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Survey on the GMP Qualification of Imported Active
Pharmaceutical Ingredients

HUI-CHUAN HSU, HAN-SIH HUANG,
YING-HUA CHEN AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

To ensure the safety, quality and efficacy of medicinal products for human use, it is important for
active pharmaceutical ingredients (APIs) to be manufactured in accordance with good manufacturing
practice (GMP). On 25 September 2013, the Ministry of Health and Welfare has officially announced the
rules and timeline of GMP implementation for the manufacture of APIs. From 1 January 2016, all active
substances imported into Taiwan have to be manufactured in accordance with GMP. The Taiwan Food and
Drug Administration (TFDA) is responsible for verifying GMP compliance since 30 September, 2014.
As at 31 December 2015, 1,632 of 1,755 (93%) imported product licenses of APIs have applied and been
reviewed for GMP compliance. 1,275 of 1,632 (79%) were found to be GMP compliant. In total, there are
529 qualified manufacturers from 32 countries that supply APIs to Taiwan. The top two countries, China
and India, account for 60% of the manufacturers, which is a proportion similar to the global API supply
market. The verification of GMP compliance is effective in preventing non-GMP APIs from entering
Taiwan. The TFDA will continue to enhance the follow-up management of imported APIs to ensure the

safety and quality of medicinal products.

Key words: active pharmaceutical ingredients (APIs), Good Manufacturing Practice (GMP)





