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Abstract

Evidence from in-vitro and animal studies previously showed that
pomegranate juice is a significant CYP3A inhibitor. The aim of this study was to
investigate effect of pomegranate juice on the pharmacokinetics of cyclosporine in

Thai healthy volunteers.

A study design was an open-label, randomized, single dose, crossover study
with 2 week washout period. Each fasting subject received 200 mg of microemulsion
cyclosporine with 500 ml of pomegranate juice (test) or 500 mt of water (control).
Blood samples were collected for assay of cyclosporine during a 24-h period. The
90% confidence intervals for the test/control ratio using logarithmic transformed data
of AUCq, AUCq.0 and Crax Were 91.6-105.6, 92.0-105.2 and 82.3-102.5, respectively.
These results were within the accepted bioequivalence range as defined in the
European Medicines Agency guidelines for narrow therapeutic index drugs (90-111%
for AUC and 80-125% for Cy,). There were no differences in safety profiles of the

test and control groups.

In conclusion, co-administration of pomegranate juice with cyclosporine did
not significantly affect bioavailability of cyclosporine. Therefore, pomegranate may

be safely co-administered with cyclosporine.



