
Specifications 

Medical device that prevents the spread of airborne particles expelled from the wearer. 

Materials: Nonwoven fabric: polypropylene 
 Aluminium: for nose bar 
Components: 1 Mask: 3 non woven fabric layers. 
 1 Nose bar: malleable, length +/- 14cm, width 0.5cm, for 

comfortable wearing. 

 
 4 lace-up straps: ultrasonically sealed to the mask (no perforations). 
 Bacterial filtration efficacy: > 98% (particles 0.1µ). 
 Differential pressure (breathability): < 29.4Pa 
 Splash resistance: Not applicable 
 Latex free, fiber glass free,  hypo-allergic. 
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type mask type IIR 
Bacterial filtration efficacy: > 98% (particles 0.1µ) 
Differential pressure (breathability):  <  49.4 Pa 
Splash resistance:  to120mmHg in accordance with ASTM F1862 standard 
 - latex free, fiber glass free,  hypoallergic 
Unit presentation,  1 mask non sterile, single use 
Packaging.  Carboard box used as a dispenser  50 or 100 units.  
Labelling;  Product name, size, reference number, lot number, expiry 

date, manufacturer name and addressee, CE marked 
Other requirements: Meets standard EN 14683: 2005/II and IIR: Surgical 

masks. Requirements and test methods 
 


