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EU TYPE EXAMINATION CERTIFICATE
Certificate No: 2163-PPE-1859

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

TULPAR SAGLIK URUNLERI IMALAT SAN. VE TIC. LTD. STI.

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 use particle filtering half mask for protection against solid and liquid aerosols, is a fish type, 5
layered, without valve, ear straps and adjustable nose bar.

Brand Name: DNA
Model: 2972FM
Classification: FFP3 NR
For more details, refer technical evaluation report provided to the manufacturer, dated 28.12.2020 and number
2163-KKD-1859.

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

-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 harmonized standards, ensuredby 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 28/12/2020 and will be valid for 5 years, if there is nochange in

the relevant harmonized standard affecting the essential health and safety requirements.

e

2163

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director
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TECHNICAL ASSESSMENT REPORT

REPORT DATE /NO: 28.12.2020 /2163-KKD-1859

Manufacturer: TULPAR SAGLIK URUNLERI IMALAT SAN. VE TIC. LTD. STI.
Address: Tevfikbey Mah.Sehit Erol Oleok Cad.No:19 Ic Kapi No:1 Kucukcekmece, Istanbul TURKEY

Introduction

This report is for the, given above, manufacturer prepared according to the test results obtained from Universal
Certification And Surveillance Services Trade Co., dated 28.12.2020 with Serial Id 12-2020-T0601 based on EN
149: 2001 + Al : 2009 standard and the technical file dated 01 December 2020 (Revision 00) 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: Single use particle filtering half mask for protection against solid and liquid aerosols,
is a fish type, 5 layered, without valve, ear straps and adjustable nose bar.

Component and Materials:

Component Materia I Grade
Outer Layer Spunbond fabric 60 o/m2
Filter Layer 1 Melt-blown fabric 20 g/m
Filter Layer II Melt-blown fabric 20 g/m
Filter Layer 111 Melt-blown fabric 20 g/m
Inner Layer Spunbond fabric 20 g/m
Ear Strap Polyester 10 cm
Nose Bridge Aluminum 9 cm

Classification: FFP3 NR
Brand name: DNA Model: 2972FM

2972FM FFP3 NR
EN 149:2001 + A1:2009

€2163
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING RISKS FOR THE PRODUCT

LL 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 possible level.

1.1.2.  Levels and classes of protection

1.1.2.1. Highest level of protection possible

The optimum Jeve] 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.

1211 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.

1212 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

1213 Maximum permissible 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

14. 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 address of 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
bymanufacturers 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 question;
d)  Suitable PPE accessories and the characteristics of appropriate spare parts;

e)  The classes of protection appropriate to different levels of risk and the corresponding limits of use:

f) The obsolescence deadline or period of obsolescence of PPE or certain of its components:

g)  The type of packaging suitable for transport:

h)  The significance of any markings(see 2.12)

i) Where appropriate the references of the Directives applied in accordance with Article5(6) (b);

)] The name, address and identification number of the notified body involved in the design stage of the PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of the member state of
destination
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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
undoneunintentionally 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 minimized.

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 forcompetent, 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 bedesigned 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 remain 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 for part of the necessary marking to be affixed, the relevant information must be
mentioned on the packing and in the manufacturer’s notes.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory protection

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

The breathable air supplied to the user by PPE must be obtained by appropriate means, for example after filtration of the polluted air through

PPE or bysupply from an external unpolluted source.

The constituent materials and other components of those types of PPE must be chosen or designed and incorporated so as to ensure
appropriate userrespiration and respiratory hygiene for the period of wear concerned under the foreseeable conditions of use.

The leak-tightness of the facepiece and the pressure drop on inspiration and in the case of the filtering devices, purification capacity
must keepcontaminant penetration from a polluted atmosphere low enough not to be prejudicial to the health or hygiene of the user.

The PPE must bear details of the specific characteristics of the equipment which, in conjunction with the instructions, enable a trained

and qualified user to employ the PPE correctly.

In the case of filtering equipment, the manufacturer’s instructions must also indicate the time limit for the storage of new

original packaging.
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Technical Assessment of EN 149: 2001 + Al: 2009 Standard and other Standards it refers to,

Clauses Corresponding to the (EU) 2016/425 Directive

Conforming to EN 149:2001 + A1:2009 Standard Requirements

Article
5

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 FFP3
Mask is classified for single shift use NR

Article
7.4

Packaging: Particle filtering half masks are packaged to protect them from contamination before use and with
cardboard boxes to prevent 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.

Article
7.5

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
is 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.

Based on the test result, the masks did not collapse when subject to simulated wearing and temperature conditioning.
No nuisance situation is reported during the practical performance tests by human subjects.

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
7.7

Practical Performance:

The test report indicates that the human subjects did not face any difficulty in performing the exercises 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/ ear loops comfort. security of fastenings and field of vision. Also, no
imperfections reported during total inward tests about the comfort. field of vision and fastening issues.

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

2. Head harness comfort 2 0 Positive results are obtained from the test subjects

3.Security of fastenings 2 0 No imperfections
5. Field of vision 2 0
Conditioning: (A.R.) As Received, original

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
7.9.1

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 exercises 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 exercise are
available in tire test report.

It was reported that:

All 50 exercise measurement results are smaller or equal to 5% the values varies between 1,09% and 2,06%.

All 10 individual’s arithmetic mean is smaller or equal to 2% the values varies between 1,54% and 1,7%.

According to the reported results, the product meets the limits for FFP3 classification.

Article
7.9.2.

Penetration of filter material: Sodium Chloride Testing

Condition No. of Sample Sodium Chloride Testing Requirements in Results
95L/min max (%) accordance with EN
149: 2001 +A1:2009
(A.R.) 36 0,54 Filtering half masks
(A.R) 37 0,45 FFP1< 20% fulfill the requirements
(A.R) 38 0,65 of the standard EN
(S.W) 1 0,58 FFP2< 6% 149:2001 + A1:2009
(S.W.) 2 0,49 given in 7.9.2 in range of
(S.W) 3 0,52 FFP3< 1% the FFP1, FFP2 and

(M.S.T.C.) 10 0.49 FFP3 classes.
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(M.S.T.C) 11 0,48
(M.S.T.C.) 12 0,46

Conditioning: (M.S) Mechanical Strength
(T.C.) Temperature conditioning
(A.R.) As received, original
(S.W.) Simulated wearing treatment

Article
7.9.2

Penetration of filter material: Paraffin Oil testin,

Condition No. of Sample Paraffin oil Testing 95L/min Requirements in Results

max (%) accordance with EN

149: 2001 +A1:2009

(AR) 39 0,18 Filtering half masks
(A.R) 40 0,25 FFP1< 20% fulfill the requirements
(AR) 41 0,23 of the standard EN
(S.W.) 4 0,25 FFP2< 6% 149:2001 + A1:2009
(S.W.) 5 0,27 given in 7.9.2. in range
(S.W.) 6 0,26 FFP3< 1% of the FFP1, FFP2 and
(MS.T.C) 13 024 FFP3 classes.
(M.S.T.C) 14 0,22
(M.S.T.C.) 15 0,18

Conditioning: (M.S) Mechanical Strength
(T.C.) Temperature conditioning

(A.R.) As received, original

(S.W.) Simulated wearing treatment

Article
7.10

Compatibility with skin: In Practical Performance report, the likelihood of mask materials in contact with the skin
causing irritation or other adverse effect on health was not reported.

Article Flammability
Condition No. of Sample | Visual inspection Requirements in accordance with EN | Result
7.11 149: 2001 +A1:2009
(A.R) 45 Burn for 0,0s Filtering half mask shall not burn Passed
(AR) 46 Burn for 0,0s or not continue to burn for more Filtering half masks
(T.C) 21 Burn for 0,0s than 5 s after removal from the fulfill requirements of
(T.C) 22 Burn for 0,1s flame the standard
Conditioning: (A.R.) As received, original
(T.C.) Temperature conditionin;
Article Carbon dioxide content of the inhalation air:
Condition No. of CO2 content of the inhalation air An average CO2 Requirements in Result
7.12 sample (%) by volume content of the accordance with EN
inhalation air 149: 2001
+A1:2009
(AR) 26 0,46 CO2 content of Passed
(A.R) 27 0,48 0,47 (%) the inhalation air Filtering half
(A.R) 28 0,47 shall not exceed masks fulfil
an average of requirements of
1,0% by volume the standard

Conditioning: (A.R.) As received, original

Article
7.13

Head harness: In Practical Performance and TIL test reports no adverse effects have been reported for donning and remove of the mask
also the results of these tests indicates that the ear loops / head harness are capable of holding the mask firmly enough.

Artl Cl e Field of vision: In Practical Performance report, no adverse effects were reported for the field of vision availability when the mask is weared.
7.14
Article Exhalation Valve(s):
715 The model under inspection have no valves.
- Passed.
Article Breathing Resistance: inhalation

7.16

The overall evaluation in the figures gathered for 9 different samples 3 as received. 3 with temperature conditioning and 3 simulated
wearing treatment conditioned complies with the limits given in the standard for FFP 1, FFP2 and PFP3 classes. This is valid for
inhalation results for 30 L/min, 95 L/min and exhalation at 160 L/min.

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

7.17 (For single shift use devices, the clogging test is optional test. For re-usable devices test is mandatory.)

Article

718 Demountable Parts: There are no demountable parts on the product.

Article Testing: All tests conducted according to Clause 8 of this standard is available in the test report and are evaluated in this report
8 for qualification and classification of the mask.

Article

9

Marking - Packaging: Necessary markings are available on the product package (box). The name and trademark of the manufacturer is
clearly visible. The type of the mask and the classification including the status of re-usability, the reference to EN 149:2001 +A 1:2009
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 Section 9.1 on
the technical file.

The technical documentation for mask design (drawing) also evaluated for marking requirements, drawing 2972FM. The mask marking
indicates that the mask will carry information about the brandname (DNA) 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 also follow marking instruction in the technical file for serial production. Model
2972FM drawing exists in the technical file Section 9 of the manufacturer.

Article
10

Information to be supplied by the manufacturer: In each of the smallest commercially available packaging of the product,
implementation (installation instructions) pre-use controls. warning and usage limitations, storage and meanings of symbols /
pictograms are defined. User instruction document in the technical file found to be appropriate Section 9.1. The manufacturer
shaft include this documented user information text in every smallest commercially available package.

PREPARED BY

Osman CAMC}
PPE Expert

APPROVED BY

Suit XACNY

Director \

=
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UNIVERSAL CERIFICATION AND SURVEILLANCE SERVICES TRADE CO.
Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye, Istanbul / TURKEY

TEST REPORT

Report Date:28.12.2020
Report Number: 12-2020-T0601

CLIENT AND SAMPLE INFORMATION

TEST OWNER TRN MODE TEKSTIL SAN. VE TiC. LTD. STi

ADDRESS TULPAR SAGLIK URUNLERI IMALAT SAN. VE TiC. LTD. STi.

MANUFACTURER Ece dermokozmetik limited sti.

