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Imp;gygment of the method for detection of falsified medicines using impurity
profiling
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I wished to improve the accuracy of detection of falsified medicines. Impurity
analyses were undertaken to detect falsified samples of Cialis(R) and compared with other analytical
methods. Out of 41 samples, all falsified samples of Cialing) (n=32) were defined as “ falsified
medicine” by impurity profiling. These falsified samples of Cialis(R) could be categorized broadly into
seven types according to the nature and amount of ingredients. Physical appearance (color, size, weight),
Raman spectra (obtained from the tablet surface) and near-infrared spectrum (obtained from the whole
tablet) of falsified samples of Cialis R% were different from authentic samples. These findings suggest
that impurity profiling could be a useful method for detection of falsified medicines in pharmaceutical
distribution.
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