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Products OQ 0\ A TUVRheinland®
Pri]fbericht-h\(% 60374888 001 A s-Nr.: 244238776 Seite 1 von 17
Test Report No.: P r No.: Page 1of 17
Kunden-Referenz-Nr.: 2158884 OVAuftragsdatum: 19.05.2020 q
Client Reference No.: \./~Order date: O\

Hunan Luzhou Huikang Development Co., Ltd. ‘O
é;;;tr'"ta_ggeber: Xiangshang w rial Park, Guanxia County Suining, Hunar@kﬁm China
; R X
Prifgegenstand: Prote?@é\lé.ace Mask for Medical Use 0‘
Test item:

O

Bezeichnung / Typ-Nr.:
Identification | Type No.:

Folding L (16 cmx10 cm), Type lIR

A
\/\}

&> &

S

Auftrags-Inhalt: Type test %’Q

Order content: RQ

Prufgrundlage: N \'
gruncdlage: EN 14683:2019+AC:2019 (e for Clause 5.2.6 Biocompatibility) D

Test specification: O

Wareneingangsdatum: 19.05.2020

Date of receipt:

o

@m uster-Nr.:
0)-Test sample No.:

A002829841-001

Priifzeitraum: 20.05.2020 to

Testing period: 04.06.2020
Ort der Priifung: See page 3
Place of testing:

Priiflaboratorium: TUV Rheinland

Testing laboratory: (Shanghai) Co., Ltd.

2>

Priifergebnis*: Q{*

 The test report consists of EN 14683 test reportii ing this cover page (17 pages).
Clause 5.2.6 Biocompatibility is not evalua% IS report.

N

Pass
Test result™. \\
.. N - .
gepriift \@\ﬁtested by. kontrolliert von / reviewed by:
09.06 Rainbow Pan/PE = 09.06.2020 Xiaojun Ding/Review er X/“ ) = LDy
QM\ Name/Stellung Unterschrift Datum Name/Stellung Unterschrift
, Date Name/Position Signature {\Q Date Name/Position Signature
NSdnstiges/ Other. \)

Prufmuster wollstandig und unbeschadigt

Zustand des Prﬁfgegensti}ﬁ%s bei Anlieferung:
Test item compigte and undamaged

Condition of the test item at Welivery.

* Legende: 1=sehrgut \/7= gut 3 = befriedigend 4= ausreichend 5 = mangelhaft
P(ass) = ents@to.g. Prifgrundlage(n)  F(ail) = entspricht nicht o.g. Prifgrun ) N/A =nicht anwendbar N/T =nicht getestet
Legend: 1=veryg 2 =good 3 = satisfactory ¢ 4 = sufficient 5= poor
P(ass) ed a.m testspecification(s)  F(ail) = failed a.m test specificatig/y's) N/A = not applicable N/T = not tested
Dieser Pxiifbeticht bezieht sich nur aufdas o.g. Priiffmust darf ohne Genehmigung der Priifstelle nicht
aus eise vervielfaltigt werden. DieserBericht berechtigt nicht zur Verwendung eines Priifzeichens.
This test repoytonly relates to the a. m. test sample. Without p ion of the test center this test report is not permitted to
voa be duplicated in extracts. Thj report does not entitle to carry any test mark.

TUV Rheinland (Shanghai) Co., Ltd. TUV Rheinland Building, No. 177/kane 777, West Guangzhong Road, Jing’an District, Shanghai 200072, P.R. China
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EN 14683:2@&4-AC: 2019 Q
MedicalMace masks — QN
Requiremgits and test methods ALY
Report Reference No.................. . Sef\ddver page N
Date of issu€.......ccceeevruirrniinnnennns : e cover page \2\
Total number of pages................ \ See cover page O0

A

\v

Testing Laboratory..................... :
Address.......coeoiieiiiiiiirrcreeeas :

TUOV Rheinland (Shanghai) Co.@?

No.177, 178, Lane 777 West @angzhong Road, Jing'an District,

Shanghai, China

‘\\’b'

Applicants name....................... :

Hunan Luzhou Hui@evelopmem Co., Ltd.

