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Results

Na. Test ltem o Test Result

Specimen 1#. 09 8%
Specimen 20 66 4%
1 Bacterial Filtration EMciency (BFE) Test Specimen 8. 99.4%
Specimen 48 B9 5%
Specimen 5N 80 6%

2 Ditterential Pressure Test ! 26 5 Paicm?

3 Synihetic Blood Penatration Test Specimen 1¥~138 None seen
Specimen 18 5 CFU/g
Specimen 2# 27 CFUfg
4 Microbial Cleaniiness Test Specimen 3#. 13 CFU/g
Speciman 48 10 CFURg
Specimen G 8 CFU/g

Bacterial Filtration Efficiency (BFE) Test

1. Purpose
For evaluating the bacterial filtration efficiency (BFE) of mask.

2. Sample description was given by client

Sample description . Medical Surgical Face Mask
Specification . Flat form aar loop
Lot Number v 20200324

Sample Receiving Date | 2020-04-08

3. Test Method
EN 14883 2019+AC:2019(E) Annex B

4, Apparatus and materials

4 1 Staphylococcus aureus ATCC 6538

i 2 Peplone water,

4.3 Tryptic Soy Broth(TSB)

4.4 Tryptic Soy Agar(TSA),

4.5 Bacterial filiration efficiency test apparatus
4 6 Six-stage viable particle Anderson sampler,
4.7 Flow meters

§. Testspecimen

5.1 As requested by clienl, lake a tolal of 5 lest specimens )
5.2 Prior to testing, condition all test spacimans for @ minimum of 4 h at (21£5)°C and (85£5)%
ralative humidity,

C ] Prane | «B6 (1) 8007 638 Fegicnal Hasd Office:
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8. Test results”

PValue | Poaitive Positive | Megative | Specimen | Spocimen | Specimen | Specimen | Specimen
Control (A) | Control (B) | Control " 20 an 4N s
1 1 B4 0 ] 0 0 1] 0
2 120 240 o 2 2 2 2 2
3 112 204 0 1 0 1 1 1
4 119 2008 o o 0 [V} ) 0
8 1341 1218 0 4 4 9 4 4
6 347 450 0 4 T 7 n Il
Total (T), CFU 2072 2562 < 11 13 13 12 L
_-—-—'_-_-_-=_
e~ i 2.3 x10% (PysPy) | 2 R e
BFE % —f'?_ 99 5 90.4 o0 4 898 865 —
e E.E
Requiremants = 08 'nﬂ
Fis the value of corresponding comected particle counts as specified by the manufacturer of the ;
cascade impactor,
Remarks T is the total of P value for the test specimen.
C is the maan of the total of P value of the two positive controls
il
&
—
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Differential prossure Test

1.Purpose

The purpose of the test was 1o measure the differential pressure of masks.

2. Sample description was given by client

Sample description . Medical Surgical Face Mask
Specification . Flat form ear loop
Lot Number o 20200324

Sample Recelving Date | 2020-04-08

3. Test Method
EN 14683:2010+AC. 2019(E) Annex C

4. Apparatus and materials
Differential pressure lesting instrument

-
-
r

5.Test specimen

—
—

5.1 Test spacimen are complete masks or shall be cut from masks. Each specimen shall be able to ﬁ
provide 5 different circular test areas of 2.5 cm in diameter. | n
5.2 Prior 1o testing, condition all test spacimens for @ minimum of 4 h at (21 £ &) °C and (85 + 5)% relative =
Humiﬂlty E';:I
1
6. Procodure .

6.1 Withoul @ specimen in place, the holder is closed and the differential manometer is zeroed. The
pump is started and the flow of air adjusted to B L/min,

6.2 The pretreated specimen is placed across the orifice (lotal area 4.9cm’, test area diameter 25mm)
and clamped inlo place so as 1o minimize air leaks,

6.3 Due to the presence of an alignment system the tested area of the specimen should be parfectly in
line and across the flow of air,

8.4 The differential pressure is read directly.

8.5 The procedure described in steps 8 1-8 4 is carried out on § different areas of the mask and readings

averaged
Results.
" Average
[ Specimen T'l:"; .T;;l:;l' P ﬂm:l . Requiraments Judgement
1L 271
il 26.6
aw 24.3 28.5 < @0 Pass
A4 280
G 20.5
Chamicabcrobilogy Laboratory Proes «B (31) 8037 &378 Regiomsl Head Office:
TUV SUD Products Tth (Shanghal) Co..  Fax B0 [71) 8137 A4S TOV 800 Certification and Testing
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B34, b, 1060 Dy bl Road, Minhang District  Webpagn  wiwwe buv-gud on N 141 Heng Teng Hoad Bhangha
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Synthetic Blood Penetration Test
1.Purpose

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high
wvalocity.
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/ Qf 11 Synthetic Blood Penetration Test

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high
valocity

2.Sample description was glven by elient

Sample description . Medical Surgical Face Mask
Specification . Flat form ear loop
Lot Numbar 20200324
Sample Receiving Date | 2020-04-08
3.Test Method
IS0 22609:2004
4 Apparatus and materials

4.1 Synthelic blood.

4.2 Tensiometer.

4 3 Synthetic blood penetration lest apparatus
4.4 Targeting plate.

