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SUMMARY. A comparative bioavailability study of two brands of nimesulide was carried out in 24 healthy
human subjects according to a single dose, two sequences, and randomized cross-over design followed by
the development of in-vitro and in-vivo correlation. Two oral formulations, Nims® as test and Nimaran®
as reference were administered to each subject after an overnight fasting on two selected treatment days
with a washout time period of 7 days. Blood samples were collected for a 12 h after dosing. Blood plasma
was analyzed for nimesulide by sensitive, reproducible & accurate reverse phase HPLC method. The
bioavailability was evaluated using parameters, peak plasma concentration (Cmax), total area under plasma concentration (AUC0-∞), and time required to achieve peak plasma concentration (Tmax). Their dissolution profiles were determined in 900 ml phosphate buffer (37 °C) using USP apparatus 2. The mean values of Cmax and AUC0-∞ for Nimaran® were 4.094 ± 0.240 and 20.202 ± 1.066 μg.h/mL, respectively.
While for Nims® these values were 4.0177 ± 0.279 and 20.891 ± 1.639 μg.h/mL, respectively. The Tmax values of reference & test products were 2.167 ± 0.121 and 2.417 ± 0.149 h, respectively. Pharmacokinetics
parameters were also calculated. The drug release from all the formulations was best fit to Higuchi’s
equation. The mechanism of drug release was diffusion along with erosion. A good linear correlation (R2 =
0.9358 and 0.9206 for Nims® and Nimaran®, respectively) was obtained between the percent cumulative
drug released and the percent cumulative drug absorbed data. The statistical inferences showed that
Nims® is bioequivalent to Nimaran® and are comparable to those reported in literature and their dissolution is a good tool to predict their bioavailability.
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