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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Product: Omez DSK, modificd-release capsules, 30 mg-+20 mg/

Itpoaywr: Omes™ JICP, kancyas ¢ mogudunuposansbiv spicBoGomaenes, 30 mir+20 mr _

n itch No.: / Cepun Ne: :2302”’” Baich Quantity: [ Obwes amapann: 1250000 NO
c L . ‘ D 1:&(}! Amnalysis: /}Idm ananmsa:  31-07-2023

\.R No.: / Ana. IHTHICCKRIL OTHeT Ne:

(02FP2300179° {
\[tgjate / Jlata ﬂptmmn [trrm i7f20’3‘ ) 1 Esp. dﬁte _/_(M‘}_'.L‘“ ru' :Cilg—‘ 6 —
Analysis performed according ND / Auanus nponcien no H/L: JI-003998-301220
o » - — e
iNU / Test / Teer Result / Pesyanrar Specification / Cnenndguxanun

1 | Description /Ouucanne ‘1" size hard gelatin capsule with | ‘1” size hard gelatin capsule with clear |
clear transparent cap and body | transparent cap and body having “Y
having 7YX and “DR. REDDY'S” | and “DR.REDDY'S” printed in black ink on
printed in black ink on the cap and | the cap and “OMEZ-DSR” printed in red
“OMEZ-DSR” printed in red ink on | ink on the body of capsule containing
the body of capsule containing | white to grayish-white and brown to
wliite and brown spherical pellets. / | yellowish brown spherical pellets. /

Tsepabte HENATMHOBbIC | TBEPAKIE  KCAATMHOBBIE  NPO3PAYHBIE
npospaudbie GecupseTHble Kancyasl | OecLBeTHbIC Kancyasl pajmepa 1 ¢
pasmepa | ¢ MapkupoBKOH YEPHOrO | MapKUPOBKOM YEPHOrO LgeTa
uBeT:‘: " |« 7Y DR REDDY’S» na KPbIILEUKE
« “Y DR REDDY’S» Ha | kancysibi # MapkMpOBKOH KPACHOFO LBeTa
KPBILLICYKE Karcy bl u | «OMEZ-DSR» Ha kopnyce kancyll,
Mapkuposkolf  kpacHoro  usera | ComepiuHMoe  Kamcym:  chepHueckue
«OMEZ-DSR» Ha KOpITyce | HenneTsl oT 6enoro fo cepoBaTo-Genoro u

kancyasl. COACPMMMOE KAfcysa: | OT  KOPHYHEBOrO A0  JKE/ITOBATO-
cheprueckue nemnetsl Genoro M | KOPU4HEBOTO LBETA.
KOPHYHEROrC [BETA.

Identification / The retention times of (he main | The retention times of the main peaks in
TMopnauunocTs peaks in the chromatogram of the | the chromatogram of the sample
Omeprazole and sample preparation correspond to | preparation should comply with retention
Domperidone (By HPLC) | retention times of Omeprazole and | times of Omeprazole and Domperidone
/ Omenpason u Domperidone  peaks in  the | peaks in the chromatogram of the standard
Hommepunon (BIAKX) chromatogram of the standard | preparation under assay. / Bpemena
preparation undet | yNepKuBaHHg OCHOBHBIX IIMKOB Ha
assay._/l_BpeMeHa yIepKHBAHWS | XPOMATOIpaMME HCILITYEMOTO PACTBODA
OCHOBHBIX NKKOE Ha | 0OKHBI  COOTBETCTBOBATL  BPEMEHAM
XpomarorpaMmme MCTIBLITYEMOrO | YACPHUBAHMS  TMKOB  OMEnpasoia
pacTBopa COOTBETCTEYIOT | JOMACPHIOHA Ha  Xpomarorpamme
BpeMeHaM  YASPKHBAHHA  [FKOB | CrAHAAPTHOTO pacTeopa (pasmen
UMELIPDASCIE A AUMUEPRAUHE  He | «KUIMYSCTEEHROE OIPESHGTCHEY ),

XPOMETOrPAMME CTAHJAPTHOrO
pacTsopa (paznen
«KonmuecTBeHHOE OnpeaenerHen),

md e e e e o eebe— ke D —— b

|

Remarks : The Product confirms fo ND/ | Opinion : APPROVED "
Ipumenanue: TTponykr cooreercrayet Tpebosarnam HII 3armouenue; OJOBPEHO
WI-GLOB-QA-0669-1.0 ~
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Product:

Batch No.: / Cepan Ne:
AR, No.:/
2002FP23001799

CERTIFICATE OF ANALYSIS

FPIHOHKAT ATBANIIIA

"Omez DSR, modified-release capsules, 30 mg+20 mg /
 Ilpoaykt: Omes® ICP, kamcyant ¢ MoAHQHIEPOBANNEIM BLICBOBOATEHIICM, | 30 mr+20 mr

