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ABSTRACT: A Simple dissolution test procedure for Lansoprazole pellets dosages has been proposed and high
performance liquid chromatography analytical method was developed for the measurement of Lansoprazole
Pellets dosage forms with U.V detection. The chromatographic system consisted of a Zodiac ODS 4.6mmx
150mm column, an isocratic mobile phase of 650ml phosphate buffer+350ml acetonitrile. The flow rate is 1ml
/minute and effluent is tested at 286nm, The lansoprazole was eluted at about 5.681min with no interfering
peak from additives used for preparation dosage form. The method was linear over the range of 10-150ug/ml
lansoprazole. The dissolution test was conducted in 500ml phosphate buffer pH7.6 with paddle stirring at 100
rotation per minute (RPM).Dissolution was found to be not less than 75% in 45 minutes. The proposed method
was applied successfully for the measurement of Lansoprazole content in Pellets and for vitro dissolution
studies.
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1. INTRODUCTION

Lansoprazole TUPAC name is “2-([3-methyl-4-(2,2,2-trifluoroethoxy) pyridine-2-ylJmehylsulfinyl)-1H-benzo[d]imidazole™.
It is a proton-pump inhibitor (PPI). It is the same as pharmacologic class of anti ulcerative like omeprazole. Lansoprazole has
been marketed for many years and is one of many PPIs available . It is a 1:1 Racemic mixture of the Enantiomers
Dexlansoprazole and levolansoprazole!™. Dexlansoprazole is an enantiomerically pure active ingredient of a commercial drug
as a result of the Enantiomeric shift.
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Figurel: Structure of Lansoprazole API
2. Materials and methods:

2.1. Instruments: Dissolution tester make Electro labs (India)( P) L.td, High performance liquid chromatograph shimadzu
2010 Rheodyne injector with 100ul loop ,L.C solutions computer based software is used. La

2.2 Chemicals: working standard Lansoprazole procured from M/S Metrochem, Acetonitrile, HPLC grade (make E-merck),
KH,PO,, NaOH AR grade.

2.3 Drug release: Apparatus: USP-I1 (Paddle)
RPM: 100
Medium -1: 0.1N HCI (2 hours)
Medium-2: 7.6 phosphate buffer (45minutes)
Determination of the amount of lansoprazole released using the following method.
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Media-: 1 8.5 ml of concentrated HCI dissolved in 1 liter of distilled water it’s strength is 0.1 N HCI

Dissolution: Acid resistance: Dissolution is performed according to Paddle method with 100 RPM using 500 ml medium-
1(0.1N HCI) at 37+0.5°C . Before starting the test immerse the Lansoprazole Pellets equivalent to 30 mg in to dissolution
vessel, after 2 hours remove the medium without losing of any pellet, transfer the pellets in to 200 ml volumetric flask with
funnel dissolved in 0.1N NaOH and make up with the same. Filter take the 5 ml of filtrate in to 50 ml volumetric flask make
up with mobile phase. Take the sample in to vials for HPLC analysis.

Standard preparation for medium-1(0.1N HCI): weigh accurately about 30 mg working stand of Lansoprazole transferred
in to 100ml volumetric flask dissolved in 20 ml of 0.1N NaOH solution, make up with the same up to the mark. From this
take 5 ml of the solution transfer in to 50 ml volumetric flask make up with mobile phase solution .Pour the stand samples in
vials (HPLC)

Medium-2:- Preparation: 6.8 grams of KH,PO, +0.86 grams of NaOH dissolved in 1 liter Demineralised water adjust the
pH to 7.6.

Dissolution: pH 7.6 Phosphate Buffer: Dissolution is performed according to paddle method with a 100 RPM using 500ml
medium-1(0.1N HCI) at37+0.5°C. Before starting the test immerse the 30 mg equivalent Lansoprazole Pellets in to
dissolution vessel. After 2 hours replace all the test solution (0.1 N HCI) immediately by 500 ml of medium-2(Phosphate
Buffer pH=7.6) previously warmed to 37+0.5°C .After starting the test exact 45 minutes take the 20ml test sample , filter
directly pour in to the vials(HPLC)

Standard Preparation For medium-2(7.6 pH phosphate Buffer): Weigh accurately about 30 mg working standard of
Lasoprazole transferred in to 100ml Volumetric flask , dissolved in 20 ml of pH 7.6 phosphate buffer, make up with the
same up to the mark. From this take 5ml transferred in to 50 ml volumetric flask make up with mobile phase .Pour the stand
samples in to vials (HPLC)

Calculation for acid Resistance:
Samplearea  Std weight std dilution  purity

X X 100 = %Acid resistanace
standardarea sampleweight sampledilution  Assay oA

Calculation for Buffer release:
Samplearea  Std weight stddilution  purity

X x 100 =%of d !
standardarea sampleweight sampledilution  Assay hof drugrelease

HPLC conditions:

Stationery phase: C18-150mmx4.6mm zodiac column

Mobile phase: prepare filtered and degassed solutions containing phosphate buffer pH 7.6 650 mI+350 ml Acetonitrile.
Chromatographic system: The liquid chromatography is equipped with a 286nm detector and 4.6mmx150 mm —C18
Zodiac column flow rate is about 1.0 ml per minute.

Procedure: Separately inject equal volumes (about 100ul) of the standard solution and test solution in to chromatograph,
record the chromatograms and measure the peak responses, determine the amount of Lansoprazole dissolved.

Calibration: 100 pl of the above working standard solutions are injected at a time interval of 10 minutes, evaluation is
performed with U.V detector at 286 nm. The retention time is found to be around 5.681 minutes Lansoprazole. Peak areas
are recorded and the calibration graph is obtained by plotting peak area versus concentration.

3. Results and Discussion
Table 1: Dissolution results

Semi Medium Bowl % release Average Limit SD RSD
formulation No’S

P pH 7.6 1 84.4 Not less 0.297 0.349
E 2 84.43 than 75%

L Phosphate 3 83.88 release in

L Buffer- 4 84.53 84.28 45 minutes

E 500ml 5 83.86

T 6 84.57
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100pl of standard and sample solutions are injected in to an injector of liquid chromatograph .The amount of Lansoprazole
calculated by comparing the peak ratio, with that of the standard.

Recovery studies: To study the linearity, accuracy and precision of proposed method, recovery experiments were carried out
known quantities of standard at two different levels were added to the pre analyzed sample, the recovery was estimated to be
more than 99%.

4. Conclusion: The proposed method is simple rapid and no where involves use of complicated sample preparation. High
percentage of recovery shows that the method is free from interference of the excipients used in the semi formulations.
Therefore method can be useful in routine quality control analysis.
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