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LE FFP2 CE 2'I 63 NON SONO TUTTE UGUALI!!!

LE NOSTRE MASCHERINE FFP2 ARYA HC HZ96
soNo SICURE per LA TUA SALUTE

Le mascherine distribuite da T-Tex Srl modello commerciale ARYA HC HZ96 produttore
Shenzhen Hezheng Industrial Development Co. Ltd, sono in regola con tutte le Normative
vigenti e:
@& Sono Conformi alla Normativa UNI EN 149:2001+ A1 2009 e rispondono a tutte le
Direttive del Regolamento EU 2016/425
@& Sono in possesso di CERTIFICATO VALIDO E RICONOSCIUTO a livello Europeo
& Sono state testate per ben 3 volte da 3 differenti Laboratori Accreditati che le
certificano come FFP2 con BFE 294%.

CHIEDI QUI TUTTA LA DOCUMENTAZIONE
OPPURE SCANSIONA IL QR CODE

T-Tex Srl - Via Boggia 9, 28013 - Gattico (NO), www.t-tex.it



SEDE OPERATIVA: Via Boggia 9 - 28013 Gattico - Fraz. Maggiate Sup. (NO) Italy

( T SEDE LEGALE: Via Posorti 10 - 21029 Vergiate (VA) Italy
o ph. +39.0331.946107 fax +39.0331 942514 www.ttex.it info@ttex.it
‘ P. lva 02450600123 - C.F. 01223920123 - Rea Varese 164185 - Cod. Meccanografico VA 053663

Reg. Soc. Trib. Busto Arsizio 17382 - Cap. Soc. € 10400 i.v. UNIEN ISO 9001:2008

ARYA HC MASCHERINE FFP2 CODICE PRODOTTO HZ96

Con la presente la T-Tex Srl importatore e distributore della mascherina in oggetto, rende noto al
solo scopo chiarificatore, che le mascherine FFP2 da Noi distribuite;

MODELLO COMMERCIALE: ARYA HC FFP2
CODICE PRODOTTO: HZ96
PRODUTTORE: SHENZEN HEZHENG INDUSTRIAL DEVELOPMENT & CO.

CATEGORIA DPI: 111
CERTIFICATO DI CONFORMITA’: CE 2163 HZ96

Sono conformi alla Normativa UNI EN 149:2001+ A1 2009 e le stesse rispettano tutte le Direttive del
Regolamento EU 2016/425.

I Test Report elencati ed in allegato, effettuati sul modello ARYA HC FFP2 HZ96 da noi
commercializzato, ne attestano la capacita batterica filtrante 2 al 94%.

- TestReportn.178139783a001 TUV RHEINLAND
- Test Report n. KZ2022265 NINGBO CUSTOMS DISTRICT TECHNOLOGY CENTER
- Test Reportn. WSZ FHL NO.6182 JIANGSU GUOJIAN TESTING TECHNOLOGY CO., LTD

Si tratta di laboratori le cui Certificazioni non possono essere messe in discussione.

Qualsiasi illazione solo basata su supposizioni come quelle di questi giorni NON ha alcun valore se
non comprovata da prove tecniche emesse da SOLI laboratori accreditati.

Chiediamo quindi di rendere disponibili alle Autorita di Controllo e a tutti i Clienti che la
richiedono, la presente dichiarazione e tutti i test report in allegato. (disponibili anche sul sito

http://www.t-tex.it/ffp2 / sezione HZ96).

In fede

Ing. Giuseppe Tamborini
A.U.T-Tex Srl

Gattico, 1i 03/03/2021



EU DECLARE OF THE CONFORMITY c €

We
Company name: Shenzhen Hezheng Industrial Development Co., Itd
601 Zhaoye Workshop, No.172, Huanguanzhong Road,
Postal address: Songyuanxia Community, Guanhu Street, Longhua District,
Shenzhen City, Guangdong Province, China
Postcode: 518110
City: Shenzhen

Declare that the DoC is issued under our sole responsibility and belongs to the following products:

Apparatus model/Product: HZ96

Type: Filtering half mask

Object of the declaration(identification of apparatus allowing traceability. It may include a colour
image of sufficient clarity where necessary for the identification of the appearance)

The object of the declaration described above is in conformity with the relevant Union harmonisation
legislation:

Personal protective equipment Regulation(EU)2016/425
The following harmonised standards and technical specifications have been applied:

Title, Date of standards/specification:

EN149:2001 +A1 :2009
Notified body (where applicable) 4 digit notified body number
UNIVERSAL CERTIFICATION AND SURVEILLANCE SERVICE TRADE

2163

LTD. CO.
Certificate Number: 2163-PPE-1400
Technical report numbered: 2163-KKD-1400
Signed for and on behalf of
Guangdong,China Sep.07.2020

Place of issue Date of issue
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Client: Shenzhen Hezheng Industrial Development Co., Ltd

601 Zhaoye workshop, No. 172, huanguanzhong Road, Songyuanxia community,

Guanhu street, Longhua District, Shenzhen

Contact Person: Fang Fang

Sample Description As Declared :

No. Of Sample : 90 Pcs

Product Description . KN95 Particulate Respirator(HZ96)
Colour : White

Country of Origin : China

Sales Destination(country) : US/ EU(country name not provided)
Product End Use . Protection

Test type . Partial Test

Product type . Single shift use only

Claimed Classification . FFP2NR

Sample obtaining method: Sending by customer

Sample Receiving date: 2020-05-06

Delivery condition: Apparent good, Samples tested as received
Test Period: 2020-05-09 to 2020-06-19
Test specification:

Particulate respirator-half facepiece
EN 149:2001 + A1:2009 Respiratory protective devices - Filtering half masks
to protect against particles - Requirements, testing, marking*

For and on behalf of
TUV Rheinland / CCIC (Qingdao) Co., Ltd.

Hpwtho

2020-06-22 Alex Zhou / Senior Manager

Date Name/Position

Test result:

Please refer to result page

Sample information is provided by customer. Test result is drawn according to the kind and extent of tests performed.
This test report relates to the above mentioned test sample. Without permission of the test center this test report is not
permitted to be duplicated in extracts. This test report does nol entitle to carry any safety mark on this or similar products.

TOV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669- Email: info@qd.chn.tuv.com - Web:www.tuv.com
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Material list
Material Color Location
Textile White White folding mask
Note:
Shading shows the clauses requested
NRq The clauses were not requested,
Pass Requirement satisfied.
Ltd Testing requested was insufficient completely to verify compliance with the clause. Refer
to the "result details section for more information.
Fail Requirement not satisfied. Refer to the “result details section for more information.
NAs Assessment not carried out.
NAp Requirement not applicable,
NT Requested but not tested due to early termination following failure.
Result:

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

74

7.5

76

Package®

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.
Note 1: In accordance with the requirement.

Material®
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 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 and 8.3.2 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.

Note 2: In accordance with the requirement.

Specimens -08, -20, -37 were conditioned in accordance with 8.3.1, None of the specimens
conditioned suffered mechanical failure or collapse,

Specimens -14, -28, -44 were conditioned in accordance with 8.3.2, None of the specimens
conditioned suffered collapse.

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.
Note 3: Single shift use only.

PASS

PASS?

