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The Analysis on the Current Situation of GDP
Management System for Medicinal Products in
Taiwan

PO-CHUN SU, CHI CHUNG, CHI-WEN HSIEH, CHIEN-LIANG LIN,
LAN-HUI CHIH AND MING-SHIN LEE

Division of Quality Compliance and Management, TFDA

ABSTRACT

To improve the distribution management system of medicinal products and to ensure the quality
and the safety of medicinal products for public in Taiwan, the Food and Drug Administration has actively
promoted the implementation of Good Distribution Practice (GDP). During GDP on-site inspections since
July 1%, 2016, defects were identified, classified based on PIC/S GDP guide and reviewed. The result
showed the top cited defect is regarding to Chapter 3 “Premises and Equipment” (24.98%), followed by
Chapter 5 “Operations” (14.52%), Chapter 1 “Quality Management” (10.27%), Chapter 9 “Transportation”
(10.08 %), Chapter 4 “Documentation” (9.48%) and Chapter 6 “Complaints, Returns, Suspected Falsified
Medicinal Products and Medicinal Product Recalls” (9.48%). In the future, the authority will keep
supervising the implementation of GDP to ensure the quality and the safety of medicinal products for

public.

Key words: good distribution practice (GDP), deficiency findings



