UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1593
Respiratory protective devices, filtering half masks to protect against particles manufactured by

BUDAK TESKTIL SAN. VE TiC. LTD. STi.
Adnan Kahveci Mah. Giilyali Cad. No:4 Beyvlikdiizii istanbul TURKEY

are tested and evaluated according 1o
EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

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

Product Definition

Model: PO102
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 Il 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 no later than 1 year from the beginning of serial production

This certificate is initially issued on 21/10/2020 and will be valid for 5 vears, if there is no

change in the relevant harmonised standard affecting the essential health and safety
requirements.
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TECHNICAL ASSESSMENT REPORT
REPORT DATE / NO: 21.10.2020 / 2163-KKD-1593

Manufacturer: BUDAK TESKTIL SAN. VE TiC. LTD. $T1.
Address: Adnan Kahveci Mah. Gillyali Cad. No:4 Beylikdizo istanbul TURKEY

This report is for the, given above, manufacturer prepared according to the test results obtained from Universal
Certification And Surveillance Services Trade Co dated 21.10.2020 with Serial Id 10-2020-T0461 based on EN 149

2001 + Al: 2009 standard and the technical file dated 09 October, 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
Model: PO102

LFR-383 12122008 Rewi
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING RISKS FOR THE PRODUCT

L.1. Dresign principles

1.1.1. Ergonomics

PPE must be 5o desizned and manufactured that in the foreseeable conditions of wse for which it is intended the user can perform the risk related activity
normmally whilst enjoving 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 bevond 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 approprinte to different levels of risk

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

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

1.2.1.1. Suitable constituen! materials
The materials of which the PPE is made, including any of their possible decomposition products, must not adversely affeet the health or safety of users.

1.2,1.2, Satisfactory surface condifion of all PPE parts in coatact with the nser

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

1.2.1.3. Maximum permessible nser impediment

Any inpediment caused by PPE to movements o be made, postures o be adopted and sensory perception must be minimized: nor must PPE cause
movements which endanger the user or other persons.

13  Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology

PPE must be designed and manufactured in such a way as o 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 purpase, it must be possible 10 adapt
the PEE o fit the momphology of the user by all appropriate means, such as adequate adjustment and attachment sysioms or the provision of an adequate
range of sies,

1.3.2. Lightness and design strength

PPE must be as light as pessible without prejudicing desizn strength and efficiency,

Apart from the specific additional requirements which they must satisfy in order 1o provide adequate protection against the risks in question (se¢ 3), PPE
must be capable of withstanding the effects of ambient phenomena inherent under the foreseeable conditions of uge

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

a)  In addition fo the name and addressof the menufacturer and/or his authorized representative established in the Communizy
b) Storage, use, cleaning, maintenance, servicing and disinfection. cleaning, maintenance or disinfectant profection 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 prowection provided by the PPE in guestion;
d) Suitable PPE accessories and the characteristics of appropriale spire pars;
2]  The classes of protection appropriste to different levels of risk and the corresponding limils of use:
£y The obsolescence deadiineor period of ohsolescence of PPEor certain of its components:
2)  Thetype 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 Articles(6) (b),
J)  The name, address and identification number of the notified body involved in the design staze 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 1212218 Hev il Page 2|6
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorporating adjusteienl systems
If PPE incorporates adjustment systems, the Tatier must be designed and manufactured so that. afier adjustment. they do not become undons
unintentionally in the foreseeable conditions of wse.

2.3. PPE for the face, eyes and respiratory system

Any restriction of the user’s face, eves, field of vision or respiratony svstem 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 nser.

If necessary, such PPE must be treated or provided with means 10 prevent misting-up.

Models of PPE intended for users requiring gight correction must be compatible with the wearing of spectacles or contact lenses,

2.4. PPE subject to ageing

IF it iz known that the design performance of new PPE may be sismificantly affected by ageing, the month and year of manufaciure and‘or, if possible,
the monih and vear of obsolescence must be indelibly and unambizuously marked on each item of PPE placed on the muarket and on its packaging

If the manufecturer s unable to give an underiaking with regard to the usefil life of the FPE. his instructions must provide all the information necessary
tir cnable the purchaser or user 1o establish & reasonable ohsolescence month and year, taking into account the quality level of the model and the
effective conditions of stotage, use. cleaning. servicing and maintenance.

Where appreciable and rapid deterderation in PPE performance is Tikely to he cansed by ageing resulting from the pericdic use of & cleaning process
recommended by the manufacturer, the latter must, if possible, affix  marking to cach ttem of PPE placed on the market indicating the maximum
number of cleaning operations that may be carried out hefore the equipment needs to be inspected or discarded. Where such a marking is not affixed, the
manufacturer must give that information in his mstroctions,

1.6. PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed mnd manufactured in such a way that it cannot be the source of an electric,
clectrostatic or impact-induced arc or spark likely to cause an explosive mixture o iznite,

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 perticular, data intended for
competent, trained persons who are qualified to interpret them and ensure their application by the user.

