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Summary

This study aimed to evaluate tablet characteristics and palatability of orally
disintegrating tablets of pitavastatin calcium (Livalo ® OD), which is a newly developed
OD formulation of statin. Tablet hardness of Livalo OD 1 mg and 2 mg were 41.6£2.6
and 41.8+8.0 N, respectively. Clinical disintegration time, which determined in 11
healthy volunteers, were 17.9%5.4 sec for the 1 mg tablet and 22.1%6.2 sec for the 2
mg tablet. No damage to tablets was found after repeated packing of Livalo OD using
automatic tablet packaging machine. When unit-dose packages of Livalo OD were stored
for 28 days in 30°C and 56%RH, the hardness of tablets decreased. However, food
container and tee caddy with desiccant prevented the decrease of hardness of tablets.
Visual analogue scale score for bitterness of Livalo OD 2 mg was under 30 mm, and was
not change by the storage. In conclusion, this study showed that Livalo OD has a
clinically sufficient tablet characteristics and palatability.
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