MANUFACTURER ADDRESS Tevfikbey Mah. Sehit Erol Olcok Cad. No:19 Ic Kapi No: 1 Kucukcekmece,
Istanbul Turkey

SAMPLE DESCRIPTION Fisk type protective mask
BRAND NAME - MODEL DNA /2972FM
TESTING STANDARD EN 149:2001+A1:2009
CASE NUMBER CE-PPE-3845
SAMPLE RECEIVE DATE 18.12.2020 | TESTING START DATE | 18.12.2020
DISINFECTION Not given, single use only
INSTRUCTION if applicable
NUMBER OF SAMPLES 50 | SAMPLE IDs: | 1-46
AS RECEIVED SAMPLE NO 26-46
Simulated wearing 1-2-3-4-5-6-7-8-9 (As received)
treatment
Temperature 10-11-12-13-14-15 (sample after test of mechanical
CONDITIONING SAMLE NO | ¢onditioning strength)
16-17-18-19-20-21-22-23-24-25 (as received)
Mechanical strength 10-11-12-13-14-15 (as received)

The results given in this test report belongs to the samples tested. The report content cannot be recreated partially without thewritten
consent of UNIVERSAL CERTIFICATION.

UNIVERSAL

[N'NSR A |vee HiZM.
V1§ N | gNC. LTD. XTI

Ngcip ﬁzylblulv;rlf,{cjjsuﬂsi:esi, E2 Bf® A N0:44/84

o Yukah®udullu-Umraniye/ISTAN

Telefon: 0216 455 80 80 Faks: 0215

Sarigazi V.D. 892 025 8722

Suat KACMAZ
Director
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1. REPORT SUMMARY
TEST TESTNAME
STANDARD RESULT EVALUATION
EN 149:2001 +
Al:2009 clause 8.5 Total Inward Leakage Testing Pass FFP3
EN 13274-1:2001
EN 149:2001 +
Al1:2009 clause 8.11 Penetration of Filter Material Pass FFP3
EN 13274-7:2019
EN 149:2001 +
Al:2009 clause 8.6 Flammability Testing Pass See results
EN 13274-4:2001
EN 149:2001 + . .
A1:2009 clause 8.7 I(igrbr;)n ?10x1de Content of The Inhalation Pas See results
EN 13274-6:2001 frlesting
EN 149:2001 + Breathing Inhalation Resistance-30 1/min Pass See results
Al:2009 clause 8.9
EN 13274-3:2001 Breathing Inhalation Resistance-95 1/min Pass See results
EN 149:2001 +
Al1:2009 clause 8.9 Exhalation Resistance, flow rate 160 1/min Pass See results
EN 13274-3:2001
UNIVERSAL
SERTIFIKASYO"
i i t:mzmm HIZIVL.
TIC. LTD. STI.
ip EAzIABANAR, KeyamSitasi E2 Blok, ho. /78

MNIST 4*1BiJL

lefor; 0216 455 g0 80 Eaks: 0216 4SS 30 0b
Saxaazi V.D. 892 025 9722




it

UNIVERSAL

CERTIFICATION

¢ 4

2. TEST RESULTS AND EVALUATION

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

Test Method: Clause 8.2-Visual inspection

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

contamination before use.

Lab A

7.5 MATERIAL (EN 149:2041 + A1:2009 clause 8.2, 8.3.1, 8.3.2)

Test Method: Clause 8.2-Visual inspection
Clause 8.3.1-Simulated wearing treatment

A breathing machine is adjusted to 25 cycles/min and 2,0 1/stroke. 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
a 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 limits has been subject
to an accuracy of +1 °C.

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

b) for 24 h to a temperature o f(-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
Material used shall be suitable to Pass The material used were able to withstand handling and
withstand handling and wear over the wear during the limited laboratory testing carried out.

period for which the particle filtering
half mask is designed to be used.

Any material from the filter media Pass It was not constitute a hazard or nuisance for the wearer.
released by the air flow through the
filter shall not constitute a hazard or
nuisance for the wearer.

After undergoing the conditioning Pass None of the specimens conditioned suffered mechanical
described in 8.3.1. none of the failure.

particle filtering half masks shall
have suffered mechanical failure of
the facepiece or straps.

When conditioned in accordance with | Pass None of the specimens had not collapse after conditioning.
8.3.1. and 8.3.2. the particle filtering
half mask shall not collapse.

Lab B

| UNIVERSAL

, . | SERTIFIKASYON
GOZETIM HIZIVI
TIC. LTD, ST
P EARARMAK, EaxanSast E2 Blok, ho 178
AR QAR L
oK, 0216 455 00 80 Eak: L
SORAMAV.D. 892 025 8722
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7.6. CLEANING AND DISINFECTING (EN 149:2001 + Al:2009 clause 8.4, 8.5, 8.11)

REQUIREMENT RESULTS COMMENT
If the particle filtering half mask is designed to be re-usable, the This article is not applicable for tested
materials used shall withstand the cleaning and disinfecting agents protective mask which is single use
and procedures to be specified by the manufacturer. disposable mask.
With reference to 7.9.2. after cleaning and disinfecting the re- N/A
usable particle filtering half mask shall satisfy the penetration
requirement of the relevant class.

Test Method: Described in Clause 8.4, 8.5 and 8.11

7.7. PRACTICAL PERFORMANCE (EN 149:2001 + Al:2009 clause 8.4)
Test Method: Described in Clause 8.4

REQUIREMENT

RESULTS

COMMENT

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

Two 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 basket filling exercises) tests.

No imperfections

Detail refer to Annex I

Annex I-Test Result:

Requirements in Assessment of Test
Positive Negative d - Result
Assessed elements Assessment Assessment accordance with EN Conformity /
149:2001+A1:2009 .
Nonconformity
Filtering half masks
The £ ece fitti 2 0 Filtering half masks | fulfil requirements of
H ¢ d ailce prece t{ng,; 2 0 should not have the standard EN
cad haness comor 2 0 imperfections related | 149:2001 + Al:2009
Security of fastenings ) S
. .. 2 0 to wearer’s givenin 7.7
Field of vision
acceptance
No imperfections

Number of sample: 29 (A.R), 30 (A.R)

The subjects (MEG and MA) were able to complete the exercises and did not report any nuisance or

problem with the mask.

7.8. FINISH OF PARTS (EN 149:2001 + Al:2009 clause 8.2)
Test Method: Described in Clause 8.2

and performance tests.

REQUIREMENT RESULTS COMMENT
Parts of the device likely to come into contact with None of the specimens used in laboratory testing showed
the wearer shall have no sharp edges or burrs. Pass evidence of sharp edges or burrs while visual inspection
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7.9.1 TOTAL INWARD LEAKAGE (EN 149:2001 + Al:2009 clause 8.5)
Test Method: Described in Clause 8.5

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 Classified as FFP3
fitted in accordance with the manufacturer's information. at least 46 out of the 50
individual results shall be not greater than: 25 % for FFP1, 11 % for FFP2, 5 % for FFP3 Pass
and in addition at least 8 out of the 10 individual wearer arithmetic means for the total Detail refer to
inward leakage shall not be greater than: 22 % for FFP1, 8 % for FFP2, 2 % for FFP3 Annex II
Annex II-Test Result:
The test results obtained are given in the tables as follows
. Head
gﬁﬁ;ec t gfnglfe Cond. | 1. Walk (%) I:i‘;aed(f/lo‘;e/ up/down (%) | Talk (%) | 2. Walk (%) | Average (%)
1 31 AR. 1,09 1,24 1,62 2,04 1,72 1,54
2 32 AR. 1,18 1,37 1,66 1,73 1,97 1,58
3 33 AR. 1,32 1,49 1,68 1,75 1,89 1,62
4 34 AR. 1,29 1,44 1,63 1,81 2,06 1,64
5 35 AR 1,33 1,12 1,59 2,03 1,75 1,56
6 16 T.C. 1,24 1,38 1,72 1,68 1,83 1,57
7 17 T.C. 1,35 1,45 1,67 1,79 1,99 1,65
8 18 T.C. 1,36 1,50 1,70 1,82 1,98 1,67
9 19 T.C. 1,25 1,38 1,13 1,71 1,86 1,46
10 20 T.C. 1,43 1,62 2,05 1,76 2,02 1,77
All 50 individual .ext.:rgise results were not greater than 5 % Pass (FFP3)
Atleast 8 of 10 individual wearer arithmetic means were not greater than 2 %.
Test Face Length | Face Width | Face Depth | Mouth Width
Subject (mm) (mm) (mm) (mm)
1 117 155 130 60
2 113 148 128 62
3 112 160 134 59
4 115 148 125 61
5 120 158 132 57
6 118 150 134 59
7 115 152 130 57
8 117 155 134 59
9 114 149 128 57
10 110 150 131 55

For Information Only

TSELTD st
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7.9.2 PENETRATION OF FILTER MATERIAL (EN 149:2001 + Al:2009 clause 8.11)
Test Method: Described in Clause 8.11

REQUIREMENT

RESULTS

COMMENT

Classification

Max penetration of test aerosol

Pass

NacCl test 95 I/min

Paraffin oil test 95

% max 1/min % max
FFP1 20 20
FFP2 6 6
FFP3 1 1

I11B

Detail refer to Annex IIIA and

Annex IITA — Test Result:

The test results obtained are given in the tables as follows:

No. of Condition Penetration of Sodium Requirements in Assessment of Test
sample Chloride in accordance accordance with EN Result Conformity /
with EU 13274-7:2019 149:2001 + A1:2009 Nonconformity
(%)
Flow rate 95 I/min
36 As received 0,03 Passed
37 0,06 ) Filtering half masks
38 0,07 FEPI< 20% fulfill the requirements
1 Simulated wearing treatment 0,08 FEP2< 6% of the standard EN
2 0,09 149:2001+A1:2009
3 0,08 FFP3< 1% given in 7.9.2. in range
10 Mechanical strength + 0,08 of the first, second and
11 Temperature conditioned 0,07 third protection class
2 0.07 (FFP1,FFP2, FFP3)

Annex HIB-Test Result:
The test results obtained are given in the tables as follows:

No.of | Condition Penetration of Paraffin Oil Mist in | Requirements in Assessment of Test Result
Sample accordance with EN 13274-7:2019 accordance with EN | Conformity /
[%] 149:2001+A1:2009 Nonconformity
Flow rate
95 1/min
39 0,18 Passed
40 As received 0,25
41 0,23 FFP1 <20 % filtering half masks fulfilthe
4 . . 0,25 requirements of the standard
5 Simulated wearing 027 FFP2 < 6 % EN
treatment 149:2001 +A1:2009 given
6 0,26 FFP3<1 % in 7.9.2 in range of the first,
Mechanical T 0.24 second and third
13 Teerflpaer;;z:lrztrengt ’ protection classes (FFP1,
o 0 FFP2, FFP3)
conditioned
15 0,18
[ SERTIFIKaS
TSCTLTD STI
7y MWWLZU hlo:4z/8a

LUKAA DA ARAANARAN|STANBUL
Fa\on: 0216 455 80 80 Lakg: 0216 455 PO 08
T Samgeai V.D. 892 025 8722
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7.10 COMPATIBILITY WITH SKIN (EN 149:2001 + Al:2009 clause 8.4, 8.5)

Test Method: Described in Clause 8.4 and 8.5.