The instructions must slza Sescribe the procedure to be adopted in order 1o 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
so that it can be perceived by the user in the foresceable conditions of use.

1.9. PPE incorporating components which can be sdjusted or removed by the user
Where PPE incorporetes components which can be attached, adjusted or removed by the user for replacement purpases, such components must be
designed and manufactured so that they can be easily anached, adjusted and removed without Lools,

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 indireclly relating 1o health and safety affixed to these types or classes of must preferably take the
farm of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foreseeableuseful life of the PPE. In addition, these
marks musl be complete, precise and comprehensible so as w prevent any misinterpretation; in particular, where such marks incorporate words or
sentences, the lutter must appear in the official language(s) of the Member State where the equipment is Lo be used,

1f PPE {or 2 PPE component) is too small 1o allow al lor pant of the necessary marking to be affixed, the relevant information must be mentioned on the
packing and in the manufcturer’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 o supply the user with breathoble air when expesed (o a pollued
atmospher: andor an stmosphere having an madequate oxygen concentration.

The breathable air supplied to the user by PPE must be obtained by appropriste means, for example afier filiration of the polluted air through PPE or by
supply from mm external unpolluted soorce.

The constituent materials and other components of those types of PPE must be chosen or designed and incorporated so s 10 ensure appropriaic uscr
respiration and respiratory hygiene for the period of wear concemned under the foresecable conditions of wse,

The leak-tightness of the facepiece and the pressure drop on inspiration and, in the case of the filtering devices, purification capacity must keep
contaminam penetratbon from a polluted atmosphere low enough nol 1o be prejudicial 1o the heafth or hvaiens of the user.

Thee PPE must bear detaile of the specific eharacteristics of the equipment which, in conjunction with the instructions, enable a trained and qualified uses
to cmploy the PPE comectly.
In the case of filtering equipment, the manufacturer’s instructions must also indicate the time limit for the storage of new filters kept in their original
packaging. ot
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CERTIFICATION
Technical Assessment of EN 149: 2001 + Al: 2009 Smndard and ather Standards it refers to, Clauses Corresponding to the
(ELT} 2016/425 Directive
Conforming to EN 149:2001 + A1:2009 Standard Reguirements
Clnssification: Particle Filtering Hall Mask
Articie The mask subjeet 10 evalustion based on the test results and technical file provided by the manufactuser is classafied as;
b} Fillering Efficiency and Maximum Total Inward Leakage: Classified ax FFF2
Miask is classified for single shift use, NR ) o o )
Articte Packing: Particle filiermz half masks are packaged to protect them from contamination before use and with cardboard boses to prsvent
?T" . mechanical damape. The packaping design and the procuct is considensd to withistand the foresseable conditions of use based on the visaal
N inspection resuli= given in the tesi report s
Wiaterial: Materials used in particle filtering kalf masks, sccording (o the simulated wearing treatment and Itmp:l‘l‘ru.ﬂ: mmtnnruug resmlts; It is
inderstood it withstands handling and wear over the period for which the parficle filiering hall mask 15 designed 1o be used, it suffered mechantcal
g failure of the facepicce ar sraps, any malesial from the @er media released by the air flow throogh the filier has not constitute a bazard or
£ . nuisange for the wearer, The mamufactorer declares that the matesials used in manufacturing of the mask does mot bave an adverse affect to the
' healbth and safety of users
Based on the test pesults, the masks did mot collapse when subject to simulated wesring and teminmtwre conditioning, Mo nuisance situslion 15
______ | reported dunng the practical performanee tests by luman subjects.
Arifcle Cleaning and Disinfection: Particle filiering lalf mask is mal designed to be & re-usable. Mo c]mlnq: or disimfection procedure provided by the
7.6 manufachurer
Practical Performance:
The test report indscates that be human sulgects did net face any difficuley in perfarming the excercises while they were weared by the sample
masks, in walking test or work simulation tests, The wearers did not report any falure by means of bead hamess | straps’ carloops comfort.,
security of fasteninps and field of vision. Also no imperfactions reported during totnl inward tests about the comiort, fiedd of vision and fastening
Ariigle issucE,
N = : - ;
= ; Requirements in accordance with EN
S Pl iuisia g 149:2001 + A1:2009 and Result
2.Head hamess comfort z ] Peasitive resulis are obdained from the test
3 Security of fastenings Fl i subjects
3.Field of vision 2 0 Mo imperfectinns
| Conditioning: {A.FL) As Recsived, original i .
Armiche Finish of Parts: Particle filiering half masks, which ore likelv 10 come into contact with the wser, do not have sharp edges and de not contain
T8 birrs,
Total Inward Lealage:
The Total Inward Leakage lest is conducted by 10 individual in an acrosol chamber with a walking band, and samples are taken during the
condusction of the excercises dafined in thse sandsnd. The sxmples wsed in the test are subjected 10 the condstiening required in the standard a5
temuperature conditiomimg and a5 recgived, The face dimensions of the sobjects are also reparted. The measurement details for each subject aind Pt
Atele each exeersiee are available in the test report
81
It was reporied that
All 50 exercise mexsurement results are smaller ar equal to 11%, the values varves between 6.24% and & 19%
AlND mdividual's arithmetic mean i3 smaller or equal to 8%, fhe values varies between 6.75% and 7.72%
According to the reported resalts, the product meets the limits for FFT'2 classification.
| Pemetration of filter material: Sodium Chioritde -f;!-ti:ITg
S Sodiwm Chiorids Testing Requerements in sccordance wul]
Mo, of : Foasaili
Condition e A5 L/min ma (%) EM 1492001 = 41-3005 C
LARY 36 0,35
(AR) 5 ha R Filtering half nsasks fulfil the
:5 w'; -l 9’].? = A reguiremenis of the standard
Aricle T > - EM EM [49:7000 + A1 2008
i (5.W.) 2 > 1] RSN X given in 7.0.3 in canpe of the
i i - 4.1 . FFP1, FFP2 and FFP3
(M.5. T.C.) 10 ] FFP3 =1 % s
M5 T.C) 11 .23
[M.5. T.C.) 12 0,38
Conditioning: (M.5.) Mechanical Strenpth 9% Limin = 1,6-dm".sn™
{T.C.) Temperature Conditivaing
(AR As Received, anginal
{8.W ) Simidlated wearing trentment
LIFR-3E3 12123018 Rewid]
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Arifele
182

