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TEST REPORT

Report Number............................. . TSGK-2020-0656-T-XG2

Applicant’s name............c.cccccee.e....... UNIVERSAL CERTIFICATION and SURVEILLANCE
SERVICES Trade Co.

ICIAreSS s arsnmisynsin . Necip Fazil Bulvarn Keyap Sitesi E2 Blok No:44/84 Yukar
Dudullu Umraniye/ISTANBUL — TURKEY

Manufacturer name...................... . Guangdong Tengsheng pharmaceutical Technology Co.,
Ltd.

JRAAress. ..o vrisimrsimsssirasisive : Room 301, No. 7, Linhai North Road, Shatian Town,

Dongguan City, Guangdong Province, China
flirade Mank::. i nommanmiag )

Broduct:naMe:.......cccnnsiii . Filtering half mask
Model........covvnncrcicnnecreee s 1501

Sample grade..........ccccoooeveiiennnnn. : FFP3

Sample number...............ccccec.......; 90

Sample description........................ 2

Receiving date of sample............. : Jun. 8, 2020

Date(s) of tests : Jun. 8, 2020 - Jun. 30, 2020

Test conclusion............................ . The sample upon testing, the test clauses meet the

requirements of the EN 149:2001 + A1:2009 standard. The
details of test results refer to the following.

Approver:

Reviewer: H‘ /)’f“?.l’% Tostex: q Hﬁ.. lh

2020.07.3 2020.07.3 2020.07.3
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Serial | Testitem Technical requirements Result - Remark Verdict
The visual inspection shall
Visual include the marking and .
1 . . . ; . Meet requirement P
inspection information supplied by the
manufacturer.
Particle filtering half masks
shall be offered for sale
: packaged in such a way that .
2 Packaging they are protected against Meet requirement P
mechanical damage and
contamination before use.
Materials used shall be
suitable to withstand handling
3 Material and wear over the period for Meet requirement P
which the particle filtering half
mask is designed to be used.
If the particle filtering half
mask is designed to be re-
T usable, the materials used
4 L g shall withstand the cleaning Not Applicable N/A
disinfecting i ;
and disinfecting agents and
procedures to be specified by
the manufacturer.
Head harness should be .
Meet requirement
comfort
5 Rraclical Fastenings are safe and . P
performance : Meet requirement
reliable
Field of vision is acceptable Meet requirement
Parts of the device likely to
6 Finish of parts coms.iftf.contact with the Meet requirement P
wearer shall have no sharp
edges or burrs.
Exerc | E1 E2 | E3 | E4 | E5 | TIL
At least 46 out of the 50 ises %) | (%) | (%) | %) | (%) | (%)
individual exercise results
shall be not greater than: 02 | 01|01 | 02]| 02|02
[l 25 % for FFP1; 02 | 02|02 |02]|02]o02
0l 11 % for FFP2; AR. | 02 | 02 | 02| 03| 02| 02
0, -
- 5 & for. '_:FPS’ 02| 02| 02|03 02|02
And in addition, a least 8 out =3
: of the 10 individual wearer 02|03 |03 ]05) 03] 03
7 ok inikard arithmetic means for the total
leakage N 0.1 0.2 0.2 0.3 0.2 0.2
inward leakage shall be not
greater than 03|03 | 05 | 08| 04| 05
[} 22 % for FFP1; TC. | 02|03 | 02|03]03]o03
0, -
B QO ERP2; 04 | 05| 05| 06| 04|05
[l 2 % for FFP3.
0.2 0.1 0.2 0.2 0.2 0.2
. Face Length Face Width Face Depth Mouth Width
Subject e
(mm) (mm) (mm) (mm)

