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The Historical Development of the Management of
Active Pharmaceutical Ingredients in Taiwan

CHIUNG-HO LIAO' HSIAO-FENG LEE* AN-RONG LEE’
SIANG-YING PAN' AND HUI-FANG CHENG'

'Division of Medicinal Products, TFDA, “Taiwan Product Quality Research Institute

ABSTRACT

To maintain the safety and quality of medicines, countries in the globe have continuously improved
and strengthened the management of quality control, including the review of post-marketing authorization
and the inspection of manufacturer. Active pharmaceutical ingredients (APIs) also play critical roles in
both domestic manufactured and imported medicine. To increase the management of APIs supplies and
enhance relevant managing strategies, continuous tracking and analyzing of the sources are necessary.
For instance, APIs imported from India and China was asked to provided quality certification documents,
as these two countries are the top two imported sources. Since the year of 2016, it become mandatory
for Taiwan APIs” manufactured and imported sources to comply with GMP and the source data should
be registered electronically, which correspond with international standards. In 2017, the guidelines
for the application of drug registration were revised to request for technical document in the process
of registering and/or changing the sources of APIs, as well as to establish the standard of control for
changes in technical document. The management of APIs from different sources has been unified, and the

management system in Taiwan has reached the international standards.

Key words: active pharmaceutical ingredients, technical document