Address.......ccooeiiiiiiiiiinnieneeennn . Xangshang IndustrigiPark, Guanxia County Suining, Hunan \}
422601 China A
Test specification: /\>‘
Standard.........ccoeeeiiiiiiie : EN14683:2019+AC:2019 \/0
<®t ProCedUIE. ......cevvereeerereraeens : Typetest (O'Q
\Lib' Non-standard test method............ N/A 3
\)3 Test Report Form No................... - EN 14683:2019+AC:2019_A \2\\’
\2\ Test Report Form Originator....... : TUVRh (S2) \
00 Master TRF.......ccoviiiieieeennes : 2020-03
> Test item descripiion.ii: ........... :  Protective Face Mask for Medical Use
Trade Mark.............&8)cceeenneen
v [
. @'Q Xma ) Q
N2 >
Manufactl{?;)} ......................... Same as applicant \\
Modell'l'@e reference................. : FoldingL (16 cmx10 cm), Type IR
C|a§e@ation ............................. . TypellR
v
N s
& &
\ N

QMF-RT-33008SHG

Revisi umber: 1.0

%

Effective da@o-03-1 2
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List

of Attachments (including a total number of pages in each attachment):

N/A

\/\J‘

O N
(% N
SN R

\

Summary of testing:

Tests performed (name of test and test clause): Testing Iqé%n:

Construction check was performed according to:
Clause 5.1.1 Materials and construction;

TOV Rhe¥filand (Shanghai) Co., Ltd.
No. 178, Lane 777 West

Clause 5.1.2 Design zhong Road, Jing'an District,

nghai, China
N

Other tests were performed:
Clause 5.2.2 Bacterialfiltration efficiency;
Clause 5.2.3 Breathability;
lause 5.2.4 Splash resistance;
Olause 5.2.5 Microbial cleanliness (O'Q

Pony Testing Group Shanghai Co.
2/3/4/6/F ., Building 35, No.680, Gl&g
Road, Xuhui District, Shanghai\C/'

Note: All tests listed as above have been conducted in the @

competent external lab under the supenision of a TUV
engineer.

4
o
Ny

N

Copy of marking plate

rized by the respective NCBs that own these marks.

T@;@Yvork below may be only a draft. The use of certification marks on a product must be

gabel: Qq

For2 :
or 2 pcs @"

QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12
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€

X a Protective Face Mask for Medical Use (Non-sterile )

MD

Type/Specfiction : Folding L ( 16 cmx10 cm ) EN14683:2019

Instruction for use : Type IIR
1.0pen the packaging pouch and take out the mask.

2.Place the side of nose clip upward. Secure the two sides of the mask straps to the right head position

3 .Press the nose piece to fit the bridge of the nose, then press the nose piece and pull the lower end of the mask to the lower jaw

¢,
,l

E 4 Adjust the mask so that it covers the bridge of the nose to the lower jaw in order 10 get the best protection effect
(=} p
S 3 S (308) cal3
) e v Z1)
b £ ¥ | AR 4 L g ws o
- 2 o
3 Intend Use :
Intend to the protection of medical workers and related personnel against airborne respiratory infectious diseases.
It should not be used for isolation of critical care areas (rooms) and other places with strict control of microbial indicators.
Cautions :
1.Check the package completenes. the label, manufacturing date and expiry date before using
2.D0 not use if the package damaged
3 Make sure that the mask covers the norse and lower jaw 1o obtain the best protective effect.
4.Single use products, discard afier use according 1o the requirements of the hospital and environmental protection department
5.Caution for those allergic to fabrics; Do not d for hypoxia and explosive gas environment;
6.Replaced the mask every day in gencral situation Replaced every 6-8 hours in the ward : If the mask s damaged. wet or dirty, please replaced
immediately; Please use as soon as possible after opening
Period of validity : 2 years.
Manufacturer Information European Representative Information
198.00 mm
\*
For 5pcs:
2.00jmm «‘
d X ] . . .
e Protective Face Mask for Medical Use (Non-sterile )
MD|
Type/Specfiction : Folding L ( 16 cmx10 cm ) EN14683:2019
7.0 Instruction for use : Type IIR
LO¢mm 1.Open the packaging pouch and take out the mask
2.Place the side of nose clip upward. Secure the two sides of the mask straps to the right head position
3 Press the nose piece to fit the bridge of the nose, then press the nose piece and pull the lower end of the mask to the lower jaw
E 4 Adjust the mask so that it covers the bridge of the nose to the lower jaw in order 10 get the best protection effect
(=} p
S 3 3 (o) cal3
© 29 2>
b £ ¥ | AR 4 L g ws o
> 2
3 Intend Use :

Intend to the protection of medical workers and related personnel against airborne respiratory infectious diseases.
It should not be used for isolation of critical care areas (rooms) and other places with strict control of microbial indicators.

