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Test Report Report No.: GZES200301355802
Date: 2020-06-03

The following sample(s) was/were submitted and identified on behalf of the applicant as:

Applicant: Shenzhen Peninsula Medical Co., Ltd

3F Block A, Building F2, Changfeng Industrial Park, Liuxian 3rd Road,
68# Xin'an Street, Bao'an District, Shenzhen,518100, P.R.China.

Manufacturer: The same as the applicant
Sample Name: Disposable Surgical Mask KX
Lot No. : 202003001 D%
Quantity: 70 PCS
Model/Type Reference:  Flat-type 175mmx95mm \ &
=
Date of Sample 2020-04-08 &
Received: .
Date of Testing: 2020-04-08 to 2020-06-03 é)
The Standards: EN 14683:2019+AC2
Test Items: Bacterial filt l@cie y, Differential pressure, Splash resistance
pressure an% ial cleanliness
Test Result: -Please refer to next page(s)-
Remark: % ISO 22609:2004 testing was performed by SGS-CSTC Standards
hnical Services(Shanghai) Co., Ltd Testing Center(No.CNAS L0599).

‘Z. The EN 14683:2019+AC:2019 Annex B, EN 14683:2019+AC:2019 Annex C
ISO 11737-1:2018 Tests were performed by Taiwan Textile Research

Technical Manager
Medical Laboratory N
SGS-CSTC Standards Technical Services Co., Ltd. Guangzhou Branch
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

Summary of Test Results

Result - ; ;
Test Items Remarks Test Methods Requirements | Verdicts
1# 353
2# 33.6
Differential Pressure EN 14683:2019+AC:2019 | Type
(Palcm?) S Pl Annex C & Pass
44 32.6 N
-
5# 34.0 ,A -
Splash Resistance EN 14683:2019+AC:20 Type IR
1#~32 All P
Pressure16.0kPa | ook pass ISO 22609'20(&;\}% L: 4.0% b
1# 99.7 /'
2# 99.8
Bacterial Filtration EN 146 Kﬁg Type IR
Efficiency (BFE)(%) 3 99.7 nnex >98 Fags
A4 99.8
5 99.8 / ;
14 20 7|
2# <2@
Microbial Cleanliness 34 AN N 14683:2019+AC:2019 | Type IIR Pass
(cfuig) N EN ISO 11737-1:2018 <30
44 <2€)
b5# 20

note: An acceptable r/ limit of 4.0% is met for a single sampling plan when 29 or more of the 32
tested specimen sWo ass results.

N
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

Differential Pressure
1. Test method
EN 14683:2019+AC:2019 Annex C

2. Test principle
The differential pressure is measured by a device. It is required to draw air through a measured surface area
at a constant air flow rate is used to measure the air exchange pressure of the medical face mask material.

3. Test apparatus and materials
3.1 Differential pressure measurement system
3.2 5 masks which conditioned at (21 + 5) °C and (85 + 5) % relative humidity for a mini of'4 h.

4, Test procedure

4.1 Without a specimen in place, the holder is closed and the differential mang
started and the flow of air adjusted to 8 I/min.
4.2 The holder is opened and the test specimen is placed across the 25 ., 7 « ameter orifice (total area 4.9
cm?) between the top and bottom parts of the holder. Then it is clam <- aceUsing a mechanical clamp

with sufficient pressure to avoid air leaks.
4.3 The differential pressure is read directly.
4.4 The procedure described in steps 4.1 to 4.3 is carried out on opriate number) different areas of

the mask and the readings averaged.

roed. The pump is

5. Test results

Test specimens Result (Pa/cm?) /<<e )h{ethods Requirements | Verdicts

1# 353 Nl

2# 33.6 \{
N 14683:2019+AC:2019 i B IR
3# 35.0 P e Pass
Annex C <60
a# 326

o /0"
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

Splash Resistance Pressure
1. Test method
ISO 22609:2004

2. Test principle

A specimen medical face mask is supported on an apparatus. A volume of synthetic blood is sprayed
horizontally at the specimen mask to simulate the scenario of a mask being splashed by a punctured blood
vessel.