NAp*

TOV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669 Email: info@qd.chn.tuv.com - Web:www.tuv.com
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7 § Practical performance” PASS*

The particle filtering half mask shall undergo practical performance tests under
realistic conditions

Note 4: No imperfections.

Specimen and subject details:

Specimen Subject
-47 SM
-63 LCF

78 Finish of parts®

Parts of the device likely to come into contact with the wearer shall have no sharp PASS *

edges or burrs,
Note 5: None of the specimens used in limited laboratory testing undertaken showed the
evidence of sharp edges or burrs,

79.1  Total inward leakage® PASS ¢

For particle filtering half masks fitted in accordance with the manufacturer's
information, 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, 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, 2% for
FFP3.
Note 6: 46 out of the 50 individual exercise results were not greater than 11%; 8 of the 10
individual wearer arithmetic means were not greater than 8%. Detailed data are showed
below.

Table 7.9.1-A Inward leakage test data
Test specification: EN149-2001 Clause 8.5

Subject | SAP'€ | Condition | Walk(%) | g 3:,3‘;(%) Up,:::;ﬂ(%) Talk(%) | Walk(%) | Mean(%)
LZM 209 AR. 24 65 10.8 6.4 35 59
YZF 22 AR. 5.0 9.0 9.9 10.5 5.5 8.0
GJB 36 AR. 58 8.1 58 6.1 2.9 5.7
X 56 AR. 47 9.4 6.6 5.0 4.9 6.1
TLX 74 AR. 3.6 12.6 1.6 76 72 8.5
TS 13 TC. 3.8 10.3 56 73 5.5 6.5
SM 29 TC. 6.3 10.3 8.6 72 6.1 77
LCF 43 TC. 7.0 14.3 14.7 8.2 6.7 10.2
ZH 62 TC. 6.5 85 8.1 44 6.3 68
YB -80 TC. 29 8.1 6.7 6.0 4.2 56
Maximum permitted 11 8

TOV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd,, Qingdao 266101, Shandong, P.R. China
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669- Email: info@qd.chn.tuv.com - Web:www.tuv.com

Tel.:
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Table 7.9.1-B Facial dimension
Subject Face Face Face Mouth
length(mm) | width(mm) | Depth{(mm) | Width(mm)
LZM 118 157 124 44
YZF 113 151 106 48
GJB 109 154 109 57
JLX 119 152 109 59
TLX 104 153 112 40
TS 97 146 102 51
LCF 119 165 121 56
SM 116 144 109 49
ZH 102 152 113 55
YB 112 150 119 66
7.9.2  Penetration of filter material® PASS
The penetration of the filter of the particle filtering half mask shall meet the
requirements of below:
Classification  Sodium chloride test 95 I/min Paraffin oil test 95 I/min
FFP 1 = 20% = 20%
FFP 2 = 6% = 6%
FFP 3 = 1% = 1%

TOV Rheinland / CCIC (Qingdao) Co., LId. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669- Email: info@qd.chn.tuv.com - Web:www.tuv.com
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Table 7.9.2- Penetration of filter material
Test specification: EN149-2001 Clause 8.11
Penetration (%)
Sample
Aerosol Condition No. After 3 Max, during Assessment
minules | _exposure _
-7 0.39 t
AR. -27 0.16
-64 0.25
Sodium 19 0.11
chloride S.w. -46 0.40
. 68 0.16
-23 0.63
M.S. + T.C. -51 0.39
=72 0.42
-30 0.25
AR. -52 0.45 PASS
-75 0.24
-35 0.24
Paraffin oil
e SW. -55 0.32
-04 0.37
-42 0.38 0.83
M.S. + T.C. -58 0.43 0.93
-03 0.51 1.07
Maximum permitted 6
Flow conditioning:  Single filter: 95.0 L/min

TOV Rheinland / CCIC (Qingdao) Co., Lid. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax +86- 532- 8870 6669- Email: info@qd.chn.tuv.com

+ Web:www.tuv.com
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7.10 Compatibility with skin® PASS 7
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,
Note 7: Specimens -10, -21, -38, -63, -69 (A.R.) and specimens -15, -33, -45, -61, -73 (T.C.)
were tested. No irritation or any other adverse effect to health,

7.1 Flammability? PASS
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.

Table 7.11- Flammability
Test specification; EN149-2001 Clause 8.6

Condition Sah';ple Result Assessment

-24 Burnfor04 s

AR.
-39 Burnfor 0.8 s

PASS

-31 Burnfor 0.5 s

T.C.
-50 Bunfor06 s

7.12 Carbon dioxide content of the inhalation air® PASS

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

Table 7.12- Carbon dioxide content of the inhalation air
Test specification: EN149-2001 Clause 8.7

Condition Sz:qn;p le Result Assessment
-18 0.42%
AR. -54 0.43%
PASS
-60 0.46%
Maximum permitted 1.0%
713 Head harness” PASS ®

The head hamess 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.

Note 8: Specimens -12, -26, -49, -65, -76 (A.R.) and specimens -16, -34, -59, -71, -05 (T.C.)
were tested. Head harness (ear straps) can be donned and removed easily, adjustable or
self-adjusting, have sufficiently robust to hold the face mask firmly enough to satisfy the total
inward leakage requirements. See 7.9.1 for results,

7.14 Field of vision”? PASS ?

The field of vision is acceptable if determined so in practical performance tests.
Note 9: Specimens -41 and -67 (A.R.) were tested. Pass the practical performance tests and
no adverse comments.

TOV Rheinland / CCIC (Qingdao) Co., Lid. - 8F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669- Email: info@qd.chn.tuv.com - Web:www.tuv.com
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7.15 Exhalation valve®

NAp

A particle filtering half mask may have one or more exhalation valve(s), which shall

function correctly in all 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 include any other device that
may be necessary for the particle filtering half mask to comply with 7.9,

Exhalation valve(s), if fitted, shall continue to operate correctly after a continuous
exhalation flow of 300 I/min over a period of 30 s.

When the exhalation valve housing Is attached to the faceblank, it shall withstand

axially a tensile force of 10 N applied for 10 s.

7.16 Breathing resistance®

PASS 10

Classification

Maximum permitted resistance (mbar)

inhalation

exhalation

30 I/min

95 I/min

160 Vmin or
(25 cycles/min x 2.0 I/stroke)

FFP1
FFP2
FFP3

0,6
0,7
1,0

21
24
3,0

3,0
3,0

3,0

Note 10: FFP2 Filtering face mask. Test result are shown in below Table.

