theranica

Agent Authorization

Company: Theranica Bio-Electronics, Ltd.
Address: 4 Ha-Omanut st. Netanya 4250438, Israel
Product Name: Neriviolnfinity

Model Number: FGD000100

Product Description:

Neriviolnfinity (the EUT) is indicated for acute and/or preventive treatment of
migraine with or without aura in patients 12 years of age or older. It is a
prescription use, self-administered device for use in the home environment at the
onset of migraine headache or aura for acute treatment, and/or every other day
for preventive treatment.

The EUT is a wearable, battery-powered device. It is powered by a non-
detachable, non-replaceable, recharge battery and is operated via a mobile
application. The device is worn on a users upper arm and delivers
transcutaneous electrical nerve stimulation (“TENS”) via weak electrical pulses to
achieve migraine pain inhibition via conditional pain modulation (CPM). The
Neriviolnifinity uses standard BLE 5.0 for communication utilizing off-the-shelf
Cypress controller.

We authorize MiCOM Labs Inc., 575 Boulder Court, Pleasanton, California 94566, USA,
to act on our behalf on all matters concerning the certification of above named
equipment.

We declare that MiCOM Labs Inc. is allowed to forward all information related to the
approval and certification of equipment to the regulatory agencies as required and to
discuss any issues concerning the approval application. Any and all acts carried out by
MiCOM Labs on our behalf shall have the same effect as acts of our own.
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Title: Directory of HW and System
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