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ABSTRACT

A novel simple, fast, accurate and precise reverse phase high performance
liquid chromatographic method has been devel oped for the simultaneous
estimation of domperidone and lansoprazole in capsule formulation. In
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thismethod, the chromatographi ¢ resol ution was carried out on aHypersil
ODSC ,(250x4.6 mm) column by using amobile phase containing phos-
phate buffer and acetonitrile (pH 7.4) in the ratio of 60:40, in anisocratic
elution at aflow rate of 1.5 ml/ min. The detection of eluents was done at
302 nm. The retention time for domperidone and lansoprazole were 5.49
minand 2.10 min respectively. Linearity for domperidone wasfound to be
inthe range 40-100pg/ml and 60-140ug/ mi for lansoprazol e respectively.
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INTRODUCTION

Domperidone (Dom) ischemicaly 5-chloro-1-[1-
[3-(2-0x0-1,3-dihydrobenzoimidazol-1-yl) propyl]-4-
pi peridyl]-1,3-dihydrobenzoi midazol -2-one, widely
used asan anti-emetic drug. Lansoprazole(Lan), chemi-
caly 2[3-methyl-4-(2,2,2-trifluoroethoxy)-2-pyridyl]
methyl suphinyl]-1H-benzimidazoleisan anti-ulcer drug.
Dom (10 mg) and Lan (15 mg) isavailable commer-
cidly asLancer-D. Ondetailed literaturesurvey, it was
found that these drugs have been estimated individualy
andin combinationsby variousmethods*1?. Besides,
UV method for s multaneous estimation of thiscombi-
nation was reported™! The present works depicts
simple, precise and accurate reverse phase HPLC
method for s multaneousestimation of domperidoneand

lansoprazolein capsuleformulation.
EXPERIMENTAL

Chemicalsand reagents

The puredrugswere obtained asgift samplefrom
ATOZ |abs, Chennai. The capsuleswere procured from
the local market. All other chemicals used were of
HPLC grade. Label claim for domperidone and
lansoprazolewere 10 mg and 15 mg respectively per
capsule.

Instrumentation

A Shimadzu L C systern comprising pump (mode:
LC-20AT) with 20 ml loop, aPDA detector, (model:
SPD-M20A) with class VP software (version 6.12)
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TABLE 1: Accuracy

L ansoprazole and domperidone capsules
Obtained (in mg)

% Recovery

Theortical

amount For For For For
(%) domperidone lansoprazole domperidone lansoprazole

100
110
120

100.33
110.08
120.14
Mean % recovery
Standard deviation
% RSD
*RSD: Relative standard deviation

TABLE 2: System suitability parameters

100.02
110.24
120.31

100.33
100.07
100.11
100.17
0.1400
0.1397

100.02
100.21
100.25
100.16
0.12288
0.12268

Par ameter Domperidone  Lansoprazole
Retention time 5.49 2.10
Tailing factor 2.08 112

Theoretical plates 6659 13312

Resolution 6.78

% RSD 0.29 0.26

*RSD: Relative standard deviation

wasused for theanadys's. The column used washypers
ODS,; (250x4.6 mm), the mobile phase was pumped
at aflow rate of 1.5 ml/ min and the detection was
performed at 302 nm. Theseparationwascarried at an
ambient temperature.

Preparation of mobilephase

Dipotassium hydrogen phosphate buffer wasmixed
with acetonitrilein theratio of 60:40 v/v, whichwas
then filtered through 0.45u millipore membranefilter
and was degassed in an ultrasonic bath before use.

Preparation of standar d stock solution

Anaccurately wel ghed quantity of domperidone(50
mg) and lansoprazole (50 mg) weretransferred to 100
ml volumetricflask, whichwasthen dissolved and made
up to volumewith methanol and dimethylformamide
(95:5) (stock solution). Fromthisafina concentration
of 100ug/ ml was made.

Prepar ation of working standard solution

From thisstock solution varying amounts(6 ml, 8
ml, 10 ml, 12 ml, and 14 ml) of lansoprazole and
domperidone (4 ml, 5ml, 6 ml, 8 ml and 10 ml) were
transferred to 10 ml volumetric flaskswhich wasthen
made up to volumewith methanol to givefina concen-
trations of 60, 80, 100, 120 and 140ug/ml of
lansoprazole and 40, 50, 60, 80 and 100 pg/ml of
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domperidoneand thelinearity of thesedrugswerere-
corded.

Prepar ation of sample

Twenty capsuleswereweighed accurately and the
contentswere removed from the capsules. The con-
tents were crushed in to fine powder. An accurately
weighed quantity of powder equivalent to 10 mg of
domperidoneand 15 mglansoprazoleweretrandferred
intoa100 ml volumetric flask and dissol ved and made
up to volumewith methanol and dimethylformamide
(95:5) to get afina concentration of 100ug/ml of
domperidone and 150ug/ml of lansoprazole and the
chromatogram were recorded at 302 nm.

RESULTSAND DISCUSSION

Accuracy

The accuracy of the method was determined by
recovery experiments. Therecovery studieswere car-
ried out three times and the percentage recovery and
standard deviation of the percentage recovery were
calculated and represented in Table 1. Therecovery
was found to be between 100% to 101% for
domperidoneand 100% to 101% for lansoprazolere-
spectively. Thevaluesaregivenin TABLE 1.

Parameter sof system suitability

The mobile phase consisting of phosphate buffer
and acetonitrilein varying proportionswastried and
findly ratio of 60:40 was selected becauseit wasfound
to give a base line separation for the peaks of
Domperidone (Rt =5.49) and Lansoprazole (Rt =3.2).
The resolution factor obtained was 6.78 for
domperidone and lansoprazole. Thetailing factor ob-
tained was 2.08 for domperidone and 1.12 for
lansoprazole. The precision of the method was demon-
strated by interday and intraday variation studies. In
theintraday and interday, five repeated injections of
sampl e sol utionswere made and the percentage RSD
was cal culated. Thedataobtained for % rel ative stan-
dard deviation (RSD) islessthan 2%for all the param-
etersaregivenin TABLE 2.

Wave ength was sel ected by scanning standard so-
lution of both drugs over 200 nm to 400 nm wave-
lengths. Both components show reasonably good re
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Figurel: Identification chromatogram of domperidone
and lansopr azole sampleby hplc method

gponseat 302 nm. Themethod was also applicableto
the capsule formulation and the peaks obtained were
well resolved asshowninfigure 1.

The proposed RP-HPLC method wasfoundto be
simple, reliable, and preci se because of the commonly
used buffer, and solvents and shorter runtime. This
method isof high accuracy which depicted good re-
covery of thedrug samplesand therewasno interfer-
encefrom the excipientsused for theformulation and
the analysiswaslesstime consuming. Thedevel oped
RP-HPL C technique can be applied for routine quaity
control of combined capsule dosage form containing
domperidoneand lansoprazole.
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