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EUROPEAN STANDARD EN 14683
U000 EN 14683

This standard is intended to help facilitate the choice of surgical face masks in the European Market by standardizing
the information and performance data required for the masks.
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There are three test methods used to classify surgical masks:
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1. Bacterial Filtration Efficiency in vitro (BFE) (ASTM F2101-07)

000000BFED O ASTM F2101-070

Test is used to determine the amount of infective agent that is retained by the surgical facemask, which is directly
related to the amount of bacteria released through the mask into the air of the surgical theatre.
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To test, a controlled flow of air containing an aerosol with a controlled concentration of Staphylococcus aureas is
driven through a sample of the surgical mask containing all layers. The average size of the aerosol droplets is around
3.0 Micron. The number of bacteria that passes the sample is compared to the number that passes without the mask
sample.
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A higher BFE percentage indicates a better protection level for the patient against infective agents from the OR staff.
OUOBFEO U OUOOOO0OO0OOOODOODOUOoUoooooooood

Classification:
RN
BFE =>95% TYPE |

BFE =>98% TYPE Il

A different BFE test called the "Modified Green & Vesley" or BFE in vivo has been used frequently in the past.

This test method always provides extremely high values, but does not really differentiate between different quality
surgical facemasks. The BFE in vivo test method is therefore not part of the new EU standard.
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