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Quality evaluation of domestic cefepime hydrochloride for injection

Wang Ting-ting, Xiao Hui, Li Pei, Luo Jia-lin, Guo Ying-hao ,Wu Jian-zhuo, and Hong Jian-wen
(Guangdong Institute for Drug Control, NMPA Key Laboratory for Rapid Testing Technology of Drugs, Guangzhou 510663)

Abstract Objective To evaluate the quality status and existing problems of domestic cefepime hydrochloride
for injection. Methods The listed products were inspected according to the legal quality standards, exploratory
research was carried out combined with the research results, and the quality of listed products was comprehensively
evaluated. Results The qualified rate of 163 batches of cefepime hydrochloride for injection was 100%, but there
were edge qualified products such as clarity and acidity; The exploratory research results show that the legal standard
has some deficiencies in impurity control and product mixing uniformity control; Some enterprises have some
problems in rubber stopper selection, acetone quality control and residual solvent control level. Conclusion The
quality of domestic cefepime hydrochloride for injection is good, and has been significantly improved in recent years.
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It is suggested to revise the current standards and improve the control of polymers, related substances and mixing

uniformity; It is suggested that manufacturers should pay attention to the research on the compatibility of rubber plugs,

strengthen residual solvent control and acetone quality management, pay attention to and study the potential safety

risks of isopropyl acetone in products.
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Fig.2 The scores of solution clarity of products

with different stoppers
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