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DOCUMENTATION

REF. CV-41 / ZDFMO002
MASK ULTRA PROTECTION FFP2

MASCARILLA ULTRA PROTECCION FFP2
MASQUE FFP2 ULTRA PROTECTION FFP2
MASCHERINA PROTEZIONE ULTRA FFP2

MASTER BOX: 1000 pcs

COLOR: BLANCO/WHITE

ITEM: ZDFM002

pescripTioN: NAAMIO

MATERIAL.:

5 PLY (46% non woven, 30% Meltblown, 24% algodén).
QUANTITY: 1.000

G.W:

N.W:

CNT SIZE:

BATCH NUMBER:

PRODUCTION DATE:

VALIDITY: MADE IN PR.C.




BOX: 25 pcs

L138xW138xH110mm

FFP2 T

Personal Protective Equipment (PPE)
Equipo de Proteccion Individual (EPI)

C € ‘EN 149:2001+A1:2009
0598|FFP2 NR
Filtration Effic

Bie s

cv-41 MASCARILLA ULTRA PROTECCION FFP2

Comfortable protection against infection / Proteccion cémoda contra infecciones.

BAG: 1 pc
133x133 mm

MASCARILLA ULTRA PROTECCION FFP2

FFP2 Personal Protective Equipment (PPE)
Equipo de Proteccién Individual (EPI)

Instruction

Step for usage: Instrucciones de uso:

1.0pen the foldable mask.
bar on the up

5. Asegiirese de poder respirar ien y ajuste
ario
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Personal Protective Equipment (PPE)
Equipo de Proteccién Individual (EPI)

C € EN 149:2001+A1:2009
0598FFP2 NR

Filtration Effici

cv41 MASCARILLA ULTRA PROTECCION FFP2

Comfortable protection against infection / Proteccion cémoda contra infecciones.

5\ 236534 | 314702

Model: ZDFM002

C € 0598

FFP2NR

Importado por / Imported by:
CN-)

5GS FIMKO OY

FABRICANTE/ MANURACTURS:
SANMEN SANMEI CRAFT CO,LTD
R Tingpang Incustry Zons, Sanmen,
Taihou, Zrefang, Grina

MADE INPRC,

Regulacién/ Regulation: 2016/425 o ©

FFP2

Equipo de Proteccién Individual (EPI)
Personal Protective Equipment (PPE)

EN 149:2001+A1:2009

B30668420. C/ Sofia, 3-5
Pol. Ind. Cabezo Beaza 30353 Cartagena (Spair)

Organismo notificado / Notified body:

Takomolie , F-00360 Helsnk, Finiand

cv-41
MASCARILLA ULTRA PROTECCION
ULTRA PROTECTION MASK

Cantidad por caja 25 Piezas
Quantity per box 25 Pieces

INSTRUCCIONES DE USO: STEP FOT USAGE:
1.Abra la méscara plegable. 1.0pen the oldable mask.
2. Ajuste laméscaraen nariz i

3. Putthe strape ontothe ear.
4. Adjustthe softbarto it the nose.

3. Ajuste s cintaselésticas por detrds de as orejas
4 Amolde la pinza nasal aa parte superiorde a nariz
i respirar bien

d readjustfneccessary

ATENCION: WARNING:
1. Estamé 1

NR' un solo uso

2 2

> ina por
alriesgo de contraer enfermedades o ifecciones. disease orinfection.
3. Camblelaméscara ! v

MATERIAL:
46% Non-woven, 30% Meltblown, 24% algodén

MATERIAL:
46% Non-woven, 30% Meltblown, 24% cotton

L 9

Manteneratemperatura  Mantenera Max. S gipes depreocon el
de-20°Ca +40°C humedad relativa: <80% Comorta
Temporaure Relatve humidty
TG Tossen 80%

Lote/ Production Batch:

Fecha de produccién/ Production date: ‘
Plazo de validez/ Expiration date:

81436534 " 314702
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NOTA IMPORTANTE:

En todos los procesos de fabricacion de nuestras mascarillas,
no se utiliza grafeno o derivados del mismo.
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EU DECLARATION OF CONFORMITY