REQUIREMENT RESULTS COMMENT
Materials thgt may come into contact Wi'Fh the No irritation or any other adverse effect to health or
wearer’s skin shall not be known to be likely to Pass sensitivity reported by the subjects during the practical
cause irritation or any other adverse effect to health. performance and TIL tests.

7.11 FLAMMABILITY (EN 149:2001 + Al:2009 clause 8.6)

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 flammable nature. When tested. the particle filtering half mask shall not
bum or not to continue to bum 5s after removal from the flame. Pass Detail refer to Annex IV

Annex 1V - Test Result: The test results obtained are given in the tables as follows-.

No.of | Condition Visual inspection | Requirements in accordance Assessment of Test Result

Sample with EN 149:2001+A1:2009 Conformity / Nonconformity

45 ) 0,0s Filtering half mask Passed

46 As received 0,0s shall not bum or not Filtering half masks fulfil
continue to burn for requirements of the standard EN

21 Temperature 0.0s more than 5 s after 149:2001 +

22 conditioned 0.1s removal from the flame AT:2009 given in 7.11

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

Test Method: Described in Clause 8.7

REQUIEREMENT

RESULTS

COMMENT

The carbon dioxide content of the
inhalation air (dead space) shall not
exceed an average of 1.0 %

(by volume)

Pass

Detail refer to Annex V

Annex V-Test Result: The test results obtained are given in the tables as follows:

No. of Condition CO2 content of the An average CO2 Requirements in Assessment of
Sample m];a]at]on air (%) by f:o}r:t;:nt_ ofthe b accordance Test Result
volume ii,]ir':t;on air (%) by with EN Conformlty /
149:2001+A1:2009 | Nonconformity
26 As received 0.46 047 CO2 content of the inhalation air Passed
- ’ shall not exceed an average of Filtering half masks fulfill
27 0,48 1,0% by volume requirements of the standard
28 0,47 EN 149:2001 +A1:2009 given
in7.12

7.13 HEAD HARNESS (EN 149:2001 + A I:2009 clause 8.4, 8.5)

Test Method: Described in Clause 8.4, 8.5

REQUIREMENT RESULTS| COMMENT

The head harness shall be designed so that the

particle filtering half-mask can be donned and Pass No problem with the head harness reported by the wearers
removed easily. during the practical performance test.

The head harness shall be adjustable or self-adjusting

and shall be sufficiently robust to hold the particle Pass No problem with the head harness reported by the wearers
filtering half mask firmly in position and capable of during the practical performance test.

maintaining total inward leakage requirements for

the device.

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

Test Method: Described in Clause 8.4

REO_UIREMENT

RESULTS

COMMENT

The field of vision is acceptable if determined
so in practical performance tests.

PASS

There were no adverse comments following
practical performance tests.
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7.15 EXHALATION VALVE (EN 149:2001 + Al:2009 clause 8.2, 8.3.4, 8.8, 8.9.1)

Test Method: Clause 8.2. 8.3.4. 8.8.8.9.1

REQUIREMENT

RESULTS

COMMENT

A particle filtering half mask may have one or more
exhalation valve(s). which shall function correctly in
all orientations.

N/A

No exhalation valve in tested samples.

Ifan exhalation valve is provided it shall be
protected against or be resistant to dirt and
mechanical damage and may be shrouded or may
include any other device that may be necessary for
the particle filtering half mask to comply with 7.9

N/A

No exhalation valve in tested samples.

Exhalation valve(s), if fitted shall continue to
operate correctly after a continuous exhalation flow
of 300 1/min over a period of 30s.

N/A

No exhalation valve in tested samples.

When the exhalation valve housing is attached to the
face blank. it shall withstand axially a tensile force of
10N applied for 10s.

N/A

No exhalation valve in tested samples.

7.16 BREATHING RESISTANCE (EN 149:2001 + A1:2009 clause 8.9)

Test Method: Described in Clause 8.9

REOUIREMENT RESULTS COMMENT
Classification Max permitted resistance (mbar)
Inhalation Exhalation
30 1/min 95 1/min 160 I/min Pass Detail refer to Annex VIA-VIB
FFP1 0,6 2,1 3,0
FFP2 0,7 2.4 3,0
FFP3 1,0 3,0 3,0
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Annex VIA-Test Result:
The test results obtained are given in the tables as follows:

CERTIFICATION

No. of | Condition Inhalation Resistance mbar)
Sample Flow rate Requirements in Flow rate Requirements in Assessment of
30 1/min accordance with EN 95 1/min accordance with EN Test Result
[mbar] 149:2001+A 1:2009 [mbar] 149:2001+A 1:2009 Conformity /
Nonconformity
42 0.61 1.65
43 As received 0.63 1,70
44 0.60 FFP1 < 0.60 1.63 FFP1 <2.10 Passed
7 Simulated 0.62 1.63 Qualifies
8 wearing 0.64 FFP2 < 0.70 1.70 FFP2 <2.40
9 treatment 0.61 1.66 FFP2, FFP3
23 T ‘ 0.62 FFP3< 1.0 1.62 FFP3 <3.00
22 emperature 0.60 T.64
3 conditioned 0.63 68
Exhalation Resistance
No. of | Condition Flow Facing | Facing Facing Lying | Lying | Requirements in Assessment of
Sample rate directly | vertically | vertically | on on accordance with Test Result
upwards | downwards | the the EN Conformity /
left right | 149:2001+A1:2009 | Nonconformity
side side
42 2,33 2,37 2,38 2,40 | 2,42
43 As received 2,35 2,39 2,40 2,41 2,44
44 2,31 2,34 2,37 2,39 | 243 | FFp1 <3 Passed
7 Simulated 2,29 2,31 2,35 2,38 | 2,42 Qualifies
8 wearing 1601/min 2,34 2,36 2,39 2,41 2,44 | FFP2<3.0 FFP1, FFP2,
9 treatment 2,37 2,39 2,41 2,43 2,45 FFP3
23 2,30 232 2,34 235 | 239 | FFP3<3.0
24 ch)‘;’gftrlztr‘l‘;z 2,25 2.23 2,25 224 | 227
25 2,20 224 2,26 225 | 228
7.17 CLOGGING (EN 149:2001 + A1:2009 cla use 8.9, 8.10)
Test Method: Described in Clause 8.8, 8.10
REQUIREMENT RESULTS COMMENT

Valved particle filtering half masks:

After clogging the inhalation resistances shall not
exceed: FFP1:4mbar, FFP2:5mbar. FFP3:7mbar at
95L/min continuous flow. The exhalation resistance
shall not exceed 3mbar at 160L/min continuous flow.
Valueless particle filtering half masks:

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

NAs

This is optional test and not desired by client.

718 DEMOUNTABLE PARTS (EN 149:2001 + A1:2009 clause 8.2)

Test Method: Described in Clause 8.2

REOUIREMENT

RESULTS

COMMENT

All demountable parts (if fitted) shall be readily
connected and secured, where possible by hand

N/A

No demountable part.
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Pass Requirement satisfied.
NCR Requirement not satisfied. Refer to the ”Result details” section for more information.
NAs Assessment not carried out.
N/A [ Requirement not applicable.

LABORATORY INFORMATION

Code Laboratory Name Competency Explanations
Lab A UNIVERAAL SERTIFIKASYION VE Internal Laboratory Services of Notified Body
GOZETIM HIZMETLERI TIC. LTD. STL
Lab B GCNTR ULUSLARARASI Laboratory holds an accreditation by Turkish Accreditation Agency

BELGELENDIRME, GOZETIM, EGITIM VE | with number AB-1252-T according to EN ISO/IEC 17025:2017.
DIS TICARET LIMITED SIRKETI
KOCAELI DILOVA SUBESI

- The laboratories are contracted bodies with UNIVERSAL CERTIFICATION and the technical
competenceof the laboratories is also under supervision / assessment of UNIVERSAL
CERTIFICATION based on the provisions of EN ISO/IEC 17065 Requirements for bodies
certifying products, processes and services standard.

-Each test result given in this test report shown with the issuing laboratory code.
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NB 2163

CERTIFIKAT EU O TYPOVEJ SKUSKE
Cislo osved&enia: 2163-PPE-1859

Ochranné prostriedky dychacich organov, filtra¢né polomasky na ochranu pred ¢asticami vyrobenymi

TULPAR SAGLIK URUNLERI IMALAT SAN. VE TiIC. LTD. STI.

sa testujui a hodnotia podl'a

EN 149:2001 + A1:2009 Ochranné prostriedky dychacich
organov - Filtra¢né polomasky na ochranu proti ¢asticiam -
Poziadavky, skiiSanie, oznaCovanie

Na zéklade vykonanej typovej skiisky s vyhodnotenim skuaSobnych protokolov, technickej
dokumentacie podl'a nariadenia o osobnych ochrannych prostriedkoch (EU) 2016/425, priloha 5, sa
schvaluje, Ze vyrobok spliiia poZiadavky nariadenia.

Definicia produktu
Jednorazova polomaska na filtrovanie castic na ochranu pred pevnymi a kvapalnymi aerosélmi, je
rybieho typu, patvrstvova, bez ventilu, uSnych pasikov a nastavitel'nej nosove;j tyce.

Nazov znacky: Model:
DNA 2972FM
Klasifikacia: FFP3 NR
Podrobnejsie informacie najdete v sprave o technickom hodnoteni poskytnutej vyrobcovi zo diia 28.12.2020
pod ¢islom 2163-KKD-1859.

V tomto pripade mdZze vyrobca pouzivat ¢islo notifikovaného organu (2163) a na modely vyrobkov
kategorie 111 uvedené vysSie moze umiestnit’ oznacenie CE, ako je uvedené nizsie, s;

-Vydanie prislugného EU vyhlasenia o zhode podl'a predpisov o osobnej ochrane

Zariadenia Nariadenie (EU) 2016/425 Priloha 9.

-priebezné GispeSné plnenie poZiadaviek stanovenych v nariadeni o osobnych ochrannych prostriedkoch

(EU) 2016/425 a harmonizovanych normach, zabezpecené postidenim na zéklade prilohy 7 (modul C2)

alebo prilohy 8 (modul D) nariadenia najneskor do 1 roka od zaciatku sériovej vyroby

Toto osvedcenie sa povodne vydava 28. 12. 2020 a bude platné 5 rokov, ak ned6jde k zmene
prislu$nej harmonizovanej normy, ktord ma vplyv na zakladné zdravotné a bezpecnostné
poziadavky.

