
 

 
 
 

CE DECLARATION OF CONFORMITY  
 

The manufacturer: DELCON S.r.l. 
Address: Via Matteucci, 25/27  
 20043 ARCORE (MI) – ITALY 
 Tel : +39-039/617670 
 Fax : +39-039/617677 
 

Declares that the Product 
 
Manufactured for :             MACOPHARMA INTERNATIONAL Gmbh 
                                            Robert-Bosch Strasse 11 
     63220 Langen, Germany 
  
Model:   MacoPressSmart® - Automatic blood component extractor  
Type:    MAC.DB.00 
Lot :                                   from S/N 25xxxxx to S/N 25xxxxx 
 
Complies with the technical requirements of the following European Standards: 
 
SAFETY: EN60601-1  
 
 
EMC: EN60601-1-2  
 
And therefore complies with the essential requirements of Annex 1 of Medical Devices 
Directive no. 93/42, applicable in Italy by the D.L. of 24/02/1997 no. 46. This CE 
Declaration is made according to Annex VII; the Product is a Class 1 Medical Device 
according to Annex IX, rule 1 of same Medical Device Directive. 
 
 
 
Arcore, September 19, 2008 
 

        Signed: 
 
 

________________________ 
Norberto SALA 
(Managing Director) 

 


