




Special 5 1 Ok Notification for the PressureNolume Catheters 

Indications for Use Enclosure 

INDICA TlONS 
510(k) Number: 3fe949e8 KO3052Y 
Device Name: CD Le ycom Press u reNol u me Catheters 

Indications For Use: 

The Pressure, Volume and Pressure-Volume catheters are intended for use with the CFL 512 in 
conjunctions with a pressure interface module during catheterisation laboratory procedures where 
the quantitative assessment of Left Ventricular function is desired. Refer to the CFL 512 User 
Manual for a detailed description of the need for pressure and volume measurements in the 
clinical setting. 

See Annex 3 for Instructions for Use. 
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