Antivhe
110

Tal

Arsicle
| T2

Artlcie
Tala

Article
7.4

Article
LIS

Article
T.16

| Penetration of filter mate

| Finmmability:
3 Hao. of U ’ Requirements in accordanss with EN
Condition | 205 Visual inspection 140:2001 + A1:2000 Rl
(AR 43 Bum for 025 Filtering half mask Possed
(AR i Bum foe 0,33 shall nat bum o nat
(F.C) 11 [ coutimue b o for Filtering half masks fulfill
: miore than 5 5 after requirements of the
{Te) 2 Bl for 2 removal from the lame standard
Conditioning: (AR} As Received, aniginial
e s — £
Carbon dioxide content of the inbalation air;
| An average
o | Mooof | C0:content of the inhaladon abr | (O0- content of]  Requirements i accordance with sl
Sample %] by voliame the inhalation EN 149:2001 = AT:2009
| nir
(AR 6 0.5 Passed
ARY | 37 R C0: content of the inhalation amr
| 0.85[%] shall ot exceed ao gverage o' | Filtering half masks
[AR) % 0,81 1,0%% by volume Talfil reguirements of
the standard

results of these fests indicates that fhe sr loops / head harmess are capabile of helding the mask finnly enouph

UNIVERS

CERTIFICATION

i Paraffin Ol T Repurements in ncsosdance
2 i 95 Limin mﬂnﬁ with EN 149:2007 = A1:2000 il
(AR 113
[AR) 1,18
(AR} 1.30 FFP1 =20% Filtering half masks fulfill the
(5w 173 reqremenls of the standard
(5w 102 FFP2 = 6% ENEN 1452001 + A1 2009
(5% 1,09 aiven in 7.9.2 in ranga of il
MS.T.C 13 1.26 FFE3 < | % FFP1 and FFP? classes.
(ME T.C) 14 154
(M T 15 124
Conditioning: (3.5.) Mechanseal Strength
(T.C.} Temperzhare Conditioning
(AR} As Received, ocgingl

(5.0, g'ifmhrbd ‘wearing trealmient

Compatibality with skin: In Practical Parformance separt, the likelibood of mssk materials mocontact with the skin causing irmitation or other
sdverse effiect on lealth was nol reporied.

Conditioning: (A R} As Reczived, orijinal |
Head harmess: Tn Practical Performance and TIL 163t reparts no adverse effects have been reported for donmang and resseve: of the mask also the

Field of vision: In Practical Performance report, no adverse effects were reponted for the field of vision avaslabality when the mask is weared.

Exhalation Valve{s): The model under inspection have no valves,

Breathing Resistance: Inhalation

Tle overall evaluation in the fpures gathered for 9 different samgles 3 a8 received, 3 wilh temparature condititming and 3 smulaed weasing
treatment conditioned complies with the limits given in the standard for FRP1, FFPZ and FFPS classes. This is valid for inhalation remslts for 30
Limin, 95 L'mim ared sxhalation ot 160 Linin

Passed.

52
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CERTIFICATION

Anicla Clomsing: This test is ot applied to Particle Fhmng Half Mask which is not remsable.

Lk (P sl ift e devices, the cloging et s ptionsd st For sl deeicesfest b aneltry.

