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Study on Current Status of Good Distribution Practice
for APIs by Pharmaceutical Firms in Taiwan

HSUAN-MIN HUANG, CHUNG-HAO LIN, SHU-CHING FU,
CHI-WEN HSIEH, YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA, MOHW

ABSTRACT

To strengthen the quality management system from manufacturing through the entire lifecycle of
medicinal products, the Taiwan Food and Drug Administration (TFDA) has been actively promoting the
implementation of Good Distribution Practice (GDP). As the quality of active pharmaceutical ingredients
(APIs) directly impacts the safety and quality of western medicinal products, this study discussed
the management strategy of GDP compliance for APIs and analyze the APIs distribution activities of
pharmaceutical companies up to December 31" 2022. The results showed that the majority of the APIs
has been stored in the warehouse of pharmaceutical manufacturers with the transportation activities
outsourced to other companies. Therefore, the authority should enhance the management of warchouse
through routine GMP inspections, and strengthen the management of pharmaceutical companies on
outsourced activities to ensure their compliance with GDP regulations. Relevant information could be
used to promote the full implementation and follow-up management of GDP compliance, to ensure the

quality and the safety of medicinal products for public use.

Key words: Good Distribution Practice (GDP), active pharmaceutical ingredients (API)



