HAMILT2N

EU Declaration of Conformity

We, Hamilton Bonaduz AG, CH-7402 Bonaduz, Switzerland, confirm that the following

product

Product name

cobas x 480 instrument

PN 185007
Basic UDI-DI 07630032618508382
SN s msereesemeass

meets the following EC directives (including all applicable amendments):

IVD Regulation

RoHS I

Amendment RoHS 1|
Applied company quality management systems

2017/746/EU Annex IV, self-declared
Class: A

2011/65/EU
2015/863/EU
Certification Body

EN 1SO 9001 TUV Rheinland LGA Products GmbH
Tillystr. 2
EN ISO 13485
_ 90431 Nirnberg, Germany
Hamilton Bonaduz AG
Manufacturer

SRN: CH-MF-000013585

Via Crusch 8
7402 Bonaduz, Swizerland

EC REP
SRN: DE-AR-000011832

Johner Medical GmbH
Niddastr. 91
60329 Frankfurt am Main

Additional Information:
Canada, USA

Certificate
No. U8 091957

-— US

TUV SUD AMERICA INC.
10 Centennial Drive
Peabody MA 01960 USA
www.TUVamerica.com

Authorize department for
technical documents:

HAMILTON Bonaduz AG

Martin Frey
CEO

Bonaduz, £24.79% 75

HAMILTON Quality Department Robotics

608767/05 HAMILTON Bonaduz AG 171

Via Crusch 8

CH-7402 Bonaduz, Switzerland
www.hamiltoncompany.com