Manufacturer

Name: SANMEN SANMEI CRAFT CO.,LTD
Address: TINGPANG INDUSTRY
ZONE,SANMEN, TAIZHOU,
ZHEJIANG,CHINA 317103

declares that the new PPE described hereafter

Product, type
Filtering Half Mask, ZDFMO002
Brand Name: ZIDAI

is in conformity with the provisions of regulation ( EU ) 2016/425 of the European
parliament and of the council of 9 March 2016 on Personal protective equipment, and
Conformity with the requirements of above regulation is testified by complete
adherence to the following technicalspecifications:

EN 149: 2001+A1:2009

Is identical to the PPE which is the subject of EU type-examination for Regulation (EU)
2016/425 issued by SGS Fimko Oy, Takomotie 8, FI-00380 Helsinki, Finland, Notified Body
number: 0598 , the certificate FI20/966545

Is identical to the PPE which is subject to the procedure set out in C2 of
Regulation(EU)2016/425 Personal Protective Equipment under the supervision ofthe
notified body SGS Fimko Oy, Takomotie 8,FI-00380 Helsinki, Finland, Notified Body
number:0598, the certificate F120/966545

The product(s) of the declaration described above is in conformity with the requirement
of following test reports:

Report No. :SL52035260792001TX
SGS-CSTC Standards Technical Services(Shanghai) Co., Ltd Testlng Center
Place : ZHEJIANG P

DATE : July 3th, 2020




Certificate F120/966545

SANMEN SANMEI CRAFT
CO..LTD

Tingpang industry Zone, Sanmen, Taizhou,
317103 Zhejiang, China

It is certified that the manufacturer's technicat file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 08 September 2020 until 08 September 2025
1. Certified since 08 September 2020

Authorised by

Son
Uno DAanc
SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI00380, Helsinki, Fintand
t+358 9 606 361 f+358 9 682 5474 www.sgs.com
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Certificate F120/966545, continued

SANMEN SANMEI CRAFT
CO..LTD

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

ZIDAI (logo) ZDFMO02 particle filtering half mask, consisting of a white five
layer (polypropylene/ polypropylene/ polypropylene / ethylene-propylene /
polypropylene) disposable face mask, with nose clip, polyester/spandex ear
strap and polyethylene hook

Itis certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal

Protective Equipment

The following have been applied:

EN 149:2001+A1:2009 {Respiratory protective devices - filtering half masks
to protect against particles) device classification: FFP2 NR.

This certificate-is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Arficle 19 (c) of the Reguiation are
implemented and maintained while the model is in production

Certification is based on technical file reference:
SS-TCF-01, dated: 2020-04-12.

SGS Reference Number UK/CRS 241688,

This certificate remains the property of SGS Fimko Qy to whom it must be returned on request.

Page 2 of 2
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Certificate CN20/42326

The management system of

SANMEN SANMEI CRAFT
CO., LTD

Tingpang Industry Zone, Sanmen, Taizhou, 317103 Zhejiang, China

has been assessed and cerfified as meeting the requirements of

Regulation (EU) 2016/425

Module C2

For the following activities

Manufacture of ZIDAI (logo) ZDFM002 particle filtering half mask.
(Note: All products marked CE0598 must have a valid EU type-
examination certificate issued under

Module B or a valid EC type-examination certificate issued under
Article 10 of Directive 89/686/EEC.)

This certificate is valid from 25 September 2020

and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 25 September 2020

Authorised by

:A (&=
Uno Uha-.
SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t+358 9 696 361 f+356 96925474 www.sgs.com
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Test Report SL52035260792001TX Date:July 02,2020 Page 1 of 10
SANMEN SANMEI CRAFT CO.,LTD

TINGPANG INDUSTRY ZONE, SANMEN, TAIZHOU, ZHEJIANG, CHINA 317103

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A)Filtering Half Mask

Style No. . ZDFMO002

Sample Color : (AWHITE

Manufacturer :  ZIDAI

Supplier . SANMEN SANMEI CRAFT CO.,LTD

Test Performed :  Selected test(s) as requested by applicant

Sample Receiving Date  : Jun 17, 2020

Testing Period : Jun 18, 2020 - Jul 02, 2020

Test Resuli(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Conclusion:
Sample No. Recommendation Level
(A) FFP2 NR

