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Your notice of Your reference Diate
31-08-2020 16-09-2020

Analysis Report 20.05211.01

Requred tests :
EN 14683 (2019) + AC EN 14683 - annex B (2019)  Bacterial filiration efficiency
(2019) +AC (2019)
EN 14683 (201%) + AC EN 14683 - anmex C (2019) Medical face masks - Breathability
(2019) +AC (2019) (differential pressure)
EN 14683 (201%) + AC IS0 22609 (2004) Medical face masks - Splash Test
(2019)

IS0 10993-5 (2009) Crytotoxicity
EN 14683 (201%) + AC EN 14683 - §5.1.5 (2019) Microbial cleanliness on mazks
(201%) AC (2019)
Sample 1d Information given by the chient Date of receipt
T2018458 SMIE-010 31-08-2020

Svhie Niessen

Order responsible

This mepert may be reproduced, as long 2s it is prevented in it entire form, without writen permizsion of Cenexbal.
Tha resutts of the anabyds cover the received samples. Canbexbel s not respomsibles for the repressnttivensss of the sanples.
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nﬂm Analysis Report 200521101
Date 16-09-2020
T E X P 530

Reference: T2018458 - SMIIR-010

Bactenal filiration C1en

Date of ending the test
Standard used
Product standard

Number of tested masks :

BFE Area tested :

Masks condiioming :

Side of the mask in contact with
the bactenial challenge :
Challenge bactenial stram used :
Bactenal challenge per test
Total test time :

Flow rate :
Positive control
Negative control

03-09-2020
EN 14683 - annex B (2019) + AC (2019)
EN 14683 (2019) + AC (2019)

5

=49 cm®

21 +£53*Cand 85+ 5% EH
Inner side

Staphylococcus aureus ATCC6538

1700 - 3000 CFU

1 min delivening challenge + 1 min. without challenge (air
flow contmung)

283 I'min.

Tests performed with no filter material in the air stream
Test performed without challenge

Performed in the microbiolegical lab under the responsibility of Teethe Eogister
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Analysis Report 20.05211.01
Date 16-08-2020

Page 10/30

Results

B = Bactenal filtrahion efficiency (%)

€-T
B = { ) X 100
i
With C = mean of the total plate counts for the positive control mmns
T = total count for the tested mask
# Mask B (%)
1 993
2 =099
3 99.9
4 09.9
5 99.9
Mean particle size of the bactenal 2.7 pm
challenge aerosol :
Conirols
Mean positive controls 2276 CFU
Negative control =1CFU

Note

The performance requirements for medical face masks according fo EN 14683 (2019) + AC
(2019) is :

Test Type I Type IT Type ITR

{BFE) Bacterial filiration efficiency (*a) =05 =08 =08

Performed in the microbiolegical lab under the responsibility of Tvette Rogister
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nﬁm Analysis Report 20.05211.01
Date 16-08-2020
T E X e 110

Reference: T2018458 - SMITR-010

Medical face masks - Splash Tesi

Date of ending the test 02-09-2020

Standard used IS0 22609 (2004)
Product standard EIN 14683 (2019 + AC (2019
Number of tested masks : 32

Blood surface tension 42 + 2 dynes'cm

Volume of the delivered blood 2ml

Distance "canula-mask” 0+1lcm

Side of the mask "impacted” Outer side

Masks condifioning - 21 £5°C and 85 = 3% RH
Results

Blood pressure tested 16.0 kPa

Controls

Blood visnahisation on the mask OK
Cabibration procedure OK
Control of the blood volume delivered (2 ml)

- before the fest : OK

- after 16 masks : 0K

- after 32 masks : OK

Performed in the microbiolegical lab undsr the responsibility of Yvette Rogister
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nnm Analysis Repert 20.05211.01
Date 16-09-2020
T E X P 23

B EL

Resulis obtained on the sef of masks

# Mask Results : pass / fail
1 Fail
2 Pass*
3 Pass*
4 Pass
5 Pass*
] Pass*
7 Pass*
B Pass*
8 Pass
10 Pass*
11 Pass*
12 Pass*
13 Pass*
14 Pass*
15 Pass*
16 Pass*
17 Pass*
18 Pass*
19 Pass*
20 Pass*
21 Pass
22 Pass*
23 Pass*
24 Pass*
25 Pass*
26 Pass
27 Pass*
28 Pass*
29 Pass*
30 Pass
il Pass*
32 Pass*

* A blood spot 15 observable but the blood doesn't seem to penetrate the last layer even after the
10 5 requred by the standard Nevertheless after more than 10 s a penetration 1s obtained.

Performed in the microbiological lab under the responsibility of Yvette Rogister
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Summary PF=160kPa

nnm Analysis Report 20.05211.01

Number of "Pass" masks

Number of "Fail" masks

31

1

Pazs = no blood detected on the observed side
Fail = blood detected on the observed side

Date 16-09-2020
Page 13/30

In agreement with the customer the number of tested mask has been determined based ona
single sampling plan providing an AQL of 4 % (acceptable quality limit).

If 29 masks or more over 32 obtain a "Pass” result the 4% AQL 15 reached.

Note

The performance requirements for medical face masks according fo EN 14683 (2019) + AC

(2019) is :

Test

Tvpel Twvpe IT

Type IR

Splash resistance prassure (kPa)

Mot required Mot required

=16

Performed in the microbiolegical lab under the responsibility of Yvere Fogister
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anm Analysis Report 20.05211.01
Date 16-09-2020
T E X P 195

Reference: T2018458 - SMIIR-010

Medical face masks - Breathallity (differential pressure

Date of ending the test 03-09-2020

Standard used EN 14683 - ammex C (2019) + AC (2019)
Product standard EN 14683 (2019 + AC (2019

MNumber of tested masks - 5

Number of areas per mask 5 (see figure)

Dimension of the areas - Disc whose diameter 15 2.5 cm

Surface areas : 4.9 cm®

Flow rate B l'mun.

Direction of the air flow - From the mside of the mask to the outside
Masks condifioning : 21+5°C and 85+ 5% RH

Figure : Distnbution of the areas in the mask

1 ———* (Metal) nasal stnp

o
YR

Performed in the physical lab Grace-Hollogne under the responsibility of Jean Leécnard
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Analysis Beport 20.05211.01

Drate 16-09-2020
Page 1530
Results AP
Mask 1 Maszk 2 Maszk 3 Mazsk 4 | Mask 3
Area A 603 613 60.5 65.8 58.1
Area B 644 61.7 65.4 39.7 61.9
Area C 50.7 619 56.0 39.7 522
AreaD 552 5935 60.3 354 58.9
Area E 56.0 589 597 38.1 583
Average AP (Pa/cm’) 5.3 60.7 6.4 59.7 57.9
Note -

The performance requirements for medical face masks according fo EN 14683 (2019) + AC

(2019) is -

Test

Type 1

Type IT

Type [IR

Differential pressure (Pa/cm’)

= 40

=40

= 6l

Performed in the physical lab Grace-Hollogne under the responsibilicy of Tean Léenard