82302“ 7 B I Batch Quantity: / Obnew TAPTHH: 1250000 NO
Anarurauecknii oryer Ne: Date oi Analysis: / Jlara agannia; T % ‘,‘3
| | |
“Mife. date: / Jlata npomssogcrea:  07/2023 | Exp. date: / Cpox ronwocts: __ 06/2026
Analysis performed according ND / Anans nposeen o FJL: JI11-003998-301 220 I

S.No/ Test / Tecr

N

(55 1

Average weight of the
net content / Cpenusasn
Macca CONepIKHMOro
Kancy.i

4 |[Water/ Bafa

Result / PesyasTar

o 3‘69,(;5—1115;/369,65 Me

Speciﬁcatiou f Cniennp xanas

10 % (332.1 to 4059 mg) /
% (o1 332,1 00 405.9 mr)

369.0 me mg
369,0 wr:

1.2% wiw /1,2%

5 'Unif’ﬁrmit_y of dosage units / ('Jmmpogmnurb nosnpoafuum

Not more than 4.0 % w/w / He Gonee 4.0
%

The acceptance value (AV) should be |
less than or equal to 15.0 / MNoxasarens
npuemaemoctu (AV) nonsxed Guirbs He
Gonee 15,0,

Jomrepunon

" Omeprazole / 9.1/9.1
Owmenpason
Domperidone / 63763

The acceptance value (AV) should be
less than or equal to 15.0 / Ilokasarens
nipueMiaeMocTH (AV) noimked 65ITL He
Bonee 15,0,

Re}narks The Product conftnns to ND/

Dpumeaanue: Tpoaykr cooTBETCTBYET Tpebosanuan HJT

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

| Opinion : APPROVED
3axmouenne: OJOGPEHO
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Product:

| B atch No.: /€ ;_'Bim Ne:

A R. No.:/ Ana. T ECKHE 0TIeT
J002FP23001799

Mfg date: flIa"ra __poﬁzﬂoucma

| Analysis perfmmcd according ND i Aﬂamis mposeien nno HL JINL-003998-3012.20 .

CERTIFICATE OF ANALYSIS
CEPTHOMUICAT ATA I

~ Omez DSR, modified-release capsules, 30 mg+20 mg /
| ITpopywr: OMmes™ JCP, xancyaps ¢ MOAMGHIEPORAHIBIM BbK BLICBOBORICHHEEM, 30 mri20 mr
B2302271

- Nos

{)'7:202

Exp date: / CQ_GK rogMOCTH:

Batch Quantity: fﬂm,m O3 PYRH: 1m“,m—-
| Date of Analysis ;

A ANaJu3a; 1-07

4 fat )_&_

06/2U26

SNo/|

N Test / Tect

6 |Related substances / Po}m?

Result / PeaynsTaTt
HEHHBIE [IPHMECH

Omepraza_le /
Ostenpasona:

Impurity 1/ npumecs 1
Impurity 2 / npumecs 2
{Impurity 3 / npumecs 3
Impurity 4 / npumecs 4
Impurity 5 / npumecs 5
Domperidone /
Homnepudona:
Impurity A / npumecs A
Impurity B / npumect B
Impurity C / mpumecs C
Impurity D / apumecs D
Impurity F / npumecs F

Highest individual
unknown impurity / JlroGas
efMHMYHAS
HeHNEHTHOUUMPOBAHHAS
IIpEMECh

Total impurities /
Cymma npumeceh

Not detected /e obrapyxena
Not detected / ne ofmapy:xena
0.02% / 0,02%

Not detected / e ofnapyxcna

Tess than LOQ (LOO = 0.0107%) /
Hwke npeliciid  KoNNYeCIBCIRHOTO
onpenencuaa (LIKO = ,010%)

0.02% / 0,02%

Not detected / e 0BnapyxeHa
Less than LOQ (LOQ =0.012%) /
Huoxe npepena KonM4ecTBEHHOTO
onpeaenenna ([IKO = 0,012%)
0.11%/0.11%

Not detected / He obrapymena
Not detected / ne oBnapy»xeHa

0.1%/0,1%

Specitication / Coenuduicanua

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

Not morc than 0.50 % / He 6oncc 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 Gosnee 0,50 %
Not more than 0.50 % / He 6osiee 0,50 %

Not more than 0.20 % / He Gonee 0,20 %

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

7 Resrdual solvents/ Ocraror

[HbIE OPraHMICCKHE p_a_c"rncpn'reﬂu .

