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HYALOMATRIX®
Wound Dressing
Product Code FRO

Unclassified

HYALOMATRIX™ KC (Laserskin) Wound Dressing
Fidia Advanced Biopolymers S.r.l.
K001508

Bilayer Matrix Wound Dressing
Integra LifeSciences Corporation
K021792

Oasis Wound Matrix

Cook Biotech, Inc.
K061711

HYALOMATRIX is a bilayered, sterile, flexible, and conformable wound
dressing that acts as an advanced wound care device. It is comprised ofanon-
woven pad entirely composed of HYAFF 11, a benzyl ester ofhyaluronic acid,
and a semipermeable silicone membrane, which controls water vapor loss,
provides a flexible covering forthe wound surface, and adds increased tear
strength to the device. The HYAFF 11 wound contact layer biodegradable
matrix acts as ascaffold for cellular invasion and capillary growth.

HYALOMATRIX is indicated for the management of wounds including:
partial and full-thickness wounds; second-degree burns; pressure ulcers;
venous ulcers; diabetic ulcers; chronicvascular ulcers; tunneled/undetermined
wounds; surgical wounds (donor sites/grafts, post-Moh's surgery , post-laser
surgery, podiatric, wound dehiscence); trauma wounds (abrasions, lacerations,
skin tears); and draining wounds. The device is intended for one-time use.

Similar to the predicate devices, HYALOMATRIX is abiologically-derived
wound dressing that provides a scaffold for in-growing cells, and like the
Integra Bilayer Matrix Wound Dressing, it contains a semipermeable silicone
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