Mettichi-

BB a1

EU Declaration of conformity

FEE:

| of the manufacturer

Andreas Hettich GmbH ¢ Fohrenstrasse 12 ¢« D-78532 Tuttlingen * Germany
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We hereby declare under our responsibility
that the designated device:

Type of device Centrifuge

Name ROTANTA 460
ROTANTA 460 R
ROTANTA 460 RC
ROTANTA 460 RF

Basic UDI-DI 040506740100032N

GMDN 15115

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

Regulation (EU) 2017/745
Annex IX

Classification

according to

Involved mdc medical device certification

Notified Body GmbH; CE 0483

Kriegerstrale 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

This device is a laboratory centrifuge suitable for
medical applications. Their exclusive therapeutic
purpose is to centrifuge blood in blood bag systems.
The separated blood components are transferred by
another device (separator) into corresponding
satellite bags. The individual components obtained in
this way are then used for transfusion or
autotransfusion.

The centrifuge is only to be operated by qualified
personnel working for blood donation services or
hospitals.
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BLSEANATETLRAR. SEPRERHIE
RSN AFEAEMEA. Andreas Hettich GmbH 24 B3 T
RIBBETENTRK, BRAEERBEESTRERBAD
BT AR TSRS R AP RIFERAE,
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- 2006/42/EC'HL3BIER"
- 2014/30/EU B FRE KB S"

- 2014/35/EU" BB E 155"

- 2011/65/EC“RoHS 54"
(TAENHE2E)

- (EC) 1907/2006°REACH 3% 10”
(BNENHZ2S )

N FAB9TREE -
SINRATEINER ERIAENARES.

Tuttlingen, 27.11.2024

HEMITE, Chief Executive Officer

M ettich

The centrifuge is only intended for the uses referred
to above. Any other use or use beyond this is
considered improper. Andreas Hettich GmbH shall
not be liable for any damage arising from this.
Intended use also includes the observation of all
instructions in the Operating Manual and compliance
with the required inspection and maintenance
intervals.

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 27.11.2024 until 25.08.2027
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