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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
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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




UNIV

ERSAL

CERTIFICATION

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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CERTIFIKAT EU PREZKOUSENI TYPU
Cislo certifikatu: 2163-PPE-1859

Ochranné prostfedky dychacich organd, filtra¢ni polomasky na ochranu proti ¢asticim vyrobenym

TULPAR SAGLIK URUNLERI IMALAT SAN. VE TIC. LTD. STi.
jsou testovany a hodnoceny podle

EN 149:2001 + A1:2009 Ochranné prosttedky dychacich organa -
Filtra¢ni polomasky na ochranu proti ¢asticim - Pozadavky,
zkouSeni, znaceni

Na zaklad¢ provedené typové zkousky s vyhodnocenim zkuSebnich protokolil, technické dokumentace
podle natizeni o osobnich ochrannych prostiedcich (EU) 2016/425, ptiloha 5, se schvaluje, Ze
vyrobek spliiuje pozadavky nafizeni.

Definice produktu
Jednorazova polomaska s filtrem ¢astic pro ochranu pied pevnymi a kapalnymi aerosoly, je rybiho
typu, pétivrstvd, bez ventilu, usnich paski a nastavitelné nosni tyce.

Nazev znacky: Model:
DNA 2972FM
Klasifikace: DNA FFP3
NR
Dalsi podrobnosti naleznete ve zprave o technickém hodnoceni poskytnuté vyrobei ze dne 28. 12. 2020 pod
¢islem 2163-KKD-1859.

Vyrobce zde miZze pouzit ¢islo oznameného subjektu (2163) a mize na vyse uvedené modely vyrobk
kategorie I1I umistit oznaceni CE, jak je uvedeno nize, s;
-Vydéni ptislusného EU prohlaseni o shodé podle ptedpist o osobni ochrané.
Zatizeni Narizeni (EU) 2016/425 Priloha 9.
-Pribézné uspesné plnéni pozadavkil stanovenych v nafizeni o osobnich ochrannych prostiredcich (EU)
2016/425 a harmonizovanych normach, zajisténé na zakladé posouzeni podle pFilohy 7 (modul C2) nebo
prilohy 8 (modul D) nafizeni nejpozdé€ji do 1 roku od zahajeni sériové vyroby.
Toto osvédcéeni se piivodné vydava 28. 12. 2020 a bude platné po dobu 5 let, pokud nedojde ke
zméng ptislusné harmonizované normy, kterd ma vliv na zdkladni pozadavky na ochranu
zdravi a bezpe€nost.

(E

2163

Suat KACMAZ
UNIVERZALNI OSVEDCENT{
Reditel
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DATUM ZPRAVY / C.: 28.12.2020 / 2163-KKD-1859

ZPRAVA O TECHNICKEM POSOUZENI

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

Uvod

Tento protokol je pro vyse uvedeného vyrobce vypracovan podle vysledkt zkousek ziskanych od spole¢nosti
Universal Certification And Surveillance Services Trade Co., ze dne 28.12.2020 s potfadovym ¢islem 12-2020-
T0601 na zakladé normy EN 149: 2001 + A1 : 2009 a technické dokumentace ze dne 01.12.2020 (revize 00)

poskytnuté vyrobcem.

Technicka dokumentace vyrobce a hodnoceni rizik z hlediska zakladnich pozadavki na bezpecnost a
ochranu zdravi a zkuSebni protokol vyhodnocené z hlediska jejich vztahu k zakladnim pozadavkim
nafizeni o ochrannych prostfedcich osob a shledané jako vhodné.

Tato zprava je piilohou a nedilnou soucasti certifikdtu EU prezkouseni typu vydaného vyrobci. Vysledky
zkousek a vydany certifikat patii pouze ke zkouSenému modelu. Technické zprava ma celkem 6 stran.

Popis produktu: Vhodny k pouZiti v domacnosti: Jednorazova filtra¢ni polomaska na ochranu proti
pevnym a kapalnym aerosolim, je rybiho typu, pétivrstva, bez ventilu, usnich paskt a nastavitelné nosni

tyce.

Soucéasti a materialy:
Komponenta Materie I Trida
Vnéjsi vrstva Spunbond tkanina 60 g/m2
Filtraéni vrstva [ Tavena foukana tkanina 20 g/m
Filtra¢ni vrstva Il Tavena foukana tkanina 20 g/m
Vrstva filtra IIT Tavena foukana tkanina 20 g/m
Vnitini vrstva Spunbond tkanina 20 g/ m
Usni feminek Polyester 10 cm
Nosni mustek Hlinik 9 cm

Klasifikace: FFP3 NR

Nazev znac¢ky: DNA Model: 2972FM

72FM FFP3 NR
EN21949‘.2001 + A1:2009

€2163
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ZAKLADNI POZADAVKY NA ZDRAVI A BEZPECNOST UVEDENE V NARIZENI EVROPSKE UNIE EU 2016/425
SOUVISEJICI RIZIKA PRO VYROBEK

L.1. Zasady navrhu

1.1.1.  Ergonomie

Osobni gchranné prostfedky musi byt navrZeny a vyrobeny tak, aby za piedvidatelnych podminek pouiti, pro které jsou uréeny, mohl
uzivatel normalné vykonavat ¢innost spojenou s rizikem a zaroven poZzivat odpovidajici ochranu na nejvyssi mozné Girovni.

1.12. Urovné a tfidy ochrany

1.1.2.1. Nejvyssi moznd uroven ochrany

Optimalni iroveti ochrany, kterou je tieba pfi navrhu zohlednit, je takové, pii jejimz piekrodeni by omezeni vyplyvajici z noseni OOP
brénila jejich i¢innému pouziti béhem doby vystaveni riziku nebo bézného vykonu ¢innosti.

1.1.2.2. Tidy ochrany odpovidajici riiznym trovnim rizika

Pokud jsou rizné pedvidatelné podminky pouziti takové, Ze lze rozlisit nékolik Grovni stejného rizika, musi byt p¥i navrhu OOP
zohlednény piislusné tfidy ochrany.

