


Smartphone requirements:

* At least 4.7 inches multi-touchscreen with at least
720x1280 pixels resolution

* CPU of 1GHz or more, internal memory of 2GB or more,
and internal storage of at least 16GB

« Connectivity capabilities of BT4.0 or above

» Supported operating systems - iOS versions 14 or newer
and Android versions 9 or newer.

Please refer to www.nerivio.co.uk for the most updated
smartphone requirements

Storage conditions:

Temperature range: 50'F-80.6'F (+10° to +27° C)
Relative humidity range: 40%-50%, with no condensing
Atmospheric pressure: 70-106 kPa
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INDICATION FOR USE

The Nerivio® is indicated for acute and/or preventive treatment of

migraine with or without aura in patients 12 years of age or older. Itis a
prescription use, self-administered device for use in the home environment at
the onset of migraine headache or aura for acute treatment, or every other day
for preventive treatment.

CONTRAINDICATIONS (WHO SHOULD NOT USE THE DEVICE?)

The device should not be used by people with uncontrolled epilepsy.

9 The device should not be used by people with an active implantable medical

device, such as a pacemaker, hearing aid implant, or any implanted electronic
device. Such use could cause electric shock, electrical interference or serious
injuries or medical conditions.

IMPORTANT SAFETY INFORMATION
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Warning: indicates a potentially hazardous situation which, if not avoided,
could result in serious injury or death.

Do not attempt to perform any procedure before carefully reading all the
instructions

Do not use the device on the heart, chest, neck, head or any other body
location other than the upper arm, because this could cause severe muscle
spasms resulting in closure of your airway, difficulty in breathing, or adverse
effects on heart rhythm or blood pressure

Do not use the device over skin conditions, such as open wounds or rashes,
or over swollen, red, infected or inflamed areas or skin eruptions or fragile skin
on your upper arm at the treatment location

Do not share the device with other people. The device is intended to be used
by a single person to avoid skin disease or any transmissible disease

Do not disassemble, crush, incinerate or short-circuit the battery. This could
cause a fire, injury, burns, or other hazards

o Precaution: indicates a potentially hazardous situation which, if not

avoided, may result in minor or moderate injury to the user or patient or
damage to the equipment or other property.

o The device has not been evaluated for use in people with congestive heart

failure (CHF), severe cardiac or cerebrovascular disease

0 According to the manufacturer's requirements, this device can only be used

with a medical prescription and its sale is subject to medical prescription

o The device should not be applied over areas of skin that lack normal

sensation. If one upper arm is insensitive to physical sensation, use the
other upper arm

Do not use the device over or in proximity to cancerous lesions

c Do not use the device on an arm with a metallic implant. In such cases,

consider using it on the other upper arm

c Do not use the device simultaneously with another electrical stimulation

device

c Do not use the device while driving, cycling, or operating any vehicle or

machinery

Do not use the device on wet skin or when bathing, showering, during
exercise, while sweating or in high humidity

Do not use the device in the presence of electronic monitoring equipment
(e.g., cardiac monitors, ECG alarms)

Do not use the device in a magnetic resonance imaging (MRI) environment
The long-term effects of chronic use of the device are unknown

The device has not been evaluated for use in pregnant women and people
less than 12 years of age

Do not use the device past expiration date
Check the device for damages, debris and contamination. If the device is
damaged, dirty or has any debris, please do not use it and contact the

manufacturer’'s customer support

If the device was damaged, do not touch exposed electronics

0 Do not use the device if the electrodes become significantly dirty or

damaged

o Keep the device under the recommended environmental conditions

specified in user manual to avoid any damage to the device

a Do not start a treatment before placing the device on your arm

o In case of device malfunction, remove the device from your arm and

contact customer support.

o It is recommended that your smartphone will be protected by a password

(or other security mechanism) to refrain from unwanted people to activate
the device

0 Interference to Bluetooth connectivity may occur in the vicinity of

equipment emitting RF (e.g. microwave, routers, Wi-Fi devices).

To minimize moisture loss, when unused, the electrodes should be covered
with the provided protective film and the device should be stored in its
original package

o Do not expose the device to moisture and/or high humidity. If exposed,

dry the device as soon as possible

0 Before or after a treatment, rub the electrodes with your finger using a drop

of water to improve their adhesiveness

o Do not clean the device with soap, alcohol, submerge in water, or scrub

with abrasive material

o Do not disassemble or modify the device by yourself
o Do not attempt to recharge or detach the battery
o Keep the device out of the reach of infants, toddlers, children and pets

o The device uses Bluetooth technology; it may therefore be interfered by

other equipment utilizing RF technology, even if the other equipment
complies with CISPR emission requirements

o The device should not be used adjacent to or stacked with other

equipment and if adjacent or stacked use is necessary, the Nerivi® should
be observed to verify normal operation in the configuration in which it will
be used

o Do not use devices which generate strong electrical or electromagnetic
fields, near the Nerivi@ device. This may result in incorrect operation of
the device and create a potentially unsafe situation.

In order to reduce the risk of EM interference, it is recommended to keep
a minimum distance of 30 cm (12 inches) between the device and other
electromagnetically radiating devices. Verify correct operation of the
device in case the distance is shorter. During the immunity tests the
device operated normally

ADVERSE REACTIONS

During the treatment you might experience a temporary sensation of warmth,
local tingling, numbness in the arm, pain in the arm, or redness of the skin or
muscle spasm, which should disappear shortly after the end of the treatment.

Consult with your healthcare professional if these reactions persist, if the
migraine headache worsens, if an allergic reaction occurs, or if there are any
other concerns. If a serious incident that is related to the device has occurred,
please report it to your doctor and/or distributor/importer or manufacturer.
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