SpeedBand SuperView Super 7™ Multiple Band Ligators

SPEEDBAND SUPERVIEW SUPER 7 MULTIPLE BAND LIGATOR

Order Required Bands /

Number Description Working Channel (mm) Scope O.D. Ligating Unit Box
MO00542251........... Super 7 Band Ligator.............c......... 2.8 e 8.6-115MM..cccciciienn. Tt 2
M00542253........... Super 7 Band Ligator.............c......... 2.8 8.6-115MM..cccciiciicnn. Tt Lo

INSTRUCTIONS FOR USE
Refer to the operator's manual for complete instructions for use.

INDICATIONS
The SpeedBand SuperView Super 7 Multiple Band Ligator is used for endoscopic ligation of
esophageal varices and anorectal hemorrhoids.

CONTRAINDICATIONS

The SpeedBand SuperView Super 7 Multiple Band Ligator is contraindicated for patients with bleeding
disorders, unless the bleeding disorder is first identified and treated appropriately, and is
contraindicated for any other condition which would otherwise contraindicate gastrointestinal
endoscopy. The SpeedBand SuperView Super 7 Multiple Band Ligator is not intended for ligation of
esophageal varices below the gastroesophageal junction.

WARNINGS

For single use only. Do not reuse, reprocess or sterilize. Reuse, reprocessing or sterilization may
compromise the structural integrity of the device and/or lead to device failure which, in turn, may result
in patient injury, iliness or death. Reuse, reprocessing or sterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited
to, the transmission of infectious disease(s) from one patient to another. Contamination of the device
may lead to injury, illness or death of the patient.

After use, dipose of product and packaging in accordance with hospital, administrative and/or
government policy.

POTENTIAL ADVERSE EVENTS

Potential adverse events of esophageal variceal ligation may include, but are not limited to: esophageal
ulceration, retrosternal chest pain secondary to initial banding or ulceration at banding sites, treatment-
related bleeding secondary to ulceration at banding sites, esophageal stricture formation, esophageal
perforation, and esophageal obstruction.

Potential adverse events of anorectal hemorrhoidal ligation may include, but are not limited to: severe gBOb[thﬁ
OC1Eentiic

pain, which may result from treatment of hemorrhoids below the dentate line.
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Please be aware that potential adverse events may arise even with the proper use of medical devices.
Accordingly, this device should only be used by persons qualified in the procedures for which it is

indicated.

CAUTIONS | o | V8002553226
Cautions can be found in the product labeling supplied with each device. CAUTION: Federal (USA) law

restricts this device to sale by or on the order of a physician. ©2007 Boston Scientific Corporation or its

affiliates. All Rights Reserved.
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