Address: No. 216, Qianjie, Hengshangiao Town, Changzhou Economic Zone,

@ ANDUM PROTECTIVE EQUIPMENT TECHNOLOGY (CHANGZHOU)CO.,LTD

Vyrobca:
Adresa:
Europsky zéstupca:

Meno Produktu:
Klasifikacia:

Model produktu :
Velkost’ produktu:
farba

Nazev vyrobca:
Posudzovanie zhody

podle platnej direktivy:

Platny standard:

Changzhou City, Jiangsu Province, China.

EU Vyhlasenie o zhode

Podl'a nariadenia (EU) 2016/425

AnDum Protective Equipment Technology (Changzhou) Co.,
Ltd.

No.216, Qianjie,Hengshanqgiao Town, Changzhou Economic
Zone, Changzhou City, Jiangsu Province, China.

MedPath GmbH

Adresa : Mies-van-der-Rohe-Strasse 8,80807 Munich, Germany
Filtering Half Mask - Respirator

FFP2 NR

AD-1001

I5cm x 10 cm

Rozne farby

AnDum

Zhoda s typom zalozena na internej kontrole vyroby a kontrolach
vyrobkov pod dohl'adom v ndhodnych intervaloch (modul C2)
pod dohl'adom notifikovaného organu NB 2163 Universal
Certification and Surveillance Service Trade Ltd. Co. (certifikat
¢. 2163-PPE-640)

EN 149:2001 + Al:2009 Ochranné prostriedky dychacich
organov

Respiratory na ochranu pred ¢asticami. Poziadavky, skusanie,
oznafovanie

Podpisany subjekt tymto prehlasuje, ze uvedené osobné ochranné prostriedky vyhovuja transpozicii
do vnutro$tatneho prava, ustanoveniam nariadenia Rady (EU) 2016/425 a zakladnym poziadavkam
na zdravie a bezpecnost’ uvedenym v prilohe II. Notifikovany organ NB 2163 Universal Certification
and Surveillance Service Trade Ltd. Co. vykonal EU skusku typu (modul B) podla prilohy V a vydal
certifikat EU skusky typu ¢. 2163-PPE-640. Vsetka podporna dokumentécia sa uchovava u vyrobeu.
Toto vyhlasenie o zhode bolo vydané na vyhradnu zodpovednost’ vyrobcu.

zastupca CE: MedPath GmbH

Adresa: Mies-van-der-Rohe-Strasse 8, 80807 Munich, Germany

Podpis ( v mene vyrobcu ) WEIXING YU
Pozicia v spolo¢nosti : General Manager

podpisané dna : May.06, 2020

Miesto: Changzhou, Jiangsu, China
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NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate Nr: 2163-PPE-640

Respiratory protective devices, filtering half masks to protect against particles manufactured by
AnDum Protective Equipment Technology (Changzhou) Co., Ltd.
No.63 Donghu Road, Henglin town, Wujin Area, Changzhou, Jiangsu, CHINA
are tested and evaluated according to
EN 149:2001+A1:2009 Respiratory Protective Devices -
Filtering Half Masks To Protect Against Particles -
Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation. The details of essential requirement
compliance is given in technical report numbered 2163-PPE-641.

Product Definition
Brand Name: AnDum Model: AD-1001

Filtering half mask
Total Inwards Leakage: Class — FFP2
Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category 111 product models given above, with;

e Issuing an appropriate EU Declaration of Conformity according to Personal
Protective Equipment Regulation (EU) 2016/425 Annex 9.

e 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 | year from the beginning of serial production

This certificate is initially issued on 28/04/2020 and will be valid for 5 years if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.
ce Oy
2163 ] A
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

The validity of this certificate can be verified online.
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NB 2163

CERTIFIKAT EU O TYPU PREZKOUSENI

Certifikat ¢islo: 2163-PPE-640
Ochranné prostfedky dychacich orgdni, filiraéni polomasky na ochranu pied &sticemi
vyrobenymi firmou
AnDum Protective Equipment Technology (Changzhou) Co., Lid.
€islo.63 Donghu Road, Henglin town, Wujin Area, Changzhou, Jiangsu, CHINA
jsou testoviny a hodnoceny podle

EN 149:2001+A1:2009 Ochranné prostiedky
dychacich organu - Filtra¢ni masky na ochranu proti ¢asticim -
Pozadavky, testovini, znaéeni
Na zikladé typové zkousky provedené s hodnocenim protokelu o zkouskich, technické
dokumentace podle nafizeni o osobnich ochrannych prostiedeich (EU) 2016/425, priloha 5,
je schvilen Ze produkt splituje pozadavky naiizeni. Podrobnosti zikladniho poZzadavku
shoda je uvedena v technické zpravé ¢islované 2163-PPE-641.

