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Declaration of Conformity 
 

Responsible Manufacturer: Laerdal Medical AS 
Seehusens gate 1, P.O. Box 377 
4002 Stavanger, Norway 

Manufacturing site: Laerdal Labs Vienna GmbH 
Lehargasse 1/5 
1060 Vienna 
Austria 

Product Name: Paul 
Product Description Preterm Patient Simulator 
Product Options: 
PHE02 Paul 02 
Accessories:  
HA02 Stethoscope 

 
to which this declaration relates is in conformity with 
EU Council Directives 
2014/53/EU on Radio Equipment (RED) and Council Directive 2011/65/EU on Restriction on the use of certain 
hazardous substance (RoHS), as amended by EU 2015/863 
 
All supporting documentation is retained by the manufacturer. 
 
The conformity is based on the following standards: 
EMC: 

EN 301 489-1 V2.2.3 
EN 301 489-17 v3.2.4 
EN IEC 61000-6-1:2019 
EN IEC 61000-6-3:2021 

Safety: 
EN IEC 62368-1:2020+A11:2020   
EN 62311:2008 

Radio:  
EN 300 330 V2.1.1 
EN 300 328 v2.2.2 
EN 301 893 v2.1.1 
EN 300 440 v2.1.1 
EN 50665:2017 
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