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Summary : One of the concerns regarding generic drugs is the use of additives that differ from those used in the
counterpart brand-name drugs. The present study consisted of a survey on the use of the target additives, that is, those that
can cause allergies and aspirin-induced asthma, in injection drugs, based on the information provided in package inserts,
followed by a comparison of the brand-name and generic injection drugs in terms of the use of the target additives.

The result revealed that at least one of the target additives was used in 692 (20.9%) out of the investigated 3,315 drug
products. The most frequently used was sulfites, followed by polysorbate80, parabens, and lactose, in that order. The
use of the target additives used in 192 sets of brand-name and generic drugs having the same combination of active
ingredient(s) and specifications, was compared among 287 brand-name drug products and 886 generic drug products,
and no statistically significant differences were observed. The results suggest that caution is needed in respect of the use
of the target additives identified in the present survey, in both brand-name and generic drugs.
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