Page 2 of 6
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l Serial | Testitem Technical requirements Result - Remark Verdict
’ Luo 128 149 116 54 --
Chen 124 135 110 49 --
Liang 119 147 115 58 --
Chen 115 139 119 55 --
Yuan 107 125 110 52 --
Lai 118 135 117 55 --
Yang 115 127 124 53 --
Jiang 119 126 116 59 --
Feng 120 145 119 54 --
Zeng 109 123 115 52 -
Sodium chloride: AR. 0.1% 0.2% 0.1%
FFP1: <20 %;
g P2 <6 cy_" S.W. 0.2% 0.4% 0.1%
-] 0,
. Penetration of 1 FFP3:<1 %. M.S.+T.C. 0.3% 0.2% 0.5% o
filter material s
Paraffin oil: AR. 0.1% 0.2% 0.2%
FFP1:< 20 %,;
- ° SW. 0.3% 0.3% 0.2%
|| FFP2:<6 %;
B FFP3:<1 %. M.S.+T.C. 0.5% 0.6% 0.3%
Materials that may come into : . e
o contact with the wearer's skin A.R. | 5 pieces all don't cause irritation.
Compatibility >
9 with skin shall not be known to be likely P
to cause iritation or any other T.C. | 5 pieces all don't cause irritation.
adverse effect to health.
When tested, the particle Burmn for 0s
3 AR.
filtering half mask shall not Burn for Os
10 Flammability burn or not to continue to burn P
for more than 5 s after removal TC Burn for Os
from the flave | Burn for Os
- The carbon dioxide content of 0.41 %
ko dioxie the inhalation air (dead space)
11 content of the hall d p f 0.43 % Mean value: 0.42 % P
inhalationair shall not exceed an average o
1,0 % (by volume). 0.43%
The head harness shall be
designed so that the particle .
filtering half mask can be AR. | Mest requirement
donned and removed easily.
12 | Head harness The head harness shall be P
adjustable or self-adjusting
and shall be sufﬁciently_robust T.C. | Meet requirement
to hold the particle filtering half
mask firmly in position.
13 Field of vision The field of vision is Meet requirement P
Guangdong Tsaint Hi-tech Co., Ltd. Page 3 of 6
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Guangdong Tsaint Hi-tech Co., Ltd

Serial | Testitem Technical requirements Result - Remark Verdict
acceptable if determined so in
practical performance tests.
Exhalation valve(s) shall
function correctly in all Not Applicable
orientations
If an exhalation valve is
provided it shall be protected
against or be resistant to dirt
and mechanical damage and
may be shrouded or may Not Applicable
include any other device that
. may be necessary for the
14 Exhalation particle filtering half mask to N/A
valve(s) comply with 7.9.
Exhalation valve(s), if fitted,
shall continue to operate
correctly after a continuous Not Applicable
exhalation flow of
300 I/min over a period of 30 s.
When the exhalation valve A.R. | Not Applicable
housing is attached to the
faceblank, it shall withstand M.S. | Not Applicable
axially a tensile force of 10 N :
applled for10 s T.C. Not Appllcable S
Pos. | A | B | C | D | E I~
04 | 04 | 04 | 03 | 04 | ,‘
AR | 04 | 05 | 04 | 05 | 05 il
i
Inhalation: 30 L/min 05 | 05 | 05 | 04 | 05 .
] FFP1:<0.6 mbar; 0.4 04 0.4 0.4 04
[[] FFP2:<0.7 mbar, SW.| 04 | 05 | 05 | 04 | 05
Bl FFP3:<1.0 mbar; 05 | 05 | 04 | 05 | 04
0.5 0.6 0.5 0.6 0.6
T.C. 0.5 0.5 0.5 04 04
0.4 0.5 0.4 04 04
i 1.8 1.9 1.8 1.8 1.8
15 Bre.athlng P
resistance AR. | 19 | 19 | 18 | 18 | 18
1.9 20 1.8 1.8 1.9
Inhalation: 95 L/min 1.9 1.9 18 18 17
[] FFP1:<2.1 mbar; SW s 17 16 17 17
[l FFP2: <2.4 mbar; o - - - - 3
] FFP3: < 3.0 mbar; LS ) &9 | 69 | 1Ry
1.9 19 1.8 1.8 1.9
T.C. 20 21 1.9 2.0 1.9
1.9 1.9 1.8 1.8 1.8
Exhalation: 160 L/min 23 2.4 2.3 25 2.3
[l FFP1: <3.0 mbar; AR. 24 253 2.3 22 24
[ FFP2:<3.0 mbar; 24 | 25 | 23 | 23 | 24
Page 4 of ¢
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Serial | Test item I Technical requirements Result - Remark Verdict
I ] FFP3:<3.0 mbar 2324 | 22 | 29| 23