1.2. Neskodnost osobnich ochrannych prostiedki

1.2.1.  Neexistence rizik a dalsich inherentnich nepiijemnych faktorii

Osobni ochranné prostiedky musi byt navrzeny a vyrobeny tak, aby za predvidatelnych podminek pouziti vylucovaly rizika a jiné nepifjemné faktory.
1211, Vhodné zakladni materialy

Materialy, z nichz je OOP vyroben, véetné vSech moznych produkti jejich rozkladu, nesmi nepiiznivé ovlivitovat zdravi nebo bezpecnost
uzivatelt.

1212 Uspokojivy stav povrchu vSech ¢asti OOP, které piichazeji do styku s uzivatelem.

Vsechny ¢asti OOP, které jsou v kontaktu nebo mohou pfijit do kontaktu s uzivatelem pfi noSeni OOP, musi byt bez drsnych
povrcht, ostrych hran, ostrych hrotti a podobné, které by mohly zptisobit nadmérné podrazdéni nebo zranéni.

1213 Maximalni pfipustna piekazka pro uzivatele

Jakékoli piekazky zptisobené osobnimi ochrannymi prostiedky pii pohybu, zaujimani poloh a smyslovém vnimani musi byt
minimalizovany; osobni ochranné prostfedky také nesmi zptisobovat pohyby, které ohrozuji uzivatele nebo jiné osoby.

13 Komfort a Gicinnost

1.3.1.  Ptizptisobeni osobnich ochrannych prosttedkd morfologii uzivatele

Osobni ochranné prosttedky musi byt navrzeny a vyrobeny tak, aby umoziovaly spravné umisténi na uzivatele a aby ztistaly na svém
misté po predvidatelnou dobu pouzivani s ohledem na okolni faktory, ¢innosti, které maji byt provadény, a polohy, které maji byt zaujaty. Za
timto Gcelem musi byt mozné prizptisobit OOP morfologii uzivatele vSemi vhodnymi prostredky, jako jsou vhodné systémy nastaveni a
upevnéni nebo poskytnuti odpovidajiciho rozsahu velikosti.

1.3.2.  Lehkost a pevnost konstrukce

Osobni ochranné prostiedky musi byt co nejleh¢i, aniz by to bylo na ukor pevnosti a Gi¢innosti konstrukee.

Kromé specifickych dodate¢nych pozadavkd, které musi splitovat, aby poskytovaly pfiméfenou ochranu pred danymi riziky (viz bod 3),
musi byt osobni ochranné prosttedky schopny odolavat G¢inkiim okolnich jevi, které jsou pro né charakteristické za predvidatelnych
podminek pouziti.

1.4. Informace poskytnuté vyrobcem
Poznamky, které musi prvni z nich vypracovat a dodat pii uvedeni OOP na trh, musi obsahovat vSechny dilezité informace o:

a)  Kromé jména a adresy vyrobce a/nebo jeho zplnomocnéného zastupce usazeného ve Spolecenstvi

b)  Skladovani, pouzivani, ¢iSténi, udrzba, servis a dezinfekce. ¢isténi. udrzba nebo dezinfekéni ochrana doporucend vyrobcem
nesmi mit pti pouziti v souladu s ptislusnymi pokyny zadny nepiiznivy vliv na OOP nebo uzivatele:

¢)  Vykonnost zaznamenana pii technickych zkouskach pro kontrolu urovni nebo tiid ochrany poskytovanych danym OOP;

d)  Vhodné piislusenstvi OOP a vlastnosti vhodnych nahradnich dili;

e)  Tiidy ochrany odpovidajici riznym trovnim rizika a odpovidajici limity pouziti:

f) Lhiita zastaravani nebo doba zastaravani OOP nebo nékterych jeho soucasti:

g)  Typ obalu vhodny pro prepravu:

h)  Vyznam pfipadnych znacek (viz 2.12)

i) Ptipadné odkazy na smérnice pouzité v souladu s ¢l. 5 odst. 6 pism. b);

) Nazev, adresa a identifikacni ¢islo oznameného subjektu, ktery se podilel na fazi navrhu OOP.
Tyto poznamky, které musi byt pfesné a srozumitelné, musi byt uvedeny alespoii v Ufednim jazyce (jazycich) ¢lenského statu urCent.
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2. DALSI POZADAVKY SPOLECNE PRO NEKOLIK TRID NEBO TYPU PPE
2.1. Osobni ochranné prostiedky zahrnujici systémy nastaveni

Pokud osobni ochranné prostfedky obsahuji sefizovaci systémy, musi byt tyto systémy navrzeny a vyrobeny tak, aby se po sefizeni za
predvidatelnych podminek pouziti neiimysIné nerozpojily.

2.3. Osobni ochranné prostiedky pro oblicej, oc¢i a dychaci cesty

Jakékoli omezeni obliceje, o¢i, zorného pole nebo dychaciho systému uzivatele osobnim ochrannym prostfedkem musi byt minimalizovano.
Obrazovky téchto typti osobnich ochrannych prostfedktt musi mit takovy stupen optické neutrality, ktery je sluditelny se stupném
ptesnosti a dobou trvani ¢innosti uzivatele.

V ptipadé potieby musi byt tyto osobni ochranné prostiedky osetfeny nebo opatieny prostiedky zabranujicimi zamlzovani.

Modely OOP urcené pro uzivatele vyzadujici korekei zraku musi byt kompatibilni s nosenim bryli nebo kontaktnich ¢ocek.

24. Osobni ochranné prostiedky podléhajici starmuti

Pokud je znamo, ze konstrukéni vlastnosti nového OOP mohou byt vyznamné ovlivnény starnutim, musi byt na kazdém kusu OOP
uvadéném na trh a na jeho obalu nesmazateln¢ a jednoznacné vyznacen mésic a rok vyroby a/nebo, je-li to mozné, mésic a rok
zastarani.

Pokud se vyrobce nemtize zavazat k zivotnosti OOP, musi jeho pokyny poskytnout veskeré informace nezbytné k tomu, aby
kupujici nebo uzivatel mohl stanovit pfiméfeny mésic a rok zastarani s ohledem na uroven kvality modelu a U¢inné podminky
skladovani, pouzivani, ¢isténi, udrzby a servisu.

