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European Council Directives 93/42/EEC (as amended)  

and 2007/47/EC 

 
Concerning Medical Devices 

 
DECLARATION OF CONFORMITY 

Certificate No: 002 
 

The undersigned, being this company’s designated person 
established in the European Community, declares that the products 

named and listed on this certificate meet the provisions of this 
Council Directive which apply to them and the CE mark may be 

affixed. 
 

General Product Name: Shaker (All Models) 
 

Plant of Manufacture: NCS Industria e Comercio de 

Equipamentos para Saude Ltda1   
Rua Aeroporto, 192 – Chacaras 

Marco Barueri – SP – Brazil 
CEP 06419 260 

 
Intended Use: Respiratory physiotherapy device 

 
Sterile: No 

 

Measuring Function: No 
 

Directive Classification No. 1 
See Annex A for statement of conformance 

 
 

 
Signed:  

 

 
Date: 29/04/15 

 
Name: 

 
Darren Hoe Yung Lam 

 

 

 

Position:  
 

 

Product Design Manager 

 

 

                                    
1 POWERbreathe International Ltd are the Authorised Representatives  
 


