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EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods

ClauseTest Items/requirement Test Result Summary

5Requirements
5.2 Performance requirements

5.2.2Bacterial filtration efficiency (BFE) > 98%
5.2.3Breathability (Differential Pressure) < 40Pa/cm’
5.2.4Microbial cleanliness (Bioburden) <30 cfu/g
5.2.5Summary of performancerequirements See Table 1

Table 1 Performance requirements for medical face masks

Characteristics Type 1 2 Type 11 Type IIR
Bacterial filtration efficiency (BFE), % >95 >98 >98
Differential pressure, Pa/cm’ <40 <40 <60
Splash resistance (kPa) * Not Required Not Required >16.0
Microbial cleanliness (cfu/g) <30 <30 <30

i Type I medical face masks should only be used for patients and other persons to reduce the risk of spread of infections
particularly in epidemic or pandemic situations. Type I masks are not intended for use by healthcare professionals in an
operating room or in other medical settings with similar requirements.

- An acceptable quality limit of 4,0 % is met for a single sampling plan when 29 or more of the 32 tested specimens show
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TABLE: Breathability(Differential pressure)

Test Specimen Differential pressure for each test The svermged difmetial
number-test area number area (Pa/ cm’ ) presmfre o ;est
specimen(Pa/cm” )

1-1 26.3

1-2 29.5

1-3 27.0 27.0

1-4 257

1-5 26.4

2-1 26.8

2-2 26.6

2-3 MY 27.0

2.4 28.9

2-5 25.1

3-1 25.5

3-2 30.5

3-3 26.6 27.7

3-4 26.7

3-5 29.0

4-1 29.9

4-2 28.8

43 28.9 28.7

4-4 28.2

4-5 27.5

5-1 25.3

5-2 29.1

5-3 28.6 27.1

5-4 29.1

5-5 23.3
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- Photo of test location:

Result 3 Microbial cleanliness (Bioburden) (EN 14683:2019+AC:2019 Annex D)

Test Methods

Bioburden

The analyses were performed according to EN 14683:2019+AC:2019 Annex D and ISO 11737-1 2018
Test Results

Article Number Mask Weight/g Total Bioburden, Total Bioburden,
cfu/mask cfu/g
1 3.0 31.8 10.6
2 310 s 10.9
3 3] 444 14.3
4 3.0 39.6 132
5 S0 22.8 7.6
NianodraUreayeiement” : <30 ctu/g
Note:

I. cfu= Colony Forming Units

2.  Extraction method:by stomacher at 250rpm for 5 minutes

3. EN 14683:2019+AC:2019 -Medical face masks - Requirements and test methods - Performance
requirements for medical face masks - Microbial cleanliness
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