Pokud je pravdépodobné, ze starnuti zptisobené pravidelnym pouzivanim Cisticiho procesu doporuc¢eného vyrobcem zpiisobi znatelné a
rychlé zhorSeni funkénosti OOP, musi vyrobce pokud mozno opatiit kazdy kus OOP uvedeny na trh oznaCenim, které uvadi maximalni
pocet Cisticich operaci, které lze provést, nez je tieba zafizeni zkontrolovat nebo vyfadit. Pokud takové oznaceni neni umisténo, musi
vyrobce tuto informaci uvést ve svych pokynech.

2.6. Osobni ochranné prostiedky pro pouziti v prostfedi s nebezpe¢im vybuchu
Osobni ochranné prostfedky urcené pro pouziti v prostfedi s nebezpe¢im vybuchu musi byt navrzeny a vyrobeny tak, aby nemohly byt
zdrojem elektrického, elektrostatického nebo narazového oblouku nebo jiskry, které by mohly zptisobit vzniceni vybusné smési.

2.8. OOP pro zasahy ve velmi nebezpecnych situacich

Navod dodavany vyrobcem s osobnimi ochrannymi prostiedky pro zasah ve velmi nebezpecnych situacich musi obsahovat zejména
udaje urcené pro kompetentni, vyskolené osoby, které jsou kvalifikovany k jejich vykladu a zajist'uji jejich pouziti uzivatelem.
V pokynech musi byt rovnéz popsan postup, ktery je tieba piijmout k ovéfeni, zda je OOP spravné nastaven a funkéni, kdyz jej uzivatel
nosi.Pokud OOP obsahuje vystrazny signal, ktery se aktivuje pii absenci bézné poskytované urovné ochrany, musi byt vystrazny signal
navrzen a umistén tak, aby jej uzivatel mohl vnimat za predvidatelnych podminek pouziti.

2.9. osobni ochranné prostiedky obsahujici soucasti, které mize uzivatel upravovat nebo odstranovat.

Pokud osobni ochranné prosttedky obsahuji soucasti, které mize uzivatel za ucelem vymeény pfipevnit, upravit nebo sejmout, musi
byt tyto soucasti navrzeny a vyrobeny tak, aby je bylo mozné snadno pfipevnit, upravit a sejmout bez pouziti natradi.

2.12. Osobni ochranné prostiedky opatiené jednou nebo vice identifikacnimi nebo rozpoznavacimi znackami, které se pfimo nebo nepiimo vztahuji k bezpecnosti
a ochrang zdravi pfi praci.

Identifikacni nebo rozpoznavaci znacky, které se pfimo nebo nepiimo vztahuji k bezpecnosti a ochrané zdravi a jsou umistény
na téchto typech nebo tiidach, musi mit pfednostné¢ podobu harmonizovanych piktogramii nebo ideogramti a musi zistat dokonale Citelné
po celou dobu predvidatelné Zivotnosti OOP. Kromé toho musi byt tyto znacky Gplné, pfesné a srozumitelné, aby se predeslo jakémukoli
nespravnému vykladu: zejména pokud tyto znacky obsahuji slova nebo véty, musi byt uvedeny v ufednim jazyce (jazycich)
Clenského statu, v némz se ma prostfedek pouzivat.

Pokud je osobni ochranny prostiedek (nebo jeho soucast) pfilis maly na to, aby na néj bylo mozné umistit ¢ast potiebného oznaceni,
musi byt prislusné informace uvedeny na obalu a v poznamkach vyrobce.

3. DALS{ POZADAVKY SPECIFICKE PRO KONKRETNI RIZIKA

3.10.1. Ochrana dychacich cest

Osobni ochranné prostiedky urcené k ochrané dychaciho systému musi uzivateli umoznit pfivod dychatelného vzduchu pfi vystaveni
znecisténé atmosfére a/nebo atmosféte s nedostatecnou koncentraci kysliku.

Dychatelny vzduch dodavany uzivateli osobnimi ochrannymi prostfedky musi byt ziskan vhodnymi prosttedky, naptiklad po filtraci
znedisténého vzduchu pies osobni ochranné prostiedky nebo dodavkou z vngjsiho nezneéisténého zdroje.

Materialy a dalsi soucasti téchto typi OOP musi byt vybrany nebo navrzeny a zabudovany tak, aby zajistily odpovidajici dychani a
hygienu dychacich cest uzivatele po dobu noseni za piedvidatelnych podminek pouziti.

Tésnost obli¢ejové masky a pokles tlaku pfi vdechu a v ptipadé filtracnich zatizeni Cistici schopnost musi udrzovat pronikani
kontaminantl ze zne€isténé atmosféry na dostate¢né nizké urovni, aby nedoslo k ohrozeni zdravi nebo hygieny uzivatele.

Na OOP musi byt uvedeny podrobnosti o specifickych vlastnostech zafizeni, které ve spojeni s navodem k pouziti umozni vyskolenému a
kvalifikovanému uzivateli spravné pouziti OOP.

V piipadé filtra¢niho zafizeni musi byt v navodu vyrobce uvedena také lhita pro skladovani nového filtraéniho zafizeni.
originalni baleni.
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Technickapodminkanormy EN 149: 2001 + Al : 2009 a dalSich norem, na které odkazuje,
ustanoveni odpovidajici smérnici (EU) 2016/425.

Splituje poZadavky normy EN 149:2001 + A1:2009

h(lasiﬁkace: Filtrace ¢astic Polomaska

Clanek IMaska, ktera je pfedmétem hodnoceni na zaklad¢ vysledkt zkousek a technické dokumentace poskytnuté vyrobcem, je
5 klasifikovana jako: Filtra¢ni u¢innost a maximalni celkovy unik dovnitf - klasifikovano jako FFP3
Maska je klasifikovana pro jednosménné pouziti NR
cl snek Baleni: Filtra¢ni polomasky jsou baleny tak, aby byly pfed pouzitim chranény pied zne¢isténim, a v kartonovych
ane L, . s « 7 , : . oy
krabicich, aby se zabranilo mechanickému poskozeni. Konstrukce obalu a vyrobku je povazovana za odolnou vuci
7.4 ptedvidatelné podminky pouziti na zaklad¢ vysledki vizualni kontroly uvedenych ve zkuSebnim protokolu.

