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Hangzhou Universal Electronic Co., Ltd. 
298 Yunxi Road, Cangqian Street, Yuhang District,  
Hangzhou, 311121 Zhejiang, China  

 Contact 
 
Tel. +49 911 655-5225 
Mail: medical-

products@de.tuv.com 
 

Date  September 20, 2023 
 

Dear valued customer, 

thank you for getting back to us in the question on the confirmation of extension of 
existing MDD certificates bound to expire shortly or already expired after March 20, 
2023 (date of publication of the Regulation (EU) 2023/607 within the European 
Journal). 
 
In the context of the cited regulation, all MDD certificates that were valid on March 20, 
2023 are extended until end of December 2027 resp. 2028 (depending  
on the risk class of the devices in question) by law. The understanding is that  
the dates mentioned within the amending regulation override the expiration dates 
mentioned on the individual certificates. There are certain actions that need to be 
undertaken by medical device manufacturers and Notified Bodies to allow  
the extension to be maintained prior to the final expiration dates mentioned within the 
regulation. A formal extension application for individually listed products by  
the manufacturers must be filed by May 26, 2024. By then legal manufacturers of 
medical devices must also have updated their quality management system to comply 
with all requirements as defined in Regulation (EU) 2017/745, also referred to as 
Medical Device Regulation MDR. By September 2024, a written agreement between 
legal manufacturers and their Notified Bodies needs to be established on the 
consensus of maintaining devices on the market and to transition them from  
the certification under the Medical Device Directive 93/42/EEC (also referred to as 
MDD) to certification under the Medical Device Regulation MDR within the time frames 
defined in the amending regulation (EU) 2023/607. 
 
The amending regulation does not see the need for a letter from behalf of Notified 
Bodies to their customers that confirms the validity of certificates expiring between 
March 20, 2023 and May 25, 2024, as the validity is already stated within  
the regulation (EU) 2023/607.  
 
We are aware that the extension of certificates by law is an unusual procedure, 
especially if an individual certificate expires prior to May 26, 2024 (or has already 
expired but was still valid on March 20, 2023). The expectations are nevertheless that 
this understanding becomes overall consent, and TÜV Rheinland herewith confirms 
that for all our customers where above said conditions are met, MDD certificates 
remain valid under the Regulation (EU) 2023/607. In case of any further questions or 
comments please do not hesitate to contact us. 
 
We appreciate your understanding and your business. Sincerely, 
 

On behalf of the Notified Body 

 

 

 
Herbert Zhong 
Certification body 
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