(E

2163

Suat KACMAZ
UNIVERZALNE
OSVEDCENIE

Riaditel’
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SPRAVA O TECHNICKOM POSUDENI

DATUM SPRAVY / C.: 28.12.2020 / 2163-KKD-1859

Vyrobca: TULPAR SAGLIK URUNLERI IMALAT SAN. VE TiC. LTD. STIL.
Adresa: Tevfikbey Mah.Sehit Erol Oleok Cad.No:19 Ic Kapi No:1 Kucukcekmece, Istanbul TURECKO

Uvod

Tento protokol je pre vysSSie uvedeného vyrobcu vypracovany podla vysledkov skisok ziskanych od
spolocnosti Universal Certification And Surveillance Services Trade Co. zo diia 28.12.2020 so sériovym Cislom
12-2020-T0601 na zaklade normy EN 149: 2001 + A1 : 2009 a technickej dokumentacie zo dia 01.12.2020
(revizia 00), ktort poskytol vyrobca.

Technicka dokumentacia vyrobcu a hodnotenie rizik vzhl'adom na zédkladné poziadavky na bezpecnost
zdravia a skuSobny protokol sa posudili z hl'adiska ich vzt'ahu k zdkladnym poziadavkdm nariadenia o
osobnych ochrannych prostriedkoch a zistilo sa, Ze si primerané.

Tato sprava je prilohou a neoddelitelnou sugastou osvedéenia o typovej skiiske EU vydaného vyrobcovi.
Vysledky skaSok a vydany certifikat patria len k testovanému modelu. Technicka sprava pozostava celkovo
7o 6 stran.

Popis produktu: Jednorazova polomaska na filtrovanie Castic na ochranu pred pevnymi a kvapalnymi
aeros6lmi, je rybieho typu, 5-vrstvova, bez ventilu, usnych pasikov a nastavitel'nej nosovej tyce.

Komponent a materidly:

Komponent Materia I Trieda
Vonkajsia vrstva Tkanina Spunbond 60 g/m2
Vrstva filtra | Tavena fukana tkanina 20 g/m
Vrstva filtra 11 Tavena fuikana tkanina 20 g/m
Vrstva filtra I11 Tavena fuikana tkanina 20 g/m
Vnutorna vrstva Tkanina Spunbond 20 g/ m
Usny remienok Polyester 10 cm
Nosovy mostik Hlinik 9 cm

Klasifikacia: FFP3 NR
Nazov znacky: DNA Model: 2972FM

72FM FFP3 NR
EN21949‘.2001 + A1:2009

€2163
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ZAKLADNE POZIADAVKY NA ZDRAVIE A BEZPECNOST VYPLYVAJUCE 7Z NARIADENIA EUROPSKEJ UNIE EU
2016/425

1.1. Zasady navrhovania

1.1.1.  Ergonémia

Osobné ochranné prostriedky musia byt navrhnuté 5 vyrobené tak, aby v predvidatelnych podmienkach pouZivania, na ktoré st uréené,
mohol pouzivatel normalne vykonavat’ ¢innost’ stvisiacu s rizikom a zaroven pozivat’ primerant ochranu na najvyssej moznej
arovni.

1.12.  Urovne a triedy ochrany

1.1.2.1. Najvyssia mozna uroven ochrany

Optimalna groveh ochrany, ktord treba zohladnit pri navrhu, je tirovefi, pri ktorej prekroteni by obmedzenia vyplyvajiice z nosenia OOP
zabranili ich u¢innému pouzivaniu pocas obdobia vystavenia riziku alebo bezného vykonu ¢innosti.

1.1.2.2. Triedy ochrany zodpovedajuce réznym urovniam rizika

Ak g 10zne predvidatelné podmienky pouzivania také, Ze mozno rozlisit’ niekol’ko trovni toho istého rizika, musia sa pri navrhu OOP
zohl'adnit’ prislusné triedy ochrany.

1.2. Neskodnost’ OOP

1.2.1. Nepritomnost’ rizik a inych prirodzenych neprijemnych faktorov

Osobné ochranné prostriedky musia byt navrhnuté a vyrobené tak, aby vylu¢ili rizika a iné neprijemné faktory za predvidatelnych podmienok pouzivania.
1211 Vhodné zakladné materialy

Materialy, z ktorych je OOP vyrobeny, vratane vSetkych moznych produktov ich rozkladu, nesmi mat’ nepriaznivy vplyv na zdravie alebo
bezpecnost’ pouZzivatel'ov.

1212 Uspokojivy stav povrchu vsetkych casti OOP, ktoré prichadzaju do kontaktu s pouzivatelom

Vsetky Casti OOP, ktoré su v kontakte s pouzivatelom alebo mozu prist’ do kontaktu s pouzivatel'om, ked’ ma OOP na sebe, musia
byt bez drsnych povrchov, ostrych hran, ostrych hrotov a podobne, ktoré by mohli spdsobit’ nadmerné podrazdenie

alebo poranenie.

1213 Maximalna pripustna prekazka pre pouzivatel'a

Akeékol'vek prekazky sposobené OOP pri pohyboch, ktoré sa maju vykonat', pri zaujati polohy a pri zmyslovom vnimani sa musia
minimalizovat’; OOP nesmu spdsobovat’ pohyby, ktoré ohrozuju pouzivatel'a alebo iné osoby.

13 Komfort a u¢innost’

1.3.1.  Prispdsobenie OOP morfologii pouzivatela

Osobné ochranné prostriedky musia byt navrhnuté a vyrobené tak, aby umoznovali ich spravne umiestnenie na pouzivatela a aby
zostali na svojom mieste pocas predvidatelného obdobia pouzivania, pri¢om sa zohl'adnia faktory okolia, ¢innosti, ktoré sa maju
vykonavat, a polohy, ktoré sa maju zaujat’. Na tento ucel musi byt mozné prisposobit’ OOP morfologii pouzivatela vsetkymi vhodnymi
prostriedkami, ako su primerané systémy nastavenia a upevnenia alebo poskytnutie primeraného rozsahu vel'kosti.

1.3.2.  Lahkost a pevnost konstrukcie

Osobné ochranné prostriedky musia byt’ ¢o najlahsie bez toho, aby to malo vplyv na pevnost’ a i¢innost’ konstrukcie.

Okrem $pecifickych dodatoénych poziadaviek, ktoré musia spliiat, aby poskytovali primerant ochranu pred prislusnymi rizikami (pozri bod
3), musia byt OOP schopné odolavat’ ucinkom okolitych javov, ktoré su im vlastné za predvidatel'nych podmienok pouzivania

1.4. Informécie poskytnuté vyrobcom

Poznamky, ktoré musia byt vypracované prvym a dodané pri uvedeni OOP na trh, musia obsahovat’ vSetky relevantné informacie o:

a)  Okrem mena a adresy vyrobcu a/alebo jeho splnomocneného zastupcu so sidlom v Spolocenstve

b)  Skladovanie, pouzivanie, istenie, udrzba, servis a dezinfekcia. Cistenie. udrzba alebo dezinfekéna ochrana odporticana
vyrobcami nesmie mat’ pri pouziti v sulade s prislusnymi pokynmi ziadny nepriaznivy vplyv na OOP alebo pouzivatel'ov:

¢)  Vykonnost zaznamenana pocas technickych skusok na kontrolu urovni alebo tried ochrany poskytovanych danym OOP;

d)  Vhodné prislusenstvo OOP a vlastnosti vhodnych nahradnych dielov;

e)  Triedy ochrany zodpovedajice roznym urovniam rizika a zodpovedajiice limity pouzitia:

f)  Lehota zastarania alebo obdobie zastaravania OOP alebo niektorych jeho zloziek:

g)  Typ obalu vhodny na prepravu:

h)  Vyznam vsetkych oznaceni (pozri bod 2.12)

i) V pripade potreby sa odkazy na smernice uplatiiuji v silade s ¢lankom 5 ods. 6 pism. b);

) Nazov, adresa a identifikacné ¢islo notifikovaného organu, ktory sa zicastnil na faze navrhu OOP
Tieto poznamky, ktoré musia byt’ presné a zrozumitel'né, musia byt uvedené aspoil v uradnom jazyku (jazykoch) ¢lenského $tatu urcenia
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2. DODATOCNE POZIADAVKY SPOLOCNE PRE VIACERE TRIEDY ALEBO TYPY PPE
2.1. Osobné ochranné prostriedky obsahujiice systémy nastavenia

Ak osobné ochranné prostriedky obsahuju systémy nastavenia, musia byt navrhnuté a vyrobené tak, aby sa po nastaveni v predvidatenych
podmienkach pouzivania neimyselne nerozpojili.

2.3. Osobné ochranné prostriedky na tvar, oci a dychacie cesty

Akékol'vek obmedzenie tvare, o¢i, zorného pol'a alebo dychacieho systému pouzivatela osobnym ochrannym prostriedkom sa musi minimalizovat'.
Obrazovky pre tieto typy OOP musia mat’ taky stupeti optickej neutrality, ktory je zlucitelny so stupfiom presnosti a trvanim

¢innosti pouzivatel’a.

V pripade potreby musia byt’ takéto OOP osetrené alebo vybavené prostriedkami na zabranenie zahmlievaniu.

Modely OOP urcené pre pouzivatel'ov, ktori potrebuju korekciu zraku, musia byt kompatibilné s nosenim okuliarov alebo kontaktnych Sosoviek.

24. Osobné ochranné prostriedky podliehajuice starnutiu

Ak je zname, Ze konstrukéné vlastnosti novych OOP mozu byt’ vyznamne ovplyvnené starnutim, na kazdom vyrobku OOP uvedenom
na trh a na jeho obale musi byt nezmazatel'ne a jednoznacne vyznaceny mesiac a rok vyroby a/alebo, ak je to mozné, mesiac a rok
zastarania.

Ak sa vyrobca nemoze zaviazat,, pokial’ ide o zivotnost’ OOP, jeho pokyny musia poskytovat’ vSetky informacie potrebné na to,
aby kupujici alebo pouzivatel mohol stanovit’ primerany mesiac a rok zastarania, priCom sa zohladni Groven kvality modelu a
ucinné podmienky skladovania, pouzivania, Cistenia, 0drzby a servisu.

Ak je pravdepodobné, ze vyrazné a rychle zhorSenie vykonu OOP je spdsobené starnutim v dosledku pravidelného pouzivania
Cistiaceho procesu odporii¢aného vyrobcom, musi vyrobea, ak je to mozné, umiestnit’ na kazdy kus OOP uvedeny na trh oznacenie, v ktorom
uvedie maximalny pocet Cistiacich operacii, ktoré sa moézu vykonat pred tym, ako sa zariadenie musi skontrolovat’ alebo vyradit. Ak
takéto oznacenie nie je umiestnené, vyrobca musi tuto informaciu uviest’ vo svojich pokynoch.

2.6. Osobné ochranné prostriedky na pouzitie v prostredi s nebezpecenstvom vybuchu

Osobné ochranné prostriedky uréené na pouzitie v prostredi s nebezpecenstvom vybuchu musia byt navrhnuté a vyrobené tak, aby nemohli
byt zdrojom elektrického, elektrostatického alebo narazového obluka alebo iskry, ktoré by mohli spdsobit’ vznietenie vybusnej
zmesi.

