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EU Declaration of Conformity  
 
 
1. Manufacturer:  
 
PEKA Medical GmbH  
 
This declaration of conformity is issued under the sole responsibility of the manufacturer:  
 
PEKA Medical GmbH  
Konrad-Zuse-Straße 2  
42551 Velbert / Germany  
 
2. The subject matter of the declaration is: Filtering Respiratory Protection Half Mask 318  

3. The subject matter of the declaration  
 
described under Point 2. conforms with the relevant  
harmonisation legislation of the Union: PPE Regulation (EU) 2016/425  
 
4. Relevant and harmonised standards applied to  
 
the specification for which conformity is declared: EN 149:2001+A1:2009  
5. The notified body TUV Nord CERT GmbH  
 
has carried out the EU Type Examination (Module C2) on TUV 1 45307 Essen (NB 0044)  
and issued the EU Type Examination Certificate.  
CE 44 206 21151 001 EU  
 
6. PPE is subject to the conformity assessment procedure, conformity with the design type on 
the basis of an internal production check and monitored product tests at irregular intervals 
(Module C2) under the supervision of the notified body.  
 
TUV Nord Cert GmbH (NB 0044)  
 
7. Additional Information:  
 
Signed for and on behalf of: PEKA Medical GmbH  
 
Velbert, 15.12.2021  
 
Stefan Rudolph  
Quality Manager 

    


