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Methods:

+ 60 healthy volunteers were randomized between Cipro XR® (CFXR) or
Azathioprine (AZA); “active treatment”.

» Treatment groups were divided into 15-subject cohorts randomly
assigned to be treated with a single dose of active treatment followed
by either 2 g AST-120 TID or 2g placebo TID in a crossover design.

* The initial dose of placebo or AST-120 was given 30 minutes after the
active treatment dose, then followed at regular intervals during waking
hours.

* Blood samples were analyzed for CFXR or AZA in plasma using
validated LC/MS/MS bioanalytical methods.
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Discussion:

These results confirm that concomitant administration of AST-120 with CFXR or AZA has no impact on
the pharmacokinetics or bioavailability of these compounds according to standard bioequivalence
guidelines. The maximal binding kinetics for compounds to AST-120 typically ranges from 4-6 hr in vitro,
which represent a slower rate constant than that typically represented by absorption of compounds in the
upper Gl tract. This supports the hypothesis that the adsorption of pro-inflammatory mediators to AST-

120 occurs predominantly in the lower Gl tract.
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