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Analysis and Discussion of Implementation of GMP Annex for Biochemical
Drugs
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201203, China)

Abstract Objective: The new annex of Good Manufacturing Practice (2010 Revision), which is for
biochemical drugs, has put forward many new requirements for biochemical drug manufacturing companies. This
paper analyzed the implementation of the new annex for biochemical drugs and put forward suggestions on how
to further promote the implementation of the new annex for biochemical drugs. Methods: Inspection results of
domestic biochemical drugs before and after the implementation of the new annex were analyzed, which brought
forward the conclusion that there were still some gaps between the expectation of the annex and the current
situation. It is suggested that the biochemical drug production enterprises should implement the annex as soon
as possible, and the drug supervision and administration organizations should further strengthen the supervision.
Results and Conclusion: There is still a certain gap between the quality management of biochemical drug
manufacturing companies and the requirements of the new annex for biochemical drugs, especially in the aspect
of supply chain management. Therefore, additional inspection should be carried out in drug supervision and
inspection when necessary and supervision should be conducted from the source.
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