2.8. Osobné ochranné prostriedky na zasah vo vel'mi nebezpecnych situdcidch

Navod dodavany vyrobcom s OOP na zasah vo vel'mi nebezpecnych situacidach musi obsahovat’ najma udaje urcené pre
kompetentné, vyskolené osoby, ktoré su kvalifikované na ich vyklad a zabezpecenie ich pouZitia pouzivatel'om.

V pokynoch musi byt opisany aj postup, ktory sa ma prijat’ na overenie, ¢i je OOP spravne nastaveny a funkény, ked” ho pouzivatel’ nosi. Ak
OOP obsahuje alarm, ktory sa aktivuje pri absencii bezne poskytovanej urovne ochrany, musi byt’ alarm navrhnuty a umiestneny tak,
aby ho pouzivatel’ mohol vnimat’ v predvidateInych podmienkach pouzivania.

2.9. Osobné ochranné prostriedky obsahujuce komponenty, ktoré moze pouzivatel nastavit’ alebo odstranit’
Ak OOP obsahuje komponenty, ktoré moze pouzivatel’ pripevnit’, nastavit’ alebo odstranit’ na ucely vymeny, musia byt tieto
komponenty navrhnuté a vyrobené tak, aby sa dali I'ahko pripevnit’, nastavit’ a odstranit’ bez pouzitia nastrojov.

2.12. Osobné ochranné prostriedky s jednou alebo viacerymi identifikaénymi alebo rozpoznavacimi znackami priamo alebo nepriamo suvisiacimi so zdravim a
bezpecnost'ou

Identifika¢né alebo rozpoznavacie znacky priamo alebo nepriamo stvisiace so zdravim a bezpecnostou, ktoré st umiestnené na

tychto typoch alebo triedach, musia mat’ prednostne podobu harmonizovanych piktogramov alebo ideogramov a musia zostat' dokonale

Citatelné pocas celej predvidatel'nej zivotnosti OOP. Okrem toho musia byt tieto znacky GpIné, presné a zrozumitel'né, aby sa zabranilo

akémukol'vek nespravnemu vykladu: najmé ak takéto znacky obsahuju slova alebo vety, musia byt uvedené v tiradnom jazyku

(jazykoch) ¢lenského Statu, v ktorom sa ma zariadenie pouzivat'.

Ak je OOP (alebo jeho sucast’) prili§ maly na to, aby sa nan dala umiestnit’ ast’ potrebného oznacenia, prislusné informacie sa musia

uviest’ na obale a v poznamkach vyrobcu.

3. DODATOCNE POZIADAVKY SPECIFICKE PRE KONKRETNE RIZIKA

3.10.1. Ochrana dychacich ciest

Osobné ochranné prostriedky ur¢ené na ochranu dychacieho systému musia umoznovat dodavanie dychatelného vzduchu pouzivatel'ovi
pri vystaveni znecistenej atmosfére a/alebo atmosfére s nedostato¢nou koncentraciou kyslika.

Dychatel'ny vzduch dodavany pouzivatel'ovi prostrednictvom OOP musi byt ziskany vhodnymi prostriedkami, napriklad po filtracii
znecisteného vzduchu cez OOP alebo dodavkou z externého neznecisteného zdroja.

Materidly a ostatné stcasti tychto typov OOP musia byt’ vybrané alebo navrhnuté a zabudované tak, aby zabezpecovali primerané
dychanie a hygienu dychania pouzivatel'a po¢as prislusného obdobia nosenia za predvidatenych podmienok pouzivania.
Tesnost’ tvarového krytu a pokles tlaku pri vdychu a v pripade filtraénych zariadeni Cistiaca kapacita musia udrziavat’ prienik
kontaminantov zo znedistenej atmosféry na dostatocne nizkej urovni, aby nebolo ohrozené zdravie alebo hygiena pouzivatela.

Na OOP musia byt uvedené podrobnosti o $pecifickych vlastnostiach zariadenia, ktoré v spojeni s ndvodom na pouZitie umoznia
vyskolenému a kvalifikovanému pouZzivatel'ovi spravne pouzivat’ OOP.

V pripade filtracného zariadenia musi byt v pokynoch vyrobcu uvedeny aj ¢asovy limit pre skladovanie nového

originalne balenie.
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TechnickastandardaEN 149: 2001 + Al : 2009 a d’alSie normy, na ktoré odkazuje, ustanovenia

zodpovedajtice smernici (EU) 2016/425

V silade s poZiadavkami normy EN 149:2001 + A1:2009

Clano
k5

h(lasiﬁkécia: Polomaska na filtrovanie Castic

IMaska, ktora je predmetom hodnotenia na zéklade vysledkov skusok a technickej dokumentécie poskytnutej vyrobcom, je
klasifikovana ako: Filtra¢na t¢innost’ a maximalny celkovy nik dovnutra - klasifikované ako FFP3

Maska je klasifikovana na jednozmenné pouzitie NR

Clano
k74

Balenie: Polomasky s filtrovanim Castic sa balia tak, aby boli pred pouzitim chranené pred zneéistenim a aby sa
zabranilo ich mechanickému poskodeniu. Dizajn obalu a vyrobku sa povazuje za odolny voci
predvidate'né podmienky pouzivania na zaklade vysledkov vizualnej kontroly uvedenych v protokole o skuske.

Clano
k7.5

Material: Materialy pouzité v polomaskach na filtrovanie Castic, podl'a vysledkov simulovaného nosenia a teplotne;j
upravy; Rozumie sa, Ze vydrzi manipulaciu a nosenie pocas obdobia, na ktoré je polomaska na filtrovanie ¢astic uréena,
ze doslo k mechanickému poskodeniu tvarovej Casti alebo popruhov, ze akykol'vek materiél z filtracného média sa
uvoltfiuje pradenim vzduchu cez filter nepredstavuje pre pouzivatel’a nebezpecenstvo alebo obtazovanie. Vyrobca
vyhlasuje, Ze materialy pouzité pri vyrobe masky nemaju nepriaznivy vplyv na zdravie a bezpe¢nost’ pouzivatel'ov.

Na zaklade vysledkov testu sa masky pri simulovanom noseni a teplotnych podmienkach nezhroutili. Pocas
praktickych skusok vykonu I'udskymi subjektmi neboli zaznamenané ziadne neprijemné situécie.

Clanok
7.6

Cistenie a dezinfekcia: Polomaska s filtrovanim Gastic nie je uréena na opakované pouzitie. Vyrobca neposkytuje Ziadny
postup Cistenia alebo dezinfekcie.

Clano
k7.7

Prakticky vykon:

V sprave o skuske sa uvadza, ze 'udské subjekty nemali ziadne t'azkosti pri vykonavani cvi¢eni, ked’ mali na sebe
masky so vzorkami, pri skuske chodze alebo pri skuskach simulacie prace. Nositelia nehlasili ziadne zlyhanie v
suvislosti s pohodlim hlavovych popruhov / remienkov / usnych sluciek. bezpecnost'ou zapinania a zornym
polom. Taktiez neboli zistené ziadne

Nedostatky hlasené pocas celkovych vnutornych testov tykajuce sa pohodlia. zorného pol’a a problémov so zapinanim.

Posudzované prvky Pozitivne Negativne Poziadavky v stlade s EN 149:2001 + A1:2009 a
vysledkom

2. Pohodlie postroja hlavy 2 0 Pozitivne vysledky od testovanych subjektov

3.Bezpecnost’ spojovacich 2 0 Ziadne nedokonalosti
prvkov

5. Zomé pole 2 0

Podmienky: (A.R.) Ako bolo prijaté, povodné

Clanok
7.8

Povrchova uprava dielov: nemaji ostré hrany a neobsahuju otrepy.

Clano
k7.9.1

Celkovy unik dovnitra:

Skusku celkového vniitorného iniku vykonava 10 o0s6b v aerosélovej komore s chodiacou paskou. a vzorky sa
odoberaju pocas vykonavania cviCeni definovanych v norme. Vzorky pouzité pri skuaske sa podrobia
kondicionovaniu pozadovanému v norme ako teplotné kondicionovanie a tak, ako boli prijaté. Uvadzaju sa aj
rozmery tvare subjektov. Podrobnosti o meraniach pre kazdy subjekt a pre kazdé cvicenie st k dispozicii v sprave
o skuske pneumatik.

Bolo oznamené, Ze:

Vsetky vysledky merani 50 cviceni st menSie alebo rovné 5 %, hodnoty sa pohybuji medzi 1,09 % a 2,06

%. Vsetkych 10 aritmetickych priemerov jednotlivcov je mensich alebo rovnych 2 %, hodnoty sa pohybuju
medzi 1,54 % a 1,7 %.

PodPa oznimenych vysledkov vyrobok spiiia limity pre Klasifikiciu FFP3.

Clano

7.9.2.

Prenikanie filtraéného materialu: Testovanie chloridu sodného

Stav Pocet vzoriek Testovanie chloridu Poziadavky v Vysledky
sodného 95 1/min max v sulade s normou EN
(%) 149: 2001 +A1:2009
(AR) 36 0,54 Filtra¢né polomasky
(AR) 37 0,45 FFP1 20% spiiaji poziadavky
(AR) 38 0,65 normy EN 149:2001 +
(S.W) 1 0,58 FFP2 6% A1:2009

(S.W.) 2 0,49 uvedené v bode 7.9.2 v
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(MS.T.C) 11 043
(M.S.T.C. 12 0,46

Kondi¢na priprava: (M.S) Mechanicka pevnost’
(T.C.) Temperature conditioning
(A.R.) As received, original
(S.W.) Simulované osetrenie pri noseni

