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Indications for Use Statement

510(k) Number: KO 411 2-7

Device Name: Atlantis TM PV Imaging Catheter

Indications for Use: The Atlantis TM PV Imaging Catheter is intended for

ultrasound examination of peripheral pathology only.

Intravascular ultrasound imaging is indicated in

patients who are candidates for transluminal

interventional procedures.
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