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Three brands of 150 mg roxithromycin tablets were evaluated.  In vitro studies
indicated that all brands met the general requirements of the United States Pharmacopoeia XXIII
for content of active ingredient, uniformity of dosage units and disintegration test. The
dissolution rate constants of all brands in phosphate buffer (pH 7.?&0.1) ranged from 1.31 to
1.85 hr'L  The value of brand C showed statistically significant (p<0.05) lower than those of
brands A and B.

Comparative bioavailability of brands B and C relative to brand A of 150 mg
roxithromycin tablet were conducted in 12 healthy Thai male volunteers using a single dose of
150 mg tablets in a crossover design. Blood sample were collected at appropriate time interval
post dose. Plasma roxithromycin concentrations were determined via microbiological technique.
Individual plasma roxithromycin concentration-time profile was analyzed for relevant
pharmacokinetic parameters. Data analysis revealed that there were no statistically significant
differences (p>0.05) among the corresponding pharmacokinetic parameters; C M8 tmax and AUC
values of all three brands. Also, the ratios of individual parameter of brands B and C to that of
brand A were within 80-125% of 90% confidence interval. These implied that brands B and €
were bioequivalent with brand A in terms of both the rate and the amount of drug absorption.

The pharmacokinetic of 150 mg roxithromycin tablet was described by two
compartment open model with first order absorption and first order elimination. The absorption
rate constants were between 0.54 to 0.66 hr'}, the eliminate rate constants were between 0.10
to 0.11 hr', and the elimination half-life varied between 6.60 to 7.01 hr.
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LIST OF ABBREVIATIONS

ATCC = American Type Culture Collection

°C = degree Celcius

By - microgram

mg = milligram

kg = kilogram

bL = microlitre

mL = millilitre

L = litre

mm = millimetre

cm = centrimetre

nm = nanometre

min = minute

hr = hour

rp.m. = revolution per minute
%L.A. = percent labeled amount

M = molar

u.s.p. = United States Pharmacopoeia
uv = ultraviolet

viv. = volume by volume

Ccmax - peak plasma concentration
max - time to peak plasma concentration
AUC = areaunder the plasma concentration-time curve
Ka = absorption rate constant

Ke - elimination rate constant
Kd = dissolution rate constant

Un = half-life

S.D. = standard deviation

S.EM. = standard error of the mean
c.v. = coefficient of variation

L.S.D. = least significant difference
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