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Abstract

Generic medicines are recommended to be used in Japan recently, therefore, phar-
macists have to evaluate their quality in altering from brand to generic drugs. In those
cases, evaluation should be based on both pharmaceuticals and information. Equivalence
of bioavailability is guaranteed in approval by Ministry of Health, Labour and Welfare,
however, pharmaceutical evaluation is not fully compared. Objective evaluation of the
information is not systematically done. Therefore, this study evaluated the 16 brand and
generic tablets of nitrendipine that are commercially available in Japan. In the compari-
son of pharmaceutical additives, each brand or generic has unique combination of variety
of additives. This study also compared the pharmacokinetic parameters indicated in the
package insert. Although the conditions of the clinical examinations were very similar,
the difference of the values of Cmax or AUC was more than double. These results indi-
cate the difficulty in comparing these values among different generic tablets. This study
also evaluated the information in terms of its contents, availability and accessibility. The
contents were evaluated according to criteria for evaluation of drug information 3rd edi-
tion, and the availability and accessibility were graded according to new criteria. The
points of contents, availability and accessibility were 27.4-90.8 (full mark: 100), 11-42 (full
mark: 42) and 0-18 (full mark: 18), respectively, resulting in the total of 38.4 to 147.8 (full
mark: 160), indicating a wide range in the quality in information.
Key words : generic, brand, information, contents, availability, accessibility,
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