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Declaration form: Standard ISO/IEC 17050-1:2004 

vs. 2013-IX 

 
DECLARATION OF CONFORMITY 

 

1) Manufacturer:  

Tobrix B.V. 
Van Dijklaan 15L 
5581 WG  Waalre 
The Netherlands 
 
 
2) Products 

Sterile guidewires for endovenous laser ablation 
Type TXEP40009703 description: J3-SFC-150-035 
 

3) The products described above are in conformity with: 

Title Document No. 
Medical Device Directive 93/42/EEC 

 

4) Additional information 

Conformity assessment procedure, Medical Device Directive  Annex II  

Notified Body and NB-no: SGS UK number 0120 

CE-certificate nr. BE13/223575197 

 

 

 
A.J.C Stokbroekx, Director 

 

Waalre, 2 september 2014  