Material: Materialy pouzité ve filtracnich polomaskach proti ¢asticim, podle vysledki simulovaného noseni a teplotni
upravy; rozumi se, ze vydrzi manipulaci a opotfebeni po dobu, po kterou je filtraéni polomaska proti ¢asticim uréena k
v, pouziti, nedoslo k mechanickému poskozeni oblicejové €asti nebo popruhtl, Zddny materiél z filtracniho média se
Clanek neuvoliiuje proudénim vzduchu pies filtr nepfedstavuje pro uzivatele nebezpeci nebo obtiz. Vyrobce prohlasuje, ze
7.5 materialy pouzité pii vyrobé masky nemaji nepfiznivy vliv na zdravi a bezpecnost uzivateld.

Na zaklad¢ vysledki testu se masky pfi simulovaném noseni a teplotnich podminkach nezhroutily. Béhem praktickych
zkousek vykonnosti nebyly lidskymi subjekty zaznamenany zadné nepiijemné situace.

Clanek CiSténi a dezinfekce: Filtraéni polomaska neni uréena k opakovanému pouziti. Vyrobce neuvadi zadny postup Gisténi
76 nebo dezinfekce.
Prakticky vykon:

Z protokolu o zkousce vyplyva, ze lidské subjekty nemély zadné potize pti provadéni cviki, kdyz mély na sobé
vzorové masky, pii zkouSce chlize nebo pti zkouskach simulace prace. Nositelé nezaznamenali zadné selhani v
oblasti pohodli hlavovych popruhii / feminkd / u$nich poutek. bezpecnosti zapinani a zorného pole. Rovnéz
nebyla zjisténa zadna

Clanek Nedostatky hlasené béhem celkovych vnitinich testi tykajici se pohodli. zorného pole a problémi se zapinadnim.
7.7 Posuzované prvky Pozitivni Negativni Pozadavky podle EN 149:2001 + A1:2009 a
vysledek
2. Pohodli postroje na hlavu 2 0 Pozitivni vysledky od testovanych subjektt Zadné
3.Bezpecnost spojovacich prvki | 2 0 nedokonalosti
5. Zormé pole 2 0
Podminky: (A.R.) Jak bylo pfijato, original
Clanek Povrchova uprava dili: Nemaji ostré hrany a neobsahuji otiepy.
7.8
Celkovy unik dovniti:
Zkousku celkového vnitiniho tiniku provadi 10 osob v aerosolové komoie s chodicim paskem a vzorky se
odebiraji béhem provadéni cvikid definovanych v normé. Vzorky pouzité pfi zkousce se podrobi upravé
pozadované v normé jako teplotni uprava a jako pfijaté. Uvadéji se rovnéz rozméry obliceje zkoumanych osob.
CIének Podrobnosti o méfeni pro kazdy subjekt a pro kazdé cviceni jsou k dispozici v protokolu o zkousce pneumatik.
791 Bylo oznameno, zZe:
o Vsechny vysledky méfeni 50 cviceni jsou mensi nebo rovny 5 %, hodnoty se pohybuji mezi 1,09 % a 2,06
%. Vsech 10 aritmetickych primeéri jednotlivet je mensich nebo rovnych 2 %, hodnoty se pohybuji mezi
1,54 %al,7 %.
Podle oznidmenych vysledkii vyrobek spliiuje limity pro klasifikaci FFP3.
Prunik filtraéniho materialu: Zkouska chloridu sodného
Stav Pocet vzorki Testovani chloridu Pozadavky v Vysledky
sodného max. 95 /min v souladu s EN 149:
(%) 2001 +A1:2009
14 (AR) 36 0,54 Filtratni polomasky
Clanek AR) 37 0,45 FFP1 20% splfiuji pozadavky
7.92. (AR) 33 0,65 normy EN 149:2001 +
(S.W.) 1 0,58 FFP2 6% A1:2009.
(S.W) 2 0,49 uvedené v kapitole 7.9.2
SW) 3 0,52 FFP3 1% v rozsahu tiid FFP1,
(M.S.T.C) 10 0,49 FFP2 a FFP3.
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(MS.T.C) 11
(M.S.T.C. 12

0,48
0,46

Kondice: (M.S) Mechanicka pevnost
(T.C.) Temperature conditioning
(A.R.) Jak bylo pfijato, original
(S.W.) Simulované opotiebeni

Prinik filtraéniho materialu: Zkouska parafinového oleje

Clanek

792 Stav Pocet vzork Parafinovy olej Testovani 95 Pozadavky podle EN | Vysledky

o7 1/min max (%) 149: 2001 +A1:2009
(AR)) 39 0,18 Filtra¢ni polomasky
(AR) 40 0,25 FFP1 20% spliuji pozadavky
(AR.) 41 0,23 normy EN 149:2001 +
(S.W.) 4 0,25 FFP2 6% A1:2009.
(S.W) 5 027 uvedené v bod¢ 7.9.2.
(SW.) 6 0,26 FFP3 1% v rozsahu tfid FFPI,
(M.S.T.C) 13 024 FFP2 a FFP3.
(MS.T.C) 4 0,22
(M.S.T.C.) 15 0,18

Kondice: (M.S.) Mechanicka pevnost (T.C.)
Teplotni kondice

(A.R.) Jak bylo obdrzeno, pivodni znéni
(S.W.) Simulované opotiebeni

Clanek
7.10

Kompatibilita s pokozkou: Ve zpravé o praktickém provedeni nebyla uvedena pravdépodobnost, ze by materialy masky
pfi styku s kazi zpusobily podrazdéni nebo jiny nepfiznivy ucinek na zdravi.

