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Exceptional Application of Content Uniformity Test and Weight Variation
Test in the Japanese Pharmacopoeia 13 revision and Usage of these Tests
for In-process Tests

Noriko Katori*, Nobuo Aoyagi and Sigeo Kojima

The criteria of Content Uniformity test and Weight Variation test in JP 13 were greatly changed to
reduce consumer's risk. The new criteria were set to keep the rate of defectives in lots passing the tests less
than the acceptable rate. However, in some cases, the new criteria can not directly be applied to some
formulations and several modifications are needed in the criteria. In this report, the several resolution of

Statements

this problem are represented. The applicability of these tests for in-process tests is also discussed
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