TOV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China

+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669- Email: info@qd.chn.tuv.com

- Web:www.luv.com

Tel.:
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Table 7.16 Breathing resistance (mbar)

Test specification: EN149-2001 Clause 8.9

mlmm&nb ar) Exhalation resistance(mbar)
Specimen | Condition Breathing machine(25 cycles/min x 2.0 Ustroke
AL30 Umin | At 95 Umin Ny R e )
A B C D E
-1 0.36 1.34 292 2.91 293 2.94 2.91
-25 AR. 0.37 1.36 2.95 2.92 2.91 2.96 2.95
-32 0.38 1.38 2.96 2.98 292 201 2.94
-40 0.35 1.29 2.87 2.86 2,86 2.84 2.81
-48 T.C. 0.36 1.31 2.87 2.86 281 2.81 2.85
-57 0.35 1.30 2.89 2.92 2.87 2.83 2.81
-66 0.36 1.34 2.92 2.89 291 2.87 2.86
-70 sSw. 0.37 1.36 298 2.92 2.83 2,93 2.95
~79 0.35 1.3 2.9 2.87 2.85 2,89 2.85
AR. +F.C, )
T.C.+F.C.
Maximum permitted 0.7 24 3.0
A: facing directly ahead; B: facing vertically upwards; C: facing vertically downwards; D: lying on the left side; E: lying on
the right side.
717 Clogging* NRq "
7.17.2 Breathing resistance
Valved particle filtering half masks:
After clogging, the inhalation resistances shall not exceed,
FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95 I/min continuous flow;
The exhalation resistance shall not exceed 3 mbar at 160 I/min continuous flow.
Valveless particle filtering half masks:
After clogging the inhalation and exhalation resistances shall not exceed:
FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95 I/min continuous flow.
7.17.3 Penetration of filter material
Classification ~ Sodium chloride test 95 I/min Paraffin oil test 95 I/min
FFP 1 = 20% = 20%
FFP 2 = 6% = 6%
FFP 3 <1% <1%
Note 11: Single shift use only.
718  Demountable parts* NAp 2
All demountable parts (if fitted) shall be readily connected and secured, where

possible by hand.
Note 12: No demountable parts were used.

TOV Rheinland / CCIC (Qingdao) Co., Lid. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 88706669 Email: info@qd.chn.tuv.com - Web:www.tuv.com
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9 Marking® NRq
9.1 Packaging
The following information shall be clearly and durably marked on the smallest
commercially available packaging or legible through it if the packaging is
tfransparent,
9.1.1 The name, trademark or other means of identification of the manufacturer or
supplier.
9.1.2 Type-identifying marking.
9.1.3 Classification
The appropriate class (FFP1, FFP2 or FFP3) followed by a single space and then:
"NR" if the particle filtering half mask is limited to single shift use only. Example:
FFP3 NR, or "R" if the particle filtering half mask Is re-usable. Example: FFP2 R D.
9.1.4 The number and year of publication of this European Standard.
9.1.5 At least the year of end of shelf life. The end of shelf life may be informed by
a pictogram as shown in Figure 12a, where yyyy/mm indicates the year and
month,
9.1.6 The sentence 'see information supplied by the manufacturer', at least in the
official language(s) of the country of destination, or by using the pictogram as
shown in Figure 12b.
9.1.7 The manufacturer's recommended conditions of storage (at least the
temperature and humidity) or equivalent pictogram, as shown in Figures 12¢ and
12d.
9.1.8 The packaging of those particle filtering half masks passing the dolomite
clogging test shall be additionally marked with the letter “D". ID This letter shall
follow the classification marking preceded by a single space.

9.2 Particle filtering half mask”
Particle filtering half masks complying with this European Standard shall be clearly
and durably marked with the following:
9.2.1 The name, trademark or other means of identification of the manufacturer or
supplier,
9.2.2 Type-identifying marking.
9.2.3 The number and year of publication of this European Standard.
9.2.4 Classification
The appropriate class (FFP1, FFP2 or FFP3) followed by a single space and then:
"NR" if the particle filtering half mask is limited to single shift use only. Example:
FFP3 NR, or "R" if the particle filtering half mask is re-usable. Example: FFP2 R D.
9.2.5 If appropriate the letter D (dolomite) in accordance with clogging
performance. This letter shall follow the classification marking preceded by a single
space(see 9.2.4).
Example FFP3 NR D, FFP2 R D.
9.2.6 Sub-assemblies and components with considerable bearing on safety shall be
marked so that they can be identified.

TOV Rheintand / CCIC (Qingdao) Co., LId. - 6F, No.2 Bidg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R.China  Tel.:
+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669 Email: info@qd.chn.tuv.com - Web:www.tuv.com
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10 Information to be supplied by the manufacturer® NRq
10.1 Information supplied by the manufacturer shall accompany every smallest
commercial available package.
10.2 Information supplied by the manufacturer shall be at least in the official language(s)
of the country of destination.
10.3 The information supplied by the manufacturer shall contain all information
necessary for trained and qualified persons on
application/limitations; the meaning of any colour coding; checks prior to use;
donning fitting; use; maintenance(e.g. cleaning, disinfecting), if applicable; storage;
the meaning of any symbols/pictograms used of the equipment,
10.4 The information shall be clear and comprehensible. If helpful, illustrations, part
numbers, marking shall be added.
105 Warning shall be given against problems likely to be encountered, for example:
— fitof particle filtering half mask (check prior to use);
-~ It is unlikely that the requirements for leakage will be achieved if facial hair
passes under the face seal;
— air quality (contaminants, oxygen deficiency);
- use of equipment in explosive atmosphere.
10.6 The information shall provide recommendations as to when the particle filtering half
mask shall be discarded.
10.7 For devices marked "NR", a warning shall be given that the particle filtering half

mask shall not be used for more than one shift,

Remark: "" indicates that the test is sub-contracted to the lab China Academy of Safey Sclence and
Technology which complies with the requirement of ISO/IEC 17025:2017, the registration No. CNAS L0118,

TOV Rheinland / CCIC (Qingdao) Co., Ltd. - 6F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China

+86- 532- 8870 6655 - Fax: +86- 532- 8870 6669+ Email: info@qd.chn.tuv.com * Web:www.luv.com

Tel.:
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Photo:

-END -

TOV Rheinland / CCIC g}lngdao) Co., Lid. D&F, No.2 Bldg., No.175 Zhuzhou Rd., Qingdao 266101, Shandong, P.R. China Tel.:
+86- 532- 8870 6655 [fax: +86- 532- 8870 6669XEmail: info@qd.chn.luv.com 'eb:www.tuv.com



General Terms and Conditions of Business of TUV Rheinland in Greater China
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Test Report

Report No.: [2020] WSZ FHL NO.6182

Product Name Filtering half mask

Applicant Shenzhen Hezheng Industrial Development Co..Ltd

Manufacturer Shenzhen Hezheng Industrial Development Co..Ltd

Test Type Entrusted inspection

Jiangsu Gu jlan em Tec ology Co., Ltd.
u Int

3/F., Unit D, Xingye Building, Talh atlonal Tech Park, Wuxi, Juangsu China
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Report No.: [2020]) WSZ FHL NO.6182

