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Clinical benefit: to restore the patency of indicated vessel lumen of patients.

Notice: any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority of the Member State in
which the user and/or patient is established.

● Disposal
– After use, dispose and discard the product and packaging in accordance

with hospital, administrative and/or local government policy.

The Summary of Safety and Clinical Performance (SSCP) for product is 
available in the Eudamed: https://ec.europa.eu/ tools/eudamed
(Before the Eudamed is fully functional, please contact the Manufacturer at cs@cnovate.eu)
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Medical Device

GRA-M4284 Rev01  
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CE mark

Unique device identifier 

3.0 Intended use
The balloon dilatation catheter is intended for dilatation of stenosis in the 
coronary artery or bypass graft.

6.0 Intended user
Intended users are the competent physicians who have the training of PTCA and 
Balloon catheter management.
7.0 Intended patient population
Patients who need PTCA during treatment.
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Cnovate Medical B.V.
Terminalweg 15, 3821 AJ Amersfoort, The Netherlands
Phone: +31 850 14 04 04
E.mail: cs@cnovate.eu
Web: www.cnovate.eu

Single Sterile Barrier System With 
Protective Packaging Inside

Consult Instructions For Use or Consult Electronic 
Instructions For Use on Company Website

Non
-cu

ire
nt 

ve
rsi

on
 