Papis produktu
Nizev : AnDum Model: AD- 1001
Respiraéni maska
Ochranna tfida propustnosti : Class - FFP2

Zde muze vyrobee pouzivat &islo oznameného subjektu (2163) a muze opravit znatku CE,
jak je ukdzano nize, u vy§e uvedenych modela produkta s kategorii IT1;
* Vydani pFisluiného prohladeni EU o shodé podle nafizeni o osobnich
ochrannych prosticdeich (EU) 2016/425, piiloha 9.

+ Probihajici spéiny vikon pii plnéni poZzadavku stanovenych v nafizeni o osobnich
ochrannych prostied (EU) 2016/425 a harmonizovanych normich zajisténych
posouzenimi na zikladé prilohy 7 (modul C2) nebo pfilohy 8 (modul 1))
nafizeni nesmi byt stardi nez 1 rok od zaéitku sériové vyroby

Tento certifikat je puvodné vydin dne 28/04/2020 a bude platny po dobu 5 let, pokud neni
#ména prisluiné legislativni normy ovlivinjici zikladni zdravi a bezpecnost

e Ol {

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Platnost tohoto certifikitu si muZete ovérit online.
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NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-640

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

AnDum Protective Equipment Technology (Changzhou) Co., Ltd.
No. 216, Qianjie, Hengshanqiao Town, Changzhou Economic Zone, Changzhou City,
Jiangsu Province, China

are tested and evaluated according to

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

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

Product Definition
Single shift use particle filtering half mask for protection against solid and liquid aerosols, is a
folding type, 5 layers cotton and polypropylene fabrics, without valve, fitted with ear loops, with
: inside nose clip.
Brand Name: AnDum Model: AD-1001 Classification: FFP2 NR
Model have Light Green, Rose, Dark Green, Atrovirens, Orange, Bright Red, Pink, Light Blue,
Dark Blue, Purple, Cream, Gray, Coffee, Black, Slate Blue and Camouflage versions

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;

e  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.

*  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation

This certificate is initially issued on 28/04/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

e b, s requirements.
QIR
2163 A XA N
Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

This certificate is re-issued on 16.12.2020 (Revl) with coloured versions of the model. For details refer to the technical
evaluation report provided to the manufacturer.

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukar Dudullu Umraniye - ISTANBUL - TURKEY  T:+90216 455 80 80

UNIVERSALCERT.COM
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TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 16.12.2020 / 2163-KKD-641 /R1
Initial Report Date and Number: 28.04.2020/ 2163-KKD-641
This technical evaluation report is enriched and updated with the use of the same fabric as defined in the initial technical
Jile with colored versions in the outher most layer of the mask and earloops. There is no other design or material change
in the colored versions of the model. See relevant test reports on the material innocousness of the material.
Manufacturer: AnDum Protective Equipment Technology (Changzhou) Co., Ltd.
Address: No. 216, Qianjie, Hengshanqgiao Town, Changzhou Economic Zone, Changzhou City, Jiangsu Province, China
This report is for the, given above, manufacturer, prepared according to the test results obtained from Ningbo Customs
District Technology Center accredited by CNAS (Chinese Accreditation Body), signatory to ILAC MRA, with number
CNAS L0317 for the product identified below, dated 03.08.2020 with Number KZ2021740 based on EN 149: 2001 + Al:
2009 standard and test reports on the material safety by means of toxic, carcinogen, irritationg and sensitivity evaluation.
The technical file of the manufacturer dated 03.12.2020 version 1, 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: Single shift use particle filtering half mask for protection against solid and liquid aerosols, is a
folding type, 5 layers cotton and polypropylene fabrics, without valve, fitted with ear loops, with inside nose clip.
Component and Materials:

Component Material Grade / Size

1st layer (Outer) Non-Wowen Fabric 60 g/m? (£2 g/m?)