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

Ow4

Sara Guo (Account Executive)

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at ttg: www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, for%ery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.
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Test Report SL52035260792001TX Date:July 02,2020 Page 2 of 10
Test Result
Personal Protective Equipment - Respiratory Protective Devices- Filtering Half Masks to Protect against

Particles- Requirements, Testing, Marking
EN 149:2001+A1:2009

Clause 7.4 Packaging
(EN 149:2001+A1:2009 Clause 8.2)

Test Requirement Results Comment
Particle filtering half masks shall be offered for sale packaged in such a way Comol
that they are protected against mechanical damage and contamination Ply Pass
before use.
Clause 7.5 Material
(EN 149:2001+A1:2009, Clause 8.2 & 8.3.1 & 8.3.2)
Test Requirement Results Comment
Materials used shall be suitable to withstand handling and wear over the Comol
period for which the particle filtering half mask is designed to be used. Py
After undergoing the conditioning described in 8.3.1 none of the particle
filtering half masks shall have suffered mechanical failure of the facepiece Comply
or straps. Pass
When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering Comol
half mask shall not collapse. Py
Any material from the filter media released by the air flow through the filter Comol
shall not constitute a hazard or nuisance for the wearer. Py
Clause 7.6 Cleaning and Disinfecting
(EN 149:2001+A1:2009, Clause 8.4 & 8.5 & 8.11)
Test Requirement Results Comment

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.

Not applicable
(Not designed to N.A.
be re-usable)

Clause 7.7 Practical Performance
(EN 149:2001+A1:2009, Clause 8.4)

Test Requirement Results Comment

The particle filtering half mask shall undergo practical performance tests
under realistic conditions. These general tests serve the purpose of
checking the equipment for imperfections that cannot be determined by the
tests described elsewhere in this standard.

No imperfections Pass

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents a 53: 'www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may beJ)rosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.
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Test Report SL52035260792001TX Date:July 02,2020 Page 3 of 10

Clause 7.8 Finish of Parts
(EN 149:2001+A1:2009, Clause 8.2)

Test Requirement Results Comment
Parts of the device likely to come into contact with the wearer shall have no No sharp Pass
sharp edges or burrs. edges or burrs

Clause 7.9.1 Total Inward Leakage
(EN 149:2001+A1:2009, Clause 8.5)

Test Requirement Results Comment

The total inward leakage consists of three components: face seal leakage,
exhalation value leakage(if exhalation value fitted) and filter penetration.

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: Detail refer to Meet FFP1,
25% for FFP1, 11% for FFP2, 5% for FFP3 Appendix 1 Meet FFP2

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

Appendix 1: Summarization of Test Data

Inward Leakage Test Data
Subject | Sample | Condition | Walk(%) Head Head Talk(%) | Walk(%) | Mean(%)
No. Side/side(%) | up/down(%)

Zhou 1 A.R. 5.17 6.32 7.04 5.26 4.60 5.68
Luo 2 A.R. 5.68 6.19 7.14 5.13 5.88 6.00
Lu 3 A.R. 6.02 6.57 4.88 5.82 5.60 5.78

Wang 4 A.R. 4.61 3.97 3.86 3.66 5.22 4.26
Bao 5 A.R. 5.07 6.58 5.90 7.35 6.02 6.18
Ding 6 T.C. 3.58 5.37 4.75 4.53 4.21 4.49
Li 7 T.C. 7.54 5.73 6.52 5.40 7.11 6.46

Chen 8 T.C. 4.38 4.54 4.91 4.66 3.48 4.39

Song 9 T.C. 4.76 5.59 7.31 6.55 5.32 5.91
Ye 10 T.C. 7.32 5.92 5.88 6.72 6.29 6.43

Facial Dimension(mm)

