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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION
EU 2016/425 CORRESPONDING RISKS FOR THE PRODUCT

1.1. Design principles

1.1.1. Ergonomics

PPE must be so designed and mamufaciured that in the toresecable conditions of use tor which it is mtended the user can perform the risk related activity
normally whilst enjoving appropriate protection of the highest prossible level. The test resuts with human subjects did not report any problem with the
ergonomics of the product,

1.1.2. Levels and classes of protection / ?
L.L2.1. Highest level of protection possible
{1 PPE would prevent its

The optimum level of protection to be taken into account in the design is that beyond which the constraints by the m 0
effective use during the period of exposure to the risk or normal performance of the activity. \

1.L.1.2. Classes of protection appropriate to different levels of risk
Where differing foresecable conditions of vse are such that several levels of the same risk can be disy appropriate classes of protection must
be taken into account in the desizn of the PPE,

1.2. Innocuousness of PPE
1.2.1. Absence of risks and other inherent nuisance factors

PPE must be so designed and manufactured as to preclude risks and other nuisance fa
declares in his technical file that according to the results of risk analysis and the mu@

s
opertic
hazardous content for health.
L.2.1.1. Suitable constituent materials
The materials of which the PPE is made. including any of their possible dgor n pidu
i led.
1

[0t seeable conditions of use, The manufacturer
hey use in the manufacturing, the product has no

nol adversely atfect the health or safety of users.
The material selection is processed in the technical manufacturing proces
1.2.1.2. Satisfactory surface condition of all PPE parts in contactay

Any part of the PPE that is in contact or is liable to come into “ e
sharp points and the like which could cause excessive imitag

us en the PPE i worn must be free of rough surfaces. sharp edges.
lf reporied in the test report,
1.2.1.3. Maximum permessible user impediment ]

Any inpedimem caused by PPE to movements to b de, es 10 be ndop“: sensory perception must be minimized: nor must PPE cause

movements which endanger the user or other p rs‘\x_

1.3 Comfort and cffectiveness
1.3.1. Adaptation of PPE to user mor,
PPE must be designed and manufacy

way as to lacili 1s correct positioning on the user and to remain in place for the foresceable
s 0 be carried out and the postures to be adopted. For this purpose. it must be possible to adapt
means. such as adequate adjustment and attachment systems or the provision of an adequate

range of sizes.

1.3.2. Lightness and de:
PPE must be as ligh out prejudicing design strength and efficiency.
requirements which they must satisfy in order to provide adequate protection against the risks in question (see 3), PPE

ding the effeets ol ambient phenomena inherent under the foresecable conditions of use

n ied by the manufacturer
be drawn up by the former and supplied when PPE is placed on the market must contain all relevant information on:

Storage. use. cleaning. mamienance. servicing and disinfection, cleaning. maintenance or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions:
\ ¢)  Performance as recorded during technical tests to cheek the fevels or classes of protection provided by the PPE in guestion:

d)  Suimble PPE accessorics and the characteristics of appropriate spare parts:

€)  The classes of protection appropriate to different levels of risk and the corresponding limits of use;

f)  The obsolescence deadlineor period of obsolescence of PPEor certain of its components:

2) The type of packaging suitable for transport;

h)  The significance of any markings(see 2.12)

i)  Where appropriate the references of the Dircetives applied inaccordance with Article3(6) (b):

J)  The name, address and identification number of the notified body involved in the design stage ol the PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of the member state of destination
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorporating adjustment systems
If PPE incorporates adjustment systems. the latter must be designed and manufactured so that, after adjustment, they do not become undone
unintentionally in the foreseeable conditions of use.

2.3. PPE for the face, eyes and respiratory system

Any restriction of the user's face, eves. field of vision or respiratory system by the PPE shall be minimised.
The screens for those types of PPE must have a degree of optical neutrality that is compatible with the degree of precisi d the duration of the
activities of the user,

I¥ necessary. such PPE must be treated or provided with means to prevent misting-up. /
wearing of spectacles or egntact len®

Models of PPE intended for users requiring sight correction must be compatible with the

2.4, PPE subject to ageing

If'it is known that the design performance of new PPE may be significantly affected by ageing, the month and y wructum andior. if possible,
the month and year of obsolescence must be indel ibly and unambiguously marked on cach item of PPE p et and on its packagmg.

