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Statement of MDD Certificate 
 

Our MDD certificate (No.: G1 029547 0027 Rev.01, valid until 2024.05.26) will be 

automatically extended to 2028.12.31 according to Regulation (EU) 2023/607. 

 

Regulation (EU) 2023/607 is described below: 

 

Regulation (EU) 2023/607 of the European Parliament and of the council 

of 15 March 2023, amending Regulations (EU) 2017/745 and (EU) 2017/746 as 

regards the transitional provisions for certain medical devices and in vitro 

diagnostic medical devices. 

 

Article 1: 

(1) Article 120 is amended as follows: 

(b) paragraph 3 is replaced by the following: 

3a. Devices which have a certificate that was issued in accordance with Directive 

90/385/EEC or Directive 93/42/EEC and that is valid by virtue of paragraph 2 of 

this Article may be placed on the market or put into service until the following 

dates: 

(b) 31 December 2028, for class IIb devices other than those covered by point (a) 

of this paragraph, for class IIa devices, and for class I devices placed on the 

market in sterile condition or having a measuring function. 
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Dong Han 
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