VITALE

Collagen Powder Dressings

— Instructions for Use -

Product Description: Vitale® Collagen Powder Dressings are
absorbent wound fillers made of type 1 microfibrillar collagen
for the management of minimally to heavily exuding acute and
chronic wounds and control of minor bleeding. Vitale Collagen
Powder Dressing forms a gel on contact with exudate that
provides a moist, physiologically favorable environment to
support wound healing. Vitale Collagen Powder Dressing is
applied directly to the wound to act as a wound filler and to
absorb exudate and exudate components that may impair
wound healing.

Vitale Collagen Powder Dressings are sterilized by exposure
to gamma radiation and must not be re-sterilized. The dressing
is an off-white loose powder packaged in convenient
single-use, sterile, peel open packets, containing 1 gram of
powder. After use, discard open packaging and unused
product per facility waste protocol.

Indications: Vitale Collagen Powder Dressing is indicated for
the management of minimally to heavily exuding acute and
chronic wounds including:

* Pressure Ulcers

* Venous Stasis Ulcers

* Diabetic Ulcers

» Surgical, dehisced surgical,
and traumatic wounds

- Partial thickness burns.
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Vitale Collagen Powder Dressings are also indicated for
control of minor bleeding, including post-debridement.

Caution:

Vitale Collagen Powder Dressing is intended for topical use
only. Avoid inhalation and flush immediately with water if
product comes in contact with eyes.

Contraindications:
Vitdle Collagen Powder Dressings should not be used on
patients with known sensitivity or allergy to bovine collagen.

Application:

1.Clean the wound with sterile physiological saline using existing clinical
protocol. Dry the surrounding skin gently.

2.Peel open Vitale packet and apply sufficient powder toinsure
approximately %" depth of coverage of the wound bed. Do not
overpack or compress powder as it may expand as it absorbs
wound exudate.

3.Choose and apply appropriate secondary dressing to secure
and protect collagen powder, such as Vitdle Cover or
Composite Dressings, Vitale Hydrocolloid Dressings, etc.
4.Change dressings daily, as directed, when fully saturated or
according to facility change policy, but at least every 7 days.
5.When changing, remove Secondary Dressing, and gently
remove gel formed of dressing and exudate. Clean the wound with
sterile physiological saline using existing clinical protocol. Dry the surround-
ing skin gently.

Federal Law (USA) restricts the sale and use of this device at
the direction of authorized physicians and licensed healthcare
practitioners.
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