Test Report

Model name HZ96
Product name Filtering half mask
Brand Dr.HZ
Laboratory/ Jiangsu Guojian Testing Technology Co., Ltd./
Add. 3/F., Unit D, Xingye Building, Taihu International Tech-Park, Wuxi, Jiangsu, China
Avolicant? Shenzhen Hezheng Industrial Development Co.,11d/601 Zhaoye Workshop, No. 172,
:: &/Tel Huanguanzhong Road, Songyuanxia Community, Guanhu Street, Longhua District,
Shenzhen, China/—
PRI Shenzhen Hezheng Industrial Development Co.,11d/601 Zhaoye Workshop, No. 172,
Add/Tel Huanguanzhong Road, Songyuanxia Community, Guanhu Street, Longhua District,
Shenzhen, China/—
Sample classification FFP2 Sample number GW6182-2020
f receipt of
Sample quantity 120 pes s, i 25/05/2020
sample
icle/Batch/Styl
Test type Entrusted inspection o oz —
number
Dat f perfi
2 :f :ﬂ:"“a"“ 10/06/2020~19/06/2020 |  Testing location Same as the Laboratory
Meeting the requirements of g
Sample state : Sample description Refer to page 3
testing
EN 149:2001+A1:2009 Respi i ices - Filtering half t tect
Test standard(s) . : : espiratory 'prolecuve. devices - Filtering masks to protec
against particles - Requirements, testing, marking
Packaging, material, practical performance, finish of parts, compatibility with skin,
Test items flammability, carbon dioxide content of the inhalation air, head hamess, field of vision,
penetration of filter material, breathing resistance, total inward leakage
The samples upon testing comply with FFP2 classification qut raecording to the
Test conclusion standard EN 149:2001+A1:2009. The details of test resuls€ see on Pag
Date of |§u¢;: 22 /
Note The test results presented in this report relate only to the submitted sample as received.

o

Wan Heng MZZ Yang Ying ‘*}7&

Approver (na e, s:gnalurc) Reviewer (name, signature) Chief Tester (name, signature)

Page 2 of 11 Test Report Form No. EN149_C
Dated 2020-05
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Report No.: [2020) WSZ FHL NO.6182

Sample description: -
Test item particulars:
Type of USe ...t L 1e-useable particle filtering half mask
X single shift only particle filtering half mask
O A g A :[J FFP1 X FFP2 (] FFP3
BIIaton VAROBIE) Nl v s ] Yes [X No
INHAAtON VAIVE(S)....cvvrivrirsrneseessssssssssssssessssssessssesees ] Yes X No

Designed to protect against both solid &liquid acrosols.: { Yes [ | No

Possible test case verdicts:

- Test case does not be required to the test object............ : NRq (Not required)
- Test case does not apply to the test object.....................: N/A (Not Applicable)
- Test object does meet the requirement..................c.o.... : P (Pass)
- Test object does not meet the requirement.................... : F (Fail)

General remarks:

The test results presented in this report relate only to the submitted sample as received.
This report shall not be reproduced, except in full, without the written approval of the issuing Laboratory can provide]
assurance that parts of a report are not taken out of context.

Determination of the test results includes consideration of measurement uncertainty from the test equipment and
methods.

Throughout this reporta [] comma/ X point is used as the decimal separator.

Environmental condition of the testing in this report:

1) Unless otherwise specified, the ambient temperature for testing shall be 25 °C;

2) T.C. Temperature conditioned:

a) for 24 h to a dry atmosphere of 70 °C; b) for 24 h to a temperature of -30 °C;

and return to room temperature 25 °C for 4 h between exposures and prior to subsequent testing.

Page 3 of 11 Test Report Form No. EN149_C
Dated 2020-05



Report No.: [2020] WSZ FHL NO.6182

S.No. < S : Single item
(@ANo) Test item Unit Technical requirements Test result s
; asal Marking/ Marking and the information supplied
s o by the manufacturer, requirements nel‘erJ The clause were not required NRq
(7.3) inspection to C1.9 and CL.10
Particle filtering half masks shall be
i % Particle filtering half masks
) : offered for sale packaged in such a )
Packaging in:hsut‘ilon == | way that they are protected against ::ckm“aln:.:rec::npml Pass
(7.4) o mechanical damage and P b A
R contamination.
contamination before use.
Materials used shall be suitable to
| withstand handling and wear over the | Materials were suitable
period for which the particle filtering | withstand handling and wear.
half mask is designed to be used.
Sample 1: neither facepiece
nor straps have mechanical
. failure
After undergoing S.W., none of the e
particle filtering half masks shall have po& : ¥
— ) G nor straps have mechanical
suffered mechanical failure of the 3
. i Visual facepiece or straps e Pass
(7.5) Material inspection Sample 3: neither facepiece
nor straps have mechanical
failure
After undergoing S.W. and T.C., none | Sample 4: no collapse
— | of the particle filtering half masks Sample 5: no collapse
shall not collapse. Sample 6: no collapse
Any material from the filter media
| released by the air flow through the Not constitute a hazard
filter shall not constitute a hazard or | or nuisance for the wearer
nuisance for the wearer.
Particle filtering half mask designed .
Ifil irements
to be re-usable, the materials used ?ﬂe:u ﬁ, the‘:aqu
shall withstand the cleaning and .
di:' nt::t'n a ent: :::np:noiedum o 1 T Fnstcls Mlasing Bt
s 1
i mask is NOT re-usable
be specified by the manufacturer. : & 3
2 2 according to information
Testing shall be done in accordance .
B 3 . . ith 8.4 and 8.5 supplied by manufacturer N/A
(7.6) | Cleaning and disinfecting WER 5% 800 9.9,
With reference to 7.9.2, after cleaning | [ Tests results refer to S. No.
and disinfecting the re-usable particle | 7(7.9.2), or
| filtering half mask shall satisfy the [ The Particle filtering half
penetration requirement of the mask is NOT re-usable
relevant class. Testing shall be done | according to information
in accordance with 8.11. supplied by manufacturer

Page 4 of 11

Test Report Form No. EN149 C
Dated 2020-05




Report No.: [2020] WSZ FHL NO.6182

S.No. Si it
(ANo) Test item Unit Technical requirements Test result :legcl;:;m
Sample 1: has the feeling of
Head comfortable wearing
harness ~ | Head harness should be comfort.
comfort Sample 2: has the feeling of
comfortable wearing
Sample 1: All fastenings are
5 | Practical g firm
" of == | Fastenings are safe and reliable Pass
(7.7) | perionmance | o stenings Sample 2: All fastenings are
firm
Sample 1: Having a wider
0O 1 — | Field of vision is scceptable
b e Sample 2: Having a wider
visual field
P e e ;
¢ B Visual arts of ﬂfe device likely to come into U PP —
Finish of parts FESSER ] contact with the wearer shall have no aaia Pass
(7.8) noe sharp edges or burrs. e
AR."| 0.1%]| 0.1%]| 0.2%
S — =6Y SW. 0.1%| 02%] 0.1%
chloride =% i i e ; : Pass
M.S+
TC2 02%| 03%| 0.2%
AR."| 02%| 03%| 0.3%
Leakage— | Paraffinoil | — <6% SW.| 03%| 03%| 02%| Pass
7 ¢
Penetration of’ M.S+
(792) | filter material TC.? 0.8% | 0.7%| 0.9%
") average penetration over a time of 30s, beginning 3 min after the start of the test reported
? max. penetration during exposure test reported;
Note:
The penetration of the filter of the particle filtering half mask shall meet the requirements below:
Maximum penetration of sodium chloride aerosol test 95 L/min max. FFP1: 20%, FFP2: 6%, FFP3: 1%
Maximum penetration of paraffin oil aerosol test 95 L/min max. FFP1: 20%, FFP2: 6%, FFP3: 1%