Artiicle % ,

718 emotwnta bbe Parts: There are o demountable parts on the produet

Article E Testimg: Al tests condweted scoording to Claase & of this slandard is available in the test report and are evaluated in tns repot for qualification
B | and classification of the mask.

| Marking — Packaging: Secessary markings are available on the product packape (box), The name and frademark of the manufacturer ss clendy
wvisihle. The type of the mask and rhe classification inclading the status of re-usability, the reference o EN 1459200 [+ 12009 sandand, ﬂm}‘ﬂf
af end of shelf life, nsing and stomgs instmetions and pictograms and CE meark are svailable on the product package. The sbove evaluation is
hased on the techateal document for packaging and marking, for box design. Verified on the Annex 9.1 of the technical file.

Article The technical documentation For mask design {drawing) also evaluated for marking requiremnents, drawing PO The mask emplate (drawing)

g indicates that the mask will carry information about the name and bragdname (Budak Testl San.Tie A5 PROPAKS) of 1he mannficturer, type
of mack, e veference to EN 149+41:2009 sandard and classification incloding the re-isability of the mask, The mmunfacturer alse peinted CE
mark with osr Notified Body mmmber. The mask do not have sib-assemblies. Even the tested samples by the taboratory do mot carry necessary
marking mfarmation as stated in the technical documentation, the manufacturer shall follow marking imstructions for senal production. Modal
POI02 drawing exists in e techmical fle of the manfaenarer, Annex 6 of technical file.

| Information fi be supplied by the manufacrerer: In cach of the smallest commercinlly avmlable packagng of the product, inplementabion

| Article (instaltation instmictions) pre-use consrols, waming and ussge limiations, storage and meamings of syebols | pictograms are defised. User

1] Ingtruction document in the techaieal file foand 1o be appropeiate, Annes B, Tlhe manufactuser shall include this decumented user information text
in every smallest commertially available packape.

 PREPARED BY i | aerOVED BY
Osman CAMCI g':‘“ “.'_";w“z
PPE Expert iy
v
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CERTIFICATION
UNIVERSAL CERTIFICATION and SURVEILLANCE SERVICES TRADE CO.
Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye, Istanbul / TURKEY
TEST REPORT
Report Date: 21.10.2020
Report Number: 10-2020-T0462

CLIENT and SAMPLE INFORMATION
TEST OWNER BUDAK TESKTIL SAN. VE TiC. LTD. §TI.
| ADDRESS | Adnan Kahveci Mah. Gilyali Cad. No:4 Beylikdiizl [stanbul TURKEY
' SAMPLE DESCRIPTION Fnldmg type pmrcctwt mask
BMND NAME MDDEL PHIUE
TESTING STANDARD EN 149+A1:2009
| CASE NUMBER CE-PPE-3505
SAMPLE RECEIVE DATE . 15.09.2020 I TESTING START DATE | 15.09.2020

| DISINFECTION INSTRUCTION | it i, el i st
If applicable S % -
NUMBER OF SAMPLES | 50 SAMPLE IDs: | 1- 46
AS RECEIVED SAMPLE NO 26-46
1 Simulated wearing - :
B | 1-2-3-4-5-6-7-8-9 (ﬁu‘i Rainrewed}
COND 10-11-12-12-14-15 (Sample after test of Mechanical
RO SN0 Temperature conditioning | Strength)
L 16-17-18-19-20-21-22-23-24-25 (As Received)
. Mechanical strength ID-11-12-13-14-15 (As Received)
The rcs;uhs given in this tr.-sl report belongs to the samples tested. The report content cannot be recreated partially without the
written consent of UNIVERSAL CERTIFICATION,
T LINIVERSAL
Telefon: 0216 483 60 50 Faks (845
Tt KACMAZ
Director
Page1 /11
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T CERTIFICATION
1. REPORT SUMMARY
TEST TEST NAME RESULT | EvALUATION
STANDARD
EN 149:2001 +
Al:2009 clause 8.5 Total Inward Leakage Testing Pass FFP2
EN 13274-1:2001
EN 149:2001 +
A1:2000 clause 8.11 Penetration of Filter Material Pass FFPZ
EN 13274-7:2019
EM 149:2001 +
AT1:2009 clause 8.6 Flammability Testing Pass See results
| EN 13274-4:2001
EN 149:2001 +
. - Carbon Dioxide Content of The Inhalation
AT:2009 clause 8.7 Air Testi Pass See resulis
EN 13274-6:2001 o
EN 149:2001 + Breathing Inhalation Resistance-30 'min Pass See results
A1:2009 clavnse 8.9
EN 13274-3:2001 Breathing Inhalation Resistance-25 1/min Pass See results
EN 149:2001 +
AlL:2009 clause §.9 Exhalation Resistance, flow rate 160 Vmin Pass See results
EN 13274-3:2001
g i 0
LINTVERSAL ﬁ‘é?nz?%i Az,
ErvrECATION . [l ol
Faml Bubram, keyvap Sivesi, £2 Blok, Hodasd
¥iskan Dudullu-Grranye/ STANIUL
s (218 458 50 80 Faks: 021545580 05
Sangaci V.0 583 038 8722
Page 2 /11
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2. TEST RESULTS and EVALUATION

| 7.4 PACKAGING (EN 149:2001 + A1:2009 clause 8.2)

