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Pharmaceutical Excipients in Pharmaceutical Products
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Summary : The regulations for pharmaceutical excipients regarding applications for drug manufacturing
and marketing approval in Japan are outlined. In the development of preparations, a careful investigation
of the excipient should be performed regarding its previous use in pharmaceutical products in order to
ensure its safe use. In the case of an excipient that has never been used in approved products, its appli-
cation should include data regarding safety of the excipient.

Recently, some excipients used in previously approved liposome-like novel drugs have been permitted for
use only for the same special preparations without requiring an individual safety evaluation.

There is no worldwide requirement for generic drugs to contain the same excipients as the brand name
product. This article explains that differences in excipients have been confirmed to have no effects on the
efficacy and safety of preparations through a review of bioequivalence data and stability evaluation results
submitted at the time of application for approval of generic drugs.
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