Clanek Hotlavost
711 Stav Pocet vzorki Vizualni kontrola Pozadavky podle EN 149: 2001 Vysledek
. +A1:2009
(AR) 45 Vypalovani po dobu Filtratni polomaska nesmi hofet Proslo
00s __ nebo hotet déle nez 5 s po sejmuti | Filtraéni polomasky
(AR) 46 OVg[;alovam podobu | plamene. spliuji pozadavky
;) — normy
Pogi—ll;igk;: (A.R.) Jak bylo obdrze 10,%3£vodni ng[;alovam po dobu
(T.C ) Unrava teplo )

élének Obsal oxidu uhligitého vé vdechovanénh waluchue — Po 000

Stav Pocet Obsah CO2 v inhala¢nim vzduchu | Primérny obsah Pozadavky podle Vysledek
7.12 vzork® (% objemovych) CO2 ve normy EN 149:

vdechovaném 2001
vzduchu +A1:2009

(AR) 26 0,46 Obsah CO2 Proslo

(AR) 27 0,48 0,47 (%) inhalacni vzduch Filtrovéani poloviny

(AR)) 28 0,47 nesmi prekrocit masky spliuji

v priméru pozadavky
1,0 % objemovych standardni
Podminky R tcbrtoobdrieno-pavodnr o ODJeTIOVY:

Clanek
7.13

Postroj na hlavu: Vysledky téchto testii rovnéz ukazuji, ze poutka na usi / hlavové popruhy jsou schopny drzet masku dostate¢né pevné.

Clanek
7.14

Zorné pole: Ve zprave o praktickém provedeni nebyly zaznamenany zadné nezadouci Gi¢inky na dostupnost zorného pole pfi noseni masky.

Clanek
7.15

Vydechové ventily:

Kontrolovany model nema zadné ventily.

Schvaleno.

Clanek
7.16

Dychaci odpor: vdechovani

Celkové hodnoceni na obrazcich shromazdénych pro 9 riznych vzorkt 3, jak byly obdrzeny. 3 s teplotni Gpravou a 3 se
simulovanym oSetfenim pfi opotiebeni s upravou odpovida meznim hodnotdm uvedenym v normé pro ttidy FFP1, FFP2 a PFP3.
To plati pro vysledky inhalace pti 30 I/min, 95 /min a vydechu pii 160 1/min.

Schvaleno.
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Clanek Ucpavani: Tato zkouska se nevztahuje na polomasku s filtrem ¢astic, ktera neni opakované pouzitelna.
7.17 (U zatizeni pro jednosménné pouziti je zkouska ucpani nepovinnou zkouskou. U zafizeni pro opakované pouziti je zkouska
povinna.)
Clanek o ] o o
718 Demontovatelné dily: Na vyrobku nejsou zadné demontovatelné dily.
Clanek Testovini: Vs y , . ) N . . y
estovani: Viechny zkousky provedené podle bodu 8 této normy jsou k dispozici ve zkuSebnim protokolu a jsou v ném
8 vyhodnoceny pro ucely kvalifikace a klasifikace masky.
Cléanek

Znaceni - Baleni: Na obalu vyrobku (krabici) jsou k dispozici potfebné znacky. Nazev a ochrann znamka vyrobce jsou jasné viditelné.
9 Na obalu vyrobku je k dispozici typ masky a klasifikace vetn¢ statusu opakovaného pouziti, odkazu na normu EN 149:2001 +A 1:2009,
roku konce doby pouzitelnosti. navod k pouziti a skladovani a piktogramy a oznaceni CE. VySe uvedené hodnoceni vychazi z
technického dokumentu pro baleni a znaceni, pro navrh krabice. Ovéfeno v oddile 9.1 technické dokumentace.

Technicka dokumentace pro navrh masky (vykres) byla rovnéz posouzena z hlediska pozadavki na znaceni, vykres 2972FM. Oznaceni
masky uvadi, Ze maska bude opatfena informaci o obchodni znaéce (DNA) vyrobee, typu masky, odkazem na normu EN 149+A1:2009
a klasifikaci véetné moznosti opakovaného pouziti masky. Vyrobce také vytiskne oznaceni CE s ¢islem naseho ozndmeného subjektu.
Maska nemé zadné dilei sestavy. ZkouSené vzorky laboratofi nesou nezbytné informace o oznadeni, jak je uvedeno v technické dokumentaci.
vyrobee se rovnéz Fidi pokyny k oznaceni v technické dokumentaci pro sériovou vyrobu. Vykres modelu 2972FM existuje v technické
dokumentaci v oddile 9 vyrobce.

Clanek Informace doda vyrobce: V kazdém z nejmensich komercné dostupnych baleni vyrobku je definovano provedeni (navod k

10 montazi), kontroly pfed pouzitim, varovani a omezeni pouziti, skladovani a vyznam symbolt / piktogramd. Dokument s navodem
k pouziti v technické dokumentaci shledan jako vhodny oddil 9. 1. Vyrobce

Sachta obsahuje tento dokumentovany text s informacemi pro uzivatele v kazdém nejmensim komeréné dostupném balicku.

PREPARED BY APPROVED BY

Suit XACNLAZL ™

Director .4 |

Osman CAMC}
PPE Expert
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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

ZPRAVA O TESTU

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

INFORMACE O KLIENTOVI A VZORKY

VLASTNIK TESTU TRN MODE TEKSTIL SAN. VE TIC. LTD. STI
ADRESA TULPAR SAGLIK URUNLERI IMALAT SAN. VE TiC. LTD. STi.
VYROBCE Ece dermokozmetik limited sti.
ADRESA VYROBCE Tevtikbey Mah. Sehit Erol Olcok Cad. No:19 Ic Kapi No: 1 Kucukcekmece,
Istanbul Turecko
VZOROVY POPIS Ochranna maska typu Fisk
ZNACKA - MODEL DNA /2972FM
ZKUSEBNI NORMA EN 149:2001+A1:2009
CISLO PRIPADU CE-PPE-3845
DATUM PRIJETI VZORKU 18.12.2020 DATUM ZAHAJENI 18.12.2020
TESTOVANI
DISINFEKCE Neudava se, pouze na jedno pouziti
INSTRUKCE, pokud je to
vhodné
POCET VZORKU 50 | ID vzorki: | 1-46
OBDRZENY VZOREK C. 26-46
Simulované noseni 1-2-3-4-5-6-7-8-9 (jak bylo pfijato)
lécba
Teplota 10-11-12-13-14-15 (vzorek po mechanické zkousSce)
KLIMATIZACE SAMOLEPKA | klimatizace sila)
NE 16-17-18-19-20-21-22-23-24-25 (jak bylo pfijato)

Mechanicka pevnost 10-11-12-13-14-15 (jak bylo obdrzeno)

Vysledky uvedené v tomto protokolu o zkousce patii ke zkousenym vzorktim. Obsah zpravy nelze ¢aste¢né reprodukovat bez
pisemného souhlasu spole¢nosti UNIVERSAL CERTIFICATION.