3. Test apparatus and materials %
3.1 Synthetic blood penetration testing equipment, air-pressure source, graduated cylinger/ balance,

temperature/humidity recorder, controlled temperature and humidity chamber or_gpace ting plate.
3.2 Synthetic blood, isopropanol.
3.3 32 masks for testing, which conditioned at (21 + 5) °C and (85 + 5) % relative
4 h. =

y for a minimum of

4. Test procedure @
4.1 Conduct all testing in an environment having a temperature o 5) °€/and a relative humidity of (85

+ 10) %.
4.2 Install a clean 12.7 mm long canula with an inside diamgter‘é% m on the front of the pneumatic-
controlled valve.

4.3 Fill the reservoir with new synthetic blood (approxim

4.4 Set the valve time corresponding to the blood press ing assessed in accordance with Table below.
Valve times for,@gndard te'st pressures
/ . .
Pressire (kPa) Velooity (cmis) \\V}Ive time for stand?;til apparatus and fluid
16.0 550 <\l Y 0.66

standard fluid, with a specific gravity of 1. 2 ml of fluid would weigh (2.010 + 0.040) g.

4.6 Place a small droplet (approximately 0.1 ml) of the synthetic blood on the normal inside surface of an
extra medical face mask.

4.7 Remove a specimen;?n the cc%d:tioning chamber. Mount the specimen on the specimen-holding

4.5 The volume of synthetic blood can b?;?\ red by determining the mass using a balance. For the

fixture and position the speci mpact of the synthetic blood to occur in the target area. Position the
end of the pneumatic-contr, _-?!ve at a distance of (300 £ 10) mm from the target area from the
specimen.
4.8 Squirt the sy
the target area o

od onto the specimen medical face mask. Ensure that the synthetic blood hits
ical face mask. Conduct the test within 60 s after removal from conditioning

chamber.

4.9 Insp ing side of the specimen for synthetic blood (10 + 1) s after squirting the synthetic blood
against the targetarea. Note whether any synthetic blood or other evidence of wetness, or both, appears
on theyviewi ide of the specimen using suitable lighting.

4

\\ t the remaining specimens.
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

5. Test results

sp e-!:?ritens Results sp e-lc.;ieriten 5 Results Test Methods Requirements | Verdicts
1# Pass 17# Pass
2# Pass 18# Pass
3# Pass 19# Pass
4# Pass 20# Pass
5# Pass 21# Pass
6# Pass 22# Pass
T# Pass 23# Pass ’
8# Pass 24% Pass 14683:20I1Eg+A pe IIR e
o Pass 25# Pass 1SO 226Q9:20 4 AQL: 4.0%
10# Pass 26# Pass ” <
11# Pass 27# Pass - Yg(‘
12# Pass 28# Pass X}
13# Pass 20# Pass / /S/
14# Pass 304 Pass N
15# Pass 31# ‘\)'a;ss\y
16# Pass 32# /5\% ‘

note: An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32
tested specimens show pass results.

ﬂ

—

)
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

Bacterial Filtration Efficiency (BFE)
1. Test method
EN 14683:2019+AC:2019 Annex B

2. Test principle

A specimen of the mask material is clamped between a six-stage cascade impactor and an aerosol
chamber. An aerosol of Staphylococcus aureus is introduced into the aerosol chamber and drawn through
the mask material and the impactor under vacuum. The bacterial filtration efficiency (BFE) of the mask is
given by the number of colony forming units passing through the medical face mask matégjat expressed as
a percentage of the number of colony forming units present in the challenge aerosol. &

3. Test apparatus and materials -
3.1 BFE test apparatus including six stage cascade impactor, nebulizer, aerosol
pressure gauge, erlenmeyer flasks, peristaltic or syringe pump, vacuum pump:
3.2 Tryptic soy agar, Tryptic soy broth, Peptone water, Culture of Staphy! s aufeus ATCC 6538.
3.3 5 masks which conditioned at (21 £ 5) °C and (85 + 5) % relative h r a minimum of 4 h.

