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S ta tement  o f  Conformi ty  

 
This certifies that the following designated product:  

Product : Headlight 
Model Number : HL8000 
Trade Name : Zumax 

Company Name : Zumax Medical Co., Ltd. 

This product is herewith confirmed to comply with the requirements set out in the 
Council Directive on the Approximation of the laws of the Member States relating to 
Medical Devices Directive (93/42/EEC). For the evaluation regarding EMC, the 
following standards were applied: 

RFI Emission:   

EN 60601-1-2: 2001 : Product family standard 

IEC 61000-3-2: 2005 : Limits for harmonic current emission 

IEC 61000-3-3: 2002 : Limitation of voltage fluctuation and flicker 
in low-voltage supply system 

Immunity:  

EN 60601-1-2: 2001 : Product family standard 

 
TEST LABORATORY 

 

Gene Chang /President 
 
The verification is based on a single evaluation of one sample of above-mentioned products. It does 
not imply an assessment of the whole production and does not permit the use of the test lab. Logo. 
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