Subject Face length Face Width Face Depth Mouth Width
Chen 125 150 120 58
Lu 115 132 107 48
Zhou 115 135 106 52
Li 125 130 107 46
Luo 125 136 100 43
Zheng 128 140 112 55
Wang 120 147 103 48
Song 120 140 100 50
Bao 130 134 104 50
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advised that information contained hereon reflects the Company’s findings at the time of its intervention only and within the limits of
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
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Test Report SL52035260792001TX Date:July 02,2020 Page 4 of 10
Ding 134 150 110 52
Liu 120 135 117 50
Ye 126 137 105 52
Clause 7.9.2 Penetration of Filter Material
(EN 149:2001+A1:2009, Clause 8.11 & EN 13274-7:2019)
Test Requirement Results Comment
The penetration of the filter of the particle filtering half mask shall meet the
requirements of the following table.
Classifica Maximum penetration of test aerosol
tion Sodium chloride test 95 Paraffin oil test 95 I/min
I/min Detail refer to Meet FFP1,
% Y% Appendix 2 II\\/I/Ieett l;';i%
max. max. ee
FFP1 20 20
FFP2 6 6
FFP3 1 1

Appendix 2: Summarization of Test Data

Penetration of filter material

Aerosol Condition Sample No. Pen(eot/rz;ltlon
1 0.081
As received 2 0.123
3 0.092
4 0.109
Sodium chloride test Simulated wearing treatment 5 0.117
6 0.097
Mechanical strength +Temperature ; gggg
conditioned 9 0118
10 0.125
As received 11 0.134
12 0.126
13 0.146
Paraffin oil test Simulated wearing treatment 14 0.134
15 0.145
0.194
Mechanical strength +Temperature 13 0.186
conditioned 18 0176

Flow conditioning: Single filter: 95.0 L/min
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Test Report SL52035260792001TX Date:July 02,2020 Page 5 of 10
Clause 7.10 Compatibility with Skin
(EN 149:2001+A1:2009, Clause 8.4 & 8.5)
Test Requirement Results Comment
Materials that may come into contact with the wearer’s skin shall not be No irritation or
known to be likely to cause irritation or any other adverse effect to health. any other adverse Pass
effect to health
Clause 7.11 Flammability
(EN 149:2001+A1:2009, Clause 8.6)
Test Requirement Results Comment
The material used shall not present a danger for the wearer and shall not be
of highly flammable nature Detail refer to p
ass
When tested, the particle filtering half mask shall not burn or not to continue Appendix 3
to burn for more than 5 s after removal from the flame.
Appendix 3: Summarization of Test Data
Flammability
Condition Sample No. Result
. 1 NIL
As received
2 NIL
" 3 NIL
Temperature conditioned
4 NIL
Clause 7.12 Carbon Dioxide Content of The Inhalation Air
(EN 149:2001+A1:2009, Clause 8.7)
Test Requirement Results Comment
The carbon dioxide content of the inhalation air (dead space) shall not Detail refer to Pass
exceed an average of 1,0 % (by volume) Appendix 4
Appendix 4: Summarization of Test Data
Carbon Dioxide Content of The Inhalation Air
Condition Sample No. Result(%)
1 0.4729
: 2 0.4714
A M lue:0.47
s received 04733 ean value:0
3
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Test Report SL52035260792001TX Date:July 02,2020 Page 6 of 10
Clause 7.13 Head Harness
(EN 149:2001+A1:2009, Clause 8.4 & 8.5)
Test Requirement Results Comment
The head harness shall be designed so that the particle filtering half mask Comol
can be donned and removed easily. Py
The head harness shall be adjustable or self-adjusting and shall be Pass
sufficiently robust to hold the particle filtering half mask firmly in position and Comply
be capable of maintaining total inward leakage requirements for the device.
Clause 7.14 Field of Vision
(EN 149:2001+A1:2009, Clause 8.4)
Test Requirement Results Comment
The field of vision is acceptable if determined so in practical performance Comply Pass
tests.
Clause 7.15 Exhalation Valve(s)
(EN 149:2001+A1:2009, Clause 8.2 & 8.9.1 & 8.3.4 & 8.8)
Test Requirement Results Comment
(a) A particle filtering half mask may have one or more exhalation valve(s), Nodtuzp%nl:\lac?le
which shall function correctly in all orientations. exhalation valve
(b) If an exhalation valve is provided it shall be protected against or be Not applicable
resistant to dirt and mechanical damage and may be shrouded or may duepfo No
include any other device that may be necessary for the particle filtering half .
. exhalation valve
mask to comply with 7.9. N.A.

