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Devices: 

 

Notes: 

For the placing on the market of the devices an EU Quality Management System Certificate according to Annex IX, Chapter I of 
Regulation (EU) 2017/745 on medical devices is also required. 
 
 
 
 
 

 
Product:  
Degradable Starch Microspheres (Suspension for injection as an adjuvant in the intra-arterial treatment of liver tumors in 
combination with cytostatic agents) - FermoStar

®
; Art.No. 3326/Typ 450mg/7.5ml Amilomer and Art.No. 3213/Typ 

240mg/4.0ml Amilomer 
 

Intended purpose:  
Suspension for injection as an adjuvant in the intra-arterial treatment of liver tumors in combination with cytostatic agents to 
optimize intratumoral drug delivery 
 

Risk class: III 
Basic-UDI-DI: 426020097DSMC3 
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