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Many Inspectors, Hospitals, and equipment buyers 
are routinely asked to accept the “CE Mark” as 
evidence of electrical safety certification in North 
America. There are some important reasons why 
this equipment should never be accepted as 
certification:

• CE Marking is a “Self-Declaration” scheme for most products, allowing the 
manufacturer to claim compliance to international Standards

• There is no follow-up at the factory to ensure the product is still manufactured the 
same way as described in the documents

• Manufacturers are responsible for product testing, even though they may not have 
the correct test equipment and procedures. 

• If you have a complaint about a “CE Marked” product, there is no authority to 
contact, no office to call. 

• Nationally Recognized Testing Laboratories routinely evaluate and test “CE 
Marked” products in the laboratory and in the field. Approximately 90% of these 
products do not meet North American Standards, some in very serious ways.

If you are asked to accept “CE Marking” as certification, try the following sequence to 
see if the CE paperwork will be helpful in a Field Evaluation:

1. Obtain the CE Declaration of Conformity. This is usually a one page document 
signed by an officer of the company.

2. Examine the Declaration and identify the Safety standards referenced (These 
declarations usually reference a number of EMC Standards which are usually not 
relevant for North America)

3. Is the safety Standard appropriate for the product? What date was the declaration 
created? Is the edition of the Standard correct?

4. Based on the Safety Standards referenced, ask for the EN/IEC Test report (For 
example IEC61010-1). This can be a lengthy document which is a clause by clause 
evaluation and testing results record indicating Pass, Fail, or N/A. 

5. Was the test report issued by a recognized testing agency or by the manufacturer? 
If it is from the manufacturer, request a list of test equipment used for the 
evaluation. 

6. If the test report was created by the manufacturer, request the component 
information that is supposed to exist in the Technical Construction File. 

7. Examine the product manufacture date and compare it to the date of the test 
reports. If the product was manufactured years after the test report was created, it 
may not resemble the original product tested. 

Sometimes this information can be very helpful in a Field Evaluation project. 
Unfortunately many manufacturers claiming the “CE Mark” have not actually done the 
testing or created the Technical Construction File required by the EU Directives. This 
means that even in Europe they have not fulfilled the legal requirements, and it also 
means you may not get any information items past number 3 above. In many cases 
we have to assume the test report and other documents do not exist. 

Some manufacturers do an excellent job with their CE projects, but they are in a 
minority. 
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