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Study on influence of migration of cyclosiloxane compound
in rubber stopper on quality of injection

GUO Ming—xing', LIU Yu—hua’

(1. Health Education and Training Center of Shandong Province, Jinan 250014, China;
2. Weifang food and Drug Inspection Center, Weifang 261100, China )

Abstract Objective: To establish a method for the determination of cyclosiloxane compound, to study the migration
of the cyclosiloxane compound in rubber stopper to drug powder, and the influence on the quality of drugs.
Method: Gas chromatography was used to determine 5 kinds of cyclosiloxane compounds in both rubber stopper
and the drug powder, and the turbidity determination instrument was applied to determine the quantitative solution
clarity. The correlation analysis was carried out. Results: The establishment of the method can effectively detect a
variety of cyclosiloxane compounds. In the process of placing drugs, the cyclosiloxane compounds will migrate to
the drug powder and affect the clarity of drugs. But this process did not produce great quality of drugs influences.
Conclusion: This study provides a reference for the compatibility study of the encapsulated materials of drugs
powder.
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Fig.1 GC chromatograms of the standard ( A ) and sample ( B )
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Tab.1 Results of method validation
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