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Revision Control History 
 

Date Author Rev. Details of Changes 

2018/05/24 Zhao Jingru Rev 1 Initial release. 

2019/03/13 Zhao Jingru Rev 2 Update the Notified Body information 
2019/09/02 Mi Jingjing Rev 3 Update the European Representative 

2020/11/23 He Juan Rev 4 Add the model of Foot Switch to the model list 

2020/12/25 He Juan Rev 5 Add 16G MWA Electrode； 
Modify incomplete description of material in Appendix A. 

2021/09/29 Wu Jiawei Rev 6 Update the standard version and meet the requirement of 
MDR. 

2022/02/16 Wu Jiawei Rev 7 1.Add SRN, and intended purpose;  
2. Delete the models “SS-MWA-1536P, SS-MWA-2536P, 
SS-MWA-0723P, SS-MWA-2036P”. 

2023/02/06 Hao Yingshuai Rev8 1. Updated the description of intended purpose. 
2. Update the specific name of notified body. 

2023/11/23 Zhang Shuiying Rev9 1.Add the trade name Dophi 
2.Add the classification of accessories 
3.Add the“SRN：DE-AR-000000001”of European 
Representative 
4. Update the standards 
5. Signed by CEO Zhang Jindi 

2024/2/28 Zhang Shuiying Rev10 Correct “Microwave Generator” to “Microwave 
Ablation Generator” in order to align with certificate 
MDR 756375 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

已
发
布
R
e
l
e
a
s
e
d



已
发
布
R
e
l
e
a
s
e
d



已
发
布
R
e
l
e
a
s
e
d



已
发
布
R
e
l
e
a
s
e
d



电子签名信息

Electronic Signature Information

文件编号 

Documnet Number
DOC120004-107

文件名称

Title
微波消融系统CE Declaration of Conformity

版本

Revision
REV10

生效日期/旧版作废日期

Release Date/Obsolete Date
2024-03-01 08:01:39

文件上传人

Documnet Creator
张, 水英 (shuiying.zhang)

路径编号

Route

审批人

Signer

状态

Status

日期

Completion Date
DCC#193982 马, 星鑫 (xingxin.ma) 已批准 2024-03-01 08:01:37

DCC#193982 马, 国芳 (guofang.ma) 已批准 2024-02-29 15:37:14

DCC#193982 王, 素琴 (suqin.wang) 已审核 2024-02-29 14:33:42

DCC#193982 苏, 杰 (jie.su) 已审核 2024-02-28 16:15:58

Obsolesence Approval
文件升版，旧版文件自动作废，无需签名或审批。

When the file is upgraded,the old version of the file is automatically 

obsoleted,no signature 

or approval is required

已
发
布
R
e
l
e
a
s
e
d