UNIVERSAL

AT\ N \ 1

Necip fazy) Bulvgn icepép Sitesi, E2 afe
o YukahBudullu-Umraniye/ISTANSUL
Telefon: 0216 455 80 80 Faks: 015455 80 08

Sarigazi V.D. 892 025 8722

Suat KACMAZ
Director
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1. SHRNUTI ZPRAVY
TEST . ,

STANDARD TESTNAME VYSLEDEK | HODNOCENI
EN 149:2001 +
Al:2009 bod 8.5 Testovani celkového tniku dovnitf Pred FFP3
EN 13274-1 :2001 at
EN 149:2001 +
Al:2009 bod 8.11 Prinik filtra¢niho materialul Pred FFP3
EN 13274-7:2019 at
EN 149:2001 +
Al:2009 bod 8.6 Testovani hoflavosti Pied Zobrazit
EN 13274-4:2001 at vysledky

EN 149:2001 + . veis . .
AL:2009 bod 8.7 Obsah Ode}.l uh11c1t$:hf) v inhala¢nim Pas Zobrazit
vzduchu pfi testovani

EN13274-6:2001 vysledky
EN 149:2001 + Dychaci odpor pti vdechovani - 30 1/min Pred Zobrazit
Al:2009 bod 8.9 EN at vysledky
13274-3:2001 Dychaci odpor-95 1/min Pfeda Zobrazit
t vysledky
EN 149:2001 +
Al:2009 bod 8.9 Vydechovy odpor, pritok 160 1/min Preda Zobrazit
EN 13274-3:2001 t vysledky

TIC. LTD. STL
ip EAZINBANAR, KoxapSi
i¥elIST 4*1BilL

koo QA< L ARDKH L
plefon; 0216 455 g0 80 Eaks: 0216 4SS 30 0b
Sangazi vV.D. 892 025 9722
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2. VYSLEDKY TESTU A HODNOCENI

7.4 OBALY (EN 149:2001 + Al:2009 bod 8.2)

Zkusebni metoda: Bod 8.2-Vizualni kontrola

POZADAVKY

VYSLEDKY KOMENTAR

zabalen¢ tak, abyPass

mechanickému poskozeni
mechanické poSkozeni a

Polomasky s filtrovanim ¢astic]
jsou nabizeny k prodeji v plastq

kteradala, ze jsou chranény pied

pouzitim. znedisténi pied pouzitim.

Masky byly zabaleny|v zape€eténych obalech.
vych saccich, ve vétsich plastovych saccich

uvnitf velké lepenkové¢ krabice,
urcitou ochranou proti

poskozeninebo znecisténi pied

Laboratoi A

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

ZkuSebni metoda: Bod 8.2-Vizualni kontrola

Bod 8.3.1 - Simulace opotiebeni

Dychaci pristroj je nastaven na 25 cykli/min a 2,0 1/tah. Polomaska filtrujici ¢astice byla namontovana na Sheffieldové figuriné.

Pii zkouskach je do vydechového potrubi mezi dychacim piistrojem a hlavou figuriny zabudovan saturétor, ktery je nastaven na teplotu
vyssinez 37 °C, aby se vzduch ochladil piedtim, nez se dostane do ust hlavy figuriny.

Vzduch byl v Gsti hlavy figuriny nasycen na teplotu (37 +2) °C Bod 8.3.2 -

Teplotni Gprava

Okolni teplota pfii testovani se pohybovala v rozmezi 16 °C az 32 °C a teplotni limity podléhaly

s presnosti +1 °C.

a) po dobu 24 hodin v suché atmosféte o teploté (70 + 3) °C;

b) po dobu 24 hodin na teplotu (-30 + 3) °C; mezi jednotlivymi expozicemi a pted naslednym testovanim se neché alespon 4 hodiny
pii pokojové teploté. Kondicionovani bylo provedeno zpisobem, ktery zajistuje, ze nedojde k tepelnému Soku.

POZADAVEK

VYSLEDKY

KOMENTAR

Pouzity material musi byt vhodny, aby
vydrzel manipulaci a opotiebeni po
dobu, po kterou bude filtrace Castic
fungovat.

polovi¢ni maska je uréena k pouziti.

Piedat

Pouzity material byl béhem omezeného laboratorniho
testovani schopen odoldvat manipulaci a opotiebeni.

Jakykoli material z filtracniho média
uvolnény proudénim vzduchu ptes filtr
nesmi predstavovat nebezpe¢i nebo
obtézuji uzivatele.

Predat

Neptedstavoval pro uzivatele nebezpeci ani obtiz.

Po provedeni upravy popsané v bodé
8.3.1 nesmi u Zadné z polomasek s
filtrem castic dojit k mechanickému
poskozeni oblic¢ejové Casti nebo
paski.

Piedat

U zadného z kondicionovanych vzorkti nedoslo k
mechanickému poskozeni.

Pokud je podminéno v souladu s
8.3.1 a 8.3.2 Polomaska filtrujici
Castice se nesmi rozpadnout.

Piedat

U zadného vzorku nedoslo po kondicionovani ke kolapsu.

Laboratoi B
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7.6. CISTENI A DEZINFEKCE (EN 149:2001 + Al:2009 bod 8.4, 8.5, 8.11)

POZADAVEK VYSLED
KY

KOMENTAR

Pokud je polomaska s filtrem ¢astic uréena k opakovanému
pouziti, musi pouzité materialy odolavat Cisticim a dezinfekénim
prostredkiim a postuptim, které ur¢i vyrobce.