Test Method: Clause 8.2-Visual inspection

REQUIREMENT RESULTS COMMENT
Particle filtering half masks shall be offered for sale The masks were packaged in sealed plastic bags, in larger
packaged in such a way that they aré protected Puss plastic bags inside a large cardboard box that gave some
against mechanical damage and contamination protection against mechanical damage or contamination
hefore use, before use

| Lab A

7.5 MATERIAL (EN 14%:2001 + A1:2009 clause 8.2,8.3.1, 8.3.2)

Test Method: Clause §.2-Visual inspection

Clause 8.3.1-Simulated wearing treatment

A breathing machine is adjusted to 25 cycles'min and 2,0 Ustroke. The particle filtering half mask was mounted on a
Sheffield dummy head,

For testing, a saturator is incorporated in the exhalation line between the breathing machine and the dummy head, the
saturator being set at & temperature in excess of 37 °C to allow for the cooling of the air before it reaches the mouth of
the dummy head.

The air has been saturated at (37 £ 2) °C at the mouth of the dummy head

Clause 8.3.2-Temperature conditioning

The ambient temperature for testing has been between 16 °C and 32 °C and the temperature [imits has been subject to
an accuracy of £] °C.

a) for 24 h to a dry atmosphere of (70 = 3) °C;

h) for 24 h to a temperature of (-30 £ 3) °C; and allow to return to room temperature for at least 4 h between exposures
and prior to subsequent testing. The conditioning has been carried out in a manner which ensures that no thermal shock

OCCurs. -
| REQUIREMENT RESULTS COMMENT |
Materials vsed shall be suitable to withstand The nyaterials uged were able to withstand handling and
handling and wear over the period for which the Pass wear during the limited laboratory testing carried out,
particle filtering half mask is designed to be used,
Any material from the filter media released by the air [t was not constitute a hazard or nuisance for the wearar,
flow through the filter shall not constitute a haward or Pass
nuisance for the wearer, :
After undergoing the conditioning deseribed in 8.3.1 None of the specimens conditioned suffered mechanical
none of the particle Gltering half masks shall have Pass failure.
suffered mechanical failure of the facepiece or siraps.
When conditioned in accordance with 83,1 and 3.3.2 Pass Nonc of the speeimens had not collapse after
the particle filtering half mazk shall not collapse. conditioning.
Lab B
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CERTIFICATION
7.6 CLEANING AND DISINFECTING (EN 149:2001 + A1:2009 clanse 8.4, 8.5, 8.11) I
Test Method: Described in Clause 8.4, 8.5 and 8.11 !
EEQUIREMENT RESULTS COMMENT
IF the particle flering hall mask is designed to be re-usable, the This article is not applicable for tested
maserials used shall withstand the cleaning and disinfecting agents protective mask which is single use
and procedures to be specified by the manutheturer. disposable mask,
With reference to 7.9.2. after cleaning and disinfecting the re- NiA
usable particle filtering half mask shall satisfy the penetration
requirernent of the relevant class.
| = =
7.7 PRACTICAL PERFORMANCE (EN 149:2001 + A1:2009 clause 8.4)
Test Method: Described in Clause 3.4
REQUIREMENT RESULTS COMMENT |
The particle filtering half mask shall undergo practical performance tests
under realistic conditions: These general tests serve the purpose of checking Mo imperfections | Detail refer to Annex |
the equipment for imperfections that can not be determined by the tests
described elsewhere in this standard.
Twi as received mask samples are used by two subject for the walking (10
mins walking with a speed of 6km/h) and work simulation (bended walking,
crawling and besket Glling exercises) Lests,
Annex [-Test Result:
Number of sample: 29 (ARL 30 (AR)
; . Assesament of Test
- - Reguirements in
Pragitive Negiative: ; : Resull
Asseseed elements. Wiarmiedyl | Tl ?Eﬂ“&ﬁ:’lﬂ‘nﬁy Conformity /
: : Monconformily
Filtering half mislks
g ] 2 ] Filtering half masks | fulfil requirements of
The face piece fining 2 i should not have the standard EN
Heo kamess contion 2 0 imperfections related | 149:2001 + A1:2009
Sceurity of fastenings 2 0 to Wearer's given in 7.7
Field of vizion acceplance
Mo imperfections
The subjects (MEG and MA) were able 1o complete the exercises and did not report any nuisance or problem with the mask.
| Lab B - |
7.8 FINISH OF PARTS {(EN 149:2001 + A1:2009 clause 8.2)
Test Method: Described in Clause §.2
REQUIREMENT RESULTS CONMMENT
Parts of the device likely 1o come into contact with Mone of the specimens used in laboraory testing showed
the wearer shall have no sharp edges or burrs. Pazs evidence of sharp ediges or burrs while visual inspection
and performance tests,
3 IR AL LW e
Lah A - '~'_:ril _Ii-.'l.:-..-';-”_'}‘l
T TR TRLEE 0T ST,
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EERTIFICATION