SW. | 25 25 2.3 24 24
24 25 2.3 23 2.3
26 25 2.5 23 24
T.C. 23 23 24 2.4 2.3
25 25 2.3 24 2.3

A: facing directly ahead;

B: facing vertically upwards;

C: facing vertically downwards;
D: lying on the left side;

E: lying on the right side

All demountable parts (if
Demountable fitted) shall be readily

16 parts connected and secured, Meet requirement
where possible by hand ‘
Note:
The test results presented in this report relate only to the object tested.
This report shall not be reproduced, except in full, without the written approval of the Issuing testing laboratory. %
v

Throughout this report a point is used as the decimal separator.

The test items practical performance, total inward leakage; penetration of filter material, compatibility with skin and

Call

field of vision are not within CNAS recognized scope.

|\

This report is the substitute of the report No.TSGK-2020-0656-T-XG1, which is invalidated as this one issued.

Possible test case verdicts:
Test case does not apply to the test object: N/A (Not applicable)

Test object does meet the requirement: P (Pass)

Test object does not meet the requirement; F (Fail)

Page 5 of 6
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CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1118

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Tengsheng pharmaceutical Technology Co., Ltd.
Room 301, No. 7, Linhai North Road, Shatian Town, Dongguan City, Guangdong Province,
China
are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Product Definition

Model: TSO1
Filtering half mask
Classification: FFP3 NR

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category ITI product models given above, with;
* Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
*  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
oo i by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
OO regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 21/07/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.
c € \
2163 / ﬁ
-~
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye - ISTANBUL - TURKEY  T:+90 216 455 80 80

UNIVERSALCERT.COM
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UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1118/01

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Tengsheng Pharmaceutical Technology Co., Ltd

Room 301, No.7, Linhai North Road, Shatian Town, Dongguan City, Guangdong
Province,China
Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certificate
Vel o Serial No Date Issuing NB No
TS01 FFP3 NR | 2163-PPE-1118 | 21.07.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;
e [ssuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
e  Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 14/08/2020 and will be valid for one year, until 13/08/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

q3
2163 OUMV:

% Suat KACMAZ
g UNIVERSAL CERTIFICATION
2 Director
ER:
z
=
=
>
2
=
5
==
Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye - ISTANBUL - TURKEY T:+90 216 455 80 80

UNIVERSALGERT.COM :
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Report NO: TSGK-2020-1560-T

S, EIART
=" ERFEIA
jlgewae CNAS =
fc///?\:;-\? TESTING
KA ,m\“\»\‘ CNAS L11197

TEST REPORT

This report cannot be partially copied without permission.

Sample name: Filtering half mask

Sample model:  TS-01

Guangdong Tengsheng Pharmaceutical Technology
Co., Ltd

Inspection type: Entrusted testing

Applicant:

Swmme ol | osttmy | el ated l*lﬁb-—Ot-ln



=& R

GOD BLESS Welk L

LR CERTIRS )

Report NO: TSGK-2020-1560-T Page 1 of 9

Test report

Applicant: Guangdong Tengsheng Pharmaceutical Technology Co., Ltd

Applicant Add.: Room 301, No.7 Linhai North Road, Shatian Town, Dongguan City, Guangdong Province,
China

Manufacturer: Same as applicant

Manufacturer Add.: Same as applicant

Sample name: Filtering half mask
Sample model: TS-01

Trade mark: /

Sample classification: FFP3

Sample quantity: 120 pcs

Sample source: Provide by applicant
Receiving date of sample: 2020.08.26

Date(s) of tests: 2020.08.26-2020.09.12
According to the standard:

EN 149:2001+A1:2009 Respiratory protective devices—Filtering half masks to protect against
particles—requirements, testing, marking

Test results: See the continued page.

