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Abstract: (EN)The present invention relates to elliptical exercise equipment that simultaneousty
provides exercise to the upper and lower extremities for persons with a wide range of _,.,.? ! b 3
physical impairments. The elliptical equipment provides separate active or passive 71 4 4
exercise or active- passive exercise, depending on the user's strength and physical I ,l ' g
condition. As a first step the user is fifted and supported in a standing position, hanging 3 }L' l

from a special hamess that allows adjustment and control of the weight bearing on the
user's lower limbs in all levels of exercise. The pedals movement and range can be

adjusted to accommodate different pedal strides according to the individual's e S

characteristics, for both upper and lower extremities. This elliptical exercise equipment -*%}

contains many offsefs and settings in order o be adaptable to the handicapped and people e
with different disabilities.

{FR)La présente invention porte sur un équipement d'exercice elliptique qui fournit simultanément un exercice aux extrémités
supérieures et inférieures pour des personnes ayant une large plage de handicaps physiques. L'équipement elliptigue permet un
exercice actif ou passif séparé ou un exercice actif-passif, en fonction de ia force et de I'état physique de I'utilisateur. En tant que
premiére étape, fulilisateur est soulevé et supporté dans une position debout, suspendu 3 partir d'un harnais spécial qui permet
I'ajustement et la commande du poids portant sur les membres inférieurs de ['utilisateur dans tous les niveaux d'exercice. Le
mouvement ef la distance des pédales peuvent éfre ajustés pour s'adapter a différentes poussées de pédale selon les caractéristiques
de findividu, a la fois pour les extrémités supérieures et inférieures. Cet équipement d'exercice elliptique contient de nombreux
décalages et réglages de facon a pouvoir s'adapter aux personnes handicapées et aux personnes ayant différentes invalidités.
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CUSTOMER: Kinisiforo LTD

EQUIPMENT: Weight scale OMIRON KARADA SCAN

SERIAL No: 201207-02063F

Regarding the above instrument we have calibrated it and it founds to be

within British Standards accuracy. The Calibration has been done without any

charging but as an act of kindness because is for Medical Reasons.

Regards,

Nicos Hadjiyiannis e
4 /5’:/":‘/5;:’ E———
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~ Calibration Technician 1
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. Declaration on Information Security Responsibilities DG SANTE

II. ROLE OF THE EO ACTOR

THE EO ACTOR has an established need to use EUDAMED. User accounts will be granted
privileges aligned with that need-to-use THE EO ACTOR can authorise its own staff to access
EUDAMED and can manage the user accounts of its own staff

I1I. LOCAL ACTOR ADMINISTRATOR (LAA)

1. THEEOACTOR designates the Local Actor Administrator (LAA):

= LAA’s first name: C N \S 150 ‘“Q C

A0 J1lomM L Fo rad

= [AA’s surname: .

2. EUDAMED grants a personal user account to the LAA [in EUDAMED, all LAAs must have
an EU Login account and keep their personal details up-to-date in their user account.

= Email of the LAA’s EU Login account:

OH\S\@LMSQ)F\V\\%\(& ro\4d . Com

3. The LAA is the point of contact regarding (1) THE EO ACTOR users and (2) information
security matters.

4. Changes to the LAA must be addressed by THE EO ACTOR immediately. The EO ACTOR
must have a procedure in place to guarantee that the LAA account in EUDAMED is
either terminated or changed accordingly. THE EO ACTOR procedure must guarantee
that there is at least one active LAA at all times in EUDAMED.

5. THE EO ACTOR registration details and the accounts of users who are acting on behalf
THE EO ACTOR are administered by the LAA

[V. INFORMATION SECURITY MANAGEMENT

1. THE EO ACTOR can authorise its own staff, or where applicable, sub-contractors, to
access EUDAMED in a ‘user capacity’ and manage their user accounts accordingly.

2. It is the responsibility of the EO ACTOR to ensure that its staff members and
subcontractors which are users of the EUDAMED comply with the information s¢
obligations set out in the present document, and that they comply wit

before accessing EUDAMED for the first time

! The person registering an organisation in EUDAMED automatically becomes the Local Actor Administrator (LA
can manage all details of its organisation in EUDAMED, and assign Local User Administrators (LUA) who can manage the user-
access requests for all users belonging to its organisation. It is considered good practice for an organisation to have more than
one LAA at all times. At least one LAA should be employed by the organisation and not be a sub-contractor. ; -~




.| Declaration on Information Security Responsibilities DG SANTE

3. Any information security incidents or security weaknesses related to EUDAMED,
should be reported immediately by the EO ACTOR LAA to the following functional

mailbox:
SANTE-EUDAMED-ADMINISTRATOR@ec.europa.eu

4, THE EO ACTOR shall support DG SANTE in investigating and fixing information security
incidents where there are reason to believe that his staff or subcontractors might be

involved or have knowledge of.

V. USER REGISTRATION AND ADMINISTRATION OF USER
ACCOUNTS

The EO ACTOR shall ensure that the creation of a user account complies with the User
Registration procedures. Instructions regarding the completion of these procedures are
provided, in the User Access management chapter of the User Guide. Once the procedure is
completed, the user will be granted an account in EUDAMED. A similar procedure shall be
applied by the EO ACTOR in case of modification of the permissions of an existing user's
EUDAMED account, and in case of suspension or re-activation of an existing user's EUDAMED

account.

VI. USER ACCOUNTS CURRENCY

THE EO ACTOR shall keep all user accounts up to date. The LAA should on a regular basis screen
for sleeping accounts (i.e. user accounts that are inactive for a longer period of time and
therefore might be obsolete), and proceed with user account termination as deemed necessary.

VII. CONFLICT OF INTEREST

For the purposes referred to in this declaration, the EO ACTOR must not hire or contract a
person who has contractual relationships with other organisations that could undermine his
impartiality in relation to EUDAMED. Consequently, such persons shall not be granted user

rights in EUDAMED,

REHABILITATION




Declaration on Information Security Responsibilities DG SANTE

I, the undersigned, THE EO ACTOR, accept the rights to use the European Medical Devices
Database (thereafter EUDAMED) in accordance with this document granted by the European
Commission Directorate-General for Health and Food Safety (DG SANTE), and I undertake to
comply with the responsibilities and obligations laid down in this document.

I confirm that I am authorised to provide the relevant information requested in this document
and that the information provided is correct.

Name and first name: H N Dj (o N L g“ Fo ek O
C’N‘ VS F OKOS

Function / title:

CENELA L  MmauAGE R

Telephone (incl. country code): -+ 3 & 7 ¢ 9 253 15 c(

Email:

ONnisi Loro S@ n Sidere 14 - COTT

Date and place:

[signature]




