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Abstract

The management process of veterinary drugs in Taiwan includes licensing
applications, ingredient evaluations, marketing authorizations, as well as subsequent
quality monitoring and usage management, thereby establishing a comprehensive
life-cycle management framework for veterinary drugs. Among these, post-market
quality monitoring is a key regulatory measure for safeguarding drug safety. Over the
years, the Animal Drugs Inspection Branch has cooperated with the competent
authority to conduct quality inspections of marketed veterinary chemical drugs, in
order to ensure effective oversight of marketed drug quality. Analysis of sampling
inspection results over the past decade indicates that the majority of samples were
products manufactured by domestic producers, accounting for approximately 73% of
the samples. Injectable preparations were the most common dosage form, comprising
about 37% of the samples. The most frequently inspected active ingredient was
amoxicillin, followed by lincomycin. Overall quality inspection results were stable
across years, with an average pass rate of 96%. Non-compliant products were
predominantly penicillin G—containing sterile injectable suspensions, indicating that
further strengthening of quality control measures is necessary for this category of
products.