7.9.1 TOTAL INWARD LEAKAGE (EN 149:2001 + A1:2009 clause 8.5)

| Test Method: Deseribed in Clause 8.5

Lab B

¥

Fazil Bular, Keybp Siva, £2 ek, Hazaiaa

REQUIREMENT RESULTS COMMENT
The total inward leakage consists of three components: face seal leakage, exhalation value
leakage {if exhalation value fined) and flter penetration. For particle filtering half masks Classified a5 EFP2
fitted in accordance with the manufacturer™s information, at least 46 out of the 50
individual results shall be not greater than: 23 % for FFPL. 11 % for FFP2, § % for FFP3 Pass
and in addition at least & out of the 10 individual wearer arithmetic means for the 1otal Detail reler 1o
inward leakage shall not be greater than: 22 % for FFP, 8 % for FFP2, 2 % for FFP3 Annex 11
| Annex I1-Test Resuli:
The test results obtained are given in the tables as follows
s 2 Head
;E; » :‘;ﬂ‘;‘; . |cond 1. Walk (%) _:;:E:,:;;'“’ E{Ium Talk (%) | 2. Walk (%) | Average (%)
1 31 AR 7,32 6,56 6,24 6,41 7,24 8,75
2 3z AR, 6,49 7.98 7,32 7,63 7.56 740
3 33 AR 5,98 7,96 7,93 8,12 7,62 7,72
4 34 AR, 7,70 6,37 6,64 7,13 7,22 7,01
5 35 AR, 6,82 817 514 6,87 7,09 742
f 16 TE: 8,12 7,49 6,32 7,00 6,85 7,16
7 17 it 7,89 6,65 7,63 7.36 7,96 7.50
B 18 T 8,07 7,84 0,43 7,39 2,18 7,58
9 19 T.CL 2,16 6,40 8.07 8,16 708 T
10 20 TG 7,08 7,67 6,66 211 7,58 742
All 30 !ndi_vfduﬂl CXETEise r_:&ulL:-c WETE Mot greater than 11 % Pass (FFP2)
Al 10 individual wearer arithinetic means were nol greater than 8 %
Test Face Length | Face Width | Face Depth | Mouth Width
Subject {mm) {mm) {mm) (mum )
I 117 155 130 @il
i 113 148 128 62
3 112 160 134 39
4 135 148 125 61
5 120 158 132 57
] 118 150 134 k)
T 115 152 130 57
b 17 155 134 34
g 114 149 128 57
T 110 130 131 55
For fiformatiog Chly
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~ CERTIFICATION
7.9.2 PENETRATION OF FILTER MATERIAL (EN 149:2001 + AT1:2009 clanse 8.11)
| Test Method: Described in Clause 8.11
REOUIREMENT RESULTS COMMENT
Classification Max penetration of teést aerosol
MaCl test Paraffin oil test
95 Ymin 95 Vmin
Samiax Yamiay Pass Dietail refer to Annex 111A and [TIR |
FFF1 i 20
FFP2 ] i
FFP3 1 |
|
Annex 1TTA-Test Result:
The rest results obtained are given in the tables as follows; |
Penetration of Sodium Chioride — =
No. of in accordance with EN 13274~ | Requirements in g‘:::j:mml' of Test
: Condition 72019 accordance with EN i
swmpic %] 149:2001-A1:2009 ;ﬁzm{m’w
Flow rate 95 1/min
L 36 035 Passed
i7 As received 0.40
38 0.39 Filtering half masks
i Sialited i 017 EFELS 205 fulfil the requirements of
2 A WS 0.41 4 the standard EN
3 et 0.43 RSk Eh 149:2001+A1:2009
10 Mechanical strength + 0.22 Prescyey | ENenin?ainmngent
i 'I T 4 H.H [hl.'- rll'ﬁ. Sl:m'l'ld
2 emperaturs protection class (FFPL,
| | conditioned 0.38 FFP2)
|
Annex IT[B-Test Result:
The test resulis obtained are given in the tables as follows:
Moo of | Condition Penetration of Paraffin Oil Mist in | Reguirements in Assessment of Test Result
Sample aceordance with EN 13274-7:2019 | accordance with EN = | Conformity /
[a] 149:2001+A1:2008 | Nonconformity
Flow rate
03 I'min
39 113 Fassed
440 As received 1.18
i' 1.30 FFPI=20% Filtering half masks fulfl
: £ 1,22 the requirements of the
2 ggtﬁi?f i 1,02 FFP2 <6 % standard EN
& 1,09 1492001 +A 1:2009 given
13 Mechanical strength = 1,26 FFPI <] % in 7.9:2 in range of the first.
14 Temperature 134 scoond protection classcs
[ 15 | conditioned 124 (FFP1, FFP2)
Lab A+ B
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CER.TIFICATICI'N

‘ 7.10 COMPATIBILITY WITH SKIN (EN 149:2001 + A1:2009 clause 8.4, 8.5}

Test Method: Described in Clause 8.4 and 8.5.

