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·     Device performance characteristics:
Nominal Pressure (NP): 12 atm
Rated Burst Pressure (RBP): 22 atm(Φ3.0-Φ4.0)  20atm(Φ5.0-6.0)   18atm(Φ7.0-10.0)

2.0 Clinical benefit
The intended clinical benefit is to restore the patency of indicated vessel lumen.
The indicated vessels include iliac, femoral, iliofemoral, popliteal, infrapopliteal, and renal 
arteries, and native or synthetic arteriovenous dialysis fistulae and post-stent dilation. The 
clinical benefits of treatment of symptomatic Peripheral Artery Disease are:
· to inhibit the progression of PAD
· to reduce cardiac and cerebrovascular events
· to reduce the risk of peripheral arterial events in an aneurysm
· to reduce pain
· to improve mobility/walking performance and quality of life
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4.0 Intended use
The Millau Balloon Dilatation Catheter is intended for dilatation of stenosis and post-deployed 
stent in the peripheral vasculature.

6.0 Intended Users
Intended users are the competent physicians who have the training of PTA Balloon catheter
management.

7.0 Intended Patient Population
Patients with symptomatic ischemic peripheral artery disease needing PTA during treatment.

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.

Consult instructions for use or electronic instructions
for use on company website
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