


 
 
 
 
 
 

 
 

2023-03-31 

 

 

To Whom It May Concern, 

 

 
This is to confirm that 2nd Surveillance Audit for EN ISO 13485, Surveillance Audit 
for MDD, Facility Extension Audit was carried out on behalf of TÜV Rheinland LGA 
Product GmbH Notified Body (CE0197) as follows: 

 

Applicant : 

 
EasyMed Instruments Co., Ltd. 

 

Address : 

 

3/F-6/F, Block A, No.4, Fengxin Road, Fengxiang Industrial District, 
Daliang, Shunde, Foshan 528300 Guangdong, P.R. China 
 

Standards : 

 
EN ISO 13485:2016 

MDD 93/42/EEC Annex V 
 

Scope : 
 

Manufacture and Distribution of Neuromuscular Stimulators, 
Transcutaneous Electrical Nerve Stimulators, TENS/EMS/Micro-

current/Interferential Stimulators, Peripheral Nerve Stimulators, 
Transcutaneous Vagus Nerve Stimulators (tVNS) 
 

Date  : 2023-02-22~23 

Report No. : 
  

10922264-100 

No nonconformities were established what would affect the overall effectiveness of 
the QM-system. Therefore the auditors will recommend that TÜV Rheinland LGA 
Product GmbH Notified Body (0197) Certificate for a Quality Assurance System 
should be updated. 

 
 
 

Yours sincerely, 

Ms. Eileen YANG 

Lead auditor 

 
TÜV RHEINLAND (SHENZHEN) Co., Ltd. 
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