L REQUIREMENT

RESLULTS

COMMENT

Materials that may come into contact with the
wearer's skin shall not be known to be likely to Pass
cause irritation or any other adverse effect to health,

Mo irritation or any other adverse effect to healih or
sensitivity reported by the subjects during the practical

performance and TIL tests.

Lab B

7.11 FLAMMARBILITY (EN 149:2001 + A1:2009 clause 3.6)

Test Method: Described in Clause 8.6

REQUIREMENT RESULTS COMMENT
The material used shall not present a danger for the wearer and shall not be of
highly Nammable nature, When tested, the particle filtering half mask shall not
| | bum or not to continue to bum 3s after removal from the Aame, Pass Dhetail refer to Annex [V

Annex IV-Test Result: The test results obtained are given in the 1ables as follows:

Mo of | Condition Vistial inspection uirements in accordance Assessment of Test Result
Sample with EM 149:3001+A41:3009 Conformity / Nonconformity
45 ] 0.2s Filtering half mask Passed
1% As received 073 shiall not burn or not Filtering half masks fulfil
: continue o bum for requirements of the standard EN

21 Temperature 03 more than s after 149:2001 +
2 conditioned {t.2s removal from the flame Al:2009 gj"l'ﬁﬁ in7.11

Lah B

Test Method: Described in Clause 8.7

7.12 CARBON DIOXIDE CONTENT OF THE INHALATION AIR (EN 149:2001 + A1:2009 clause 8.7)

g Peai! Bubier, Kayap s
"ﬁ.-lmrl ]
Telefon: 0715

REQUIREMENT RESULTS COMMENT
The carhon dioxide content of the inhalation air
{dead space) shall not exceed an average of 1.0 % Pass Detail refer 1o Annex. v
| {b¥ volume)
Annex ¥V-Test Result: The fest results obtained ore given in the tables as follows:
Mo.of | Condition COsxcontent of | An average COx Requirements in Assessment of Test Result
the inhalation | content of the accordance with EN | Conformity /
; -air [%] by inhalation air [%a] 149:2001+A1:2008 | Nonconformity
| violume by volume
i X6 0.85 0 content of the Passed
E—=—— inhalation air shall Filtering hall masks fallil
27 Asreceived 0,88 085 not exceed an requirements of the
average of 1.0% by standard BN 149:2001 +
28 081 volume AL:2009 given in 7.12
Lab B
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 CERTIFICATION

7.13 HEAD HARNESS (EN 149:2001 + A1:2009 clause 8.4, 8.5) '

Test Method: Described in Clause 8.4, 8.5

REQUIREMENT RESULTS | COMMENT
The head hamess shall be designed so that the
particle Mtering hal~mask can he donned and Pass Mo problem with the head hamess ceparted by the woarers
removed easily, during the practical performance test.
The head hamess shall be adjustable or self-adjusting
and shall be sufficiently robust to hold the particle Pass Mo problem with the head harness reported hy the wearers
filtering half mask firmly in position and capable of during the practical performance test.
maintaining total inward leakage requirements for h
the device. |
| Lab B

7.14 FIELD OF VISION (EN 149:2001 + A1:2009 clause 8.4)

Test Method: Described in Clause 8.4

REOUIREMENT | RESULTS COMMENT
The field of vision is acceptable if determined There were no adverse comments following
so in practical performance tests. Pass | practical performance tests.

Lsh B

7.15 EXHALATION VALVE (EN 149:2001 + A1:2009 clause 8.2, 8.3.4, 8.8, 8.0.1)

Test Method: Clause §.2. 834, 8.8.8.9.1

REQUIREMENT RESULTS COMMENT
A particle filtering half mask may have one or more
exhalation vabve(s), which shall funetion correctly in MNA Mo exhalation valve in tested samples.

all pricntations.

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 MiA Mo exhalation vabve it tesed samples.
include any other device that may be nécessary: for
the particle filtering hall mask to eomply with 7.9
Exhalation valve(s), if fitted. shall conlinoe fo
operate correctly afier a continuows exhalation flow MIA Mo exhalation valve in tested samples.
of 300 I/min over a period of 30s.

