LABMASTER EU DECLARATION OF CONFORMITY

el

Product; Labmaster LUCIA™ Vet Analyzer Labmaster Oy

Rauhalinnantie 31, 20780 Kaarina, FINLAND
LM127

We, as the manufacturer of the device, take sole responsibility for and hereby declare that the above mentioned
product meets the provisions of the following Directives:

2014/35/EU Direclive on the making available on the market of electrical equipment designed for use within certain voltage limits
2014/30/EU Directive on the harmonisation of the laws of the Member States relating to electromagnetic compatibility
2011/65/EU Directive on the restriction of the use of certain hazardous substances in electrical and electronic equipment (RoHS)

2006/42/EC Directive on machinery
2014/53/EU Directive on the harmonisation of the laws of the Member States relating to the making available on the market of radio equip ment

Conformity route:
Self-declaration

Standards Applied:

EN ISO 9001:2015 Quality management systems — Requirements
EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical devices
EN 61326-2-6:2013 Electrical equipment for measurement, control and |aboratory use - EMC requirements - Part 2-6; Particular

requirements - In vitro diagnostic (IVD) medical equipment- Immunity test requirements for equipment intended to be used in professional heallhcare

facility environment.
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Position Date

The technical documentation for the device is available from the address above.
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