US FDA 510(K) 032991 & K983997 Light Age, Inc. EpiCare™ LP and LPX Laser System

INDICATIONS FOR USE — EpiCare™ models LP and LPX

The Light Age, Inc. EpiCare™ LP and LPX alexandrite laser systems are intended for use in
general and plastic surgery and dermatology.

Intended Use:
The EpiCare™ Alexandrite Laser System models LP and LPX is intended for:

e Hair removal, and stable long-term or permanent hair reduction through selective
targeting of melanin in hair follicles on all skin types (Fitzpatrick 1-VI) including tanned
skin. Permanent hair reduction is defined as long-term stable reduction in the number of
hair regrowth after a treatment regime. The number of hairs re-growing must be stable
over a time greater than the duration of the complete growth cycle of hair follicles, which
varies from 4-12 months according to body location. Permanent hair reduction does not
necessarily imply the elimination of all hairs in the treated area.

e Treatment of vascular lesions
e Treatment of benign pigmented lesions.

e Treatment of wrinkles.

Safety and Efficacy
The Light Age EpiCare™ Alexandrite Laser does not raise new questions of safety or efficacy.
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