

EU DECLARATION OF CONFORMITY



1. Name and address of the manufacturer :

xxxxxxxxxxx
xxxxx
xxxx

2. This declaration of conformity is issued under the sole responsibility of the manufacturer, or importer or authorized representative, responsible for placing on the market of the product :

xxxxxxxxxxx
xxxxx
xxxx

3. Object of the declaration (identification of product allowing traceability. It may include a color image of sufficient clarity to enable the identification of the product, where appropriate.)

4. Declare that the object of the declaration described in point 3, is in conformity with the relevant Union harmonization legislation: 

Directive Medical Devices 93/42/CEE amended by 2017/745/CE

5. Declare that the object of the declaration described in point 3,  complies with the requirements of the harmonized standards  : 

NF EN 14683:2019

6. Technical File with the no XXXXXXXXX have been is realized for the Marking process. 

7. Additional information: 


Place and date of issue: 
Name, function, signature: 
[bookmark: _GoBack]On behalf of the company: 
	