S odkazem na bod 7.9.2. musi po vycisténi a dezinfekei NEUPLAT
znovu pouzitelna filtra¢ni polomaska proti ¢asticim spliiovat NUJE SE
pozadavek na prinik pfislusné tiidy.

Tento ¢lanek se nevztahuje na testované
ochranné masky, které jsou jednorazové.

ZkuSebni metoda: Popsano v bodech 8.4, 8.5 a 8.11.

7.7. PRAKTICKE VLASTNOSTI (EN 149:2001 + Al:2009, bod 8.4)
Zkusebni metoda: Popsano v bod¢ 8.4

POZADAVEK VYSLEDKY KOMENTAR
Polomaska filtrujici ¢astice se podrobi praktickym zkouskam funkcnosti. 5
v realnych podminkéach. Tyto vseobecné zkousky slouzi ke kontrole zafizeni Zadné Podrobnosti viz ptiloha I
na nedostatky, které¢ nelze zjistit zkouskami popsanymi v jinych castech nedokonalosti
této normy.
Dva vzorky masek, které byly obdrzeny, byly pouzity dvéma subjekty pro
testy chiize (10 minut chiize rychlosti 6 km/h) a simulace prace (chiize v
piedklonu, plazeni a plnéni kosiku).
Priloha I-Vysledek testu:
. Vyhodnoceni

P 6 prvk Pozitivni Negativni ﬂ(;zezlggxlzi}[ﬁ) ‘?%%EN vysledku testu

0suzovane prviy hodnoceni hodnoceni ' ) Shoda / neshoda

Filtrovani polomasek

- 2 0 Filtra¢ni spliuji poZadavky
Pr11<3vh§1vo§t i or 2 0 polomasky by normy EN
oblicejové Casti > « ; .
Pohodli postroie hl 2 0 nemé&ly mit 149:2001 +
Bo od! poi roje avy 2 0 nedokonalosti A1:2009.

CzPeCnost zapinant souvisejici s piijetim uvedené v bod¢ 7.7
Zorné pole :

nositelem. 5
Zadné nedokonalosti

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

Subjekty (MEG a MA) byly schopny cviceni dokoncit a neuvedly zadné obtiZe nebo problémy s

maskou.

7.8. Povrchova tprava dili (EN 149:2001 + Al:2009, bod 8.2)
Zkus$ebni metoda: Popsano v bodé 8.2

POZADAVEK VYSLED
KY

KOMENTA
R

Casti prostredku, které mohou piijit do styku s

Z4adny ze vzorkii pouzitych pfi laboratornich zkouskéach
uzivatelem, nesmi mit ostre hrany nebo otfepy. Pfedat | nevykazoval pii vizualni kontrole a zkouskach funkénosti
znamky ostrych hran nebo otfepu.
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7.9.1 CELKOVY VNITRNI UNIK (EN 149:2001 + A1:2009, bod 8.5)
Zkusebni metoda: Popsano v bodé 8.5

POZADAVEK VYSLEDK | KOMENTAR
Y

Celkova vnitini netésnost se sklada ze tii slozek: netésnost ¢elniho t€snéni, netésnost
vydechové hodnoty (je-li vydechova hodnota namontovana) a prunik filtru. U polomasek

AR , A crr e Zatazeno jako FFP3
s filtrovanim ¢astic vybavenych v souladu s udaji vyrobce nesmi byt nejméné 46 z 50 .
jednotlivych vysledkil vétsi nez: 25 % u FFP1, 11 % u FFP2, 5 % u FFP3 a navic nejméné Predat
8 z 10 aritmetickych primért pro celkové tiniky dovnitf u jednotlivych uzivateli nesmi byt Podrobnosti viz
v&tsi nez: 22 % u FFP1, 8 % u FFP2, 2 % u FFP3. pfiloha IT
Priloha II-Vysledek testu:
Ziskané vysledky test jsou uvedeny v nasledujicich tabulkach
Predmét Pocet . o Strana Hiava . . o o
testu vzorkil Podminka. | 1. Chuze (%) hlavy/stra noahoru/dolu Mluvit (%) | 2. Chiize (%) | Pramér (%)
ny (%) |0
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
Vé?ch 50 individgélnigh vysledkl cvig“eni nepfeséhlo .5 %. Prikaz
Nejmeéné 8 z 10 aritmetickych primérd jednotlivych nositeld nebylo vétsich nez 2 %. (FFP3)
Piedmét | DélkaGela | Sitkacela | Hloubka Sitka tsti (mm)
testu (mm) (mm) cela
(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
Pouze pro informaci
I; S
TSCTLTD STI
Rabuasn Ko 0w £2 Blok, hlo 4250

VKA DAAHAANARAN IS TAN B UL
Fa\on: 0216 435 80 80 Laks: 021
2 Sangeai V.D. 892 02

6 455 PO 08
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7.9.2 PENETRACE FILTRACNIHO MATERIALU (EN 149:2001 + Al:2009 bod 8.11)
Zkusebni metoda: Popséno v bod¢ 8.11

