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Tech-File Essence

3.2 (viii) Classifications

Classification Name: Epilator, high frequency, needle-type
Product Code: KCW

Device Class: 1

Regulation Number 878.5350

Registered Establishment# & Owner/Operator#: 2020958
General & Plastic Surgery

Intended to administer current to the body

Intended Use
The Essence is intended to provide current to the body
A. Essence is generally indicated for the treatment of permanent hair removal

Duration: Transient
Normally intended for continuous use for an unlimited amount of time as long as
there is no adverse skin reaction.
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