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Overview 

Manufacturer 

the test devices 

Report No.: 

Model Name.: 

Anhui Yimeijian Medical Supplies Co.LTD 
No.8, North Feilong Road, Xinjie Town, Tianchang City, Anhui 
Province, China 

Medical Face Masks 

CSTBE20030005 

YMJ1, YMJ2, YMJ3 

Signatures 

Tested by 

Supervised by 

Approved by· 
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Microbial cleanliness (Bioburden)Test 

Summary. 

To dete「mine the mask's bioburden according to EN ISO 11737-1 :2018, refer to the procedu「e as 

described in Annex D of EN 14683:2019 

Test procedure 

Weigh each mask prior testing. The full mask is aseptically 「emoved from the packaging and placed in a 

sterile 500 ml bottle containing 300 ml of extraction liquid (1 g/1 Peptone, 5 g/1 NaCl and 2 g/1 polysorbate 

surfactant 20 [e.g. ween 20, Alkest TW 20]) 

The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. Afte「 this extraction step, 

100 ml of the extraction liquid is f仆tered through a 0,45µm filter and laid down on a TSA plate for the total 

viable aerobic microbial count. Another 100 ml aliquot of the same extraction liquid is filtered in the same 

way and the f仆ter plated on Sabouraud Dextrose agar (SDA) with chloramphenicol for fungi enume「ation

The plates are incubated for 3 days at 30 °C and 7 days at (20 to 25) °C for TSA and SDA plates 

「espectively

Type of test Article: 

Test Article quantity: 

YMJ1 

5 pcs 

_
，

T

Result: 

Test Article Num Weight (g) Ae「obic Fungal Total Total 

CFU/mask CFU/mask Bioburden (CFU/mask) Biobu「den (CFU/g) 

1 3 1 22 21 43 13.9 

2 3.1 22 20 42 13.5 

3 3 1 22 21 43 13.9 

4 3.0 19 20 39 13.0 

5 30 20 21 41 13.7 
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Table 3 

When tested according to EN ISO 11737-1 :2018 the bioburden of the medical mask shall be:::; 30 

CFU/g 
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Microbial cleanliness (Bioburden)Test 

Summary: 
To determine the mask's bioburden acco「ding to EN ISO 11737-1:2018, refer to the procedure as 
described in Annex D of EN 14683:2019 

Test procedure 
Weigh each mask prio「 testing. The full mask is aseptically removed from the packaging and placed in a 
sterile 500 ml bottle containing 300 ml of extraction liquid (1 g/1 Peptone, 5 g/1 NaCl and 2 g/1 polysorbate 
surfactant 20 [e.g. ween 20, Alkest TW 20]) 
The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 
100 ml of the ext「action liquid is f仆te「ed through a 0,45µm filter and laid down on a TSA plate for the total 
viable aerobic mic「obial count. Anothe「 100 ml aliquot of the same extraction liquid is filtered in the same 
way and the f仆ter plated on Sabouraud Dextrose agar (SDA) with chloramphenicol fo「 fungi enumeration 
The plates are incubated for 3 days at 30 °C and 7 days at (20 to 25) °C for TSA and SDA plates 
respectively. 

Type of test Article: 
Test Article quantity: 

YMJ2 
5 pcs 

、

/Y

Result: 
Test Article Num Weight (g) Aerobic Fungal Total Total 

CFU/mask CFU/mask Bioburden (CFU/mask) Bioburden (CFU/g) 
1 30 19 18 37 12 3 
2 3.1 24 21 45 14.5 
3 3.1 26 21 47 15.2 
4 3.0 21 19 40 13 3 
5 3.1 22 20 42 13.5 
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Table 6 
When tested according to EN ISO 11737-1 :2018 the bioburden of the medical mask shall be::;; 30 
CFU/g 
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Microbial cleanliness (Bioburden)Test 

Summary. 
To determine the mask's bioburden according to EN ISO 11737-1 :2018, refe「 to the procedure as 
described in Annex D of EN 14683:2019 

Test procedure 
Weigh each mask prior testing. The full mask is aseptically removed from the packaging and placed in a 
sterile 500 ml bottle containing 300 ml of extraction liquid (1 g/1 Peptone, 5 g/1 NaCl and 2 g/1 polyso「bate
surfactant 20 [e.g. ween 20, Alkest TW 20]) 
The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 
100 ml of the ext「action liquid is f仆tered through a 0,45µm f仆te「 and laid down on a TSA plate for the total 
viable aerobic microbial count. Anothe「 100 ml aliquot of the same extraction liquid is filtered in the same 
way and the filter plated on Sabouraud Dextrose agar (SDA) with chlo「amphenicol for fungi enumeration 
The plates are incubated for 3 days at 30 °C and 7 days at (20 to 25) °C for TSA and SDA plates 
「espectively

Type of test Article: YMJ 3 
Test Article quantity: 5 pcs 、

Result: 
Test Article Num Weight (g) Aerobic Fungal Total Total 

CFU/mask CFU/mask Bioburden (CFU/mask) Bioburden (CFU/g) 
1 3.2 25 17 42 13.1 
2 3.1 20 19 39 12.6 
3 3.2 21 20 41 12.8 
4 3.1 22 18 40 12.9 
5 3.1 19 20 39 12.6 
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Table 9 
When tested according to EN ISO 11737-1:2018 the bioburden of the medical mask shall be :s 30 
CFU/g 
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