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Report on GMP Compliance of Overseas
Manufacturers of Imported Medicinal Products from
2012 to 2014

JUNG-JUNG HSIA, JUNG-HUNG CHEN, YU-CHING LIN,
YING-HUA CHEN, YU-HSUAN CHEN AND MING-SHIN LEE

Division of Risk Management, TFDA

ABSTRACT

Since 2012, the Taiwan Food and Drug Administration (TFDA) has enforced routine GMP
assessment of overseas pharmaceutical manufacturers with PIC/S GMP approval letter issued by Ministry
of Health and Welfare either by desktop review or on-site inspection to verify its continuous GMP
conformance. From 2012 to 2014, 908 desktop reviews and 21 on-site inspections were performed by
TFDA. The results, including frequently found deficiencies and the GMP conformance were analyzed and
discussed in this report. 153 GMP approval letters has been withdrawn, and one overseas manufacturer
was found non-compliance by on-site inspection. It highlights the objective of routine GMP assessment
was achieved by banning the importation and followed action to its product licenses of those medicinal
products without the manufacturer’s GMP compliance. TFDA will continue routine GMP assessment
and elaborate the effective management of the overseas pharmaceutical manufacturers to oversight the
manufacturing and quality controls thus provide continuous confidence to the public of the manufacturer’s
compliance with PIC/S GMP standards.

Key words: Good Manufacturing Practice, PIC/S GMP, routine GMP Assessment, overseas
foreign pharmaceutical manufacturer





