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Certificates

v" Notified Body Certificate (CE Mark)

v ISO

v' EC DECLARATION OF
CONFORMITY

v USER MANUAL

Currently there is no open central database in EU
for CE certificates and medical devices.

To validate that the certificate, provided in the
documentation is correct, you should contact the
notified body that issued the certificate.

EUDAMED - new module on Certificates and
Notified Bodies will become available by May 2021.

Eudamed? is a secure, web-based portal for
information exchanged between national
competent authorities and the Commission and is

not publicly accessible.
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SYSTEM APPROVAL EC CERTIFICATE

Declantion of canfomsty May. 25, 202600C-Revts)

EC DECIARATION OF CONFORMITY
ted product is in conformity w

NOTIFIED BODY NAME AND ADDRESS AND
NO IMBER
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EU REI NTATIVE
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This EC-Declaration of conformity is following the provisions of RoHS DIRECTIVE 2011/65/EU.
I is confinmed that a sample of the product has heen tested and found in conformity with
clow standard s)
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User's Physical Condition

Sales to Individuals ==

= Exoskeleton users should consult with a physician prior to training in the system

= 18 years of age or older (Wearers of the device are recommended to use after
professional consultation)

= Height between 150-190 cm (Recommended to use after professional consultation

Allowed for the ExoAtlet IT (CE mark) regarding height)

= Weight less than 100 kg (Recommended to use after professional consultation if the
Accordance to the user man Ual.: user is obese or has a BMI of 25 or more)
User recommendations User Restrictions
Consultation with physician + Useris pregnant
PaSS|n9 medlcal exams and CheCkS = Unable to communicate due to cognitive or language disorders

= Contractions in the hip or knee joints,

Sp eC |f| CS Of t h e contractw | t h In d |V| d ua l.S = Severe muscle stiffness in the lower extremities (MAS Grade 3 or higher)
Price for individuals includes VAT of the Country * Boreosteorssoriowbonedensiy Bt 35) X

= Fractures or incomplete bone junctions in the spine, pelvis and lower extremities

= Severe arthritis, acute arthritis, or synovitis after total or partial joint surgery

= Skin disease on the buttocks, lower limb joints and areas where robot straps are worn

= Orthostatic hypotension, essential hypertension or uncontrolled blood pressure

= Myocardial infarction, angina, or ischemic heart disease within the last 6 months

= Unmodulated heart functions, such as tachycardia, bradycardia, or arrhythmia

= Unmodulated diabetes

= Presence of infections or other serious complications

*In the event of an iliness or condition other than the above conditions, consultwith a
professional before determining whether the productis right for you.

c If an accident occurs due to usage without professional consultation, the user
may be held liable, Please consult with a professional before use.