Cautions :

1.Check the package completenes. the label, manufacturing date and expiry date before using

2.D0 not use if the package damaged

3 Make sure that the mask covers the norse and lower jaw 1o obtain the best protective effect.

4.Single use products, di: ording to the requirements of the hospital and environmental protection department

5.Caution for those allergic to fabrics; Do not d for hypoxia and explosive gas environment;

6.Replaced the mask every day in general situation Replaced every 6-8 hours in the ward : If the mask is damaged. wet or dirty, please replaced
immediately; Please use as soon as possible after opening

d after use

Period of validity : 2 years.

Manufacturer Information

European Representative Information
w Huna : -

\

198.00 mm

&> &

%

QMF-RT-33008SHG

Revisio er:1.0

E ffective date: 0-03-12
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Remark:

Box:
 365x245x255mm

b4

for

Hunan Luzhou Huikang Development Ca. Ltd.

The label of 5pcsis totally same as the label o@ts

O

\%
)

Q
@0

Mask for

Hunan Luzhou Huikang Development Co. Ltd,

except for different quantities of pack

ing.
N\
.&_’0'

EN14683:2019
Type TR

"4

Protective Face Mask for Medical Use
( Non-sterile )

maoeincuina CE R

"4

[— Srotect Face Mase for Megical Use

Type IR

Folding L{ 1bcmlen

L8]
Protective Face Mask for Medical Use
( Non-sterile )

EN14683:2019

maoeincuina C€ R

o moe than 8% o
versistedt s forbidders to tse it # the smal package it
amaged and there s any foreign matter n e package

Youne r—
A [ 11 4 i

<>,)
>

Package:

745X505X530mm
K WeUIBpRIL SHOWR] URUNH
b 4

X !

EN14683: 2019
Type IR

Protective FaceNMask for Medical Use

€

5
N7 -

O

including in final

Qo
&
NS

' X
A )Jjewapels| snowe4 ueuny
b4

EN14683: 2019

Protective Face Mask for Medical Use
o eoe

Type Folding

>
Q
@0

8! 745X505X530mm

MADE IN CHINA

\2\0

>

Remark: According to@'mation from applicant, there are 2pcs and 5pcs medical face masks
ackage during mass production.

O

QMF-RT-33008SHG

@0

Re\/g'o\r\/@{er: 1.0
Q"Zr

0

E ffective date: 0-03-12
Q
0@

\
NS
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| N
Front view of face mask: » Q
' O

Bck view of face masl

|

%,

\Q'
QMF-RT-33008SHG Revisio er:1.0 E ffective date: 0-03-12
\% N\
D &
. >
& \)
\ A
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Open view of face mask: /\\/Q
O
RNy
N
\2\0
00
\Q
O
O
,\‘/0
O
A%
< >
O NS
\‘;2\ \
O
| Open view of face mask:
Q
R
J
>
\
O
\3
X &
QMF-RT-33008SHG Revisio\n/@fer: 1.0 E ffective date: 2820-03-12
\
S il
3 \2\\‘»
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Open view of face mask:

QMF-RT-33008SHG Revision@{er: 1.0 E ffective date: 0-03-12
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A TUVRheinland Page 9 of 175, Report No. 60374888 001
Testing /\/ v
Date of receipt of test item(s)............................\}See cover page Q
Dates of tests performed...........c..ccccun.en.. (\\/ See cover page L(OQ
Possible test case verdicts: Q‘O' - 0\‘*

........... . N/A \2\

- test case does not apply tothe t%t{)%é} .

- test object does meet the requiremgn ..... . P (Pass) O0
- test object was not evaluated for the requirement ... : N/E (collateral standard%/%ly)
- test object does not meet the requirement............. . F (Fail) 0’

Vi

General remarks: fb\-‘
"(See Attachment #)" refers to additional information apper@@%e report.

"(See appended table)" refers to a table appended to the re
e tests results presented in this report relate only to the t tested.

List of test equipment must be kept on file and available for review.
Additional test data and/or information provided in the attachments to this report. 0’\,

Throughout thisreporta [1 comma/[X pointisused as the decimal separator.

D

This report shall not be reproduced except in full without the\ritten approval of the testing laboratory. C

0.\,
Name and address of factory (ies)......................: Same as applicant OQU

General product information:

The submitted samples are type IR, non-sterile Protective Face Mask for Medical Use which is intended to
the protection of medical workers and related personnel against airborne respiratory infectious diseases. It
should not be used for@lated of critical care areas (rooms) and other places with strict control of microbial

indicators.
NG
N\

Clause 5. locompatibility is not evaluated in this test report.