L provide all the information necessary
e quality level of the model and the

o

to enable the purchaser or user to establish a reasonable obsolescence month and year, taking ipic
effective conditions of storage. use, cleaning, servicing and maintenance.

Where appreciable and rapid deterioration in PPE performance is likely 10 be caused by a
recommended by the manufacturer, the latter must, 1f possible, alfix a marking to each ifem
number of cleaning operations that may be carried out before the equipment needs 1o
manufacturer must zive that information in his instructions, The product is for sing

the peniodic use of a cleaning process
Aplaced on the market indicating the maximum
iscarded. Where such a marking is not affixed. the
with simulated wearing conditioning.

2.6. PPE for use in potentially explosive atmospheres

PPE intended for use in potentially explosive atmospheres must be desigr ul:

electrostatic or impact-induced arc or spark likely to cause an explosive & ilc.
2.8. PPE for intervention in very dangerous situations

The instructions supplied by the manufaciurer with PPE for
competent, trained persons who are qualified 1o interpret
The instructions must also describe the procedure to be

Where PPE incorporates an alarm which is activated §
so that it can be perceived by the user in the foreseeable

a way that it cannot be the souree of an electric,

: r oved by the user for replacement purposes. such components must be
 attached, d removed without tools.

2.12. PPE bearing one or more i nition marks directly or indireetly relating to health and safety

The identification or recognition m 3 Aty relating to health and safety affived to these types or classes of must preferably take the
1 an perfectly legible throughout the foreseeableuselul life of the PPE. In addition. these
S a8 10 prevent any misinterpretation; in particular. where such marks incorporate words or
) of the Member State where the equipment is to be used.

small 1o allow al tor part of the necessary marking to be afTixed, the relevant information must be mentioned on the

Where PPE incorporates components which
designed and manufactured so that g

marks must be complerd’
sentences, the latter
Ii' PPE (or a PPE

1aMe air supplied to the user by PPE must be obtained by appropriate means. for example afier filtration of the poliuted air through PPE or by
m an external unpolluted source.

stituent materials and other components of those types of PPE must be chosen or designed and incorporated so as to ensure appropriate user
Spiration and respiratory hygiene for the period of wear concemed under the foresecable conditions of use.

The Jeak-lightness of the lacepicee and the pressure drop on inspiration and, in the case of the lillering devices. purification capacity must keep
contaminant penetration from a polluted atmosphere low enough not to be prejudicial (o the health or hygiene of the user.

The PPE must bear details of the specific characteristics of the equipment which. in conjunction with the instructions, ¢nable a trained and qualificd user
to employ the PPE correctly.

In the case of filtering equipment. the manufacturer's instructions must also indicate the time limit for the storage of new filters kept in their original
packaging.
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Technical Assessment of EN 149: 2001 + A): 2009 Standard and other Standards it refers to, Clauses Corresponding 1o the

| Artwd

7.6

Artecie

4rtne fe

T

UFR-383 121220018 Rev Ol

(EU) 2016/425 Regulation. Essential Health and Safety Requirements given ahove,

Classification: Particle Filiering Half Mask
The mask subject 10 evaluation based on the test resulte and technical file provided by the manufacturer is classified as:

Filtering Efficiency and maximum Total Inward Leakage: Classified as FFP2

Mask is classified for single shift use, NR

Packing: Particle filtering half masks are packaged to protect them from contamination before use and
mechanical damage, the masks are in plastic sealed bags in the card box. The packaging design and the
foresecable conditions of use based on the visual inspection results given in the lest report.

Material: Materials used in particle filtening half masks, according to the lated 2 ﬁ conditiommg results, 1t is
understood it withstands handling and wear over the period for which the particle filtering lalf masl;‘:esi 1o be used, it sulfered mechanical

d boxes o prevem
10 withstand the

failure of the facepicce or siraps. any material from the filter media released by the air Mow th has not constitute a hazard or
muisance for the wearer. The manufaciurer declares that the materials used in manufaciunng ma have an adverse alfect the health
and safety of users,

Based on the test results, the masks did oot collapse whea subject 10 simulated wen conditioning. No nusance situation is
reparted during the practical performance tests by human subjects.