Page S of 11

Test Report Form No. EN149_C
Dated 2020-05




Report No.: [2020] WSZ FHL NO.6182

iy Unit Technical requirements Test result g e
: i
(QNo) Test item requi ST,
Materials that may come into contact AR. 5 pes .‘" don’s cames
. . irritation
8 b = . with the wearer's skin shall not be
Compatibility with skin - g e Pass
(7.10) known to be likely to cause irritation or] 5 pes all don't cause
any other adverse effect to health. TG irritation
The Sample is
buming.
AR Bumning limcf:o. Is
The Sample is
When tested, the particle filtering half buming.
9 Flammabilit | mask shall not burn or not to continue Buming time:0.1s b
(7.11) d to burn for more than 5s after removal The Sample is
from the flame. buming.
Buming time:0.1s
TC. -
The Sample is
buming.
Buming time:0.1s
The carbon dioxide content of the | Sample 1 0.7057%
inhalation air (dead space) shall not R 0.7015%
10 | Carbon dioxide contentof | | exceed an average of 1.0 % (by P ' Pass
(7.12) the inhalation air volume). Sample 3 0.7027%
Remark: 3 half masks (S1, S2 and
S3) AR. tested. average 0.70%
The head harness shall be designed All of 5 pieces
so that the particle filtering half mask AR particle filtering half
can be donned and removed easily. “ | mask meet the
The head hamness shall be adjustable requirements
11 or self-adjusting and shall be
Head h o-n P
(7.13) . sufficiently robust to hold the All of 5 pieces =
particle filtering half mask firmly in 1C particle filtering half
position and be capable of " | mask meet the
maintaining total inward leakage requirements
requirements for the device.
12 . y The ﬁe!d of vnsilon is a.oceptablc if P M -
Field of vision — | determined so in practical : X ; Pass
(7.14) wider visual field
performance tests.
Page 6 of 11 Test Report Form No. EN149 C

Dated 2020-05




Report No.: [2020] WSZ FHL NO.6182

S.No. . . . Single item
(@ANo) Test item Unit Technical requirements Test result Prii
A particle filtering half mask may

have one or more exhalation valve(s), z
— No exhalat |
which shall function correctly in all 2 oo
orientations.
Visual If an exhalation valve is provided it
inspection shall be protected against or be
resistant to dirt and mechanical
- | damage, and may be shrouded or may | No exhalation valve(s)
include any other device that may be
13 | Exhalation necessary for the particle filtering half
(7.15)|  valve(s) mask to comply with 7.9. N/A
Exhalation valve(s), if fitted, shall
Flow continue to operate correctly after a .
— No exhalation val
conditioning continuous exhalation flow of 300 " hai
I/min over a period of 30 s.
Strength of When the exhalation valve housing is
attachment of attached to the faceblank, it shall
— No exhalati 1
exhalation withstand axially a tensile force of 10 !
valve housing N applied for 10 s.
Tests Its refer to Tabl
14 Clogging— Optional for single shift use devices, E]&D orm o .
Breathing resistance & | — | mandatory for re-usable devices. : N/A
2 Penetration of filter material Tested by Cl. 7.17.1/2/3 R
i AT g
y single shift use face mask
5 All demountable parts (if fitted) shall
Demountable parts ~ | be readily connected and secured, No demountable parts N/A
(7.18) §
where possible by hand.
Page 7 of 11 Test Report Form No. EN149 C

Dated 2020-05




Table A- Leakage—Total Inward Leakage

Report No.: [2020] WSZ FHL NO.6182

S.No. Test . Technical Single item
3 Unit . Test result <
(CLNo) item requirements'’ decision
Exercises El E2 E3 E4 ES TIL
ez )| | | | |
34 4.2 48 49 34 4.1
% 39 4.5 4.7 33 39
At least 46 out of the 50 ot
individual exercise AR | 36 | 43 | so | sa | 38 | a4
results shall be not
ter th %:
Loakig— grea fr atj l.LA 3.1 3.8 4.0 43 2.6 3.6
16 Total And in addition, at least
’ = | 8 outofthe 10 39 5.1 5.7 6.1 44 5.0 Pass
(7.9.1) inward s
—— individual wearer
g arilhmcﬁc means for lhe 3.3 4.' 4.4 4.7 3.4 4.0
total inward leakage
shall be not greater than 29 3.7 39 45 24 35
0,
8% T.C. 29 3.7 4.0 42 3.0 3.6
4.0 4.5 5.2 55 35 45
3.1 4.1 4.5 4.6 2.7 38
Note 1:

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
11 % for FFP2 5 % for FFP3

in addition, at least 8 out of the 10 individual wearer arithmetic means for the total inward leakage shall be not greater than

25 % for FFP1

22 % for FFP1

8 % for FFP2

2 % for FFP3.

Table A-1- Test subjects—Facial dimension

Test Subject No. Length of face (mm) Width of face (mm) Depth of face (mm) Width of mouth (mm)
1 120 130 109 59
2 122 140 115 65
3 119 160 139 55
4 112 122 119 63
5 110 130 118 60
6 115 119 110 59
7 112 123 113 55
8 103 130 100 50
9 118 139 130 63
10 120 135 125 50
Page 8 of 11 Test Report Form No. EN149_C

Dated 2020-05




Table B- Breathing Resistance

Report No.: [2020] WSZ FHL NO.6182

Test  result
SNa ) Technical Facing | Facing Facing Lying on | Lying on|Single item
(C1No) Tot ftom R | voquirusented| Bnarciaes| dvcty | varsiontly | vassially’ | @stont- | tharigha] - dosioion
ahcad upwards | downwards side side
03 | 04 04 03 | o4
AR. 04 | 04 0.5 04 | 04
03 | 04 0.4 04 | 03
_ 04 | 04 0.3 04 | 03
':::z:’: <07 S.W. 03 | 03 0.4 04 | 03 | Pass
03 | o4 0.3 04 | 03
03 | 04 0.4 03 | o4
TC. 03 | 04 0.4 03 | o4
03 | 04 0.4 04 | 03
13 | 14 1.4 14 1.3
AR. 3| 14 1.4 1.3 1.4
14 | 15 1.4 1.5 1.4
14 | 15 1.5 14 1.4
(7:' G ::::: '::‘3;:’: mbar | <24 S.W. ji-1* 15 1.5 1.4 14 | Pass
14 | 15 1.4 1.5 1.4
14 | 14 1.5 1.4 14
TC. 13 | 14 1.4 14 1.4
13 | 14 1.5 1.4 1.4
23 | 24 24 23 | 24
AR. 23 | 23 24 24 | 23
24 | 24 23 24 | 23
_ 23 | 24 24 23 | 24
?:oh’:::: <3.0 S.W. 23 | 24 23 24 | 24 | Pass
24 | 23 24 24. 1 23
23 | 24 24 24 | 24
TC. 23 | 24 24 24 | 24
24 | 23 24 24 | 24

Note 1: Limitation may need be changed according to classification, refer to Table 2 — Breathing resistance of EN 149:2001
+A1:2009 for the Technical requirements.

Page 9 of 11

Test Report Form No. EN149 C
Dated 2020-05




Report No.: [2020] WSZ FHL NO.6182

Table C- Clogging Test—Breathing resistance

Test It
Technical . . — s _ - . z
S item ) Unit | requirements"? Facy | ecg - LW““J Lylag ony Single kem
(CLNo) T oo s Exerciaear directly | vertically | vertically | theleft | the right| decision
ahcad upwards | downwards side side
AR
Inhalati
- nhala |f>n - o N/A
Clogging | 95 L/min f W of
18 test—
(7.17) |Breathing AR.
resistance Exhalati-on e ioos N/A
95 L/min T.C.

