
Basic Face mask overview 



Summary details 

 

 

 

Fluid resistance 120mmHg 

Filtration efficiency BFE 98.5 to 99% 

Filtration efficiency PFE 98.5 to 99% 

Breathability 49 pa/cm² (0.499 mmH2O/cm² 

Flame retardancy Class 1 

Standard compliance EN14683 

Mask type Type II 

TUV certificate Available, within presentation 

CE marked Yes 



Mask Style 



Carton Label 



Box layout 



Box and carton 



Construction 



China National Medical Products Administration (NMPA) 
registration 

Original  
Certificate 

Certified  
Translation 



Declaration of Conformity 



UK Test & Conformity Certificate 

Original  
Certificate 

Certified  
Translation 



ISO 13485 Certification 



Certification to the Medical Device Directive 



USA FDA Certification 



Cytotoxicity Test 



Skin Sensitisation Test - 1 



Skin Sensitisation Test - 2 



Skin Irritation test - 1 



Skin Irritation test - 2 



Test report and Type 1 Standard test data 



Quality Assurance Certificate of Analysis 