Cleaning and Disinfection: Particle fillenng half mask is not designed to be - Nigleaming or disifection procedure provided by the
manufaclurer

Practical Performance :

performing the excercises while they were weared by the sample
W failure by means of head hamess © straps’ earloops comfon,
[ tests about the comfort. field of vision and fastening

The test report indicates that the human subjects did not face an
masks. in walking test ar work simulation tests, The wearers di
security of fastenings and field of vision, Also no imperfact
isshes,

Requirements in accordance with EN
1452001 + A1.2009 and Result
Positive results are obtaimed from the 1est

3.Security of fastenings subjects
5 Field of vision No imperfections

o

4]
Conditioning : (AR.) As Received,
Finish of Parts: The test repon micle filenng . which are likely to come into contact with the user. do not have shamp
edzes and do not contain burrs. -

Total laward Leakage:
—y

| \ssessed Elemems

i

mwidual moan acresol chamber wath a walking band, and samples are [aken during the
e samples used i the test are subjected to the conditioning required in the standard a2
nnenston: of the subyects are also reported, The measurement detals for each subject and

The Total hvward Leka

enl resulls are smabier or equal to 1%,
s mean is smaller or cqual 1o 8%,

indivicual s st

According to the reported results, the product meets the Fimits for FFPLand FFP2 classification.

Sodium Chloride Testin Requirements in accordanee with "
R o | 95 |L/miin max (%) ¢ EN 149:2001 + A1:2009 f San
PPN I 10 ) RO 2 L i ) S—
oz | 192 . ]
w0z | 191 |
2z | 201 EEPL = 20 % Filtering half masks fulfill the!
et 245 requirentents of the standard |
s : 2.11 FFP2<G% | EN EN 149:2001 + A1;2009
W, 248 | 2.03 | given in 7.9.2 i sange of the
MS.TC) ! 258 | 331 FFP3 51 % FFP1, FFP2 classes
MSTC) | 268 | 221 .
[ mMsTCy | 218 | 219 . |

. = L | g
Cunditioning : (M.5.) Mechanical Strength 93 Lammn = 1.6 dm"sn

(1.0 Temperature Conditioning
(AR As Received, original
15, W ) Simulated weanng treanment
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Penetration of filter material: - Pmll‘hn Oil Testing

e — | — - — S——

- Passed,

-

\
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\.

