
CHAPTER V

CONCLUSIONS

1. In vitro studies, all brands o f  150 mg roxithrom ycin tablets m et the general 
requirem ents o f  the U nited States Pharm acopoeia XXIII for content uniform ity  (range 
from 101.41 to 114.81% ). The content o f  active ingredient ranged from  105.85 to 
109.93%.

2. D issolution  profile  for each brand was perform ed in phosphate  buffer 
(pH7.4±0.1). The rank order o f  the dissolution rate constant was A  >B > c. The 
dissolution rate constant o f  brand c was statistically significant (p <0.05) low er than 
that o f  brand A  w hile that o f  brand B was not (p >0.05).

3. The com parative bioavailability  o f  brands B and c relative to brand A w ere 
studied in tw elve healthy Thai m ale volunteers. A single dose o f  150 m g 
roxithrom ycin tablets w as adm inistered to each subject in a crossover m anner. P lasm a 
roxithrom ycin concentrations w ere determ ined by m icrobiological agar d iffusion 
assay. Individual p lasm a concentration-tim e profile w as analyzed using  graphical 
m ethod. The observed values o f  relevant pharm acokinetic param eters (Cmax, tmax and 
A U C) w ere used for bioavailability  com parison.

The m ean peak p lasm a concentration o f  each treatm ent ranged from  6.26 to 
6.40 pg/m L.

The average tim es to peak p lasm a concentrations ranged from  1.42 to 1.46 
hr for the three different brands.

The area under the p lasm a concentration-tim e curves o f  all brands ranged
from  52.89 to 53.39 pg hr/m L.
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There w ere no statistically significant difference o f  the corresponding 
pharm acokinetic param eters betw een the values o f  all three brands studied . (p >0.05) 
and 90%  confidence interval o f  individual param eter o f  brands B and c  relatively  to 
that o f  brand A w ere contained w ithin  80-125% . These dem onstrated  that all o f  the 
products studied w ere b ioequivalent w ith equal rates and am ounts o f  drug absorption.

4. The pharm acokinetics o f  roxithrom ycin  follow ing oral adm inistration  o f 
150 mg tablets w ere described by a m ean o f  tw o com partm ent open m odel w ith  first 
order absorption and elim ination.

The average absorption rate constants obtained for brands A, B and c  w ere 
0.58, 0.66 and 0.54 h r '1, respectively. The drug absorption appeared to be 
independent o f  drug dissolution.

The average elim ination  rate constants obtained w ere 0.10 hr"1 for brands 
A and c  and was 0.11 hr’1 for brand B.

The m ean elim ination half-life o f  roxithrom ycin ranged from  6.60 to 7.01 
hr.

5. The values o f  Cmax, A U C and elim ination  half-life from  this study w ere 
lower than those previously reported. The reasons m ight be due to rox ithrom ycin  was 
m etabolized in Thais rapidly than foreigner.
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