Not more than 1107 pg per capsule /

He Gonee 1107 mxr ua xaucyny

Not more than 221 ug per capsule /

He Sosnee 221 MKT Ha Kancyny

“Methanol / 5 pg/eaps / 5 mxi/kancyna
Mertanon
Mathylene chloride / Not detected / e obrapyena
MeTunenxinopun
"Remarks : arks - The Product confirms fo ND/ T [
Ipumeuanne: Mpoaykr coorsercreyer TpeGosannam HI

Opinion : APPROVED
3aronenue: .OHOEPEHQ___
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Hpoaykt: Omes® ICP. xancyanl ¢

A R. No.: /AHAJ[HTH'L&CWHH oTyerT
2002FP23001799

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

| Batch No.: / Cepun Me: _ B2302271 Batch Quantity: / OGuem napran: 1250000 NO

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIMIA

1 ¢ soniQHUMPOBANNLIM BEICBOGOMIELIICM, 30 mr+20 mr

No: "1 Date of Anal}sn )’11'1"{‘3 awaamia: 31~ 37 2023

Mfg “date: / g].n"a nﬂe_msenf_{c‘ma 072023 | Exp. date: / Cpok ro,zmbém? .._*(_1—6—/2()—2—6 : T
Analvsm perfm med dccordmg ND _Auasias npoBejie 1o HJ.[ JIT1-003998-301220 _

e T —————
E,F" / Test/ Tecr Result / PeayabTtaT Specification / Coenudimxannn

8 |Dissolution / f’aémééenin_e
a) Omeprazole /
Owmenpasodn

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

it. Buffer stage (pH 6.8

phosphatc buffer) /
B 6ydepe pH 6,8

b) Domperidone /-
Jomnepunon

1% hour /uepe3 1 4

1. Notmore than 15% of the labeled

amount of Omeprazole {C7H;cN;0;8)
T%, 9%, 5%, 7%, 9%, 7% is released after 2 hours. / He Gonee 15
% OT GaKTHHCCKOTO COACpIKAHMA
omenpasosia (C;7Hi1oN30;8) uepes 2 u.

ii. Not less than 70% (Q) of the labeled
amount of Omeprazole (C,7HoN3038)
is dissolved in 30 minuies / He menee
70 % (Q) 0T HOMAHAILHOTO
COAEpIKAHMS OMENpa3ona
(C17H,gN305S) wepes 30 mun,

In 0.IN HCI /B 0,1 M pactsope
XNOPUCTOBOACPOAHOH KHCAOTHI:

28%, 31%, 25%, 26%, 28%, 28% Between 15 % and 40 % /ot 15 % mo 40

97%, 97%, 100%%, 96%, 93%, 94%

%
4% hour/ ucpes 4 4 ‘ 600, 64%, 62%0, 64%, 67%, 68% |Between 30 % and 70 % / o7 30 % no 70
Y%
8t hour/ yepes 8 u 89%, 92%, 80%, 83%, 89%, 8476 |Between 55 % and 95 % / oT 55 % no 95
Y%
12" hour/ vepes 12 4 97%, 100%, 90%, 914, 98%, 93% | Not less than 70 % / ge Menee 70 % of the
labeled amount of Domperidone
(CoH4CINSO,) / oT HoMMHANHOTO
COAEPHAHNS IOMTIEPHI0HA
(CH24CIN5O5)
Rer;;:“rgswﬁlé Product cénﬁrms to I:ID/ T Gpini(;nh: E&:PPR(_):‘;ED A
| Ipumeuanne: [poaykr coorseTcTyeT TpeBoBaHuM HI ___ | 3akmouenue: ONOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST): 31-07-2023 18:21:37



CERTIFICATE OF ANALYSIS
CEPTHOHREKAT AHAJM3A

“Product: Omez DSR, modified-release c: IJIH_;IL %, 30 mg ’ﬁ_mg ’ |

Ipeaykr: Omes” JICP, gameyibt ¢ Moxgudusposannm soresoboxeney, 30 mr 20mr
Batch No.: /Cemm Ne: B2302_27i Batch Quaniiiy: !OGLeM mapini, 125{)()()0 NO
\ R. No.: / Auanrwieckuii orer Ne: Date of J“nai_\-,:s  Nata amanuza:  31-07-2023

2002FP23001799

Mfﬁ. date / Hata nporisnoncrsa ) 07;20”'3 L.xQ date: /Cpox l'O’I[lOCTH. 06/2026 _. -

[S.No /

oy Test/ Tect Result / PesynbraT Specification / Conewnd uxanun
9 As‘sav / KoawiecTBeHHOe ONpefeenne - __m __ T _: T “_
A, Omepramle/ 20.70 mg / 20,70 Mr A. Not less than 18.0 mg and not
Onmernpason (103.5% / 103,5%) more than to 22.0 mg of