4. Test procedure — \

4.1 Deliver the bacterial challenge to the nebulizer using the peri syringe pump.

4.2 Perform a positive control run without a test specimen. Ipitia cterial challenge by turning on the
vacuum pump and adjust the flow rate through the cascade /mpactor to 28.3 I/min.Deliver the bacterial
challenge for 1 min. Maintain the airflow through the cas i tor one additional minute (total test time
is 2 min). Then remove the plates from the cascade i nsure that each plate is numbered to
indicate its position in the cascade impactor.
4.3 Place fresh plates in the cascade impactor, the,test specimen in place between the first stage of

ber, flow meters,

Repeat the procedure described in 4.2, est area’is 39.5m2.

4.4 Repeat this procedure for each test s

4.5 After the last test specimen has been tés

4.6 Perform a negative control run by passifg

cascade impactor for 2 min.

4.7 Incubate all the plat}?'&? + 2) °C for (20 to 52) h.
c

»perform a further positive control run.
ir, without addition of the bacterial challenge, through the

4.8 For each specimen a trol run, count the number of colonies on each plate and add up the
counts to give the total of'CFU collected by the cascade impactor. Use the “positive hole”
conversion table in aecordaficeiwith the instructions of the cascade impactor manufacturer for stages 3 to 6.

For the two positiy€ « ns, take the mean of the two totals. From the positive control plates calculate
the mean particle APS) of bacterial challenge aerosol using the formula given in B.6 of EN
14683:2019 nex B
MPS=3
4.9 Calcu cterial filtration efficiency (BFE)
qec:lrnen calculate the bacterial filtration efficiency B, as a percentage, using the following
f "
BE ( Cx100
w

C is the’mean of the total plate counts for the two positive control runs;
T is the total plate count for the test specimen.

5. Test results
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Test Report Report No.: GZES200301355802
Date: 2020-06-03

Test specimens Results(%) Test Methods Requirements Verdicts
1# 99.7
2# 99.8
3 99.7 EN 14683:2019+AC:2019 Type IIR Pass
Annex B =298
4# 99.8

5# 99.8 ‘ K&
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Microbial Cleanliness

1. Test method
EN ISO 11737-1:2018 and EN 14683:2019+AC:2019 Annex D

2. Test principle
The bacteria and fungi on the product were collected by the instrument, and then cultured in a petri dish at
the appropriate temperature to count.

3. Test apparatus and materials

3.1 Orbital shaker, balance, biochemical incubator, vertical pressure steam sterilizer, 03 filter.
3.2 TSA plate, SDA with chloramphenicol, extraction liquid (1 g/l Peptone, 5 g/l NaClangd 2 g/ polysorbate
surfactant 20). -

3.3 When 5 samples are selected take the top, bottom and 3 randomly chosen

4, Test procedure P

4.1 Weigh each mask prior testing. The full mask is aseptically remove packaging and placed in
50

a sterile 500 ml bottle containing 300 ml of extraction liquid. \
4.2 The bottle is laid down on an orbital shaker and shaken for 5-m
100 ml of the extraction liquid is filtered through a 0,45 pm filte
viable aerobic microbial count. Another 100 ml aliquot of the,

way and the filter plated on Sabouraud Dextrose agar (S with ¢

m. After this extraction step,
wn on a TSA plate for the total
ction liquid is filtered in the same
ramphenicol for fungi enumeration.

The plates are incubated for 3 days at 30 °C and 7 day ) °C for TSA and SDA plates
respectively.
5. Test results
Test specimens Result (cfu/g) )&r 'y est Methods Requirements | Verdicts
1# 20 NN
2# <2.0
3# 7 B0e EN 14683:2019+AC:2019 TYFLZ{]}IR Pass
4 / Am ' EN ISO 11737-1:2018 -
5# ‘£
A2 ‘. ).0
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Photo documentation:

W Sample description
|
\J Disposable Surgical Mask

-- End of this report--
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