4.5 Air pressure source.

4.6 Ruler

47 Balance,

4 8 Controlled temperature and humidity chamber.

5.Test specimen

5.1 As requested by client, take a total of 13 test specimens.
5 2 Prior to testing, condition all test specimens for a minimum of 4h at (21£5)°C and (B545) % relative
humidity.

8.Procedure

6. 1 Prapare the synthetic blood (40~44 mN/m) for the lesl

6.2 Determine the density of the synthelic blood.

6.3 Fill the resarvoir with new synthetic blood,

8.4 Position the test specimen 30.56 cm (12 in.) from the exit of the canula,

8.5 Sel the reservoir pressure (o the approximate pressure.

8 8 Place the targeting plate approximately 1 cm away from the mask.

8.7 Sel the valve timer to 0.5 8. Collect and weigh the amount of fluid delivered (before the targeting

hole).

6.8 Set the valve timer to 1.5 s. Collect and weigh the amount of fluid delivered (before the targeting

hemicalMicrobialogy Laboratory: Ph «B0 (70) 60T BITS Reglonal Head Difice:
Emr s0o HMITLH {Shanghal) Co.. Fu“ «B80 (21} B037 G5 TUW 500 Certification and Testing
ILid. Email: ipod chem fffwssud on {Caina) Co., Lid.
B-04_ Mo 1509 Dy bui Road, Minhang Ciatret  Webpage: waw bev-aud on Mg, 181 Heng Teng Road Shangha
Shanghal 200 l]i"t-'F' A Chna
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hola).

6.9 Cakculate the difference in weight of the two spurts. For a lest fluid with a density of 1.003, Table 1

gives the target difference in weight plus lower and upper limits for a velocity range within 2% of the
targel
Table 1 Target weight difference

Weight difference for 1s difference in spurt duration (g)

Fluid Pressure
(mmHg) Min. Target Max.

/5]

g

L Vs
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hole).
6.9 Calculate the difference in weight of the two spurts. For a lest fluid with a density of 1.003, Table 1
gives the target difference in welght plis lower and upper limits for a velocity range within 2% of the
target
Table 1 Target weight difference
Weight difference for 1s difference in spurt duration (g)

Fluld Pressure
(mmHg) Min Target Max.

120 3.002 3.063 3.124

6.10 Adjust the reservoir pressure and repeal steps 6.7 to 8.9 until the weight difference is within the
largel range.

6.11 Record the weight difference for the spurts exiling the nozzle.

6.12 Record the pressure in the reservoir

6.13 Set the valve time to 0.5 s. Collect and weigh the amount of fluid passing through the targeting hole

6.14 Set the valve time to 1.5 s. Collect and weigh the amount of fluid passing through the targeting hole

6.15 The difference in weight between the 0.5 s and 1.5 s spurts through the targeting plate shall be ?;
within +2 % ~ -5 % of the difference in weight from the nozzle. "”:E
6.16 If the differential weight is less than 95 % of the weight difference exiting the nozzle, check the aim -—f?-
of the stream to make sure it is passing cleanly through the targeting hole, f
6.17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the o
weight measurements exiting the nozzle (steps 8.7 to £.11). -1
6.18 For standard synthetic blood, the timer duration can be estimated using the formula. i

(p is the density of the test fluid ) t=05+(2xp-gat05s)/(gat15s-gat05s)

6.19 Record the timer setting to use as the starting point for subsequent testing,

§.20 Mount a test specimen on the specimen holding fixture. If the mask contains pleats, spread the
pleats out when mounting the mask onto the fixture to preseni a single layer of material as the target
area.

6.21 Squirt the synthetic blood onto the test specimen for the calculated time. Ensure that the synthetic
blood hits the target area of mask.

6.22 Inspect the inside surface for synthetic blood penetration within 10 8 of squiring the synthetic blood

againsi the target area.

6.23 Report the results (none / penetration) for @ach test specimen al the test pressura,

CromicalMicrobiokogy Laboratory; Pone  +88 (21) 6037 8304 Reghenal Hoad Office:
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Results:
Specimen Test Results® Requiremants Judgemaent
1% None Sean Pass
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