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Declaration of Gonformity
L r o N /D O C/4202 0-2/20 1 2

Manufacturer: Lion Laboratories Ltd

Address: Ty Verlon Industnal Estate
Barry
ctrA? zBE

Product Type: Breath Alcohol Instrument

Model : Lion AlcoBlowt (Pn+2020)

The manufacturer declares that the product listed above conforms to the requirements of the Medical
Devices Directive 93l42lEEC, amended by 2007147lEC, as a Class I device.

Harmonised standards applied during the design, and the construction of the Technical File are:-

BS EN 60601-1 :2006 Medical electr ical  equipment -  Part  1:  General  requirements for basic safety
and essential performance.

BS EN 60601-1-2:2007: General requirements for basic safety and essential performance - Collateral
standard: Electromagnetic compatabi l i ty -  Requirements and tests

BS EN 60601-1-6:2010 General requirements for basic safety and essential performance - Collateral
standard: Usabi l i ty

BS EN 60601-1 -8:2007 General  requirements for basic safety and essent ial  performance - Col lateral
standard: General  requirements, tests and guidance for alarm systems in
medical electrical equipment and medical electrical systems

BS EN ISO 14971:2007 Medical devices -  Aopl icat ion of r isk management to medical  devices

l, the undersigned, representing the manufacturer, declare in sole responsibility, that the product
specified above, to which this declaration relates, conforms to the requirements of the above
mentioned direct ives and standards.

Date of lssue:

l .  Jones
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