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AUTHORIZED SIGNATORY

is intended for use by dental professionals to provide 
ergonomic support and comfort during dental procedures.

Has been subjected to conformity assessment procedure complying with 
 Machinery Directive 2006/42/EC and other regulatory requirements.

Labo America designs and manufactures all products under 
Quality Management System ISO 13485 & 21CFR820.

 In case of alteration of the device, not agreed upon by us, this declaration will lose its validity.

Applied Harmonized Standards, national standards and other normative documentas:

EN 12520:2024 
EN 1728:2012 

EN ISO 12100:2010 
EN ISO 14121-1:2010 