(c) 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.

Not applicable
due to No
exhalation valve

(d) When the exhalation valve housing is attached to the faceblank, it shall
withstand axially a tensile force of 10N applied for 10 s.

Not applicable
due to No
exhalation valve
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Clause 7.16 Breathing Resistance
(EN 149:2001+A1:2009, Clause 8.9)
Test Requirement Results Comment
The penetration of the filter of the particle filtering half mask shall meet the
requirements of the following table.
Classification Maximum permitted resistance (mbar) Detail refer to Meet FFP1,
Inhalation Exhalation . Meet FFP2,
30 Umin 95 /min 160 I/min Appendix 5 Meet FFP3
FFP1 0.6 2.1 3.0
FFP2 0.7 2.4 3.0
FFP3 1.0 3.0 3.0
Appendix 5: Summarization of Test Data
Breathing resistance (mbar)
. 1 2 3
Flowrate(lmin) ™A TBTCc [D|[E |A[B|C|D|E| A[B[C[D]JE
As received Inhalation 30 03[/]03|/]04(03/03[(03[02]|02[03[04(04/03]|0.3]03]|0.3
95 09 (09 (1.0 |09 |1.0 |1.0 |09 |08 |1.0 |09 |0.8 |09 |0.8 [1.0 [1.0
Exhalation 160 2012012111920 ]20]19[19]2.0 |20 |19 |19 [20 | 1.9] 2.0
Flow rate(l/min) 4 > 6
Simulated A|/B|C|D|E|JA|B|C|D|E|A|B|C|D]E
wearing Inhalation 30 04 |05/04(04(03[04|04/03/04 |05 |04 |05 |05 04|03
treatment 95 11 (121211121012 ]|12 |12 (1.0 (1.2 [1.2 |12 |1.0] 1.2
Exhalation 160 |21 |21 |21 |22|22|21|21|22|22 |22 |21 |21 |22 |21 |22
. 7 8 9
Flowrate(lmin) A TBTC [D|[E |A[B|C|D]|E| AlB[C[D]JE
Temperature| . |80 Jo2|02]03]02]02]03]0.2]02]02 |03 |02 02 [03|03]|0.2
conditioned 95 0.7 107/08[07/07[08]0.7]0.7]0.7 |08 |0.7 |07 |08 |0.8]0.7
Exhalation 160 |19 /18/18/19/19|/18|18/19/19 |18 [1.8 [1.9 |19 (1918

A: facing directly ahead; B: facing vertically upwards; C: facing vertically downwards; D: lying on the left side; E:
lying on the right side

<)
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Clause 7.17 Cloqging
(EN 149:2001+A1:2009, Clause 8.9 & 8.10)

Test Requirement Results Comment
Clause 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 95L/min continuous flow
The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous | Optional for single N.A
flow. shift device only o
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 95L/min continuous flow
Clause 7.17.3 Penetration of filter material
All types (valved and valveless) of particle filtering half masks claimed to
meet the clogging requirement shall also meet the requirements.
Classificatio Maximum penetration of test aerosol Ootional for sinal
n Sodium chloride test 95 I/min | Paraffin oil test 95 I/min ptllona orsingie N.A.
% % shift device only
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1
Clause 7.18 Demountable Parts
(EN 149:2001+A1:2009, Clause 8.2)
Test Requirement Results Comment
All demountable parts (if fitted) shall be readily connected and secured, Comply Pass
where possible by hand
Test Uncertainty
Total inward leakage 3.4%
Penetration of filter material 4.8%
Carbon dioxide content of the inhalation air 3.9%
Breathing resistance (30L/min) 5.9%
Breathing resistance (95L/min) 4.9%
Breathing resistance (160L/min) 4.3%
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***End of Report™*
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