System Component Features

=— GORE Balloon Sheath (0.035" Guidewire Compatible)

Filter Port Outer Diameter Balloon
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Radiopaque Marker
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Balloon Port
Hub Working Length 91 cm
Total Length 108.5 cm
Radiopaque Dilator (0.035" guidewire compatible)
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Hub Alignment Torquer 0.015" Outer Diameter Radiopaque
Hub with Luer Connector Mark (optional) (1.2 Fr) Balloon  Soft Floppy Tip
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Recommended 9 Fr Introducer Sheaths

=— |n the United States
® 9 Frx 10 cm TERUMO® PINNACLE® Introducer Sheath Ordering Information.
— Terumo Product Codes (all are acceptable)*:
RSS901 RSS902 RSS903 RSS904

=— [n the European Union
® 9 Frx 10 cm TERUMO® RADIFOCUS® Introducer Sheath Ordering Information
— TERUMO® Product Codes (all are acceptable)*:
RS*A90K10SQ RS*B90ON10SQ RS*B90K10MQ RS*B9ON10MQ

RS*B9ON10MRD RS*C90ON10NR RS*R9ON10MQ

Disclaimer: The above product ordering information is current as of January 2009.
Please confirm accuracy when ordering.

* Differences in these product codes are due to the inclusion / exclusion of certain accessories
(i.e. a mini guidewire and its respective dilator and / or an entry venous catheter and / or syringe),
but the 10 cm-long 9 Fr TERUMO® PINNACLE® Introducer Sheath is common to all.
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I:E Consult Instructions for Use

INDICATIONS FOR USE: The GORE® Flow Reversal System is intended to provide embolic protection
during carotid artery angioplasty and stenting for the patients diagnosed with carotid artery stenosis
and who have appropriate anatomy as described in the Instructions for Use. Refer to the Instructions
for Use at goremedical.com for contraindications, warnings and precautions. K oy

Products listed may not be available in all markets.
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