Note 1: Valved particle filtering half masks
After clogging the inhalation resistances shall not exceed FFP1: 4 mbar _ FFP2: S mbar _ FFP3: 7 mbar at 95 L/min continuous flow;

The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous flow.

Note 2: Valveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall not exceed FFP1: 3 mbar, FFP2: 4 mbar FFP3: 5 mbar at 95 L/min

continuous flow.

Table D- Clogging Test—Penetration of filter material

S.No. ) Unit Technical Tk e Single item
(CLNo) Test item requirements decision
19 Clogging test- AR.
Penetration of filter Paraffin oil — — TC. N/A
(7.17) material TC.

Note: Maximum penetration of test acrosol test 95 L/min max. FFP1: 20%, FFP2: 6%, FFP3: 1%

Abbreviations :
AR, As received M.S. Mechanical strength S.W. Simulated wearing treatment
T.C. Temperature conditioned F.C. Flow conditioned C.D. Cleaning and Disinfecting

Page 10 of 11 Test Report Form No. EN149_C
Dated 2020-05



Report No.: [2020] WSZ FHL NO.6182

Annex A- Estimates of the uncertainty of measurement

Test item Uncertainty
Total inward leakage 2.98%
Penetration of filter material 1.00%
Flammability 1.00%
Carbon dioxide content of the inhalation air 0.93%
Breathing resistance 1.90%

Annex B- Sample Photo

The end

Page 11 of 11 Test Report Form No. EN149 C
Dated 2020-05
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XL
m CN AS Ningbo Customs District Technology Center
T = No.8 Huikang Road, Yinzhou District, Ningbo City, Zhejiang Province, China.
é,'///,_\\\\\\\? TESTING
ll/,,|“\\\ 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 of the client as:

Product : Particle Filtering Half Mask

Report No. : KZ2022265

Client : Universal Certification and Surveillance Service Trade Ltd.Co.
Model(s) : HZ96

Number of samples : 20

Received date : 2020.09.21

Date(s) of tests : 2020.09.21-2020.09.22

DESCRIPTION OF SAMPLES

Genera information s o
Manufacturer Shenzhen Hezheng Industrial Development Co., Ltd.

Manufacturer address 601 Zhaoye Workshop, No. 172, Huanguanzhong Road, Songyuanxia

Community, Guanhu Street, Longhua District, Shenzhen City, Guangdong
Province, China

7 ih & 44 DR
Chief Tester: / ?7 % Reviewer: 'xf .} Approve: '~ * 2
Feng Yun Fu Danhua Kejie m

Issued: 2020.09.22

Page 1 of 5

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



Page 2 of 5
Test Report No.KZ2022265

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 Pass

Remarks: Pass = Meet EN 149:2001+A1:2009 FFP2 Requirement
Fail = Below EN 149:2001+A1:2009 FFP2 Requirement
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 a measurement uncertainty 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.KZ2022265

7.9.2 Penetration of filter material

Test Results

Page 3 of 5

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/min

FFP1 =20% =20%
FFP2 =6% =6%
FFP3 =1% =1%
Note 1: FFP2 respirator. Test results are shown in Annex A Table 7.9.2.
7.16 Breathing resistance Pass?
Maximum permitted resistance (mbar)
Classification Inhalation Exhalation
30 L/min 95 L/min 160 L/min
FFP1 0.6 2.1 3.0
FFP2 0.7 24 3.0
FFP3 1.0 3.0 3.0

Note 2: FFP2 respirator. Test results are shown in Annex 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.




Test Report No.KZ2022265

Annex A: Summarization of Test Data

Test specification: EN 149:2001+A1:2009 Clause 8.11

Page 4 of 5

Table 7.9.2 Penetration of filter material

Aerosol Condition Sample No. Penetration (%) Assessment
01 0.44
Sodium chloride test As received 02 0.62
03 0.70
Pass
04 0.62
Paraffin oil test As received 05 0.54
06 0.77
Flow conditioning: single filter: 95.0 L/min
Table 7.16 Breathing resistance (mbar)
Test specification: EN 149:2001+A1:2009 Clause 8.9
07 08 09
Flow rate
A B C D E A B C D E A B [ D E
A.s <l 30L/min | 0.65 | 0.63 | 0.62 | 0.65 | 0.68 | 0.65 | 0.68 | 0.67 | 0.64 | 0.64 | 0.63 | 0.67 | 0.65 | 0.68 | 0.62
pocelv Inhalation
OSL/min | 150 | 155 | 1.58 | 1.53 | 1.57 | 1.57 | 153 | 151 | 1.57 | 153 | 1.58 | 1.50 | 1.57 | 1.53 | 1.51
Exhalation | 160 L/min | 251 | 251 | 245 | 243 | 249 | 249 | 251 | 246 | 259 | 250 | 247 | 245 | 2.51 | 247 | 2.51
Assessment Pass

A: facing directly ahead; B: facing vertically upwards; C: facing vertically 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.




Test Report No.KZ2022265

Annex B: Photos of sample

Page 5of 5

Oy D .-m.*

"kez1os

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



SEGFN
UNIVERSAL

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1400

Respiratory protective devices, filtering half masks to protect against particles manufactured by
Shenzhen Hezheng Industrial Development Co., Ltd.

601 Zhaoye Workshop, No. 172, Huanguanzhong Road, Songyuanxia Community, Guanhu
Street, Longhua District, Shenzhen 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 §, it is approved
that the product meets the requirements of the regulation,

Product Definition

Brand Name: Dr.HZ Model: HZ96
Filtering half mask
Classification: FFP2 NR

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;

¢ lIssuing 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
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 02/09/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.
y C€E
2163 W

— SuatKACMAZ
UNIVERSAL CERTIFICATION
Director
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TECHNICAL ASSESSMENT REPORT
REPORT DATE / NO: 02.09.2020 / 2163-KKD-1400

Manufacturer: Shenzhen Hezheng Industrial Development Co., Ltd.

Address: 601 Zhaoye Workshop, No. 172, Huanguanzhong Road, Songyuanxia Community, Guanhu Street, Longhua
District, Shenzhen City, Guangdong Province, China

This report is for the, given above, manufacturer prepared according to the test results obtained from Jiangsu Guojian
Testing Technology Co., Ltd. accredited by CNAS (China National Accreditation Service), signatory to ILAC MRA,
with number L10118 for the product identified below, dated 22,06.2020 with Serial Id (2020)WSZ FHL NO.6182 based

on EN 149: 2001 + Al: 2009 standard and the technical file dated 28 August, 2020 Version 01 provided by the
manufacturer,

The technical file of the manufacturer, and risk evaluation against the essential health safety requirements and the test

report evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found to
be appropriate.

This report is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages.

