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Current Situation and Analysis of Implementation of Good Manufacturing Practices

Certification for Injection Drugs in Hubei Province
CHEN Xianglong', ZHANG Guogiang', LIU Wenbin', LIU Jiang', WANG Yuan®, CAO Yi’

(1. Hubei Food and Drug Administration, Wuhan, Hubei, China 430071 2. Center for Food and Drug Inspection of State Drug Administration, Beijing, China  100044)
Abstract: Objective To provide a reference for provincial drug regulatory departments to implement Good Manufacturing Practices
(GMP) certification for injection drugs. Methods The basic situation of product quality of 10 high —risk injection drugs enterprises in
Hubei province which had passed GMP certification was summarized, and the related problems were analyzed. Results The qualified
rate of self —inspection of enterprise products increased from 95.50% before the decentralization of certification to 99.98% after the
decentralization. The quality of management has been steadily improved, but there was still space for further improvement in registration
process change, enterprise technical personnel reserve and inspector training. Conclusion The decentralization of drugs GMP certification
and inspection is successful, it is suggested that the examination and approval time of registration process changes should be further
shortened and the training and guidance for enterprises and inspectors of local bureaus be strengthened.
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