2nd layer ES Heat sealing cotton 35 g/m? (£2 g/m?)

3rd layer Melt-blown - non-wowen fabric 25 g/m? (2 g/m?)

4th layer Melt-blown - non-wowen fabric 25 g/m? (£2 g/m?)

Sth layer (Inner) Non-Wowen Fabric 28 g/m? (£2 g/m?)

Internal Nose Clip PE White Plastic 81 mm (+2 mm)

Ear Loop Chinlon 18.5 cm (£2 cm)
Classification: FFP2 NR
Brand Name: AnDum Model: AD-1001
Colored samples of the mask
UFR-383 12.122018 Rev.01 Page 1/6
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THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

1.1. Design principles

1.1.1. Ergonomics

PPE must be so designed and manufactured that in the foreseeable conditions of use for which it is intended the user can perform the risk related activity
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 foreseeable 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 nuisance factors
PPE must be so designed and manufactured as to preclude risks and other nuisance factors under fore seeable 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 or is liable to come into contact with the user when the PPE is worn 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 inpediment caused by PPE to movements to be made, postures to be adopted and sensory perception must be minimized; nor must 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 foreseeable
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 to 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 (see 3), PPE
must be capable of withstanding the effects of ambient phenomena inherent under the foreseeable 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;

C) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion;
d) Suitable PPE accessories 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)

1)  Where appropriate the references of the Directives applied inaccordance with Article5(6) (b):

j)  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 12.12.2018 Rev.01
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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 neutrality 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 lenses.

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 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 manufacturer 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 to 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 manufacturer, the latter must, if possible, affix a marking to each 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 potentially explosive atmospheres must be designed and manufactured in such a 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 to interpret them and ensure their application by the user.

The instructions must also describe the procedure to be adopted in order to verify that PPE is correctly adjusted and functional when worn 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
so that it can be perceived by the user in the foreseeable 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 directly or indirectly relating to health and safety

The identification or recognition marks directly or indirectly 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 foreseeableuseful 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

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous to health or with harmful
biological agents must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective
integument under the foreseeable conditions of use for which the PPE is intended.

To this end, the constituent materials and other components of those types of PPE must be chosen or designed and incorporated so as to ensure, as far as
possible, complete leak-tightness, which will allow where necessary prolonged daily use or, failing this, limited leak-tightness necessitating a restriction
of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are hazardous to health or harmful
biological agents possess high penetrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected to standard tests with a view to their classification on the basis of their performance. PPE which is considered to be in conformity with the test
specifications must bear a marking indicating, in particular, the names or, in the absence of the names, the codes of the substances used in the tests and

under the different foreseeable conditions of use.

UFR-383 12.12.2018 Rev.01 Page 3(6
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Technical Assessment of EN 149: 2001 + A1: 2009 Standard and other Standards it refers to, Clauses Corresponding to the

(EU) 2016/425 Directive

| 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;
Filtering Efficiency and Maximum Total Inward Leakage: Classified as FFP2

| Mask is classified for single shift use, NR

Article
7.4

| Packing: Particle filtering half masks are packaged to protect them from contamination before use and with cardboard boxes to bk‘éﬂvérit
. mechanical damage. The packaging design and the product is considered to withstand the foreseeable conditions of use based on the visual

|_inspection results given in the test report. Details given in Annex 9.1 of Technical File

Article
75

Material: Materials used in particle filtering half masks, according to the simulated wearing treatment and temperature conditioning results: It is |

- understood it withstands handling and wear over the period for which the particle filtering half mask is designed to be used, it suffered mechanical

failure of the facepiece or straps, any material from the filter media released by the air flow through the filter has not constitute a hazard or
nuisance for the wearer. The manufacturer declares that the materials used in manufacturing of the mask does not have an adverse affect to the
health and safety of users. Manufacturer declares that the material do not have any adverse effect for the wearers health in Section 7 of the

| Technical File.

