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APPLICATIONS/INTENDED USE

PuraForce™ tendon reinforcement matrix is intended
for reinforcement of soft tissues repaired by sutures
or suture anchors, during tendon repair surgery
including reinforcement of rotator cuff, patellar,
Achilles, biceps, quadriceps or other tendons.

PuraForce™ tendon reinforcement matrix is not
intended to replace normal body structure or provide
the full mechanical strength to support tendon repair

of the rotator cuff, patellar, Achilles, biceps, quadriceps,
or other tendons. Sutures, used to repair the tear, and
sutures or bone anchors, used to attach the tissue to
the bone, provide biomechanical strength for the
tendon repair. PuraForce™ tendon reinforcement matrix
reinforces soft tissue and provides a resorbable scaffold
that is replaced by the patient's own soft tissue.

The device is intended for single patient use only.

CONTRAINDICATIONS

This device is derived from a porcine source and should
not be used for patients with known sensitivity to
porcine material.
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The device is contraindicated for use in any patient in

whom soft tissue implants are contraindicated

including:

e Active or latent infection

e Blood supply limitations

e Pathologic soft-tissue conditions that would prevent
secure fixation

The device is contraindicated for use in any patient with
mental or neurologic conditions who is unwilling or
incapable of following postoperative care instructions.

The device is contraindicated in uses that require rolling,
folding, or layering, and which may create a space
impermeable to fluid, cells, and blood vessels. Such
uses may result in excessive inflammation, drainage,
extrusion or infection. Folding of the product edges (1
cm or less) to increase suture retention strength has not
resulted in any reported problems and is appropriate
when indicated.

WARNING

Use of this device in applications other than those
intended for implantation to reinforce soft tissue where
weakness exists has the potential for serious
complications. The patient is to be made aware of the
possible adverse effects as listed.
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