole and
Domperidone (By HPLC)
/ Omenpason u
Homnepumon (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.0/0Bpemena  yaepxuBaHust
OCHOBHBIX [TUKOB Ha
XpoMaTorpaMme HCIIBITY EMOTO
pacTBopa COOTBETCTBYIOT

BPCMCHAM  YJCP)KHMBAHUSI  ITMKOB
OMCIIPA30JIla W [JOMIICPUIOHA Ha
XpoMarorpamme CTaHOAPTHOTO
pacTeopa (pazmen
«KOomHueCTBEHHOE OTIPEACIICHHEY ).

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

YACPKUBAHUA OCHOBHBIX ITMKOB Ha
XpOMATOrPAMME HCTILITYEMOTO PacTBOPa
JOJIAKHBI COOTBCTCTBOBATH BPCMCHaM
VACPXKHUBAHMA TIMHKOB  OMCIIpasoia |
JOMIICPHAOHA Ha XpoMaTorpaMme
CTaHAAPTHOTO pacTteopa (paszen

«KOnHUIECTBEHHOE OTIPEACIICHHC)).

Remarks : The Product confirms to ND/
Ilpumeuauuc: IIpoaykT cootBercTByeT TpeboBanmsiv HJL

Opinion : APPROVED
3axmoucnue: OTOBPEHO
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Uncontroiled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Tpoayrr: Omez® ACP, ancyJinr ¢ MOAUQHIMPOBATINLIM BhICBOOOAACIIEM, 30 Mr+20 mr )

Batch No.: / Cepuist Ne: B2302962 Batch Quantity: / O6bem apran: 1250000 NO
A.R. No.: / Avasmriuecknii oryer Ne: Date of Analysis: / /lata anasmsa:  25-09-2023
2002FP23002215

Mfg. date: / Jlara upoussoacrsa:  08/2023 Exp. date: / Cpok roggocrn: ~ 07/2026
Analysis performed according ND / Ananns nposeaen mo HJ: JIT1-003998-301220

;ZONO / Test / Tecr Result / Pegysimmrar Specification / Cuenudguxaipst
3 | Average weight of the 373.67 mg/ 373,67 mr 369.0 mg = 10 % (332.1 to 405.9 mg) /
net content / Cpeausist 369,0 mr = 10 % (ot 332,1 mo 405,9 mr)
Macca coepPKIMOoro
Rancya
4 |Water /Bona 1.4% w/w / 1,4% Not more than 4.0 % w/w / He 6onee 4,0
%
5 |Uniformity of dosage units / Qmiopo/ocTs 031 OBAHNIS
Omeprazole / 6.4/64 The acceptance value (AV) should be
Onempazon less than or equal to 15.0 / Ilokaszatens
npuenmiemocty (AV) nomkeH 6bITL He
6osce 15,0.
Domperidone / 79/179 The acceptance value (AV) should be
Homniepunon less than or equal to 15.0 / TToxasarens
mpuemnemMoctd (AV) I0/DKEH OBITh HE
oonee 15,0.
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeyanue: [poaykt coorsercTyeT TpeboBaHmsiM HJL 3axinouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez DSR, modified-release capallcs, 30 mg+20 mg /
 Tpoaykr: Ome3® JCP, kancyani ¢ Moxuduuup oraniniv Rucrobomicien, 30 mr+20 v

Batch No.: / Cepuss Ne:

2002FP23002215

82302_962 B
A.R. No.: / Avaqmmrnuecknii oruer Ne:

Batch Quantity: / O0bem naprin:

1250000 NO |

Date of Analysis: / Jlata anamu3a:

25-09-2023 !