CIQHO Prenikanie filtraéného materialu: Testovanie parafinového oleja
Stav Pocet vzoriek Parafinovy olej Testovanie 95 | Poziadavky v stlades | Vysledky
k 79.2 1/min max (%) normou EN
149: 2001 +A1:2009
(AR)) 39 0,18 Filtra¢né polomasky
(AR) 40 0,25 FFP1 20% spinaju poziadavky
(AR) ] 023 normy EN 149:2001 +
SW) ! 0,25 FFP2 6% A1:2009
(S.W) 5 027 uvedené v bode 7.9.2.
(SW)) 6 0,26 FFP3 1% v rozsahu tried FFP1,
(M.ST.C) 3 0,24 FFP2 a FFP3.
(MSTC) 4 0,22
(M.S.T.C) 15 0,18
Kondicionovanie: (M.S.) Mechanicka pevnost’
(T.C.) Teplotné kondicionovanie
(A.R.) V povodnom zneni
(S.W.) Simulované oSetrenie pri noseni
Clano Kompatibilita s pokozkou: V sprave o praktickom vykone nebola uvedena pravdepodobnost’, Ze by materialy masky pri
k7.10 kontakte s pokozkou spdsobili podrazdenie alebo iny nepriaznivy u¢inok na zdravie.
Clano Horlavost
Stav Pocet vzoriek Vizuélna kontrola Poziadavky v sulade s normou EN Vysledok
k7.11 149: 2001 +A1:2009
(AR)) 45 Hori 0,0 s Filtratna polomaska nesmie Presiel
(AR) 46 Hori 0,0's horiet’ alebo nesmie pokracovat’ v Filtra¢n¢ polomasky
(T.C.) 21 Hori 0,0 s horeni dlhsie ako 5 s po spliaju poziadavky
(T.C) 22 Hori 0,1 s odstraneni z plamena normy
Podmienky: (A.R.) Tak, ako boli dorucené, povodné
(T.C.) Uprava teploty
éléno Obsah oxidu uhli¢itého v inhalatnom vzduchu:
k7.12 Stav Pocet Obsah CO2 v inhala¢nom vzduchu | Priemerny Poziadavky v Vysledok
. vzorie (%) v objemovych percentach obsah CO2 vo sulade s normou
k vdychovanom EN {491 2001
vzduchu +A1:2009
(AR) 26 0,46 Obsah CO2 Presiel
(AR) 27 0,48 0,47 (%) vdychovany vzduch | Filtrovanie polovice
(AR) 28 0,47 nesmie prekrogit’ masky plnit’
v priemere poziadavky
R . 1,0 % objemu Standard
Pod ky(AR:) Tak; ako boli dorutené; povedné
Clano Postroj na hlavu: Vysledky tychto testov tiez nazna¢uji, Zze putka na usi / hlavové popruhy st schopné dostato¢ne pevne drzat’ masku.
k7.13
éléno Zorné pole: V sprave o praktickom vykone neboli hlasené ziadne neziaduce G¢inky na dostupnost’ zorného pol’a pri noseni masky.
k7.14
Cléno Vydychovy ventil (ventily):
Kk 715 Kontrolovany model nema ziadne ventily.
: Prijaté.
Clano Odpor pri dychani: inhal4cia
k7.16 . ‘ , o A ‘ S )
Celkové hodnotenie na obrazkoch zozbieranych pre 9 réznych vzoriek 3, ako bolo prijaté. 3 s teplotnou tpravou a 3 so
simulovanym oSetrenim pri noseni v kondicionovanom stave vyhovuje limitom uvedenym v norme pre triedy FFP1, FFP2 a
PFP3. Plati to pre vysledky inhalacie pri 30 /min, 95 /min a exhalécie pri 160 I/min.
Prijaté.
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Clano Upchavanie: Tato skuska sa neuplatiiuje na polomasku s filtrom Castic, ktora sa neda opakovane pouzit.

k7.17 (V pripade zariadeni na jednozmenné pouzivanie je test upchavania volitelnym testom. Pre pomocky na opakované pouzitie je
test povinny.)

Clano e Nt o
Demontovatel’né ¢asti: Na vyrobku nie st ziadne demontovatelné Casti.

k7.18

Clanok - . L . e - .
Testovanie: Vsetky skusky vykonané podl'a bodu 8 tejto normy su k dispozicii v protokole o skiske a sit vyhodnotené v tejto

8 sprave na ucely kvalifikacie a klasifikacie masky.

Cléno

k9

Oznacenie - balenie: Na obale vyrobku (krabici) je potrebné oznacenie. Nazov a ochranna znamka vyrobcu su jasne viditelné. Typ
masky a klasifikdcia vratane stavu opitovnej pouzitelnosti, odkaz na normu EN 149:2001 +A 1:2009, rok ukonéenia trvanlivosti. ndvod na
pouzitie a skladovanie a piktogramy a oznacenie CE su k dispozicii na obale vyrobku. Uvedené hodnotenie vychadza z technického
dokumentu pre balenie a oznacovanie, pre dizajn §katule. Overené v Casti 9.1 technickej dokumentacie.

Technicka dokumentacia pre navrh masky (vykres) sa posudzovala aj z hl'adiska poziadaviek na oznadenie, vykres 2972FM. Oznacenie
masky uvadza, Ze maska bude niest’ informécie o obchodnom nézve (DNA) vyrobeu, type masky, odkaz na normu EN 149+A1:2009 a
klasifikaciu vratane moznosti opakovaného pouzitia masky. Vyrobca vytlacil aj oznacenie CE s Eislom nasho notifikovaného organu. Maska
nemé Ziadne podzostavy. SkiSané vzorky laboratoriom nesi potrebné informacie o oznadeni, ako je uvedené v technickej dokumentécii.
vyrobca sa pri sériovej vyrobe riadi aj pokynmi na oznacenie v technickej dokumentécii. Vykres modelu 2972FM existuje v Gasti 9
technickej dokumentacie vyrobcu.

Clano
k10

Informacie poskytne vyrobca: V kazdom najmenSom komeréne dostupnom baleni vyrobku su definované kontroly pred
pouzitim (navod na instalaciu), upozornenia a obmedzenia pouzivania, skladovanie a vyznamy symbolov/piktogramov. Dokument
s navodom na pouzitie v technickej dokumentacii sa povazuje za vhodny oddiel 9. 1. Vyrobca

Tento zdokumentovany text s informaciami pre pouzivatela je sii¢astou kazdého najmensieho komer¢ne dostupného balika.

PREPARED BY

Osman CAMC}
PPE Expert

APPROVED BY

Suit XACNLAZL ™

Director .4 |
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UNIVERSAL CERIFICATION AND SURVEILLANCE SERVICES TRADE CO.
Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye, Istanbul / TURECKO

SPRAVA O TESTOVANI

Datum spravy:28.12.2020
Cislo spravy: 12-2020-T0601

INFORMACIE O KLIENTOVI A VZORKY

VLASTNIK TESTU TRN MODE TEXTIL SAN. VE TIC. LTD. STI

ADRESA TULPAR SAGLIK URUNLERI IMALAT SAN. VE TiC. LTD. STi.

VYROBCA Ece dermokozmetik limited sti.

ADRESA VYROBCU Tevtikbey Mah. Sehit Erol Olcok Cad. No:19 Ic Kapi No: 1 Kucukcekmece,
Istanbul Turecko

OPIS VZORKY Ochranna maska typu Fisk

NAZOV ZNACKY - MODEL DNA /2972FM

TESTOVACIA NORMA EN 149:2001+A1:2009

CISLO PRIPADU CE-PPE-3845

DATUM PRIJATIA VZORKY | 18.12.2020 DATUM ZACIATKU 18.12.2020

TESTOVANIA

DISINFEKCIA Nepodava sa, len na jedno pouzitie

INSTRUKCIE, ak je to vhodné

POCET VZORIEK 50 | ID vzoriek: | 1-46

AKO BOLA DORUCENA 26-46

VZORKA C.
Simulované nosenie 1-2-3-4-5-6-7-8-9 (ako bolo prijaté)
liecba

, Teplota 10-11-12-13-14-15 (vzorka po skiske mechanického
KLIMATIZACIA klimatizacia sila)
SAMOLEPKA NIE

16-17-18-19-20-21-22-23-24-25 (ako bolo prijaté)

Mechanicka pevnost’ 10-11-12-13-14-15 (podrla dorucenej ziadosti)

Vysledky uvedené v tejto sprave o skiiske patria testovanym vzorkdm. Obsah spravy nemozno ¢iasto¢ne obnovit’ bez pisomného
suhlasu spolo¢nosti UNIVERSAL CERTIFICATION.

UNIVERSAL

ﬁﬁﬁﬁﬁ
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| / WNC. LT
Necip Fazy) Bulvgn e Site

o Yukah®udullu-Umran

Telefon: 0216 455 80 80 Faks: 0216)4

Sarigazi V.D. 892 025 8722

Suat KACMAZ

Director
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1. ZHRNUTIE SPRAVY
TEST TESTNAME /
STANDARD VYSLEDOK HODI\Z)T 'ENI

EN 149:2001 +
Al1:2009 bod 8.5 Testovanie celkového vnutorného iniku Prejs FFP3
EN 13274-1 :2001 v
EN 149:2001 +
Al:2009 bod 8.11 Prenikanie filtracného materialul Prejs FFP3
EN 13274-7:2019 4
EN 149:2001 +
Al:2009 bod 8.6 Testovanie horl’avosti Prejs Pozrite si
EN 13274-4:2001 v vysledky
EN 149:2001 + . e . y
A1:2009 lanok 8.7 Ob;ahhomdu uhli¢itého v inhalaénom Pas Pozrite si
EN 13274-6:2001 veanet visledky
EN 149:2001 + Dychaci odpor pri vdychovani - 30 1/min Prejs Pozrite si
Al:2009 bod 8.9 EN t vysledky
13274-3:2001 Inhala¢ny odpor-95 1/min Prejs Pozrite si

t vysledky
EN 149:2001 +
Al1:2009 ¢lanok 8.9 Vydychovy odpor, prietok 160 1/min Prejst’ Pozrite si
EN 13274-3:2001 vysledKky

ip EARINBANAR, KoxapSi

TIC. LTD. STL

UNIVERSAL
_ | SERTIFIKASYO"
[ |VEGOZETIM HIZIVL

{ E2 Blok, ho**/78
KNIST 4*1BiJL

KAADALAI L RAAMKN L
RJefon; 0216 455 g0 80 Eaks: 0216 4SS 30 0b
Sanaazh V.D. 892 025 9722
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2. VYSLEDKY TESTOV A VYHODNOTENIE

7.4 OBALY (EN 149:2001 + Al:2009, bod

82)

Testovacia metoda: Bod 8.2-Vizualna kontrola

POZIADAVKY

VYSLEDKY KOMENTAR

ktoradala, z€ su chranené pre
mechanické poskodenie a

Polomasky s filtrovanim castic]
sa ponuka na predaj v plastovycq
zabalen¢ takym sposobom, al()IyPass

pouzitim. znecistenie pred pouzitim.

Masky boli zabalené y zape€atenych
h vreckach, vo vac¢sich plastovych vreckach

vo_velkej kartonovej krabici, . |
urcitou ochranou préd mechanickym

poskodeniealebo znecistenie pred

Laboratorium A

7.5 MATERIAL (EN 149:2041 + A1:2009 bod 8.2, 8.3.1, 8.3.2)

Testovacia metdéda: Bod 8.2-Vizualna kontrola

Ustanovenie 8.3.1 - simulované oSetrenie pri noseni
Dychaci pristroj je nastaveny na 25 cyklov/min a 2,0 1/tah. Polomaska na filtrovanie Castic bola namontovana na Sheffieldovej figurine.

Na ucely testovania je do vydychového potrubia medzi dychacim pristrojom a hlavou figuriny zabudovany saturator, ktory je nastaveny na
teplotu vyssiu ako 37 °C, aby sa umoznilo ochladenie vzduchu predtym, ako sa dostane do ust hlavy figuriny.