Conditi | No. of Mﬂln_(‘.lil Testing Requiremenis in accordance
—— | 95 Liminmax (%) | with EN 149:2001 + A1:2009 o
(AR, 282 50 |
(AR) 208 521 '
's*v\s-‘ ot .13 FFPI <20 % Filtering half’ masks fulfill the
Armcle s 3= 5.2 requirements of the standard |
s S W.) 3z 551 FFP2<6% N ED 1 49:2001 = A1:2009
I | (S.W.) iz 532 .2 in range of the
MSTC) Mqg | 5.57 FFP3<1% 3 classes,
MS. T.C) k: . i6l
(MS. T.C) 36e 5.58 |
Conditioning : (M.5.) Mechanical Strength i
(T.C ) Temperature Conditioning
IAR ) As Reeeived, origmal
(5. W) Stmulated weanng treat
drarcle Compatibility with skin: In Pracnical Performance report, the likelibood of mask mat the skin causing umtation of other
10 adverse effect on health was not reponed (No negative reporting on practical perform results)
Hammability
[ o r T
| Condition e °r! Visusl inspection wt: EN! Result
B AR 37 Didn't bum | Passed
Ation . (AR) 38z Didin’t bum Laboratory claims that the |
7.1 | (T.C) 30z Dhdn't bum tested items did not bum for
(T.C) 02 [da't lwam 5 seconds and fulfils the
— from the flame _requirement of the standard
Conditioning : (A R ) As Recerved, anigmal
(T .C.) Temperature Conditioning
Carbon dioxide content of the inhakation air:
1
- No, of CO: con in ace with |
eticle Contiden Sample EN 149:2001 + A1:2009 Rt
7.12 i i y
(AR iz ; T Passed ]
CO: coment of the inhalation zir s e
(AR) a2 ! & shall pot exceed an averape of Ij';};fﬂns }.mlrt:::s“l.!
(AR a3z 1.0% by volume il
T S e : | ! _ the standord |
Conditioning : 1 \ R, - nal iy
Article Head harness: ¢ and T ants o adverse effects have been reported for denning and remove of the mask also the
713 results of these the head hamess sri¥apable of holding the mask firmly enough.
?TTW .m0 adverse effects were reported for the Beld of vision availability swhen the mask is weared
Arncle i z
715 ve(s): The madel ander mspection have no valves
k-k ing Resistance: Inhafanon
overall evaluation of the results gathered for 9 duTerent smnples 3 as recenved, 3 wath ¢ condi 3 simulated weaniog
-*"""‘r treatment comphies with the limits given in the standard Ffor FFPL, FEP2 and FFPS classes. This is vahid for imhalation rumh': For 30 Lonn, 95
i Lmuim and exhatation at 166 Lontin. The measarement details for each stngle mask tested are available in the test report
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Article Clogging: This test is not applied to Particle Filtering Half Mask which is not reusable.
117 (Fine single hift wue devices. the clagging test is aptional tes, Far so-sable devices test i mawdtory,)
Article
718 Dmumﬂe?aru:Thenmaodlmmnhhkmol'tbcmsk.
Arncle Testing: All tests conducted according 1o Clanse & of this standard is available in the test report and arc evaluated in (hi report for qualification
8 and classification of the mask.
Marking - Packaging: N y markings are available on the product package (box), The manufacturer clearly visible
Thctypeofdnem-tdwdauiﬁuﬁmiuladingﬂnmnfmbilhy.mercfcmnoewml49tmmﬂ\l the end date of
shelf life, uisng and storage i ions and pictog: and CE mark are available on the product ion is based on the
techmcal document for packaging and marking. for box design, Verified on the Annex 9.1 of the
The technical documentation for mask design (drawing) also evaluated for marking requirementg, dra o ' mask template (drawing)
e indhmdmlhenuknﬂ]mhf«uuﬁmamemmﬁm'uﬁmuth ..-a.."a‘- plogy ) manufacturer, Type of mask,
; the reference to EN 149+ A1:2009 standard and classification including the re-usability of e }0 manufacturer also printed CE mark with
wwmmw.mmwmmmmﬁmmmﬁm do not carry necessary marking
information as stated in the techmeal documentation, the manufacturer shall follow maggkin g ®ewMgdhs for serial producti Model d g
XY-9 exists in the technical file of the manufacturer. Annex 6 of technical file.
Information to be supplied by the manufacturer: In cach of the ially available packaging of the product. implementation
Artiele (installation instructions) pre-use controls, waming and usage limi meanings of symbols / pictograms are defined. User
L] instruetion document in the technical file found to be a include this documented user information text in every
smallest commentially available package. Annex 8 of Tec
-
AT
PREPARED BY ) S BY
Neslihan EKE BIRTURK Suat 'ﬂw\z
PPE Expert Cieneral Manager
AV R
~ 5
K
N
§\\
_
N\
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m CN AS Ningbo Customs District Technology Center
T == v No.8 Huikang Road, Yinzhou District, Ningbo City, Zhejiang Province, China.
NN TESTING
KRR CNAS L0317 Phone:+86 574 83890791 Fax:+86 574 83890792

The Testing Center is accredited for compliance with ISO/IEC17025:2017.

The results of tests, calibrations and/or measurements included in this document are traceable to Chinese/national standards.

CNAS is a signatory to the ILAC mutual recognition arrangement for the mutual recognition of the equivalence of testing, calibration and inspection reports.

TEST REPORT

Selected test items from EN 149:2001+A1:2009 Respiratory protective devices—Filtering half masks
to protect against particles—Requirements, testing, marking
According to supervised product checks procedure at random intervals (C2)

The following samples were submitted and identified on behalf ofthe client as:

Product :
Report No. -
Client :
Model(s)

Number of samples :

Received date .

