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Current Situation of Drug Substance Pharmacopoeias
— Issues and Future Prospects
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Summary : Due to cases of unreliable supply of cefazolin and other injections, an expert panel was established to
consider measures to secure a stable supply of ethical drugs. The panel pointed out that one issue involved in the stable
supply of drug substances is the difference in pharmacopeial standards that sometimes exist between the Japanese
Pharmacopoeia and pharmacopoeias of western countries, which may weaken Japan's buying power, because 70% to 80%
of the drug substances are intended for western countries. To solve this issue, it is considered necessary to review the JP
and strive to harmonize it with Ph.Eur. and USP (general tests and drug monographs).

I believe this report provides an overview of the method of setting pharmacopeial standards, the current status of interna-
tional harmonization, and also finally mentions recent trends of pharmacopoeias concerning drug substances.
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