Vzduch bol nasyteny na teplotu (37 + 2) °C v usti hlavy figuriny Bod 8.3.2 -

Uprava teploty

Teplota okolia pri testovani sa pohybovala v rozmedzi od 16 °C do 32 °C a teplotné limity podlichali

s presnost'ou +1 °C.

a) 24 hodin v suchej atmosfére pri teplote (70 + 3) °C;

b) na 24 hodin pri teplote (-30 + 3) °C; medzi jednotlivymi expoziciami a pred naslednym testovanim nechajte najmene;j 4 hodiny
odstat’ pri izbovej teplote. Kondicionovanie sa vykonalo sposobom, ktory zabezpecuje, aby nedoslo k tepelnému Soku.

POZIADAVKA VYSLEDKY KOMENTAR

Pouzity material musi byt vhodny na | Prejst’ Pouzity material bol pocas obmedzeného laboratérneho
to, aby odolal manipulécii a testovania odolny voci manipulécii a opotrebovaniu.
opotrebovaniu pocas obdobia, pocas

ktorého sa filtracia Castic

polovi¢na maska je urcend na pouzitie.

Akykol'vek material z filtracného Prejst’ Nepredstavoval pre pouzivatel'a nebezpecenstvo ani

média uvolneny pradenim vzduchu cez
filter nesmie predstavovat’
nebezpecenstvo alebo

obt’azuje nositela.

obt’aZovanie.

Po kondicionovani opisanom v bode Prejst’ Ziadna z kondicionovanych vzoriek neutrpela mechanické
8.3.1. nesmie mat’ ziadna z poskodenie.

polomasiek filtrujacich Castice

mechanicku poruchu tvarovej Casti

alebo popruhov.

Ak je podmienena v sulade s Prejst’ Ziadny z exemplarov sa po kondicionovani nezritil.

8.3.1. a 8.3.2. Polomaska na filtrovanie
Castic sa nesmie zrutit’.

Laboratorium B
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7.6. CISTENIE A DEZINFEKCIA (EN 149:2001 + Al:2009, bod 8.4, 8.5, 8.11)

POZIADAVKA VYSLED
KY

KOMENTAR

Ak je polomaska na filtrovanie ¢astic urena na opakované
pouzitie, pouZité materidly musia odolévat’ istiacim a dezinfekénym
prostriedkom a postupom, ktoré ur¢i vyrobca.

S odkazom na bod 7.9.2. po vyCisteni a dezinfekcii musi NEUPLAT
opdtovne pouzitelna polomaska s filtrom castic spliat’ NUJE SA
poziadavky na priepustnost’ prislusnej triedy.

Tento ¢lanok sa nevzt'ahuje na testovant
ochrannt masku, ktora je jednorazova.

Testovacia metoda: Opisané v bodoch 8.4, 8.5 a 8.11

7.7. PRAKTICKE VYKONY (EN 149:2001 + Al:2009, bod 8.4)
Testovacia metéda: Opisand v bode 8.4

inych Castiach tejto normy.

Dve vzorky masky, ktoré boli dorucené, pouzili dvaja icastnici na testy
chddze (10 minit chddze rychlostou 6 km/h) a simulécie prace (chodza v
ohybe, plazenie a plnenie kosika).

POZIADAVKA VYSLEDKY KOMENTAR
Polomaska filtrujuca Castice sa podrobi praktickym skiiskam vykonu
v realnych podmienkach. Tieto vSeobecné skusky slizia na kontrolu Ziadne Podrobnosti pozri v
zariadenia na nedostatky, ktoré nemozno uréit’ skuskami opisanymi v nedokonalosti prilohe I

Priloha I-Vysledok testu:

. Poziadavky v stlade s Hodnotenie
Posudzované prvky Pozitivne Negativne normou EN vysledku testu
hodnotenie hodnotenie 149:2001+A 1 2009 Zhoda / nezhoda
Filtrovanie .

' ' 2 0 Filtratné polqwényCh masiek
Pr}sposgbeme - 2 0 polomasky by splia poziadavky
tvarovej Casti 2 0 nemali mat normy EN
Pohodlie postroja : 149:2001 + A1:2009

. o, 2 0 nedokonalosti .
hlavy Bezpecnost stvisiace s uvedené v bode 7.7
zapinania Zorné pole akceptaciou
pouFivatela Ziadne nedokonalosti

Pocet vzoriek: 29 (A.R), 30 (A.R)

Skiimané osoby (MEG a MA) boli schopné dokon¢it’ cvicenia a neuviedli Ziadne t'azkosti alebo

problémy s maskou.

7.8. Povrchova tiprava dielov (EN 149:2001 + Al:2009, bod 8.2)
Testovacia metdda: Opisana v bode 8.2

POZIADAVKA VYSLED KOMENTA
KY R
Casti pomdcky, ktoré mozu prist do kontaktu s Ziadna zo vzoriek pouzitych pri laboratornom testovani
pouzivatelom, nesmi mat’ ostré hrany alebo Prejst | nevykazovala pri vizudlnej kontrole a vykonnostnych
otrepy. testoch stopy po ostrych hranach alebo otrepoch.
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7.9.1 CELKOVY VNUTORNY UNIK (EN 149:2001 + A1:2009, bod 8.5)
Testovacia metoda: Opisana v bode 8.5

POZIADAVKA VYSLEDK | KOMENTAR
Y

Celkovy unik dovnutra pozostava z troch zloziek: Ginik ¢elného tesnenia, unik vydychovej
hodnoty (ak je vydychova hodnota namontovana) a prienik filtra. V pripade polomasiek s

. L . Klasifikované ako
filtrovanim castic, ktoré st vybavené v stilade s informéciami vyrobcu, nesmie byt

najmenej 46 z 50 jednotlivych vysledkov vécsich ako: 25 % pre FFP1, 11 % pre FFP2, 5 Prejst’ FEP3
% pre FFP3 a okrem toho najmenej 8 z 10 aritmetickych priemerov pre celkovi vnutorna
netesnost’ jednotlivych nositelov nesmie byt vacsich ako: 22 % pre FFP1, 8 % pre FFP2, 2 Podrobnosti pozri v
% pre FFP3. prilohe II
Priloha II-Vysledok testu:
Ziskané vysledky testov st uvedené v tychto tabul'kach
N Hlava
Predmet | Pocet | Kondicia. L Chidza 151{2&3;/5 tra | horeidole (%) | Hovorit (%) | 2. Chadza | Priemer (%)
%) 2y (06) %)
1 31 AR 1,09 1,24 1,62 2,04 1,72 1,54
2 32 AR 1,18 1,37 1,66 1,73 1,97 1,58
3 33 AR. 1,32 1,49 1,68 1,75 1,89 1,62
4 34 AR 1,29 1,44 1,63 1,81 2,06 1,64
5 35 AR 1,33 1,12 1,59 2,03 1,75 1,56
6 16 T.C. 1,24 1,38 1,72 1,68 1,83 1,57
7 17 T.C. 1,35 1,45 1,67 1,79 1,99 1,65
8 18 T.C. 1,36 1,50 1,70 1,82 1,98 1,67
9 19 T.C. 1,25 1,38 1,13 1,71 1,86 1,46
10 20 T.C. 1,43 1,62 2,05 1,76 2,02 1,77
Vysledky véet@ch §O individuélnych cviéepi neboli yyééie ako 5 %. Prechod
Aspoii 8 z 10 aritmetickych priemerov jednotlivych nositelov nebolo vacsich ako 2 %. (FFP3)
Predmet | Dizka tvire | Sirkacela | Hibkacela | Sirka tistia
testu (mm) (mm) (mm) (mm)
1 117 155 130 60
2 113 148 128 62
3 112 160 134 59
4 115 148 125 61
5 120 158 132 57
6 118 150 134 59
7 115 152 130 57
8 117 155 134 59
9 114 149 128 57
10 110 150 131 55
Len pre informaciu
I;  SErv
TSCTLTD STI
Raadh KApoRARoah E2 BIok, 1042153

YUKAADAAAARAANARAN S TANB UL
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7.9.2 PENETRACIA FILTRACNEHO MATERIALU (EN 149:2001 + A1:2009, bod 8.11)
Testovacia metéda: Opisand v bode 8.11

POZIADAVKA VYSLEDKY | KOMENTAR

Klasifikacia Maximalna pengtrécia testovacieho aerosolu Prej st Podrobnosti pOZI’i v prilohe IIIA

NaCl test 95 I/min Test parafinového
% max. oleja 95 a
1/min % max

FFP1 20 20 11IB

FFP2 6 6

FFP3 1 1

Priloha IIIA - Vysledok testu:
Ziskané vysledky testov st uvedené v nasledujucich tabul’kéch:
Pocet Stav Penetracia chloridu Poziadavky podl'a EN Posudenie
vzorie sodného v stlade s EU 149:2001 + A1:2009 zhody/nestladu
k 13274-7:2019 (%) vysledku testu
Prietok 95 I/min

36 Tak, ako bolo prijaté 0,03 Presiel
37 0,06 . Filtra¢né polomasky
33 0.07 FEP120% spifiajt poziadavky
1 Simulované oSetrenie pri noseni 0,08 FFP2 6% normy EN
2 0,09 149:2001+A1:2009
3 0,08 FFP3 1% uvedené v bode 7.9.2. v
10 Mechanicka pevnost’ + 0,08 rozse.lhu- prvej, druhej a
11 Teplotne podmienené 0,07 tretej triedy ochrany
B 0.07 (FFP1,FFP2, FFP3)

Vysledok testu HIB v prilohe:
Ziskané vysledky testov st uvedené v nasledujtcich tabulkach:

Pocet Stav Prenikanie parafinovej olejovej hmly| Poziadavky v Hodnotenie vysledku testu
Vzorka do v stulade s normou Zhoda / nezhoda
v stilade s normou EN 13274-7:2019 | EN
[%0] 149:2001+A1:2009
Prietokov
39 0,18 Presiel
40 Tak, ako bolo prijaté 0,25
41 0,23 FFP1 20 % filtraéné polomasky spliaju
4 . . . 0,25 poziadavky normy EN
3 Simulované nosenie 027 FFP2 6 % 149:2001 +A :2009 dané
lie¢ba v bode 7.9.2 v rozsahu
6 0.26 FFP3 1% prvej, druhej a tretej triedy
13 Mechanicka pevnost + 0,24 ochrany (FFP1, FFP2,
Teplota FFP3)
p
14 0,22
podmienené
5 0,18

n:0216 455 80 80 Laks:

I  SERYinEas
TSCTLTD STI
Bauas, KapomUtonh E2 Blok, hlo:42/8
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Sangeay V.D. 8§92 025
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7.10 KOMPATIBILITA S KOZOU (EN 149:2001 + Al:2009, bod 8.4, 8.5)
Testovacia metdda: Opisana v bode 8.4 a 8.5.

POZIADAVKA VYSLED KOMENTAR
KY
Materialy, ktoré mozu prist’ do kontaktu s Pocas praktickych testov a testov TIL subjekty
pokozky pouzivatel'a nesmie byt zndme, Ze by Prejst | nezaznamenali Ziadne podrdzdenie ani  iné
mohlo spdsobit’ podrézdenie alebo iny nepriaznivy nepriaznivé ucinky na zdravie alebo citlivost’.
ucinok na zdravie.