The %besults are for reference only. Relevant certification may be needed if the mask is intended to be
sQ urope.

R
R
> ©

QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12
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\‘
EN 14683:2048¢AC:2019
Clause Requirement + Test \ 'OV Result - Remark J@erdict
Vv O\
4 Classification (7?3\ :&0 P
Medical face masks specified inNhi TEuropean Type IIR \2\0‘ P
Standard are classified intot pes (Type | and Type
I) according to bacterial filtkation efficiency whereby 0
Type Il is further divided according to whether or not \QO
the mask is splash resistant. The 'R’ signifies splash /\/
resistance. R O
. v
5 Requirements Q
v
5.1 General O
. . M 4
5.1.1 Materials and construction ‘\%) N

The medical face mask is a medical device, genera y
composed of a filter layer that is placed, bonded or
moulded between layers of fabric.

Composed of a filter layer
between layers of fabric

O

The medical face mask shall not disintegrate, split or
tear during intended use.

Complied

N\
R

In the selection of the filter and layer materials,
attention shall be paid to cleanliness.

Considered

>
xOQ

5.1.2

Design

NS

-
¢
%,

The medical face mask shall have a means by which it
can be fitted closely over the nose, mouth and chin of

the wearer and which ensures that the mask fits closely
at the sides.

Fitted closely over nose

ks may hawe different shapes and

as well as additional features such as a
(to protect the wearer against splashes and
) with or without anti-fog function, or a nose

(to enhance fit by conforming to the nose
contours).

y

With a nose bridge

5.2 \(\O

y.

N .
Performance requirements

524"

General A

All tests shall be carried out on fini oducts or
samples cut from finished pro‘d;{i:~

Complied

5.2.2

Bacterial filtration efficiepci)BFE)

When tested in accord n& \7vith Annex B, the BFE of
the medical face m all conform to the minimum
value given for the nt type in Table 1.

See appended table 5.2.2

masks the ethod may not be suitable as a proper

For thick and rg&rf‘nasks such as rigid duckbill or cup
seal Ci§ﬁ e maintained in the cascade impactor. In

these s, another valid equivalent method shall be‘§

(o

I

Not t&( and rigid mask

N/A

QMF-RT-33008SHG Revisior\@{er: 1.0

use\Qo etermine the BFE.
\)

N3

b\
X‘

E ffective date: 0-03-12

0

>

*

N
\\;2‘
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EN 14683:20,\‘&0:20

19

&> &

mask is required in an operating theatre and/or oth
medical settings, it might not fulfil the performance
requirements with regard to differential pressure as
defined in this European Standard. In such case, the
device should fulfil the requirement as specified inthe
relevant Personal Protective Equipment (PPE)
standard(s).

If the use of a respiratory protective device as face ?8

device

N

Clause Requirement + Test \ 'OV Result - Remark J@erdict
Vv O\
When a mask consists of two or moréhateas with No such condition RS N/A
different characteristics or differe. er-composition, 0\
each panel or area shall be testeg'individually. \2\
The lowest performing pa \()r‘area shall determine 0 ) N/A
the BFE value of the complete mask \(\O
5.2.3 Breathability XV
When tested in accordance with Annex C, the bi ,rv
differential pressure of the medical face mask shall Seeg ded table 5.2.3
conform to the value given for the relevant type in Table (b,
1. O |
‘mo such respiratory protective N/A

>

‘.2.4 Splash resistance Ly Q P
When tested in accordance with ISO 22609:2004 the | See appended tab@.“z"A P
resistance of the medical face mask to penetration of
splashes of liquid shall conform to the minimum value
given for Type lIR in Table 1.

5.2.5 Microbial clepqliness (Bioburden) P
When tes ordlng to ENISO 11737-1:2018 the | See appended table 5.2.5 P
biobur the medical mask shall be << 30 CFU/g
teste e Table 1). \>

\S

5.2.6 dompatibility N/E '\

| According to the definition and classification in EN ISO N/E

O 10993-1:2009, a medical face mask is a surface device

/\\Q with limited contact.

