M ettich-

EU Vyhlasenie o zhode
EU Declaration of conformity

vyrobcu

of the manufacturer

Andreas Hettich GmbH ¢ Fohrenstrasse 12 « D-78532 Tuttlingen » Germany
SRN: DE-MF-000010680

Tymto vyhlasujeme na nasu zodpovednost, Ze
uvedené zariadenie:

Typ zariadenia Mala centrifiga

Nazov EBA 200

Zakladné UDI-DI 040506740100249W

GMDN 47154

Klasifikacia zdravotnicka pomocka, trieda lla
(priloha VIII, kapitola Ill,
pravidio 3)

Podla nariadenia (ECI) 2017/745
Priloha IX

Zapojeny mdc medical device certification

notifikovany organ GmbH; CE 0483
KriegerstralRe 6; 70191
Stuttgart; Germany

vratane prislu§enstva podla zoznamu prislusenstva
prislugnej technickej dokumentacie, ktorého zhoda
bola hodnotena so zariadenim, je v zhode s
prislusnymi ustanoveniami nariadenia (EU)
2017/745 o zdravotnickych pomédckach.

Uréeny Gcel

V pripade centrifigy EBA 200 (MD) ide o
zdravotnicku pomécku podla nariadenia (EU)
2017/745 o zdravotnickych poméckach.

Pristroj sa pouziva na delenie plinej krvi alebo
zloziek krvi ludského pévodu na jednotlivé zloZky.

Pouzivatel moze vzdy nastavit menitefné fyzikalne
parametre v ramci limitov uréenych zariadenim.

Centrifigu mbze pouzivat iba odborny personal v
uzavretych laboratériach.

We hereby declare under our responsibility
that the designated device:

Type of device Small centrifuges
Name EBA 200

Basic UDI-DI 040506740100249W
GMDN 47154

Medical Device, class lla
(Annex VIII, Chapter lll, Rule 3)

Regulation (EU) 2017/745
Annex IX

Classification

according to

mdc medical device certification
GmbH; CE 0483

Kriegerstralte 6; 70191
Stuttgart; Germany

Involved
Notified Body

and its accessories, which are listed in the rela-
ted technical documentation and whose confor-
mity has been assessed together with the device,
complies with the relevant provisions of the
Regulation (EU) 2017/745 on medical devices.

Intended use

The EBA 200 (MD) centrifuge is a medical device
according to the Regulation on Medical Devices
(EU) 2017/745.

The device is used to separate whole blood or
blood components of human origin into its
component parts.

The user can set each of the variable physical
parameters within the limits set by the device.

The centrifuge may only be used by qualified
personnel in closed laboratories.
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Zariadenie je v sulade aj s platnymi ustanoveniami
nasledujucich eurdpskych smernic a nariadeni

- 2006/42/ES ,smernica o strojoch”

- 2014/30/EU ,smernica o EMC*

- 2014/35/EU ,smernica o nizkom napati“

- 2011/65/ES ,smernica RoHS" (bez zapojenia
notifikovaného organu)

- (ES) 1907/2006 ,nariadenie REACH" (bez
zapojenia notifikovaného organu)

Aplikované normy:
Pozri zoznam aplikovanych noriem, ktory je
sucastou technickej dokumentacie.

uttlingen, 25.09. 2\5j
._f. — ) -

M ettich-

The device also complies to the applicable
provisions of the following European directives,
ordinances and standards

- 2006/42/EC "Directive on machinery”
- 2014/30/EU “EMC Directive”
- 2014/35/EU ,Low Voltage Directive”
- 2011/65/EC “RoHS Directive”
(without involvement of a notified body)
- (EC) 1907/2006 ,Regulation on REACH*
(without involvement of a notified body)

Standards applied:

See the list of applied standards that forms part of
the technical documentation.

0483

Toto vyhlasenie o zhode je platné od 25.09.2025 do 25.8.2027

This declaration of conformity is valid from 25.09.2025 until 25.08.2027
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