7.11 PLAMENIVOST (EN 149:2001 + A1:2009, bod 8.6)
Testovacia metoda: Opisand v bode 8.6

POZIADAVKA VYSLEDK KOMENTAR
Y

Pouzity material nesmie predstavovat’ nebezpecenstvo pre nositel’a a nesmie byt

vysoko horl'avy. Pri skuSke nesmie polomaska filtrujlica Castice narazit’ alebo

nesmie pokracovat’ v naraze 5 s po odstraneni z plamena. Prejs Podrobnosti pozri v
t prilohe IV

Priloha 1V - Vysledok testu: Ziskané¢ vysledky skusok su uvedené v nasledujucich tabul'kach.

Pocet Stav Vizualna kontrola | Poziadavky v stlade s normou | Posudenie zhody/nestiladu
vzoriek EN 149:2001+A1:2009 vysledku testu
45 o 0,0s Filtrovanie polovi¢nej masky Presiel
46 Tak, ako bolo prijaté 0.0s nesmie horiet’ dlhsie ako Filtraéné polomasky spinaji
- - 5 s po odstraneni z poziadavky normy EN 149:2001 +
2 Teplotne podmienené g-? s plamefia AT:2009 uvedené v bode 7.1 1
ds

7.12 OBSAH DIOXIDU UHLIiKA V INHALACNOM VZDUCHU (EN 149:2001 + A1:2009, bod 8.7)
Testovacia metoda: Opisand v bode 8.7

POZIADAVKA VYSLEDKY KOMENTAR

Obsah oxidu uhli¢itého v inhalacnom Prejst’ Podrobnosti pozri v prilohe V
vzduchu (mftvy priestor) nesmie
prekrocit’ v priemere 1,0 %.
(objemovo)

Priloha V-Vysledok testu: Ziskané vysledky testov su uvedené v nasledujiicich tabul’kach:

Pocet Stav Obsah CO2 v Priemerny obsah CO2 Poziadavky v Posudenie
vzoriek 11:halacn9m vz#uﬁhu Vodvd);lchoovangm sulade s zhody/nestladu
'(Jgt;)czn(t)gif}:lmovyc vzduchu (% objemu) g gy vysledku testu
149:2001+A1:2009
26 Tak, ako bolo 0,46 047 Obsah COZ v inhalagnom Presiel _ —
27 prijté 038 b s ke | e plomky i
28 0,47 149:2001 $A1:2009
v/

7.13 HLAVOVE ZAVESY (EN 149:2001 + A 1:2009, bod 8.4, 8.5)
Testovacia metéda: Opisané v bode 8.4, 8.5

POZIADAVKA VYSLED | KOMENTAR
KY

Postroj na hlavu musi byt navrhnuty tak, aby

polomasku filtrujucu Castice mozno 'ahko nasadit’ a Prejst’ Pouzivatelia pocas praktickej skusky vykonnosti
vyzliect'. neuviedli ziadne problémy s hlavovym postrojom.
Postroj na hlavu musi byt nastavitelny alebo

samonastavitelny Prejst’ Pouzivatelia pocas praktickej skusky vykonnosti
a musi byt dostatocne robustna, aby pevne drzala neuviedli Ziadne problémy s hlavovym postrojom.

polomasku filtrujticu Castice v polohe a bola
schopna dodrzat’ celkové poziadavky na tinik
dovnutra zariadenia.

7.14 ZORNE POLE (EN 149:2001 + A1:2009, bod 8.4)
Testovacia metoda: Opisana v bode 8.4

REO_UIREMENT VYSLED KOMENTA
KY R
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Zorné pole je prijatelné, ak je urcené
tak v praktickych vykonnostnych testoch.

PASS

Po praktickych testoch vykonnosti neboli
zaznamenané Ziadne negativne pripomienky.
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7.15 VYDYCHACI VENTIL (EN 149:2001 + Al:2009, bod 8.2, 8.3.4, 8.8, 8.9.1)
Testovacia metéda: Bod 8.2. 8.3.4. 8.8. 8.9.1

POZIADAVKA VYSLED KOMENTA
KY R

Polomaska filtrujiica ¢astice moze mat’ jeden alebo
viac vydychovych ventilov, ktoré musia sprivne | NEUPLAT| Ziadny vydychovy ventil v testovanych vzorkach.
fungovat’ vo vSetkych orientaciach. NUIJE SA
Ak je k dispozicii vydychovy ventil, musi byt
chranené proti necistotdm a mechanickému
poskodeniu alebo odolné voci nim a mézu byt NEUPLAT| Ziadny vydychovy ventil v testovanych vzorkach.
zakryté alebo m6zu obsahovat’ akékol'vek iné NUJE SA
zariadenie, ktoré moze byt potrebné na

polomaska na filtrovanie Castic, aby bola v sulade s

bodom 7.9

Vydychovy(-¢) ventil(-y), ak je(sii) namontovany(-¢), 5

musi(-01) nad’alej NEUPLAT| Ziadny vydychovy ventil v testovanych vzorkach.
spravne funguji po nepretrzitom vydychovom prude NUJE SA

300 1/min pocas 30 s.

Ked je puzdro vydychového ventilu pripojené k 5
musi vydrzat' axidlnu tahovu silu ION pdsobiacu 10 s. | NEUPLAT| Ziadny vydychovy ventil v testovanych vzorkach.
NUJE SA

7.16 ODOLNOST PROTI DYCHANIU (EN 149:2001 + A1:2009, bod 8.9)
Testovacia metdda: Opisana v bode 8.9

REOUIREMENT VYSLEDKY KOMENTAR
Klasifikacia Maximalny povoleny odpor (mbar)
Inhalacia Vydych .
30 I/min 95 1/min 160 1/min Prejs Podrobnosti pozri v prilohe VIA-VI B
FFPI 0.6 2.1 30 t
FFP2 0,7 24 3,0
FFP3 1,0 3,0 3,0
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Priloha VIA-Vysledok testu:
Ziskané vysledky testov st uvedené v nasledujucich

CERTIFICATION

tabul’kach:

Pocet Stav Inhala¢ny odpor mbar)
vzoriek Prietokov Poziadavky podla Prietok Poziadavky podla Postdenie
a normy EN 149:2001+A [ 95 1/min normy EN 149:2001+A I| zhody
rychlost’ 1:2009 [mbar] :2009 vysledku
30 1/min testu /
[mbar] Nesulad
42 0.61 1.65
43 Tak, ako bolo 0.63 1,70
4 prijaté 0.60 FFP1 0,60 1.63 FFP1 2,10 FFP2 Presiel
7 Simulované 0.62 1.63 Kwvalifik
8 oSetrenie pri 0.64 FFP2 0,70 1.70 2,40 uje sa
9 noseni 0.61 1.66
23 0.62 FFP3 1.0 1.62 FFP3 3.00 FFP2, FFP3
M| | imienene 0.60 L4
25 P 0.63 1.68
Vydych Odolnost’
Pocet Stav Prietok Tvarou | Tvérouv | Tvéarouv Lez Lez Poziadavky v Hodnotenie
Vzorka sadzba | vtvar | tvar tvar na na v sulade s normou | Vysledok testu
priamo | vertikdlne | vertikidlne | lav prav | EN Zhoda / nezhoda
nahor smerom nadol| ej ¢j 149:2001+A1:2009
stra stran
ne e
42 2,33 2,37 2,38 2,40 | 2,42
43 Tak, ako 2,35 2,39 2,40 2,41 2,44
44 bolo prijaté 2,31 2,34 2,37 2,39 | 243 | FFP1 4 Spina
7 Simulované 2,29 2,31 2,35 238 | 242 podmienky
8 nosenie 1601/min 2,34 2,36 2,39 2,41 2,44 | FFP23.0 FFP1, FFP2,
9 liecba 2,37 2,39 2,41 243 | 245 FFP3
23 2,30 232 234 235 | 2,39 | FFP33.0
24 T?&ﬁf‘:ﬂené 2725 2,23 2,25 224 | 227
25 podt 2,20 2,24 2,26 225 | 2,28
7.17 CLOGGING (EN 149:2001 + A1:2009 c1a poutZitie 8.9, 8.10)
Testovacia metoda: Opisana v bode 8.8, 8.10
POZIADAVKA VYSLEDK KOMENTAR
Y

Polomasky s ventilom na filtrovanie Castic:

FFP1: 4mbar, FFP2: Smbar. FFP3: 7mbar pri

160L/min. Polomasky s filtrovanim castic bez
hodnoty:

Po upchati nesmi inhala¢né odpory prekrocit’:
FFP1:3mbar. FFP2: 4mbar, FFP3: Smbar pri
kontinualnom prietoku 95 1/min

Po upchati nesmu inhala¢né odpory prekrocit’:

kontinualnom prietoku 95 I/min. Vydychovy odpor
nesmie prekro€it’ 3mbar pri kontinudlnom prietoku

NAs

Ide o nepovinny test, ktory si klient nezela.

7.18 ODSTRANITELNE CASTI (EN 149:2001 + A1:2009, bod 8.2)

Testovacia metoda: Opisand v bode 8.2

REOUIREMENT VYSLED KOMENTA
KY R
Vsetky demontovatel'né Casti (ak su namontované) sa NEUPLAT| Ziadna demontovatel'na Cast.
musia dat’ l'ahko pripojit’ a zabezpetit,, pokial’ mozno | NUJE SA
ruéne
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Splnena poziadavka PassRequirement.

NCRPoziadavka nie je splnend. Viac informécii ndjdete v Casti "Podrobnosti o vysledku".

NANevykonané hodnotenie.

NEUPLATNUJE SA 1 Poziadavka sa neuplatiiuje.

LABORATORNE INFORMACIE

Kod Nazov laboratoria Vysvetlenia kompetencii
Laboratériu | UNIVERAAL SERTIFIKASYION VE Interné laboratorne sluzby notifikovaného organu
mA GOZETIM HIZMETLERI TIC. LTD. STI.
Laboratériu | GCNTR ULUSLARARASI Laboratorium ma akreditaciu Tureckej akreditanej agentury s ¢islom
mB BELGELENDIRME, GOZETIM, EGITIM VE | AB-1252-T podl'a normy EN ISO/IEC 17025:2017.
DIS TICARET LIMITED SIRKETI
KOCAELI DILOVA SUBESI

- Laboratéria st zmluvnymi organmi UNIVERZALNEJ CERTIFIKACIE a technicka sposobilost’
laboratorii je tiez pod dohl'adom/posudzovanim UNIVERZALNEJ CERTIFIKACIE na zéklade
ustanoveni normy EN ISO/IEC 17065 Poziadavky na organy certifikujice vyrobky, procesy a
sluzby.

-Kazdy vysledok testu uvedeny v tejto sprave o teste je uvedeny s kodom laboratdria, ktoré ho vydalo.
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