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Abstract: The system where patients receive only prescriptions from physicians and go to
community pharmacies to receive their medications is called “iyakubungyo” in Japan. Although the
system has been almost established nationwide over the last several decades, criticisms have been
occasionally heard since around the year 2000. This article evaluates the kinds of advantages that
the development of iyakubungyo gives the population, at the same time summarizing the
background to the criticisms against the system and discussing the ideal way of separation to
resolve the issues.
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Quality Evaluation of Famotidine and Cimetidine for Proper Use of
Over-the-counter Medications

Aayako Kato™, Chika Nakayama, Taeyuki Oshima
Kinjo Gakuin University School of Pharmacy

(Received: June 6, 2013 Accepted: November 26, 2013)

Abstract: In 2008, the Pharmaceutical Affairs Law was revised. Under the new law, over-the-
counter drugs (OTC) were classified into three categories, Schedule I, IT and III, in descending order
based on risk of adverse reactions. A new OTC marketing system was introduced, allowing only
pharmacists to sell Schedule I drugs. However, there is relatively little information on OTC when
compared with ethical drugs. In this study, we compared the quality of two Schedule I drugs
(famotidine and cimetidine) with ethical drugs by means of dissolution tests. Although the results
confirmed that these drugs meet the appropriate standards, some OTC showed lower dissolution
rates while others showed higher rates. These differences are thought to influence absorption, as
well as the action and side effects of the drug. Our findings show that more specific information

about quality should be provided with each OTC.

Key words: over-the-counter drug, Schedule I, famotidine, cimetidine, dissolution test
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