QV The manufacturer shall complete the g¥aluation of the N/E

N/ medical face mask according to E 0993-1:2009

s and determine the applicable tpxitojogy testing regime.
The results of testing should § cumented according N/E

to the applicable parts of the"EN ISO 10993 series.
The test results shall b%\‘ﬁilable upon request. N/E
N/

6 Marking, Iabelliq{@i packaging P
Annex |, §13, it‘be Medical Devices Directive Checked and complied P
(93/42/EE nnex |, §23, of the Medical Device Q
RegulatLQ\ ) 2017/745 specifies the information that (b-
shoulc@e pemfed on the packaging in whichthe l‘
me® face mask is supplied. \>

Vfollowing information shall be supplied: \\ P
‘a) number of this European Standard; \(\Ov Marked on the label P

QMF-RT-33008SHG

Revisio\r\/@{er: 1.0
)

N\
@\‘»

E ffective date: 0-03-12

&

\2\\‘»
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EN 14683:2048¢AC:2019
Clause Requirement + Test \ 'OV Result - Remark J.Lqerdict
A

Vo
b) type of mask (as indicated in Tabgs%. Marked on the label :&0’ P

ENISO 15223-1:2016 and EN@:2008+A1:201 3 Considered \2\0‘ P
AN
)

should be considered. \

\\

N
A8
O O
3 N
Q S
&> \
\ N
A8
O O
> N
Q& S
O N
X &
QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12
0\/ \1.’09
&

\
NS
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EN 14683:20,\‘@@:2019
Clause Requirement + Test \ 'OV Result - Remark J@erdict
Vv O\
} . . . {0
5.2.2 TABLE: Bacterial fi |trat|b@'ﬁcuency (BFE) K P
Batch/ |Test |Dimension |test area|Flow rate| Mean of the Mean BFE for each| Remarks
lotno.: |Speci| ofthe test | 2 (I/min) total plate plate test
-men | specimen counts of the | countof | specimen
no.: || xW (mm two positive the (%)
X mm) controls negative
controls
A00282 |1 175%95 | ®11cm 28.3 1120 (\V 99.6 P
9841- S o
001 2 175%x95 | ®11cm 28.3 1120 {\‘b- 0 99.9 P 0‘
3 175%x95 | ®11cm | 28.3 1123\0‘ 0 99.8 P \2\
4 175%95 | ®11cm 28.3 1%2 0 99.8 P 0\:’
5 175%95 | ®11cm 28.3 1120 0 99.7 \/‘\és
Supplementary information:
1,~Each specimenwas conditionedat _21+5 °Cand _85+5 % relative humidity for _4 hto brlng Esrfmto
| ibrium with atmosphere prior to testing.
(a , The side of the test specimen was facing towards the challenge aerosaol:__ face Q
§L~ 3, The plate count collected by the cascade impactor. \29
\2\ Remark:
0 Limit value: Type | 295%; Type [1298%; Type IIR 298%.
O
A
5.2.3 TABLE? Breathability (Differential pressure) P ‘
Batch/ | Test Differential pressure for The Flow rate Remarks §
lot Specimen each testarea averaged (I/min) A\
no.: number- (Pa/cm?) differential .
Testarea pressure for
number each test
specimen
(Pa/lcm?)
1MA0028 [1-1 327 (7| 326 8.0 P
29841- O
(O,Q 001 1-2 31 .2\;; 8.0 P
1-3 8.0 P
& 5
\ 14 9 8.0 P
O
1-5 A\VQ 31.8 8.0 P
21 ‘\/0 30.2 29.6 Q\O}S.O P
2-2 q\ 28.3 \{b' 8.0 P
2-3 ’0' 29.6 0\ - 8.0 P
2-4)\\)‘ 29.2 \2\ 8.0 P
25 30.6 00 8.0 P
QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12

\2\\‘»
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EN 14683:20,\5&0:2019