Chief Tester: ﬁ M

Date:  2020.09.12

Reviewer: F}XL [m } L%’

Date:  2020.09.12

/KA

Approver: oo
BRE¥

Date:  2020.09.12

Note:

1.Possible abbreviations: Pass=Meet Requirement, Fail=Below Requirement, N/A= Not Applicable, N/T =
Not tested, A.R.=As received, M.S.=Mechanical strength, T.C. = Temperature conditioned, S.W.=Simulated
wearing treatment, F.C. = Flow conditioned, C.D.= Cleaning and Disinfecting.

2.Sample description: Single shift use only.
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Test results and conclusions

Page 2 of 9

Clause

Test Items

Technical requirements

Result

Conclusion

73

Visual inspection

The visual inspection shall
also include the marking and
the information supplied by
the manufacturer.

As requested by the client,
marking and information
supplied by the manufacturer
was not inspected.

N/T

7.4

Packaging

Particle filtering half masks
shall be offered for sale
packaged in such a way that
they are protected against
mechanical damage and
contamination before use.

Meet the requirements.

Pass

7.5

Material

See attached Table 1 for details.

Pass

7.6

Cleaning and disinfecting

If the particle filtering half
mask is designed to be
re-usable, the materials used
shall withstand the cleaning
and disinfecting agents and
procedures to be specified by
the manufacturer. With
reference to 7.9.2, after
cleaning and disinfecting the
re-usable particle filtering
half mask shall satisfy the
penetration requirement of
the relevant class.

Single shift use only and this
item is not applicable.

N/A

7.7

Practical performance

Sce attached Table 2 for details.

Pass

7.8

Finish of parts

Parts of the device likely to
come into contact with the

wearer shall have no sharp

edges or burrs.

No sharp edges or burrs.

Pass

7 N\NA

//‘

7.9.1

Total inward leakage

See attached Table 3 for details.

Pass

7.9.2

Penetration of filter material

See attached Table 4 for details.

Pass

7.10

Compatibility with skin

See attached Table 5 for details.

Pass

7.11

Flammability

See attached Table 6 for details.

Pass

7.12

Carbon dioxide content
of the inhalation air

See attached Table 7 for details.

Pass

Head harness

See attached Table 8 for details.

Pass

7.14

Field of vision

The field of vision is
acceptable if determined so
in practical performance
tests.

Field of vision is acceptable, see
the test results of practical
performance.

Pass

7.15

Exhalation valve(s)

Not Applicable.

N/A

7.16

Breathing resistance

See attached Table 9 for details.

Pass

7.17

Clogging

For single shift use devices,
the clogging test is an
optional test. For re-usable
devices the test is mandatory.

Single shift use only and this
item is not tested.

N/T

Demountable parts

All demountable parts (if
fitted) shall be readily
connected and secured,
where possible by hand.

Meet the requirements

Pass
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Report NO: TSGK-2020-1560-T Page 3 of 9

Table 1 Material

Technical requirements:

Materials used shall be suitable to withstand handling and wear over the period for which the particle filtering half mask is
designed to be used.After undergoing the conditioning described in 8.3.1 (simulated wearing treatment)none of the particle
filtering half masks shall have suffered mechanical failure of the facepiece or straps.When conditioned in accordance with
8.3.1(simulated wearing treatment) and 8.3.2(temperature conditioning) the particle filtering half mask shall not
collapse.Any material from the filter media released by the air flow through the filter shall not constitute a hazard or
nuisance for the wearer.

