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Compatibility between rubber closures and Cefotiam Hydrochloride for
Injection

LIU Cheng-hong, WEI Li-ping, LUO Xiao-ru, CAI Chang-hong, NI ming

Institute for Drug and Instrument Control of PLA; Beijing 100071, China
Abstract: Objective Through the compatibility study on rubber plug, to analyze the influences on clarity of Cefotiam
Hydrochloride for Injection solution, in order to take corresponding measures to improve the quality of drugs. Methods By
measuring the turbidity of the sample and the content of antioxidant 2, 6-butylated hydroxytoluene (BHT) that migrated out of rubber
plug, the correlation between the rubber plug component migration and clarity of solution was explored. Results The turbidity
value was positively related to BHT migration and storage time (P < 0.01); Rubber plug effect on the clarification was larger when
cefotiam specification is smaller (P < 0.01). Factors affecting the component migration were quality of rubber plug, temperature, and
drug placement status. Conclusion Through the improvement of the quality of rubber plug or packaging design, reducing the
storage temperature, and keeping the drug placement status, the rubber plug component migration could be reduced, so as to solve
the clarity unqualified problem of the small specification product.
Key words: Cefotiam Hydrochloride for Injection; compatibility between rubber closures and drug; turbidity; 2, 6-butylated
hydroxytoluene (BHT)
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Fig. 1 Statistical chart of turbidity value
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