Based on the test results, the masks did not collapse when subject to simulated wearing and temarature conditioning. No nuisance situation is

- reported during the practical performance tests by human subjects.

The model have colored ones manufactured by use of colored spunbound fabrics in the most outer layer of the mask, with the earloops as well.
Based on the test results in the test report of TUV THURINGEN (SHANGHAI) Co. Ltd., (Report numbers 8621.SH.2011.0111 (LightGreen),
8621.8SH.2011.0112  (Rose),  8621.SH.2011.0113  (DarkGreen), 8621.SH.2011.0114  (Atrovirens), 8621.SH.2011.0115 (Orange),

| 8621.SH.2011.0116 (Bright Red), 8621.SH.2011.0117 (Pink), 8621.SH.2011.0118 (Light Blue), 8621.SH.2011.0119 (Dark Blue),

8621.SH.2011.0120 (Purple), 8621.SH.2011.0121 (Cream), 8621.SH.2011.0122 (Gray), 8621.SH.2011.0123 (Coffee), 8621.SH.2011.0124

(Black), 8621.SH.2011.0125 (Slate Blue) and 8621.SH.2011.0126 (Camouflage), REACH SVHC content reports. Based on the results the colored
materials (spunbound fabric) used in the most outer layer of the mask is considered to be safe for use on the mask. Annexed sample photos of the
colored masks.

Article
7.6

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

manufacturer.

Article
T

‘ Conditioning : (A.R.) As Received, originq!”m

Practical Performance :

The test report indicates that the human subjects did 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 harness / straps/ earloops comfort, |
security of fastenings and field of vision. Also no imperfactions reported during total inward tests about the comfort. field of vision and fastening

issues.

0 : Requirements in accordance with EN
Assessed Elements Positive Negative 149:2001 + A1:2009 and Result

0 Positive results are obtained from the
performance tests related to the
implementation under real conditions,
applied with the compatibility with skin
evaluation (7.10).

1.The face piece fitting
2.Head harness comfort

3.Security of fastenings
_4.Speechclearness |

5.Field of vision

6.Materials compatibility . .
with skin No imperfections

(R CINH NN

o |oiocjocio

f=1

Article
7.8

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

burrs.

Article
79.1

Total Inward Leakage:
The Total Inward Leakage test is conducted by 10 individual in an aerosol 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 subjects are also reported. The measurement details for each subject and for
| each excersize are available in the test report.

: It was reported that;
| All 50 exercise measurement results are smaller or equal to 11%, According to the results maximum measurement is 8,33 %.
| All 10 individual’s arithmetic mean is smaller or equal to 8%, According to the results the means for 10 subject varies between 3,63 % to 6,84 %.

UFR-383
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. Penetration of filter material: Sodium Chloride Testing

L/min and exhalation at 160 L/min.

