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Key Quality Control Points in Ethylene Oxide Sterilization of Medical Devices
ZHU Jing ,ZHOU Dong,ZHANG Xian
(Anhui Center for Drug Evaluation & Inspection ,Hefei,Auhui,China 230051)
Abstract: Objective

effect of key quality control points such as material tolerance,sterilization temperature,relative humidity, ethylene oxide concentration,

To improve the safety and effectiveness of ethylene oxide sterilization of medical devices. Methods The

action time and packaging materials on ethylene oxide sterilization of medical devices were analyzed. Results The ethylene oxide
sterilization material has good adaptability. The suitable sterilization conditions were as follows:the temperature was in the range of
30-60 C,the relative humidity was in the range of 40% —80%,the ethylene oxide concentration was in the range of 300-1 000 mg/L,
the sterilization time should be at least twice the half cycle of medical devices,and the packaging materials should be selected
according to their product characteristics. Conclusion When using ethylene oxide to sterilize medical devices, manufacturers must
accurately grasp the key quality control points such as material tolerance, sterilization temperature, relative humidity, ethylene oxide
concentration, action time and article packaging materials as to achieve the expected sterilization effect.
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