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Statement: 

 
This statement is to confirm that, following the amended Regulation (EU) 2017 /745 as regards the 
transitional provisions for certain medical devices, FEG Textiltechnik Forschungs- und 
Entwicklungsgesellschaft mbH can continue to supply devices to the EU market. 
 
We are conform with Article 120 (3c) and (3d) of amended Regulation (EU) 2017/745: 

a) The devices continue to comply with Directive 93/42/EEC, classified as IIb;  

b) There are no significant changes in the design or intended purpose to all devices;  

c) The devices do not present an unacceptable risk to the health or safety of patients, users or 
other persons, or to other aspects of the protection of public health;  

d) A quality management system in accordance with Article 10(9) of MDR is in place;  

e) A signed written agreement between FEG Textiltechnik Forschungs- und 
Entwicklungsgesellschaft mbH and our Notified Body (TÜV Süd) is in place. 

The requirements of Regulation (EU) 2017 /745 concerning post-market surveillance, market 
surveillance, vigilance, registration of economic operators and of devices are fulfilled. 

Therefore according to Article 120 (2) of Regulation (EU) 2017/745 our CE Certificate G1 107055 0001 
Rev. 02 will remain valid after the end of the period indicated on the certificate until the date set out 
in Article 120 (3a) of Regulation (EU) 2017/745 which is December 31, 2027. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  




