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Date - JUL. 15, 2020

| Medical Devices Co., Ltd.

PROVINCE, CHINA

The following merchandise was submitted and identified by the applicant as:
Product Description: Disposable face mask for medical use

We have tested the submitted sample(s) as requested and the following results were obtained:
Test Requested: 1. ASTM F2101:2019
EN 14683:2019 Annex C

3. ASTM F1862/F1862M-17
4. 16 CFR Part 1610
5. ASTM F2299:2017

Test Method & Result:  ---See following sheet(s)---

Date of Receipt : APR. 01, 2020
Testing Period : APR. 01, 2020 ~ MAY 12, 2020

Note: 1. The ASTM F2101:2019, EN 14683:2019 Annex C, ASTM F1862/F1862M-17 and 16 CFR
Part 1610 tests were performed by O.S.H. CO., LTD. Respirator Test Center.
2. The ASTM F2299:2017 testing was performed by Taiwan Textile Research Institute.

Signed for and on
jwan Ltd.
|
"‘Lf’“l.,,a-r

Sturm Su
Asst Manager
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Test Method & Result:
1. ASTM F2101:2019:
Test Methods Test Item Test Results
1. Testing Sample Number: o1 -
2. Test surface : Outside 02 98.2
3. Test Area: 49 cm’ Bacterial filtration efficiency
4. Flow rate duripg testing: 28.3 Liter/min (BFE) % 03 98.1
5. Counts of positive control: 2673 CFU
6. Counts of negative control: 0 CFU 04 98.4
7. Average size: 3.3 uym 05 976
6 Stage Colonies count of each stage
Stage 1 Stage 2 Stage 3 Stage 4 Stage 5 Stage 6 |Total colony count

Sample No. (7um) | 4.7pm) | 33 um) | (2.1 pm) | (1.1 um) | (0.65 um) (CFU)

01 1 1 1 6 37 4 50

02 0 0 0 3 40 4 47

03 0 0 0 1 49 1 51

04 0 0 3 4 35 0 42

05 2 1 2 6 49 3 63

2. EN 14683:2019 Annex C:

Test Methods Test Item (nrffrftlfz eg;lclltsz) Ti%ﬂi‘:lg;ts

01 3.53 34.60

1. Testing Sample Number: 02 3.36 32.90

2. Test Flow Rate : 8.03 Liter/min Differential 03 348 3411

3. Pre-Conditioning: Minimum of 4 hours ressure o4 358 3510
at (2145) °C and (85%5) % relative p : :

humidity. 05 3.42 33.56

Avg. 3.47 34.05
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3.ASTM F1862/F1862M-17:

Test Methods Test Item Test Article | Synthetic l?lood
Number Penetration
1. Testing Sample Number ,
2. Test Side : Outside Synthetic 120 H
3. Pre-Conditioning : mmbg
r.e : n P o Blood (16.0 kPa) 01-32 None Seen
Minimum of 4 hours at (2115) C . .
d (85+5) % relative humidity (RH) Penetration |(As per client
an 15) % relative humidity i requested)
4. Test Conditions : 23.9 Cand Resistance
47.4% RH
4.16 CFR Part 1610:
Test Methods Test Item .
Results
1. 16 CFR Part 1610 01 DNI

Step 1 - Testing in the original state.
Step 2 - Refurbishing and testing after
refurbishing, was not performed. 02
2. This 16 CFR Part 1610 standard specifies that
10 replicates are to be tested it, during preliminary testing,
only 1 test article exhibits flame spread and it is less than 3.5 Flammability of
seconds or the test articles exhibit an average flame spread Textiles (s) 03 DNI
less than 3.5 seconds. Five replicates are to be tested if no
flame spread is observed upon preliminary testing, if only 1
test article exhibits flame spread and it is equal to or greater 04 DNI
than 3.5 seconds, or if the average flame spread is equal to or
greater than 3.5 seconds. In accordance with the standard, 5
replicates were tested for this study.
3. Testing Sample Number : 05 DNI

DNI

Note :

1. This test report is the test result issued by the testing institution as requested by the consignor.
2. DNI = Test Article did not ignite

3. Test Criteria for Specimen Classification (See 16 CFR Part 1610.7):

Class Plain Surface Textile Fabric
1 Burn time = 3.5 seconds
2 Not applicable to plain surface textile fabrics
3 Burn time <3.5 seconds
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5. ASTM F2299:2017
Test Methods Test Item Test Results
01 95.27
02 95.17
Sfub—l\./hcron .P'flrtlculate 03 95.26
Flow rate: 28.1 (Liter/min) Filtration Efficiency (%)
(0.1 pm PSL) 04 95.30
05 95.11
Ave 95.22
Note -

1. The test report merely reflects the test results of the consigned matters of the client

and is not a certification
2. The content of this report is invalid if it is not presented as the entire report.
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Photo A: Appearance of the sample Photo B: Appearance of the sample
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Photo C: Appearance of the sample

Photo D: Appearance of the sample

Photo E: Appearance of the sample

---End of Report---
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