Result:

01# No mechanical failure or collapse after conditioning.

S.W. 02# No mechanical failure or collapse after conditioning.

03# No mechanical failure or collapse after conditioning.

17# No mechanical failure or collapse after conditioning.

T.C. 18# No mechanical failure or collapse after conditioning.
19# No mechanical failure or collapse after conditioning. -

Verdict Pass
Table 2 Practical performance A
)

=

Technical requirements:

Where practical performance tests show the apparatus has imperfections related to wearer's acceptance, the test house shall
provide full details of those parts of the practical performance tests which revealed these imperfections.

Result:
Head harness Comfortable
Fastenings Safe and reliable
34¢#
Field of vision Acceptable
Others /
AR.
Head harness Comfortable
Fastenings Safe and reliable
354
Field of vision Acceptable
Others /
Verdict Pass
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Table 3 Total inward leakage

Technical requirements:
At least 46 out of the 50 individual exercise results (i.e. 10 subjects x 5 exercises) for total inward leakage shall be not
greater than [[] 25 % for FFP1; [ 11 % for FFP2; I 5 % for FFP3;
And in addition, at least 8 out of the 10 individual wearer arithmetic means for the total inward leakage shall be not
greater than [ 22 % for FFP1; [] 8 % for FFP2; [X] 2 % for FFP3.
Result:
Face Face Face Mouth
Exercises (E/l) (13/2) (13/3) (1;4) (*},?/5) (Tf; Subject | Length | Width | Depth | Width
K ; i i i i (mm) (mm) (mm) (mm)
36# 1.2 1.1 1.0 1.8 1.5 1.3 Luo 128 149 116 54
37# 1.3 1.4 1.2 1.5 0.9 1.3 Chen 124 135 110 49
AR. | 38#% 1.5 1.6 1.2 1.7 1.8 1.6 Liang 119 147 115 58
39# 1.2 13 1.2 1.8 1.5 1.4 Chen 115 139 119 55
404 1.1 0.8 0.9 1.3 1.3 191 Yuan 107 125 110 52
20# 14 1.3 1.6 1.5 1.2 1.4 Lai 118 135 117 55 ?
21# 0.8 1.9 1.9 | 7f 1.3 1.5 Yang 115 127 124 53 &
pr
T.C. | 22# 0.8 0.7 0.9 1.6 1.8 162 Jiang 119 126 116 59 —
23# 12 1.2 1.6 1.2 1.1 1) Feng 120 145 119 54
24# 1.8 0.9 1.6 1.7 1R 1.4 Zeng 109 123 115 52
Verdict Pass

Table 4 Penetration of filter material

Technical requirements: || FFP1: < 20 %; [l FFP2: < 6%; [ FFP3: < 1%

AR. S.W. M.SA+T.C.
Sodium 41% 424 434 04# 05# 06# 11# 12# 13#
chloride
Resk 0.1 0.1 0.1 0.2 0.1 0.1 0.1 0.2 0.1
(%) AR. S.W. M.S+T.C.
Paifgﬁ“ 443 454 46# 07# 08# 09# 14# 15# 16#
0.1 0.4 0.4 0.2 0.3 0.3 0.4 0.2 0.3

Verdict Pass
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Table 5 Compatibility with skin

Technical requirements: Materials that may come into contact with the wearer’s skin shall not be known to be likely
to cause irritation or any other adverse effect to health.
Result:
30# No irritation or any other adverse effect to health.
37# No irritation or any other adverse effect to health.
AR. | 38# No irritation or any other adverse effect to health.
304 No irritation or any other adverse effect to health.
40# No irritation or any other adverse effect to health.
204 No irritation or any other adverse effect to health.
21# No irritation or any other adverse effect to health.
T.C. | 22# No irritation or any other adverse effect to health.
23# No irritation or any other adverse cffect to health.
24# No irritation or any other adverse effect to health.
Verdict Pass —

—_—
==
—

Table 6 Flammability

Technical requirements: When tested, the particle filtering half mask shall not burn or not to continue to burn for
more than 5 s after removal from the flame.

