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Quality Evaluation of Multicomponent Drugs by Mahalanobis Distance

—A Study of the Design of the Unit Space —
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When the Mahalanobis-Taguchi system is used for recognition or discrimina-
tion, it is necessary to create a unit space, representing normal data, as a refer-
ence. In order to use the unit space to recognize multicomponent medicines for
testing purposes, however, the unit space should ideally be designed to tolerate
batch-to-batch fluctuation of the medicine and variability of the analytical
methods and equipment. It was thought that a unit space suitable for recogniz-
ing the medicine under test could be obtained by adding tolerances for batch-to-
batch fluctuation and analytic error. Unit spaces designed in this way were
tested by Mahalanobis distance calculations. The threshold for pass-fail dis-
crimination was also studied, by calculating standard S/N ratios from the error
rate. Furthermore, the threshold value considering the loss was examined.
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