Construction of a Foreign Matters Library for Drugs and Food

by Yuko MIYAKE, Yoko TANIGUCHI, Tsuyoshi HIBINO,
and Masaki HASEGAWA

Product recall of drugs, quasi drugs, and cosmetics caused by detection of foreign matters are
increasing annually. A previous survey by us revealed that 75% of pharmaceutical manufacturers in Mie
prefecture have once detected any foreign matters in or on drugs, and reported 51 examples. A quarter of
them has no procedures for doing after that time. Therefore, a construction of a foreign matters library
has been designed. In this study, 105 matters as samples which could be foreseen to be mixed in products
have been evaluated by using a stereoscopic microscope, FT-IR microscope, and SEM-EDX. The original
data have been analyzed and their results have been entered in the library. Besides, some previous cases

for evaluation methods and the means of preventing mixing of foreign matters have been described.
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