Product Description: Particle Filtering Half Mask
Classification: FFP2 NR
Brandname: Dr.HZ Model: HZ96
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING RISKS FOR THE PRODUCT

L1, Design principles

L.LL Ergonomics

PPE must be so designed and manufactured that in the foresccable conditions of use for which it is intended the user can perform the risk related octivity
normally whilst enjoying appropriate protection of the highest prossible level,

1.1.2. Levels and classes of protection

1.1.2.1. Highest level of protection possible

The optimum level of protection to be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent its
effective use during the period of exposure to the risk or normal performance of the activity,

1.1.2.2, Classes of protection appropriate to different levels of risk

Where differing foresecable conditions of use are such that several levels of the same risk can be distinguished, appropriate classes of protection must
be taken into account in the design of the PPE.

1.2. Innocuousness of PPE
1.2.1. Absence of risks and other inherent nulsance factors
PPE must be so designed and manufactured as to preclude risks and other nuisance factors under fore secable conditions of use.

1.2.1.1, Suitable constituent materials

The materials of which the PPE Is made, including any of their possible decomposition products, must not adversely affect the health or safety of users.
1.2.1.2, Satisfactory surface condition of all PPE parts in contact with the user

Any part of the PPE that is in contact o is liable to come into contact with the user when the PPE is wom must be free of rough surfaces, sharp edges,
sharp points and the like which could cause excessive irritation or injuries

1.2.1.3. Maximum permessible user impediment

Any lnpeddmmleauxdhyl’?nlonwvcmmwbemade.pmmwboodomd-\dmrypewlonmumumhlmhed;mmw PPE cause
movements which endanger the user or other persons,

1.3 Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in place for the foresecable
period of use, bearing in mind ambient factors, the actions to be carried out and the postures to be adopted. For this purpose, it must be possible to adapt
the PPE 1o fit the morphology of the user by all appropriate means, such as adequate adjustment and attachment systems or the provision of an adequate
range of sizes.

1.3.2. Lightness and design strength

PPE must be as light as possible without prejudicing design strength and efficiency.

Apart from the specific additional requirements which they must satisfy in order to provide adequate protection against the risks in question (sec 3), PPE
must be capable of withstanding the effects of ambicnt phenomena inherent under the foresecable conditions of use

1.4, Information supplied by the manufacturer
The notes that must be drawn up by the former and supplied when PPE is placed on the market must contain all relevant information on:

a) In addition to the name and addressof the manufacturer and/or his authorized representative established in the Community

b) Storage, use, cleaning, maintenance, 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 check the levels or classes of protection provided by the PPE in guestion;
d)  Suitable 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;

g) The type of packaging suitable for transport;

h) The significance of any markings(see 2.12)

i)  Where appropriate the references of the Directives applied inaccordance with Article5(6) (b),

)] “The name, address and identification number of the notified body involved in the design stage of 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

UFR-383 12,122018 Rev.0! Page 2|6
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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, eyes, 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 neuteality that is compatible with the degree of precision and the duration of the
activities of the user,

If necessary, such PPE must be treated or provided with means to prevent misting-up.

Models of PPE intended for users requiring sight correction must be compatible with the wearing of spectacles or contact kenses.

2.4.PPE subject to ageing

IFitis known that the design performance of new PPE may be significantly affected by ageing, the month and year of manufacture and/or, if possible,
the month and year of obsolescence must be indelibly and unambiguously marked on each item of PPE placed on the market and on its packaging.

If the manufiscturer is unable to give an undertaking with regard to the useful life of the PPE, his instructions must provide all the information necessary
to enable the purchaser or user 1o establish a reasonable obsolescence month and year, taking into account the quality level of the model and the
effective conditions of storage, use, cleaning, servicing and maintenance,

Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a cleaning process
recommended by the manufacturce, the Intter must, if possible, affix o marking to cach item of PPE placed on the market indicating the maximum
number of cleaning operations that may be carried out before the equipment needs to be inspected or discarded. Where such a marking is not affixed, the
manufacturer must give that information in his instructions,

2.6. PPE for use in potentially explosive atmospheres
PPE intended for use in potentinlly explosive atmospheres must be designed and manufactured in such o way that it cannot be the source of an electric,
electrostatic or impact-induced arc or spark likely to cause an explosive mixture to ignite,

2.8, PPE for intervention in very dangerous situations

The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must include, in particular, data intended for
competent, trained persons who are qualified o interpret them and ensure their application by the user.

The instructions must also describe the procedure to be adopted in order o verify that PPE is correctly adjusted and functional when wom by the user,
Where PPE incorporates an alarm which is activated in the absence of the level of protection normally provided, the alarm must be designed and placed
$0 that it can be perocived by the user in the foresecable conditions of use.

2.9, PPE incorporating components which can be adjusted or removed by the user
Where PPE incorporates components which can be attached, adjusted or removed by the user for replacement purposes, such components must be
designed and manufactured so that they can be easily attached, adjusted and removed without tools.

2.12. PPE bearing one or more identification or recognition marks direetly or indirectly relating to health and safety

The identification or recognition marks directly or indireetly relating to health and safety affixed to these types or classes of must preferably take the
form of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foresceableuseful life of the PPE. In addition, these
marks must be complete, precise and comprehensible so as to prevent any misinterpretation; in particular, where such marks incorporate words or
sentences, the latter must appear in the official language(s) of the Member State where the equipment is to be used.

If PPE (or a PPE component) is too small to allow al lor part of the necessary marking to be affixed, the relevant information must be mentioned on the
packing and in the manufacturer’s notes,

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory protection

PPE intended for the protection of the respiratory system must make it possible to supply the user with breathable air when exposed to a polluted
atmosphere and/or an atmosphere having an inadequate oxygen concentration,

The breathable air supplicd to the user by PPE must be obtained by appropriate means, for example after filtration of the polluted air through PPE or by
supply from an external unpolluted source,

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

The leak-tightness of the facepicce and the pressure drop on inspiration and, in the case of the filtering devices, purification capacity must keep
contaminaat penctration from a polluted atmosphere low enough not to be prejudicial to 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, enable a trained and qualified user

to employ the PPE correctly.
In the case of fikering equipment, the manufacturer’s instructions must also indicate the time limit for the storage of new filters kept in their original
packaging.
UFR-383 12122018 Rev.0! Page 3|6
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Technical Assessment of EN 149: 2001 + Al: 2009 Standard and other Standards it refers to, Clauses Corresponding to the
(EU) 2016/425 Directive

Conforming to EN 149:2001 + A 1:2009 Standard Requirements

Classification: Particle Filtering Half Mask

The mask subject to evaluation based on the test results and technical file provided by the manufacturer is classified as;
Filkering Efficiency and Maximum Total Inward Leakage: Classified as FFP2

Mask is classified for single shift use, NR

| Packing: Particle fillering half masks are packaged 10 protect them from contamination before use and with cardbosed boxes to prevent

mechanical damage. The packaging design and the product is considered to withstand the foresecable conditions of use based on the visual
inspection results given in the test report.

© Material: Materials used in particle filtering half masks, according 10 the simulated wearing treatment snd temperature conditioning results; [t is

understood it withstands handliag and wear over the period for which the particle filtering half mask is designed to be used, it sufTered mechanical
foilure of the facepiece or straps, any material from the filter media released by the air Mow theough the filier has not constitute n hazard o

mulsance foe the wearer. The manufacturer declares that the materials wsed in monufacturiag of the mask does not have an adverse affect 10 the |

health and safety of users.

