
Applicant:
Address:

AF STUDIO S.R.L.
VIA GIORGIO SIDNEY,4-43126 PARMA(PR)-ITALY

Microbial cleanliness M

Date Received/Date Test Started: 2020-08-01

Information confirmed by applicant:
CAMPIONE CURAMELT SMS 70      
Quantity: 70 pieces
Model: SURGICAL MAKS
------------------------------

Conclusion:

Note:  "M"-Meet the standard's requirement  "F"-Fail to meet the standard's requirement  "---"-No comment
Remark:
All the tested items are tested under the standard condition (except for indication).    
Copies of the report are valid only re-stamped.  
The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.

Standard  Adopted: 
EN 14683:2019+AC:2019  <Medical face masks-Requirements and test methods>

Approved By:

ZiShan Guo Senior Engineer
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No:

Test method:
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Pressure steam sterilizer

Test environment monitoring: total bacteria: 0 CFU/plate, total fungi: 0 CFU/plate, blank experiment: aseptic growth

Biosafety cabinet

Test environment temperature: 24.5℃, Relative humidity: 56.0%

Electronic balance

Test Report

20R004117

Microbial cleanliness

EN ISO 11737-1:2018, Membrane filtration

Test principle:

Test equipment:  

The environmental conditions of the laboratory and test condition: 

Take the required samples from the original packaging. Weigh a certain amount of sample and placed in a sterile

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

is filtered through a 0.45 µm 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 filter plated on Sabouraud Dextrose

agar (SDA) for fungi enumeration. The plates are incubated for 3 days at 30℃ and 7 days at (20 to 25)℃ for TSA and

SDA plates respectively.   The total bioburden is expressed by addition of the TSA and SDA counts.

Constant temperature incubator



No:

Results:

20R004117
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3.9 22

Classification Conclusion

Type ⅡR Pass

Microbial

cleanliness

(CFU/g)

Bacteria

(CFU

per

mask)

3.9 23

Requirement

(CFU/g)

≤30

EN

14683:2019+AC:20197 30 8

9 31 8

Sample

1

2

3

4

5

3.9 21 7 28 7

3.9 20 9 29 7

Weight

(g)

3.9 23 5 28 7

Microbial

cleanliness

(CFU per

mask)

Fungi

(CFU

per

mask)



Applicant:
Address:

AF STUDIO S.R.L.
VIA GIORGIO SIDNEY,4-43126 PARMA(PR)-ITALY

Differential pressure M

Date Received/Date Test Started: 2020-07-09

Information confirmed by applicant:
Campione curamelt sms 70  
Quantity: 1 bag
Type: melt-blown fabric
------------------------------

Conclusion:

Note:  "M"-Meet the standard's requirement  "F"-Fail to meet the standard's requirement  "---"-No comment
Remark:
Test material,tested and judged by EN 14683:2019+AC:2019 as per client's requirement.
All the tested items are tested under the standard condition (except for indication).    
Copies of the report are valid only re-stamped.  
The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.

Standard  Adopted: 
EN 14683:2019+AC:2019  <Medical face masks-Requirements and test methods>

Approved By:

ZiShan Guo Senior Engineer
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Issue Date: 2020-07-17

Verification Code: UUQR-4527-14

Verification Website: www.gttc.net.cn

No:20R003377
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No:

Test method:

General location of the areas of the mask the differential measurements: specimen center

Test equipment:

Test principle:

Air flow: 8 l/min

Test Report
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EN 14683:2019+AC:2019 Annex C

Differential pressure

The environmental conditions of the laboratory and test condition:

GTTC-YLC-1 Apparatus for measuring differential pressure

This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the

air exchange pressure through a measured surface area at a constant air flow rate.

Pretreatment:  Condition each specimen for a minimum of 4 h by exposure to a temperature of (21±5)℃ and a relative

humidity of (85±5)%
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No:

Results: 

Differential pressure
24.5 25.3 25.7 25.1 23.9

Average 120 124 126 123 117

Bottom right 133 136 128 136 93

Top right 95 129 109 112 146

137 135 142 149 91

150 120 119145Middle

1 2 3 4 5

103 97 135

Bottom left

＜60

EN 14683:2019+AC:2019

Type ⅡR Pass

Requirement

Measured

value

(Pa)

Top left 90 98

122
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ConclusionSample Classification

20R003377
























