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Abstract: Objective

old editions of GB 9706 series standards were analyzed based on the essential characteristics of inspection standards. The effects of
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To promote the inspection level of medical devices in China. Methods The characteristics of the new and
the issue and implementation of the new edition of GB 9706 series standards introducing risk management concept on the
inspection and supervision of medical electrical equipment were investigated, and the suggestions were put forward. Results and
Conclusion The direct application of the whole new edition of GB 9706 series standards as the bases for inspection and the risk
management documents (with large coefficient of variation) only controlled by intra — enterprises being as the conformance

verification bases are highly incompatible with the current job responsibilities of domestic inspection institutes. It is suggested that

the product technical requirements with improved normative elements should be used as the inspection bases.
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