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Summary

JP General Test<7.03>Test for Rubber Closure for Aqueous Infusions has not been revised since the 10th edition
(published in 1981), and therefore has fallen behind Ph.Eur. and USP. The physicochemical specifications of the JP test
are compared in detail with those stipulated in the relevant rubber closure tests in Ph. Eur., USP and ISO. The physico-
chemical specifications were well aligned among these three standards (Ph. Eur., USP and ISO), though not JP. Nine
commercially available, domestic and imported rubber closures with four material types were evaluated according to the
physicochemical tests of JP and Ph. Eur,, as a repreéentative of the other three standards. Based on the results, we
identified issues to be addressed for the revision of JP test in the context of pharmacopoeial harmonization. The four major
points are: sampling (by mass or surface area), pre-treatment of sample, extraction conditions, and control of impurities
(by extractables or rubber closure itself). The test parameters (foam test, ammonium, and volatile sulfide), and the align-
ment of pH (acidity or alkalinity) are also highlighted. Moreover, the categorization of acceptance criteria, Type I and 1I,
adopted in other pharmacopoeias, identification, and functionality testing are also issues to be addressed in JP. The intro-
duction of new analytical techniques should also be investigated: for example, conductivity and TOC to substitute for resi-

due on evaporation and potassium permanganate-reducing substances, respectively. The views of the working group on
the above points are presented.
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