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Applicant Information

DEC 1 2010
Date Prepared: September 8th 2010

Submitter: ClearStream Technologies Ltd

Address: Moyne Upper, Enniscorthy, Co.Wexford, Ireland.

Establishment Registration No: 9616666

Contact Person: Fiona Nf Mhullain, RA Manager

Telephone Number: +353 (0) 53 9237111

Fax Number: + 353 (0) 53 9237100

Device Information

Trade Name: Sleek OTW PTA Catheter

Common Name: OTW PTA Catheter

Classification Name: Percutaneous Catheter

Classification: Class II, 21 CFR 870.1250

Product Code: LIT

Predicate Device:

ClearStream Technologies Ltd, proposes its Bantam a PTA Catheter cleared

through the following 510(k) number submission: K093139, as the predicate

device for this submission.

Device Description:

The Sleek OTW PTA Catheter is a standard over-the-wire PTA catheter. The

co-axial catheter has a balloon located near the distal tip. One lumen is used

for inflation of the balloon, while the internal lumen allows access to the distal






