T~

(I

Result:

47# Burn for 0s
AR.

48# Burn for 0s

25# Burn for 0s
T.C.

206# Burn for 0s

Verdict Pass

Table 7 Carbon dioxide content of the inhalation air

Technical requirements: The carbon dioxide content of the inhalation air (dead space) shall not exceed an average of
1,0 % (by volume).

Result(%):

AR A49# AR.50# ARSI# Average value:

0.28 0.25 027 0.27

Verdict Pass
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Table 8 Head harness

Technical requirements: The head harness shall be designed so that the particle filtering half mask can be donned and
removed easily. The head harness shall be adjustable or self-adjusting and shall be sufficiently robust to hold the
particle filtering half mask firmly in position and be capable of maintaining total inward leakage requirements for the
device.
Result:
36# Meet the requirements
374 Meet the requirements
AR. | 38%# Meet the requirements
39%# Meet the requirements
40# Meet the requirements
204 Meet the requirements
21# Meet the requirements
T.C. | 22# Meet the requirements
23# Meet the requirements
24# Meet the requirements
Verdict Pass
=
Table 9 Breathing resistance ’;\/
Technical requirements:
Maximum permitted resistance (mbar) i’\
Classification Inhalation Exhalation =
30 L/min 95 L/min 160 L/min
O FrP1 0.6 2.1 3.0
] FFP2 0.7 24 3.0
B FFP3 1.0 3.0 3.0
Result(mbar):
53# 54+# 55#
Flow rate

AR 30L/min [04]04|04|03(04[04]03|03|04(04([04]04]04|03/0.3
Inhalation

95L/min |16 |16|15|15]15|16[l6|15|1l6|16|[16|15]1.6|16(1.5
Exhalation | 160 L/min [ 1.9 [ 19 19|18 | 1.8 19| 1.8 | 1.8|1.8|1.8|21]|2.0]|20]|21]20
01# 02# 03#

Flow rate

S.W. 30 L/min 04104(103(03(03]04|104(03(03|03]|/05(04(04)105]|04
Inhalation

95L/min |18 |1.8[16|1.7[18|17]|1.7|16|16|16|17|1.6|1.7]|1.6]1.6
Exhalation | 160 L/min |2.0[20(19]19]|20(|19(19[1.8|18|18|20(2.0|19|18]|18
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304 31# 32#

Flow rate
A|/B|C|D|E|A|B|C|D|E|A|B|C|D]|E

T.C. 30L/min [ 02,02(02(03(02(02|02|02(01]02]02]02]|02/02]0.1
Inhalation
95L/min | 1.1 LT[ L1 [1O0]1.0]12|12|12[L1|12]|12]12|13|1.3][1.3

Exhalation | 160 L/min | 1.4 | 1.4 |14 [ 14|13 (14| 15151514 14|13 |13|14]|14

Verdict Pass

------ The remainder of this page is intentionally left blank------
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Photo(s) of samples

X NA
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CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1586
Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong Tengsheng Pharmaceutical Technology Co., Ltd.
Room 301, No.7 Linhai North Road, Shatia’:::r]l-l i];:;wn, Dongguan City, Guangdong Province,
are tested and evaluated according to
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 3, it is approved
that the product meets the requirements of the regulation.

Product Definition

Model: TS-01
Filtering half mask
Classification: FFP3 NR

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category III product models given above, with;
e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
¢ Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
y 4 5 by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
A — regulation no later than 1 year from the beginning of serial production
This certificate is initially issued on 19/10/2020 and will be valid for 5 years, if there is no
R change in the relevant harmonised standard affecting the essential health and safety

requirements.
2163 MUNM
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukan Dudullu Umraniye - ISTANBUL - TURKEY = T:+90 216 455 80 80
UNIVERSALCERT.COM
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