
 

 

 

CE DECLARATION OF CONFORMITY
 

Axiomtek Co., Ltd. 

8F., No.55, Nanxing Road, Xizhi District,  

New Taipei City 221, Taiwan 

ISO-9001/ISO-14000/ISO-13485 Certified 

 

Model Name: Medical Panel PC 

 

Type of Equipment(s): MPC102-845 / MPC103-845 / MPC152-845 

 

Applicable Directives EMC Directive (2014/30/EU) 

The Medical Panel PC is class I Medical Devices. 

The classification is based on MDR 2017/745 (Medical Devices Regulation)  

The company obtains ISO 13485 Certificate. 

Restriction of Hazardous substances Directive (2011/65/EU) 

 

Standard(s) of Conformity: EN 60601-1-2:2015 

EN 55011:2009+A1:2010(Group 1, Class B) 

EN 61000-3-2:2014 

EN 61000-3-3:2013 

IEC 61000-4-2:2008 / IEC 61000-4-3:2006+A1:2007+A2:2010 /  

IEC 61000-4-4:2012 / IEC 61000-4-5:2014 / IEC 61000-4-6:2013 / 

IEC 61000-4-8:2009 / IEC 61000-4-11:2004 

EN 60601-1:2006+A1:2013+A12:2014 

Other Test(s):  

 

Axiomtek Co., Ltd. hereby declares that the equipment(s) specified above conform(s) to the Directive(s) and 

Standard(s), when installed and operated in accordance with the specifications set forth by Axiomtek.  
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       3 October, 2018      
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