Cy7HoN; 058 (Omcp razole) (90.0
to 110.0 % of label ¢laim) per
capsule / Or 18,0 mr o 22,0 mr
C17H19N3038 (omenpam.rx) B
kancyae (ot 90,0 5o 110,0 % or
B. Domperidone / 3134 mg /31,34 mr HOMHHAILHOTO COACPIMANUS),
0 0,
Jlommepunon (104.5% / 104,5%) B. Not less than 27.0 mg and not

more than 33.0 mg of
C3;H,CIN:O, (Domperidone)
per capsule (90.0 to 110.0 % of
label claim) / Ot 27,0 Mr oo
33,‘8 Mr Cn,quCleOz
(nommepHjon) B Kanmcyne (oT
90,0 no 110,0 % or
HOMHHAJIBHOTO COQePIAHUH),

10 [Microbial limits / Mumpoﬁuonoruqeélai YHCTOTA

{ a) Total aerobic microbial ~ T10CFU/g/ a) Not more than 1000 CFU/g /
=) count / OBbuee uucio 10 KOE/r He 6onee 1000 KOE/r
a3pOOHEIX
MUKPOOPraHH3MOB
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

O6wee yucno
IPOAOKERBIX K
TINECHEBEIX rpHbOR

¢} E. coli Absentin 1 g/ ¢) Shall be absentin g/
OrcyretByerB 1 1 OtcyrctRue B 11
Remarks : The P?I:ggﬁa_vconﬁnns to ND/ Opmmn APPROV]EIJ‘D-"-:A:T T
Ipumeyanwue: Tpoaykr coorsercTayeT Tpebosannim HJL | 3axouenne: ONOEPEHO -
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CERTIFICATE OF ANALYSIS
CEPTHOIHKAT ATEATRIA

Product: Omez DS R, modified-release C&;_);l_l—}:i, 30 mgﬂ»ftl my /
| Hponysr: Omes® ICP, wapcyans ¢ Mognd Wi 0BAHNEIM BoicBoGOKa e, 30 Mr+20mr o
Batch No.: / Cepra Ne:  B2302271 ) m} Batch Quantity: / O6bem mapTan: 1250000 NO
A.R. No.: / Ananurnucerkuit oryer Ne: Date of Analysis: / Jara ananuza:  31-07-2023 i
2002FP23001799 [
| Mfg. date: / Jarta E_Eon;_no,:xcrsa:m 0772023 _E;p. d_agwe;/ _épo_x?onyg_«:rg__z _:0_6/2-{)2_3 o
_Analysis performed according ND / Aranns nposegen no 1/1; JIT-003998-30] 220 ]
SNo/[ — . . | o o iyt o 7]
No Test/ Teer Result / Pezynerar Specification / Coenudwicanun
11 Pemlmckage/YnaKT);[éa_ 10 capsules I a (}SNEIKFC)—I_O ngsuTes in a “(P—K/AI/EVC)“
foil/aluminum foil blister. 3 blisters | foil/aluminum foil blister. 1, 3, 8, 10
and pafient information leaflet in a | blisters and patient information leaflct in a
carton. / Ilo 10 xarncysm B 6mierepe | carton. / Ilo 10 xamcya s Hnucrepe m3
w3 (IIA/JAJVNIBX)  domerw /| (TTA/AJUNIBX) doneru / anromunueroit
amomunnesod  donkru.  Tlo 3 ! donsrn. Tlo 1, 3, 8, 10 Gancrepos smecte
Gnucrepa BMeCTe ¢ MHCTPYKUMCH | C MHCTPYKLMEH NO NPHMEHEHHUIO B NauKy
[0  [PUMEHCHMIO B IIAYKY | KAPTOHHYL.
KapTOHHYIO.
~ | 12 “I:abeliﬁ_é/M;[;u—c;:po;sﬁ Eécorc?iné to N—I_)_/_E_cooﬁ;a'émc}-{'jl i o T
~ | 13] S‘terage conditions / At ?emperaﬁire below 25 °C. / [lpa ‘IeMﬂepaT-ype He Beie 25 °C,
Xpauenue
14 | Shelf life / Cpok 3years/3roma -
e FOAHOCTH

T Opinion : APPROVED
3axmouenne: OJIOBPEHO ]

Remarks : The Product confirms to ND/
| Ipnmeuanne: Tpoaykr coorsercTryeT TpeGosannam HI
WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Title
6ocum;; ;l;. QU_A—FTOiA;dJ; - | - T
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| _.
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