Clause Requirement + Test \ 'OV Result - Remark J@erdict
Vv
- N\
31 38.6 &\é 38.3 8.0 \l_"ﬁ
3-2 37.2 8.0 P
I \é \\X
33 38> 8.0 N P
34 40.4 8.0\~ P
3-5 37.0 8{) P
4-1 30.7 30.6 80 P
N !
4-2 30.2 ,{b— 8.0 P 6
4-3 31.1 \2\0.\ 8.0 P \2\
4-4 30.1 \ 8.0 P 00»
4-5 31.1 8.0 P QO
5-1 27.1 27.2 8.0 P N
QQ 52 28.2 8.0 N
‘ i (%
) \L:b' 5-3 26.8 8.0 RQ P
& 5-4 27.5 80 M P
\2\ 5-5 26.6 8.0 P
O0 Supplementary information:
5 Each specimen was conditioned at_21+5 °Cand _85t5 % relative humidity for _4 h to bring them into
equilibrium with atmosph&pnor totesting.
Remark: [
Limit value: Type, Lj@'Type [l <40; Type IIR <60. §
X N
5.2.4 {TABLE: Splash resistance P
Batch/ lot no.: Test mask| The material of tested Test result Remarks
no.: mask (Pass/fail)
Q,Rﬁ02829841 -001 1 | propylene fused jet Pass -
& \\:L~ filter layer
0 2 \2\\) Polypropylene fused jet Pass --
«\ \\; filter layer
Q) Polypropylene fused jet Pass -
V\\ filter layer
\/0 4 Polypropylene fused jet Q Pass -
Q filter layer 0>'
(b. 5 Polypropylene fuse, Pass -
OQ filter Iayek\}
\2\ 6 Polypropylen fused jet Pass -
\ filte
QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12
Q@'Q 0&
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EN 14683-20,\‘@!\0:2019

Clause Requirement + Test OV Result - Remark J@erdict
O\
7 %}opylene fused jet Pass .\ (O
filter layer \0
8 Qt@olypropylene fused jet Pass \<\ --
\ filter layer AQ
9 Polypropylene fused jet Pa \4 -
filter layer
10 Polypropylene fused jet Pass --
filter layer Q \
o N\
11 Polypropylene fused Q; Pass - 0
filter layer é ﬂz\
12 Polypropylene f%d Pass - 0
filter layer O
. N\
13 Polypropylene fused jet Pass -6\/
filter layer N\
Q 14 Polypropylene fused jet Pass Q -
{29 filter layer (\(b'
& 15 Polypropylene fused jet Pass \}\ -
\2\0 filter layer \\2‘
0 16 Polypropylene fused jet Pass -
O filter layer
.\ 17 Polypropylene fused jet Pass -
q filter layer
@'_Q 18 Polypropylene fused jet Pass - ‘
& filter layer §
0 19 Polypropylene fused jet Pass -- Y<
filter layer
O\} 20 Polypropylene fused jet Pass --
AQ) filter layer
Q/.\’ 21 Polygropylene fused jet Pass -
\/ PR Iter layer
(O'Q I 22 ‘\{Eglvypropylene fused jet Pass -
Q > filter layer
O S
\2\ 23 \( Polypropylene fused jet Pass --
\ {\0 filter layer
V\'ﬁ" Polypropylene fused jet Pass -
0’\,' filter layer A
\/ 25 Polypropylene fused je}zo Pass -
Q filter layer | (‘0"
Q(o' 26 Polypropylene fi }et Pass -
\2\0 filterla
\ 27 Polypropymbfused jet Pass -
QMF-RT-33008SHG Revisior\@{er: 1.0 E ffective date: 0-03-12
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£\
Nilter layer (0
> E
28 ypropylene fused jet Pass O --
\\8 filter layer \\
29 \ Polypropylene fused jet Pass Ov -
filter layer A\Q
30 Polypropylene fused jet %Aé --
filter layer v
31 Polypropylene fused jet N\ Pass --
filter layer \Q;
32 Polypropylene fi t Pass -
filter laye (\0
\*4
A
v

Supplementary information:

1,£ach specimenwas conditionedat _21+5 °Cand _85+5 % relative humidity for _4 _h to brin tM into
ibrium with atmosphere prior to testing. {\

, The description of target area tested:__The center of outside Q(b'
3, Any technique used to enhance visual detection of synthetic blood:__cotton swab \2\0
4, The temperature and relative humidity for testing: _21+#5 °Cand _85t5 % \

5, Description of any pre-treatment techniques used:__constant temperature and humidity machine was used
Remark:

Limit value: not required for Type | and Type II;

Type lIR face mask should have splash resistance when splash resistance pressure 216,0 performed.

D
x>

0\ C

525 TABLE: Microbial cleanliness (Bioburden) P\
Batch/ lot no.: Mask(under Weight of | Total bioburden Remarks

test) no.: each mask per individual

(@) mask
(CFU/g)

’A002829841-001 1 0’$~ 7 484 <1 P

2 \\Sr 4.83 <1 P

3 O 4.88 <1 P

40\) 4.89 <1 P

\/\!3‘ 4.86 <1 P

Supplementary inforw: ’QQ
Remark: % 20X
Limit value: Typ ; Type Il <30; Type IR <30. \\gl‘

\29\
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