When the exhalation valve housing is attached o the
face blank. it shafl withstand axially a tensile force of NiA Mo exhalation valve in tested samples.
10 applied for 10s,

| Lab-
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CERTIFICATION
7.16 BREATHING RESISTANCE (EN 149:2001 + A1:2009 elause 8.9)
| Test Method: Described in Clause 8.9
REQUIREMENT RESLILTS COMMENT
Classification Max permitied resistance (mbar) Classified as FFP2
Inhakation Exhalation
30 I'min 45 Ifmin 16l [/min Pass Dietail refer to Annex VIA-VIE
FFP1 [E 2.1 3.0
FFP2 0.7 2.4 3.0
FFP3 1.0 3.0 3.0
Annex VIA-Test Resuli:
The test results obtained are given in the tables as follows;
Inhalation Resistance
MWo.of | Condition Inhalation Resistance {mbar)
Sample Flow male Requirements in Flow rate Requirements in Asgessment of
30 Fmin accordance with EN O3 Vmin - necordance with EN Test Result
[mbar] 4200 1+A1:2009 [mbar] 149:200H+A1:2009 Conformity /
MNonconformity
42 0,36 1.62
43 Ag received 0,41 1.65
44 0.36 163 T
1 FFP1 <0.60 FFPI=2.10 Bk
1 Simulated 0,43 1,63 Qualifies
b wenring 0,39 FEP2=0.70 1.58 FFP2=240 FFPL. FFP2.
o treatmsint 0,37 .63 FFF3
1 035 FFEI = 1.0 161 FFP3=3.00
Temperature : =
24 conditionad 042 1.60
25 0,44 1.63
Exhalation Resistance : _ I
No.of | Condition Flow Facing | Facing | Facing Lying | Lying | Requirements in Assessment af
Sample rate directly | vertically | vemically | on on accordance with Test Reault
upwards | downwards | the the EM Conformity i
lefi right | 14%:2001+A1:2009 | Nonconformity
i side | -side
| 42 2,23 2,23 233 2,23 2,24 |
i3 Ag received 2,34 22 4,30 234 2,23 [
44 2,37 2,35 2,38 2,25 | 227 | pppi <10 Pl '
7 Simulated 2,30 26 | 238 2,327 | 230 Ouialifics
B wearing 160Lmin | 2,39 224 | 223 239 | 234 | FFP2=31 FFPL. FFP2,
) treatment 227 229 | 233 224 | 227 FFP3
z | 2,27 222 | 2,30 221 | 229 | FFP3=30
24 T 2,36 2,24 2,37 233 | 222
I R 227 2,40 2,24 Ta7 | 324
LLF.i'I A
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CERTIFICATION
| 717 CLOGGING (EN 149:2001 + A1:2009 elause 8.9, 8.10)
Test Method: Described in Clause 8.8, 8.10
i— =
RECQUIREMENT RESLILTS COMMENT
Valved particle filtering half masks:
Adter clogeing the inhalation resistances shall not
exceed; FFP1:4mbar, FFP2 Smbar, FFP3 :Tmbar at
95L/min continious flow. The exhalation resistance | NAs This is optional test and not desired by client.
shall not excecd 3mbar at 160L/min continuous flow.
| Walveless particle Nltering half masks:
Alter clogging the inhalation resistances shall not
| exceed: FFP1:3mbar, FFP2 4mbar, FFP3:5mbar at
95 L/min continuows flow
Lab - - -
718 DEMOUNTABLE PARTS (EN 149:2001 + A1:2009 clause 8.2)
Test Method: Described in Clause 8.2
REQUIREMENT RESUILTS EGMME'NT
All demountable parts (i ftted) shall be readily MiA No demountable part.
connected and secured, where possible by hand [
I
Lah - - . - 1]
Pass Requiremen! satisfied.
NCR Requirement not satisfed. Refer fo the "Result defails™ seclion for more information.
NAs Assessment nof carried cutl.
MNAA Requirement not applicable.
LABORATORY INFORMATION
Code | Laboratory Name Competency Explanations [
UNIVERSAL SERTIFIKASYON VE . . :
LebA | GOZETIM HIZMETLERITIC. LD, 511, | [ermal Laboratory Services of Notified Body ,
GONTR ULUSLARARASI S y seopey
END ZETIM Laboratory holds an accreditation by Turkish Accreditation
Lab B | St b e b ok RELATTINE Agency with number AB-1252-T according to EN ISOVIEC
VE DIS TICARET LIMITED SIRKETI : fm;:;m £
| KOCAELI DILOVA SUBESI | !
*  The laboratories are contracted bodies with UNIVERSAL CERTIFICATION and the technical competence
of the laboratories is also under supervision / assessment of UNIVERSAL CERTIFICATION based on the
provisions of EM ISO/IEC 17065 Reguirements for bodies certifying products, processes and services
standard.
e  Each test result given in this test report shown with the issuing laboratory code.
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Sample Photo

- End of Report -
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