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Statement of 
nonconformance: 
The solution adopted to fulfil the Essential Requirement 2 is not complete. 
Clause 
requirements 
[Annex I ER 2] - The solutions adopted by the manufacturer for the design 
and construction of the devices must conform to safety principles, taking 
account of the generally acknowledged state of the art. 
Objective 
evidence 
There is no evidence of compliance to claimed standards, including EN 60601-2-10, and EN 60601-1. All clauses of the standard per report ID 11655 
(version 1332256919) have been listed explicitly as N/A including clearly 
applicable standards such as but not limited to section 7.0 and section 9.0. 
There is no evidence of compliance in part or in full to the harmonized 
standard EN 60601-1 or a rationale for partial compliance. 
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