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EN 14683 

Clause Requirement-Test Result - Remark Verdict 

4 Classificanon p 

Medical face mask.s specified in this European Type IIR p 

Standard are classi�ed inlo l.wo types (Type I and 
Type II) aocording to bacterial filtration efficiency 
whereby Type II is further divided according to 
whether or not the mask is splash resistant 

5 Requirements p 

5-1 General p 

5.1.1 The medical face mask is a medical device, gen-
erally composed of a filter layer that is plaoed, 

p 

bonded or moulded between layers of fabric. 

5.1.2 The medical face mask shall have a means by which p 
ii can be fitted dosely over the nose, moulh and chin 
of the wearer and which ensures Iha! the mask �ts 
closely al the sides. 

52 Performance requirements p 

52.1 All tesls shall be carried out on finished products or p 
samples cut from finished products, if applicable in 
their slerile stale. 

52.2 When tested in accordance wilh Annex B, the bac- p 
le rial filtration efficiency (BFE) of the medic-al face 
mask shall confomn to lhe minimum value given for 
the relevant type in Table 1. 

52.3 When tested in aocordance with Annex C, the dif- p 
ferential pressure of the medical face mask shall 
conform to the value given for the relevant lype in 
Table 1. 

52.4 When tested in accordance with ISO 22609 the re-
sistance of lhe medical fa ce mask lo penetration of 

p 

splashes of lquid shall conform to the minimum 
value given for Type IIR in Table 1. 

52.5 When tested according lo EN ISO 11737-1 the bio- p 

burden of the medical mask shall be < 30 dulg tested 
see Table 1). 

52.6 According to the defininon and dassificanon in EN 
ISO 10993-1, a medical face mask is a surface 

p 

device with limited contact 

52.7 Summary of perfomnance requirements p 