‘ Conditi Noi'of. Sodium Chloride Testing Requirements in accordance with
| e Sitete 95 L/min max (%) EN 149:2001 + A1:2009 i
f (AR.) 19 0,77
(AR) 20 1.07 Filtering half masks fulfill the
(AR) 21 1,03 FFP1 <20 % requirements of the standard
Ariicle (S.W.) 22 1,20 EN EN 149:2001 + A1:2009
792 : (S.W) 23 1,40 FFP2<6 % given in 7.9.2 in range of the
o (S.W.) 24 1,66 first, and second protection
| (M.S.T.C.) 25 1.73 FFP3<1% classes.
‘ (M.S. T.C) 26 1.43 FFP1, FFP2
| (M.S. T.C.) 27 1.69
Conditioning : (M.S.) Mechanical Strength 95 L/min = 1,6 dm®.sn”!
(T.C.) Temperature Conditioning
(A.R.) As Received, original
(S.W.) Simulated wearing treatment
| Penetration of filter material: : Paraffin Oil Testing
s INSYaE Paraffin Oil Testing Requirements in accordance
Sii SHnpis 95 L/min max (%) | with EN 149:2001 + A1:2009 S
(AR) 28 2,17
(AR.) 29 245 Filtering half masks fulfill the
(AR) 30 2,08 FFP1 <20 % requirements of the standard
Article (5. 3 417 EN EN 149:2001 + A1:2009
18 (S.W.) 32 447 FFP2<6 % given in 7.9.2 in range of the
o (S.W.) 33 438 first and second protection
(MS.T.C) 34 5,57 FFP3<1% classes.
(M.S.T.C.) 35 543 FFP1, FFP2
‘ (M.S.T.C.) 36 5,60
. Conditioning : (M.S.) Mechanical Strength
(T.C.) Temperature Conditioning
(A.R.) As Received, original
(S.W.) Simulated wearing treatment
Article | Compatibility with skin: In Practical Performance report, the likelihood of mask materials in contact with the skin causing irritation or other
7.10 | adverse effect on health was not reported.
o . Flammability :
i i No. of Bl ¥ Requirements in accordance with EN
Condition Shnnle Visual inspection 149:2001 + A1:2009 Result
. - (AR) 42 s Filtering half mask Passed
Article (AR) 43 0s shall not burn or not
7.11 (T.C) 44 0s continue to burn for Filtering half masks fulfill
45 P more than 5 s after requirements of the
| (I.C) 0s removal from the flame standard
. Conditioning : (A.R.) As Received, original
_________ (T.C.) Temperature Conditioning
Carbon dioxide content of the inhalation air:
An average
Conditi No. of CO: content of the inhalation air | CO: content of| Requirements in accordance with Result
ongiod Sample [%] by volume the inhalation EN 149:2001 + A1:2009
Article ar
12 __(AR) 46 027 Passed
(AR) AT 0.28 " i ion ai
CO: content of the inhalation air Filtering half masks
43 0,27 shall not exceed an average of fulfill
(AR.) 0.27 1,0% by volume requirements of the
standard
| Conditioning : (A.R.) As Received, original
. Article Head harness: In Practical Performance and TIL test reports no adverse effects have been reported for donning and remove of the mask also the
713 | results of these tests indicates that the head harnesses are capable of holding the mask firmly enough.
:r],:f,e | Field of vision: In Practical Performance report, no adverse effects were reported for the field of vision availability when the mask is weared.
Breathing Resistance: Inhalation
i ' The overall evaluation in the figures gathered for 9 different samples 3 as received, 3 with temparature conditioning and 3 Ssimulated wearing
Article conditioned. complies with the limits given in the standard for FFP1, FFP2 and FFP3 classes. This is valid for inhalation results for 30 L/min, 95
7.16 |

Passed.

.
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- Article

. Clogging: This test is not applied to Particle Filtering Half Mask which is not reusable.

N

| 7.172 (For single shift use devices, the clogging test is optional test. For re-usable devices fest is mandatory.)
Article | . > ’ ; ’ . et G
7173 Penetration of filter material: This test is not applied to Particle Filtering Half Mask which is not reusable.
Article
718 . Demountable Parts: There are no demountable parts on the product.
. Marking - Packaging: Necessary markings are available on the product package (box). The name and trademark of the manufacturer is stated to
. exist on the carton boxes. The type of the mask and the classification including the status of re-usability, the reference to EN 149:2001+A1:2009
. standard, the year of end of shelf life, using and storage instructions 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 and annex 6 of the
technical file.
Article The technical documentation for mask design (drawing) aiso evaluated for marking requirements, drawing Annex 6. The mask template
| 9 . (drawing) indicates that the mask will carry information about the brandname of the manufacturer, type of mask, the reference to EN
149+A1:2009 standard and classification including the re-usability of the mask. The manufacturer also printed CE mark with our Notified Body
number. The mask do not have sub-assemblies. The tested samples by the laboratory carry necessary marking information as stated in the |
. technical documentation, the manufacturer shall follow marking instructions for serial production. AD-1001 drawing which exists in the technical |
| file of the manufacturer, Annex 6 of technical file.
- The manufacturer shall pay attention on the colored samples that the markings shall be easily readable on the mask.
‘ . Information to be supplied by the manufacturer: In each of the smallest commercially available packaging of the product, implementation
| Article  (installation instructions) pre-use controls, warning 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 documented user information text
|_in every smallest commertially available package. |
g R A s e U N S A T |
| PREPARED BY - APPROVED BY
| é
‘ Osman CAMCI Suat KACMAZ !
. PPE Expert Director ‘
|
‘ W R
| :
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