
 

申报产品与目录中已获准境内注册医疗器械对比表 
Comparative table between product under approval and device in catalogue 

对比项目 
compared items 

目录中医疗器械 
device in catalogue 

申报产品 
product under 

approval 

差异性 
difference 

支持性 
资料概述 

supporting 

materials 

基本原理（工作

原理/作用机理） 
basic principle 

(operating/functional 

principle) 

    

结构组成 
structural composition 

    

产品制造材料或

与人体接触部分

的制造材料 
manufactural materials 

of the product or 

manufactural materials 

of parts will contact 

human body 

    

性能要求 
performance 

requirements 

    

灭菌/消毒方式 
sterilization/ 

disinfection 

    

适用范围 
applicable scope 

    

使用方法 
usage 

    

…….     

注：对比项目可根据实际情况予以增加。 
Note: comparative items can be added in terms of the matter of fact. 
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