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Quality Analysis and Exploratory Research of Oxaliplatin Injections

Jiang Yan, Xie Hua, Wang Juexiao, Fu Ping (Sichuan Institute for Food and Drug Control, Chengdu 610097,
China)

Abstract Objective: To evaluate the quality of oxaliplatin injections produced by different enterprises in China
in order to provide reasonable suggestions for standard improvement and quality control of oxaliplatin injections.
Methods: Statutory testing was combined with the exploratory research to test and study the sampling. The
results were statistically analyzed. Results: A total of 51 batches of samples were taken and the qualified rate was
100% according to the statutory testing. However, the known and unknown impurities of oxaliplatin could not be
completely detected through the current statutory standard of injection. A more specific impurity detection method
was established and the amount of impurity of injections was significantly higher than that of the sterile powder
for injection by comparing the impurity profile of oxaliplatin products. Further research showed that the terminal
sterilization method, storage time, storage temperature and metal ion content of oxaliplatin injections affected
the stability of oxaliplatin. Conclusion: At present, the overall quality of oxaliplatin for injections is good, and
the overall quality of oxaliplatin injection (Small and Large Volume Parenteral ) is not satisfactory. The current
standard of injection formulation should be further improved. It is recommended that Small and Large Volume
Parenteral manufacturers should strengthen the risk control of the whole process of production and effectively
control all the influencing factors.
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