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Main Defects and Suggestions on GMP Certification of Active Pharmaceutical
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430071, China)

Abstract Objective: To fully understand the relevant standards for good manufacturing practice (GMP)
certification of active pharmaceutical ingredients (API) in order to improve the understanding of the production
standards of API of enterprises and the level of inspectors. Methods: The main defects of on-site inspection of
API of Hubei Province from 2016 to 2017 were statistically analyzed, and the main defects in GMP certification
were classified and summarized. Results and Conclusion: According to the common problems combined with the
characteristics of API, it is recommended to strengthen the training of operators in each position and to implement
the training results; to rationally design the workshop and to strengthen the transformation of the hardware
system; to strictly control the materials and do a good job of solvent recovery; to pay attention to details and to do
a good job of targeted confirmation and verification; to systemize the document management and to standardize
the record; to introduce risk management and to implement the whole production process management; to pay
attention to change and deviation management and to improve quality awareness; as well as to establish a team of
professional inspectors.
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