Mfg. date: / Jlara nponisojacrsi:

08/2023

Exp. date: / Cpox ropnocri:

07/2026

Analysis performed according ND / Amanu3 uposeaen o HJ: JIT1-003998-301220

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

Highest individual
unknown impurity / Jlro6as
eAMHUYHAsA
HEUJACHTH()MLIUPOBAHHASK
MPUMECH

Total impurities /
Cymma npumecei

Not detected / He 0OHapyskeHa

0.02% / 0,02%

Not detected / He oOHapyxcHa

Less than LOQ (LOQ = 0.010%) /
Hwke mpeaena xonudecTBEHHOTO
onpeaenenus (ITKO = 0,010%)

0.02% / 0,02%

Not detected / He o6HapyeHa
Less than LOQ (LOQ = 0.012%) /
Hroke npenesna KOJIMYECTBEHHOTO
ompenenenms (ITIKO = 0,012%)
0.09% / 0,09%

Not detected / e obHapyxeHa

Not detected / He oOHapykeHa

0.1%/0,1%

i:oNO / Test/ Tecr Result / PesyabTar Specification / Cnemdpukanns
6 Related substances / PoacTBedHblIe npuMecu
Omeprazole /
Omenpazona: Not detected / He oOHapysxeHa

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 6onee 0,50 %

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

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

7 |Residual solvents/ QcTaTouyHbie 0praHmYCCKe PACTBODITEIN

Methanol /
Meranon

Methylene chloride /
MeTuienxnopua

6 pg/caps / 6 mxr/karncymna

Not detected / He oOHapyxeHa

Not more than 1107 pg per capsule /
He 6o0s1ee 1107 Mkr Ha kancysty

Not more than 221 pg per capsule /
He 6os1ce 221 MKr HA KancyJ1y

Remarks : The Product confirms to ND/
Mpumeuanue: poaykr cootsercTyeT TpeboBanusM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

26-09-2023 16:49:33




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| Npoaykr: Omez® JCP, kancy st ¢ MOIHQUIIPOBATHLIM BLICROGOMACHHCM, 30 Mr+20 mr

Mfg. date: / lata nponssoacrna:

| Batch No.: / Cepust Ne: B2302962 Batch Quantity: / O6nem napnm:_ FSOO(_)E)—N_O .
A.R. No.: / Anannrnuccknii oruer Ne: Date of Analysis: / Jlara anamuza:  25-09-2023
2002FP23002215

08/2023 Exp. date: / Cpok rogaocri:  07/2026

Analysis performed according ND / Anayms nposeaen o H/A: JI1I-003998-301220

No

S.No/

Test/ Tect

Result / PesyabTat

Specification / Coennduxkanus

8

Dissolution / PacTBopcHue

a) Omeprazole /

ii.

Owmenpazon

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

Buffer stage (pH 6.8
phosphate buffer) /
B 6y{epe pH 6,8

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

92%, 95%, 96 %, 96%, 92%, 95%

i.  Not more than 15% of the labeled
amount of Omeprazole (C,7H;yN30,S)
1s released after 2 hours. / He 6onee 15
% 0T (hakTHYECKOTO COACPIKAHU
omenpasona (C7H;oN305S) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C;,H yN;0;S)
is dissolved in 30 minutes / He menee
70 % (Q) 0T HOMHHAIBHOTO
COAEPKAHUA OMEIIPasoia
(C|7H|()N303S) qepes 30 MuH.

b)

Domperidone /
Jomriepumon
1% hour / yepes 1 u
4% hour/ yepes 4 u

8™ hour/ uepes 8 u

12" hour/ uepes 12 4

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

49%, 52%, 52%, 54%, 54%, 48%

69%, 71%, 71%, 74%, 74%, 67%

80%, 82%, 83%, 87%, 88%, 80%

In 0.IN HC1/ B 0,1 M pacteope
XJIOPHUCTOBOAOPOJHON KUCIIOTHI!

Between 15 % and 40 % / ot 15 % 10 40
%

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

Between 55 % and 95 %/ o1 55 % n0 95
%

Not less than 70 % / He menee 70 % of the
labeled amount of Domperidone
(C3H34CIN5O3) / 0T HOMUHATBEHOTO
COJICPKAHUS JOMITEPUIOHA
(C22H54CINSO5)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoayxr coorpeTcTBYET TpeboBaHMsM HJL

Opinion : APPROVED
Jakmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
Hpoaykr: Omes® ICP, kancymsl ¢ Moqudummporanikiv Bhickofoxnennem, 30 me+20 mr

Batch No.: / Cepnst Ne:  B2302962 Batch Q'uantity: / ObBem raprun: 1230(59@6 |
A.R. No.: / Auanurnyecknii oruer Ne: Date of Analysis: / /lata anamaza:  25-09-2023