Date(s) of tests '

Particle Filtering Half Mask

KZ2021741

Universal Certification and Suﬁvciilance Service Trade Ltd.Co.
XY-9

30

2020.07.20

2020.07.20-2020.07:24

DESCRIPTION OF SAMPLES

General information

Manufacturer
Manufacturer . address

AN 44 A
Approve: /Fj:} ‘ﬁ " Fu Kejie

Authorized Signatory, Lab Director

Classification Main components
FFP2 White folding mask

?ﬁ' ‘ '% Chief Tester: 7‘5 %

Fu Danhua Feng Yun

Reviewer:

Issued: 2020.07.24
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Test Report No.KZ2021741

Conditions:
The test results presented in this report relate to the samples tested only.
This report may be reproduced and distributed to your clients, provided that it is reproduced and distributed in full.

The authenticity of this test report and its contents can be verified by contacting the laboratory.

Conclusion
Test Items
Clause 7.9.2 Penetration of filter material - Pass
Clause 7.16 Breathing resistance RN Pass

4

Remarks:  Pass = Meet EN 149:2001+A1:2009 FFP2 Requiremert
Fail = Below EN 149:2001+A1:2009 FFP2 Reguirement
N/A = Not Applicable

Disclaimer Measurement Uncertainty:

Unless otherwise agreed upon, Pass or Fail verdicts are given based on the measured values without any considerations of measurement
uncertainties. Please note, every test method has @ measuréntent smeertainty which has been evaluated by the laboratory according to
ISO/IEC 17025 requirements.

By taking measurement uncertainties into account it might happen that measured values can neither be assessed as Pass nor as Fail.

This report may not be published except in full unless permission for the publication of an approved extract has been obtained in writing.




Test Report No.KZ2021741

Test Results

Page 3 of 5

7.9.2 Penetration of filter material

Pass’'

The penetration of the filter of the particle filtering half mask shall meet the following requirements:

Sodium chloride test 95 L/min

Paraffin oil test 95 L/mun

FFP1 =20% =20%
FFP2 =6% : -(1‘-':5 -
FFP3 =1% A\ 1%
Note 1: FFP2 respirator. Test results are shown in Annex A Table 7.9.2. 7
7.16 Breathing resistance AP Pass’
Maximum permitted ;nsistam&: {mbar)
Classification Inhalation e Exhalation
30 L/min N 95 |;11in 160 L/min
FFP] 0.6 2yl 3.0
FFP2 0.7 1" *"‘"3‘_4 3.0
FFP3 1.0 >3 3.0 3.0

Note 2: FFP2 respirator. Test results are shown in Angex A Table 7.16.

End of Test Results

This report may not be published except in full unless permission for the publication of an approved extract has been obtained in writing.




Page 4 of 5
Test Report No.KZ2021741

Annex A: Summarization of Test Data

Table 7.9.2 Penetration of filter material
Test specification: EN 149:2001+A1:2009 Clause 8.11

Aerosol Condition Sample No. Penetration (%) Assessment

01 3.80

Sodium chloride test As received 02 428
03 438

Pass

04 4.73

Paraffin oil test As received 05 4 52
06 4.44

Flow conditioning: single filter: 95.0 L/min

Table 7.16 Breathing'wesist:nce (mbar)
Test specification: EN 149:2001+A1:2009 Clause 8.9 -

a7 08 09

Flow rate —
A B C D /

>
jos)

C1B|E |[A]{BE]E |[D|E

As

. 30 L/min 0.55 [ 0604 054 | 0.5 f 060 [ 053 | 047 | 053 | 049 | 046 | 049 | 048 | 051 | 052 | 055
received J

Inhalation

95 L/min | 202 | 200 | 204 | 193 [ 208 | 200 | 179 | 185 | 175 | 184 | 200 | 1.84 | 195 | 196 | 207

Exhalation | 160 L/min |25 239 | 249 | 195 | 243 | 280 | 198 | 216 | 213 | 221 | 254 | 199 | 251 | 199 | 2.07

Assessment . Pass

A: facing directly ahcad: B: uging vatially upwards; C; l':nfn_gvcrlica]]y downwards: D: lying on the left side: E: lying on the right side

End of Annex A

This report may not be published except in full unless permission for the publication of an approved extract has been obtained in writing,.
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Annex B: Photos of sample

End of Annex B

This report may not be published except in full unless permission for the publication of an approved extract has been obtained in writing.




