e INSTRUCTIONS FOR USE — Sterile Distraction Screws

stealth. This instruction for use (IFU) is valid for all sterile distraction screws supplied by Stealth Surgical LLC
surgical

nstruments.

INDICATIONS FOR USE INSTRUCTIONS FOR USE

Stealth Surgical Distraction Screws are intended for use in conjunction with orthopedic distractors for Choose screw size appropriate for patient’s anatomical site.

retraction of vertebral bodies during surgical procedures. Insert screws using manual screwdriver S53918, S53918S, or similar.

Attach Distractor by placing distractor arms over exposed posts of screws.

The treating physician and/or user is responsible for choosing the correct Distraction Screw(s) for specific Use Knob to actuate ratchet and distractor to desired distance as appropriate

applications and/or operative use, for having the adequate training and knowledge, and for having To release distractor, press ratchet release on Distractor

sufficient experience regarding the handling of surgical instruments. Remove distractor from exposed posts of screws

DESCRIPTION Remove screws using manual screwdriver S53918, S53918S, or similar.
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Dispose of screws according to hospital and government guidelines.

Stealth Surgical Distraction Screws are provided sterile and are for single patient use only. The Distraction

Screws are available in 122mm, 14mm and 16mm lengths. The proper surgical technique for the use of SYMBOLS USED ON LABELING

these products is the responsibility of the surgeon.

Single Use Only
CONTRAINDICATION

Stealth Surgical Distraction Screws should not be used for anything other than their intended use. Do Not Use if Package is Damaged

& WARNINGS

e Reuse of single use product could lead to cross-contamination.

Not made with natural latex

Do Not Re-sterilize

Federal (USA) law restricts this device to sale by or on the
order of a physician or practitioner.
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o |f sterile package is opened or damaged, product sterility is not guaranteed
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» Distraction Screws are for single patient / single procedure use only. STERIL .E Method of Sterilization:
Ethylene Oxide
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e Excessive torque may cause screws to break.
Catalog Number

¢ Use of inappropriate size of screw may cause damage to vertebral body.

—
o
—

Lot Number

Handling and Operating Distraction Screws:

Manufacturer
Distraction Screws should be handled and operated by personnel completely familiar with their use,

along with relevant instrumentation and accessories. Expiration Date

Failure to make a complete inspection to assure the proper operation and function of the Distraction

Screws may result in unsatisfactory performance. Consult Instructions for Use

Cautions and/or Warnings
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Stealth Surgical LLC

104 Sommerfield Drive
Gordonsville, VA 22942 USA
http://stealthsurgical.com
540-832-5580
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