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Abstract

Aim: 

The aim of this study was to develop and validate a simple, rapid and sensitive HPLC assay for the determination of loxoprofen in human plasma, which can be routinely applied for bioequivalence study samples.

Method:

A single oral dose of 60 mg loxoprofen standard (LOXONIN® tablets, manufactured by Sankyo, Japan) or test formulation (Macleods Pharmaceuticals Ltd, Mumbai) was administered to 12 healthy subjects with 240 ml of water at ambient temperature after an overnight fast of 10 h. Serial blood samples were collected throughout 24 h after administration of formulations. Plasma samples were analysed by a validated HPLC with UV detection. Several pharmacokinetic parameters, including Cmax, AUC0-t, AUC0-inf, Tmax, T1/2, and Kel were determined from blood concentrations of both the formulations. AUC0-inf, AUC0-t and Cmax were evaluated for bioequivalence after log-transformation of data using ANOVA with 90 % confidence interval level. 

Results:

The observed mean maximum plasma concentration (Cmax) was 6.353±0.508 µg/ml for the reference formulations and 6.200±0.613 µg/ml for the test formulations. The mean value of area under the curve from time zero to the last sampling time (AUC0–t) was 10.198±2.035 µg.hr/ml for the reference formulations and 9.476±1.185 µg.hr/ml for the test formulations, and the mean area under the curve from zero to infinity (AUC0–inf) was 10.602±2.071 µg.hr/ml for the reference formulations and 9.816±1.201 µg.hr/ml for the test formulations. The 90 % confidence intervals of Cmax, AUC0-t and AUC0-inf were 93.13-101.87 %, 86.69-101.58 % and 86.56-100.93 %, respectively. All of the tested parameters were within the acceptable range of 80-125 %. 

Conclusion:

The present method is very simple and readily applicable to pharmacokinetic and routine bioequivalence studies of these compounds with an acceptable sensitivity. Based on these statistical considerations, it was concluded that the test drug was bioequivalent to the reference drug. 
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