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ES Atbilstibas deklaracija
EU Declaration of conformity

ko izsniedz razotajs |  of the manufacturer

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

Ar 8o, uznemoties atbildibu, més pazinojam, ka noradita We hereby declare under our responsibility

ierice:

lerices veids Maza centrifiiga

Nosaukums EBA 200

Pamata UDI-DI  040506740100249W

GMDN 47154

Klasifikacija Mediciniska ierice, lla klase
(VI pielikums, Il nodala,
3. noteikums)

Saskana ar Rikojuma (ES) 2017/745 IX

pielikumu

lesaistita pazinotd mdc medical device certification
iestade GmbH; CE 0483

KriegerstraBe 6; 70191

Stuttgart; Germany

kopa ar piederumiem, kas uzskaititi attiecigaja
tehniskaja dokumentacija un kuru atbilstiba novértéta
kop3a ar ierici, atbilst attiecigajiem Rikojuma (ES)
2017/745 nosacijumiem par mediciniskajam iericém.

Merkuzdevums

Centrifiga EBA 200 (MD) ir medicinisks izstradajums
saskana ar MedicTnisko ieri¢u regulu (ES) 2017/745.
lerici lieto cilvéka izcelsmes pilnasinu vai asins
sastavdalu sadali$anai savas sastavdalas.

Lietotajs var attiecigi iestattt mainamus fizikalus
parametrus, kas atbilst ierices noradrtajam
robezvértibam.

Centrifiigu drikst izmantot tikai specialisti slégtas
laboratorijas.

that the designated device:

Type of device Small centrifuges

Name EBA 200

Basic UDI-DI 040506740100249W

GMDN 47154

Classification Medical Device, class lla
(Annex VIiI, Chapter HI,
Rule 3)

according to Regulation (EU) 2017/745
Annex IX

Involved mdc medical device
certification

Notified Body GmbH; CE 0483

Kriegerstralle 6; 70191
Stuttgart; Germany

and its accessories, which are listed in the
related technical documentation and whose
conformity 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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lerice atbilst arT $adiem Eiropas direktivu un rikojumu
piemérojamiem nosacljumiem

- 2006/42/EK “MasTnu direkfiva”

- 2014/30/ES “Direktiva par elektromagnétisko saderibu”

- 2014/35/ES “Zemsprieguma direktiva”

- 2011/85/EK “Direktiva par dazu bistamu vielu
izmanto$anas ierobezo$anu” (nepiedaloties pazinotajai
iestadei),

- (EK) 1907/2006 “REACH rikojums” (nepiedaloties
pazinotajai iestadei)

Piemérotie standarti:

skatiet pieméroto standartu sarakstu, kas ietilpst
tehniskaja dokumentacija.

/_/ uttlingen, 25.09.20

RatfWedda

Vaditajs, Chief Executive Officer

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.
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This declaration of conformity is valid from 25.09.2025 until 25.08.2027
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