




Regent Medical America's 5 10(k) application
Low Dennatitis Latex powder-free sterile surgeon's glove

Indications for Use
510(k) Number (if known):
Device Name: Biogel Latex Sterile Powder-Free Surgeon's
Glove with Low Dermatitis Potential and Protein Content
Labeling Claim (50 micrograms or less)

Indications For Use:
f

A powder-free sterile surgeon 's glove is a disposable device made of Natural Rubber
Latex that is intended to be worn on the hands, usually in surgical settings, to provide a
barrier against potentially infectious materials and other contaminants.

Prescription Use AND/OR Over-The-Counter Use x(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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