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Abstract Today, medical devices is making great progress in type of the electronic medical device controlled
by embedded software. So, the quality of electronic medical devices is dependant on the quality of embedded
medical software. Especially, considering that medical devices closely connected to human life, we think the
study about reliability of medical devices will be needed in the quality of programmable electronic medical
devices. In this thesis, we constructed the reliability evaluation method based on ISO/IEC 9126 and ISO/IEC
12119, and developed the system that can applicate FMEA method, the one of the reliability evaluation method.
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