Based on the test results, the masks did not collapse when subject 1o simulated wearing and temarature conditioning, No muisance situation is 'f

reported during the practical performance tests by human subjects.

Cleaning and Disinfection: Particle filtering half mask is not designed 10 be as re-usable. No cleaning or disinfection procedure provided by the “
- manufacturer,

Practical Performance:

| Tho test report indicates that the human subjects &id not face any difficulty in performing the excercises while they were weared by the sample

masks, in walking test or work simulation tests, The wearers did not report any failure by means of head hamess / strapy’ eardoops comfon,

security of fastenings and field of vision, Also no imperfactions reported during total inwaed tests about the comfort, field of vision sad fastening |

oo e | e | Pt |
2 Head fort Positive results are oblained from the test
3. of 0

subjects
5.Field of vision

i
o|o|o

No imperfections

| Conditianing: (A R.) As Received, onginal

| Finish of Parts: Partiche filtering half masks, which are likely to come into contact with the user, do not have sharp edges and do not contain |
| burs,

| Penetration of filter material: Sodiwn Chloride Testing

! (MS.T.C)

Total Inward Leakage:

The Total Inward Leakage test is conducted by 10 individual in an acrosol chamber with a walking band, and samples are taken during the
conduction of the excercises defined in the standard, The samples used in the test are subjected to the conditioning required in the standard as
temperature conditioning and as received, The face dimensions of the sebjects are also reported. The measurement details for each subject and for
cach excersize are available in the test report,

It was reported that:
All $0 exercise measurement results ase smaller or equal to 11%, the values varies between 2.4% and 6.1%.
All 10 individual's arithmetic mean is smaller or cqual to 8%, the values varics between 3.5% and 5.0%,

According to the reported results, the product meets the limits for FFP2 classification,

. Sodium Chloride Test rements in accordance
Condition Heof 95 Lmin max os)h' ngu 149:2001 + A1:2009 Resul
[7X3)
(AR)
(AR)
S
(SW)
W)
T.C)

MS.TC)

L

|Fitering half masks fulfill lhtr
requirements of the standard
EN EN 149:2001 + A1:2009
given in 7.9.2 in range of the
FEPL, FFP2 and FFP3
classes.

.2 FFPI=20%

.2 FFP2<6%

FFP3I= 1%

Conditioning: (M.S.) Mechanical Strength 95 L/min = 1.6 dm’ sn”
(7.C.) Temperature Conditicning
(AR) As Received, original
__(8.W.) Simulated wearing treatment

UFR-383 12.12.2018 Rev.01 Page 4]6
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;’ | Pencteation of filter material: Paraflin Ol Testing
| I " Paraffin Oil Testing Requirements in accordance
' Condies m 95 Lminmax (%) | with EN 149:2001 + A1:2009 Ressh
: ),
- ) [Fittering half masks fulfil the
ﬁ,} . 03 ens requircenents of the standard
Article 5.V, - 00 FFP2<6% EN EN 1492001 + A1:2009
792 GW) - ¥ given in 7.9.2 in range of the
(m“ = 0.4 Pmsl” WPI.I’M-M"PJ
MS.T.C) s 0. olasses.
i (MS. T.C) - 0.9 |
Conditioning: (M S.) Mechanical Strength
(T.C.) Temperature Conditioning
(AR.) At Recelved, original
- (S.W.) Simulated wearing treatment
Article Compatibility with skin: In Practical Performance report, the likelihood of mask materials i contact with the skin causing iitation or olher
7.10 adverse effect on health was not reported.
Flammability:
Condition No. of Visual inspeet Mnuluhlnn:mmm Rk
! (AR) - Dum for 0,13 Filtering half mask Passed
| Article (AR) - Bum for 015 shall not bum o not
| 71 (1.C) . Bum for 0,15 wulau'::mt nm.umu‘;ummn
| : 3 more s rements of the
‘ L) s dobo __removal from the flame standand
Conditloning: (AR.) As , orginal
(T.C.) Temperature Conditioning
{ Carbon dioxide content of the inhalation sie:
An avenage
Coadition No of | COscontent of the inhalation air | COx content of] Requirements in accordance with Result
ey Sample (%] by volume mld:den EN 1492001 + A1:2009
2 (AR) . 0.7057 Passed
(AR) . 07015 CO; content of the inhalation air
0.70{%) shall not exceed an average of | Filtering half masks
(AR) . 07027 1,0% by volume fulfil requirements of | |
the standard | |
L Conditioning: (AR.) As Reccived, oniginal .
Ariicle lloulunumhhmhlWmmud'rll.mmmdmcﬂuhwmwramunmdmm&om
713 MKMMMM!Mqu/thde%g&Mﬂmlytmud\.
l
';';:d' | Field of vision: In Practical Performance report, no adverse effects were reported for the ficld of vision availability when the mask is weared.
- Exhalation Valve(s): The model under inspection have no valves.
I  Breathing Resistance: lshalaton.
| The overall evalustion in the figures gathered for 9 different samples 3 as received, 3 with temparature conditioning and 3 simulated wearing
| mumwitmmdmhun-adhml.wn--amnmmmum«tmmr«mmos
Articte L/mia and exhalation at 160 L/min,
7.16
) I e i : SRSE——
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Clogging: This test is not apphied to Particle Filtering Half Mask which is not reusable,

|
| Article
717 (For single shift wse devices, the clogeing tes is aptiomal test. For re-usable devices test s anmdatoey,)
Article |
718 ' Demountable Parts: There are no demountable parts on the product.
4 - - -
Article l Testing: All tests conducted nccording to Clause 8 of this standard is available in the test repart and are ovaluated in this report for qualification
8 - and classification of the mask,
Marking - Packaging: Necessary markings are available e the product package (box). The name and tradenark of the manufactures is clearly
visible. The type of the mask and the classification including the status of re-usability, the reference to EN 149:2001+A1:2009 standaed, the the
year of end of shelf life, using and storage instuctions and pictograms and CE mark are available on the product package. The above evaluation
is based on the technical document for packaging and marking, for box design. Verified on the Annex 9.1 of the techaical file.
Article The technical documentation for mask design (drawing) also evabuated for marking requirements, drawing HZ96, The mask template (drawing)
9 Indicates that the mask will carry information about the nasse and the brandname (Shenzhen | Industrial Development Co., L4d, / De 1IZ)
of the manufacturer, type of mask, the reference to EN 1494 A1:2009 standard and elassification including the re-usability of the mask. The
manufacturer also peinted CE mark with our Notified Dody number, The mask do not have sub-assemblies, Even the tested samples by the
laboratory do not corry mecossary marking information as stated in the technical documentation, (he mansfacturer shall follow marking |
instrections for seral production. Model HZ96 drawing exists in the techaical file of the manufacturer, Ansex 6 of technical file.
Information to be supphied by the maaufacturer: In each of the smallest commercially available packaging of the product, implementation
Article (inmallation instrctions) pre-use controls, waming and usage limitations, storage and meanings of symbols / pictograms are defined. User
10 instruction document in the technical file found to be appropriate, Annex 8. The manufacturer shall include this decumented user information text
In every smallest commentially avallable package.
| PREPARED BY : 5 | APPROVED BY ,
Osman CAMCI . g‘;:“':r‘cm
PPE Expert ‘
'] |
1 <
N aov"\ )
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