2002FP23002215

Mfg. date: / /lara mpoussoacrea:  08/2023 Exp. date: / Cpok rogaocri: ~ 07/2026
Analysis performed according ND / Ananns nposeaen no HJI: JIT1-003998-301220

i:oNO / Test / Tect Result / Pezyabrar Specification / Cnenn@uxanus
9 Assay / KonnuecBeHHOE OIP ¢AC/ICHHE
A. Omeprazole / 19.69 mg /19,69 mr A. Not less than 18.0 mg and not
Omenpason (98.5% / 98,5%) more than to 22.0 mg of
C7HsN303S (Omeprazole) (90.0
to 110.0 % of label claim) per
capsule / Ot 18,0 Mr 50 22,0 mr
C7HsN;O3S (omenpa3son) B
kancyJe (o 90,0 no 110,0 % or
B. Domperidone / 30.13 mg /30,13 mr HOMHHAJILHOTO COACDIKAHHS),
0, 0,
Hlommepunon (100.4%/100,4%) B. Not less than 27.0 mg and not
more than 33.0 mg of
C22H24CIN502 (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 mr 10
33,0 MIr C22H24CIN502
(momnepmaon) B kamcy.e (0T
90,0 x0 110,0 % ov
HOMHHAIBLHOIO COACPKAHIIST).
10 |Microbial limits / MuKpoOM0/I0IHYECKAH YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ a) Not more than 1000 CFU/g /
count / Obee uucio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX
MHKPOOPTaHU3MOB
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
O6ee yucno
JPOMIKEBBIX U
IUIECHEBBIX TPUboB
¢) E. coli Absentin1 g/ ¢) Shall be absent in 1g/
OrcyrcteyerB 1 OtcytctBue B 1 ¢
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumecuanue: [Ipoaykr coorsercTayer TpeboBanmsm HJL 3axkmouennc: OIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIN3A

Batch No.: / Ceprist Ne:

Product: Omez DSR, modified-release capsules, 30 mg+20 mg /
| NMpoaykr: Omez® ACP, kaucy/ni ¢ Moan@uuuporaniniv phicrobowaeiniem, 30 mr+20 mr

A.R. No.: / Anannrndccknii oraet Ne:
2002FP23002215

B2302962

Batch Quantity: / O0bem mapran: 1250000 NO
Date of Analysis: / Jlara anamusa:  25-09-2023

_Mfg. date: / lara uponisoacrsa:

08/2023 Exp. date: / Cpox romocru: ~ 07/2026

Analysis performed according ND / Ananuz nposesen o HJL: JIIT-003998-301220

@L)No /

Test / Tect

Result / PesyinTar

Specification / Crienuduxauns

11

Package / YnaxoBka

10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters
and patient information leaflet in a
carton. / [To 10 xaricyn B 6muctepe
w3 (TITA/AJITIBX)  Qoneru  /
amomuarcBor  (poaeru. [lo 3
OnmcTepa BMECTE C HMHCTPYKLMEH
0  IPUMCHCHUIO B TAYKY

KapTOHHYIO.

10 capsules in a (PA/AI/PVC)
foil/aluminum foil blister. 1, 3, 8, 10
blisters and patient information leaflet in a
carton. / Ilo 10 xamcyr B Onucrepe us
(ITA/AJI/I1BX) ¢onbru / amoMuHUCBOMH
(omeru. [lo 1, 3, 8, 10 Onucrepos BMecTe
C MHCTPYKIMEH IO NMPUMEHCHHMIO B MA4Ky

KapTOHHYO,

12

Labeling / Mapknposka

According to ND / B cootseTcteru ¢ HJ|

13 | Storage conditions / At temperature below 25 °C. / [Tpu remnepatype He Bbiue 25 °C,
Xpanenne

14 | Shelf life / Cpok 3 years/ 3 roja
TOHOCTH

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykr cooTBeTcTBYET TpeboBaHusam HJJ

Opinion : APPROVED
Jaxinouenme: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 26-09-2023 16:49:33




Uncontrolied Copy

ELECTRONIC SIGNATURES
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