ARCTIK®

=C Declaration of conformity

COMPANY: PRODUCT INFORMATION:
ACRTIKO A/S BIOMEDICAL COMBI MODELS
ADRESS: MODEL:

ODDESUNDVEJ 39, LFF 270 / 660

6715 ESBJERG, DENMARK LFF 270-ST / 660-ST

WE HEREBY DECLARE THAT THE BELOW MENTIONED PRODUCTS COMPLY WITH
THE FOLLOWING DIRECTIVES, NATIONAL LAWS AND HARMONIZED STANDARDS:

DIRECTIVES AND NATIONAL LAWS:

2006/42/EC MACHINERY DIRECTIVE
2011/65/EU ROHS DIRECTIVE
2014/30/EU ELECTROMAGNETIC COMPATIBILITY (EMC) DIRECTIVE

HARMONIZED STANDARDS:

EN ISO 9001:2015 QUALITY MANAGEMENT SYSTEM
EN 13485:2016 MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM
EN 60335-1:2012 SAFETY OF HOUSEHOLD ELECTRICAL APPLIANCES
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Tove Teekker Svendsen
5082008-10 R&D & QA Manager




