Devices for Modification of Appearance or Apatomy (aesthetic-related
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Product categories:

> Any implant for the modification of any body part

» Any injectable derma filler or mucous membrane filler

» Any instrument, apparatus, implement, machine or appliance intended to be used for
the removal or degradation of fat by invasive means

» Any instrument, apparatus, appliance, software, material or any other article, whether
used single or in combination, including the software necessary for its proper
application intended by the manufacturer used in or on human beings for the purpose
of Laser procedures, Micro needling, Ultrasonic Cavitation, High intensity ultrasound

tightening and Fraxel radio frequehcy technology for skin tightening

Product Category Applicable Rule Classification
Tmplants for modification Rule 8 Class II1
Injectable dermal/mucosal Rule 18 Ciass 11

membrane fillers

Fat removal (invasive) Rule 6/ Rule 7 (surgically Class lla/Ib
invasive devices) and Rule 9 if
energy-oased

Laser/ RF / HIFU / Cavitation Rule 9 Class llb

Microneedling devices Rule 6 Class Ila

A one year grace period is hereby granted, until 23 July 2027 for the registration of the
above mentioned devices.
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