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Abstract

Objective: This article aims to analyze the key points for evaluating the safety and effectiveness of
anesthesia systems (anesthesia machines), providing a reference for improving the quality control
level of such equipment. Methods: Based on the functional characteristics and structural features of
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anesthesia systems, key points for quality evaluation were analyzed from the perspectives of electri-
cal safety, pneumatic circuit safety, main performance, software, and network security. Rational sug-
gestions for system design and development were also proposed. Results: The evaluation of the safety
and effectiveness of anesthesia systems should focus on the integrity of the pneumatic circuit system,
accuracy of anesthetic gas delivery, vaporizer performance, reliability of the alarm system, electri-
cal safety, and network security. Conclusion: By analyzing the key points for evaluating the safety and
effectiveness of anesthesia systems, this study provides certain conceptual support for the design and
development of such products, while also contributing to the improvement of product quality evalu-
ation systems in the field of medical equipment.
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Table 1. National and industry standards related to quality evaluation of anesthesia systems

* 1. ERERGRETNEXNERFERTI AR E
hritES RS
GB 9706.1-2020 BERI R AR 55 1 B RS2 AR AR R B AR 0E F 2R
GB 9706.213-2021 PR 5 2~13 #5: RIE LAE RS B AR 22 e AL AR 1 e LR
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BB 8 1~2 f0: FEARZ ARBEA VR R 8 SR IE U bk R
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YY 9706.108-2021
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