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Declaration of Conformity

Eurolyser Document: bbe700e5-ae24-4ff2-ac5a-f7747643310f

Eurolyser Diagnostica GmbH
Address: Bindergasse 3, 5020 Salzburg, Austria
Product Description
Type of Equipment: General purpose laboratory instrument
Intended purpose: The “CUBE-S Analyser” consisting of the "CUBE-S Instrument” laboratory

photometer and the "CUBE Tablet PC”" is intended as a general purpose
laboratory instrument for the quantitative determination of clinical wet chemistry

parameters.
“CUBE-S Analyser” models:
Ref Number Description
FeF]  CA 0110 “CUBE-S Analyser”
Re] CI0110 “CUBE-S Instrument”
el CT 0100 “CUBE Tablet PC”

Declaration

The described products are in conformity with the directive 2014/30/EU of the European Parliament and the
Council of 26 February 2014 on the harmonisation of the laws of the Member States relating to electromagnetic
compatibility.

The standards

“EN 13612:2002 - Performance evaluation of in vitro diagnostic medical devices”,

“IEC 61010-1:2001 - Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 1: General requirements®,

‘IEC 61010-2-101:2002 - Safety requirements for electrical equipment for measurement, control, and
laboratory use - Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment®,
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and the standards referenced below were taken in consideration:

EN 55011:2009 Class B;
EN 61000-4-2:2009;

EN 61000-4-3:2009;

EN 61000-4-4:2009;

EN 61000-4-5:2009;

EN 61000-4-6:2009;

EN 61000-4-11:2009;
EN 61326-1:2006-05-01;
ISO 14971:2007-10-01.

issuer: Eurolyser Diagnostica GmbH
Place, date: Salzburg, Austria, March 6, 2019

Legally binding signature:
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Eurolyser Diagnostica GmbH

Bincergasse 3 * 5020 falzburg * AUSTRIA

Tel. /48 662 432 10G/* Fax +43 662 432 100 50
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Micﬁael Gruber‘

CEO
Eurolyser Diagnéstica GmbH
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