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Thinking and suggestion on statements for specification of Chinese patent medicines

ZHOU Yue-hua
Center for Drug Evaluation, State Food and Drug Administration, Beijing 100038, China

Abstract: The status and problems on the quality standard and statement for the specification of Chinese patent medicines (CPM)
were analyzed and some suggestions were put forward in this article. The specification in the statement and quality standard of CPM
should indicate the amount of unit preparartions, the loading amount of the product in proper packaging, and the active ingredient
amount in theory as well; The drug specification and the retail price must be determined according to the active ingredient amount in
theory. To abolish the way of dividing the drug specification by the adjuvants difference of the same drugs and not to distinguish the
drug specification according to whether sugar or thin film contains or not; The application for the alternation of sucrose-free granule or
thin film tablet could be handled in the way of changing adjuvants.
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