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Quality Evaluation of Edaravone Injection Based on National Drug Sampling Inspection®
JIA Wenjun, CAO Yu, DAI Zhen, SHAO Ranwei ( Nanjing Institute for Food and Drug Control,
Nanjing 211198, China)

ABSTRACT OBJECTIVE: To evaluate the quality and analyze existing problems of domestic Edaravone injection.
METHODS: According to the requirements of the national drug sampling inspection plan, statutory testing methods
combined with exploratory research were adopted to statistically analyze the quality differences of products from
different enterprises. The exploratory research focused on key quality indicators such as impurity profile, genotoxic
impurities, metal element migration, and antioxidants. RESULTS: A total of 126 batches of samples produced by 15
enterprises were tested according to statutory standards, with a qualified rate of 100%. Exploratory research found that
Edaravone injection is prone to oxidation, and the number and content of impurities will increase under light and high
temperature conditions. During the production process, edaravone may react with antioxidants to form new impurities.
CONCLUSIONS; There are considerable differences among the registration standards of domestic manufacturers. The
pharmacopoeia standards and some enterprise standards cannot fully reflect the quality of edaravone products. It is
recommended that relevant enterprises optimize production processes and improve inspection standards to enhance the
safety and effectiveness of drugs.

KEYWORDS Edaravone injection; National drug sampling inspection; Impurity profile; Genotoxic impurities; Metal
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