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The Proficiency Testing for the Determination of Benzyl Alcohol Assay

Yang Rui, Xu Kai, Wang Jue, Zhang Zhaoyang, Song Xiaosong, Li Yue, Li Hailiang, Sun Huimin (National
Institutes for Food and Drug Control, Beijing 100050, China)

Abstract Objective: To evaluate the capability of the laboratory involved in the determination of Benzyl
Alcohol content in pharmaceutical excipients. Methods: The laboratory's capability-verification activities are
conducted based on the CNAS-RLO02 Rules for Proficiency Testing and ISO/IEC 17043 Conformity Assessment--
General Requirements for Proficiency Testing. ANOVA and #-test analysis were used to evaluate the homogeneity
and stability of the testing results, which were confirmed with the requirements according to CNAS-GL03
Guidance on Evaluating the Homogeneity and Stability of Samples Used for Proficiency Testing. The robust
statistical method and the Z score results were used to analyze the results of the 190 laboratories' reports. Results
and Conclusion: Among the 190 laboratories, 4 laboratories’ results were suspicious and 4 laboratories’ results
were unsatisfactory. The overall satisfaction rate was 95.8%. Some errors in instruments, weighing, personnel,
etc. were found, though most of the laboratories results for the determination of Benzyl Alcohol content were
satisfactory through the proficiency testing. The relevant laboratories should find out the reasons and rectify the
errors according to their own conditions.
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