POZADAVEK VYSLEDKY | KOMENTAR
Klasifikace Maximdlni priinik zkusebniho aerosolu Piedat Podrobnosti viz pfiloha IIIA a
NaCl test 95 I/min Test parafinového
% max. oleje 95 11IB
1/min % max.
FFP1 20 20
FEP2 6 6
FEP3 1 1
Priloha IIIA - Vysledek zkousky:
Ziskané vysledky testl jsou uvedeny v nasledujicich tabulkach:
Pocet Stav Penetrace chloridu Pozadavky podle EN Posouzeni shody /
vzorkll sodného podle EU 149:2001 + A1:2009 neshody vysledku
13274-7:2019 (%) zkousky
Prutok 95 I/min
36 Jak bylo pfijato 0,03 Proslo
37 0,06 . Filtra¢ni polomasky
33 0.07 FEP120% splituji pozadavky
1 Simulované opotiebeni 0,08 FFP2 6% normy EN
2 0,09 149:2001+A1:2009.
3 0,08 FFP3 1% uvedené v bod& 7.9.2. v
10 Mechanicka pevnost + 0,08 rf)ZS'a{I,u prvni, druhé a
11 Teplotné podminéné 0,07 tieti tfidy ochrany
B 0.07 (FFP1,FFP2, FFP3).
Ptiloha Vysledek testu HIB:
Ziskané vysledky testli jsou uvedeny v nasledujicich tabulkach:
Pocet Stav Pronikani parafinové olejové mlhy | Pozadavky v Vyhodnoceni vysledku testu
Ukazka do v souladu s EN Shoda / neshoda
v souladu s normou EN 13274-7:2019 | 149:2001+A1:2009
[70]
Pritok
39 0,18 Proslo
40 Jak bylo pfijato 0,25
41 0,23 FFP1 20 % filtra¢ni polomasky spliiuji
4 Simul (e 0,25 pozadavky normy EN
3 1muiovane nosent 027 FFP2 6 % 149:2001 +Al :2009 uvedeno
1é¢ba v 7.9.2 v rozsahu prvni,
6 0.26 FFP3 1% druhé a tieti tfidy ochrany
13 Mechanicka pevnost + 0,24 (FFP1, FFP2, FFP3)
Teplota
14 0,22
podminéné
15 0,18
I, SERTIFIKAS
TSCTLTD STI
Baduass, KapopUoin E2 Blok, hlo:4z/8a
A BNISTANBUL

n:0216 455 80 80 Lakg: 0216 455 PO 08
Sangear V.D. 8§92 025 8722
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7.10 KOMPATIBILITA S KUZI (EN 149:2001 + Al:2009 bod 8.4, 8.5)
ZkuSebni metoda: Popis v bodech 8.4 a 8.5.

POZADAVEK VYSLED KOMENTAR
KY
Materialy, které mohou pfijit do styku s ‘ Béhem praktickych testdi a testd TIL subjekty
nesmi byt znamo, Ze by mohly zplsobit podrazdéni Piedat | nezaznamenaly Zadné podrazdéni ani jiné nepfiznivé
nebo jiny nepfiznivy ucinek na zdravi uZivatele. ucinky na zdravi nebo citlivost.

7.11 HORLAVOST (EN 149:2001 + A1:2009, bod 8.6)
Zkusebni metoda: Popsano v bod¢ 8.6

POZADAVEK VYSLEDK KOMENTAR
Y
PouZity material nesmi pfedstavovat nebezpeci pro uZivatele a nesmi byt vysoce
hotlavy. Pfi zkousce nesmi polomaska filtrujici ¢astice po 5 s po sejmuti z
plamene zadrhdvat nebo nesmi zadrhavat. Pred Podrobnosti viz piiloha
at v

Priloha IV - Vysledek testu: Vysledky zkousek jsou uvedeny v nasledujicich tabulkach.

Pocet Stav Vizualni kontrola | Pozadavky podle EN Posouzeni shody / neshody
vzorkll 149:2001+A1:2009 vysledku zkousky
45 " 0,0s Filtrovéani polovi¢ni masky Proslo
46 Jak bylo pfijato 0,0s nesmi hofet nebo hotet Filtraéni polomasky spliiuji
- — déle nez 5 s po pozadavky normy EN 149:2001 +
; Teplotné podminéné 8(1) S odstranéni z plamene. AT1:2009 uvedeno v 7.11
ds

7.12 OBSAH DIOXIDU UHLIKU V INHALACNIM VZDUCHU (EN 149:2001 + Al:2009 bod 8.7)
Zkusebni metoda: Popsano v bod¢ 8.7

POZADAVEK

VYSLEDKY

KOMENTAR

(objemove)

Obsah oxidu uhli¢itého v inhala¢nim
vzduchu (mrtvy prostor) nesmi
ptekrocit v priméru 1,0 %.

Piedat

Podrobnosti viz ptiloha V

Priloha V-Vysledek testu: Vysledky testl jsou uvedeny v nasledujicich tabulkach:

Pocet Stav Obsah CO2 v Primémy obsah CO2 Pozadavky v Posouzeni
K& inhala¢nim vzduchu (% | ve vdechovaném souladu s shody / neshody
Vzorku objemovych) vzduchu (% vvsledku
objemovych) s EN 1}(/ sk
149:2001+A1:2009 ZKousky
26 Jak bylo piijato 0,46 0,47 Obsah CO2 v inhala¢nim vzduchu Proslo o
bij 048 om0 iy nory N
28 047 149:2001 +A1:2009.
i v7.12
7.13 HLAVNI ZAVES (EN 149:2001 + A 1:2009 bod 8.4, 8.5)
ZkuSebni metoda: Popsano v bodech 8.4, 8.5.
POZADAVEK VYSLED | KOMENTAR
KY
Postroj na hlavu musi byt navrzen tak, aby
polomasku s filtrovanim ¢astic lze snadno nasadit a Predat Béhem praktické zkousky vykonnosti nebyl uzivateli
sundat. nahldSen Zadny problém s hlavovym postrojem.
Postroj na hlavu musi byt nastavitelny nebo
samonastavitelny. Predat Béhem praktické zkousky vykonnosti nebyl uZivateli

a musi byt dostatecné robustni, aby pevné drzely
polomasku filtrujici ¢astice ve spravné poloze a byly
schopny dodrZet celkové poZadavky na vnitini

tésnost zafizeni.

nahlasen zadny problém s hlavovym postrojem.

7.14 ZORNE POLE (EN 149:2001 + A1:2009 bod 8.4)
Zku$ebni metoda: Popsano v bod¢ 8.4

REO_UIREMENT

VYSLED
KY

KOMENTA
R
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Zorné pole je ptijatelné, pokud je urceno
tak v praktickych vykonnostnich testech.

PASS

Po praktickych zkouskach vykonnosti nebyly
zaznamenany zadné negativni ptipominky.
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7.15 VZDUCHOVY VENTIL (EN 149:2001 + Al:2009 bod 8.2, 8.3.4, 8.8, 8.9.1)

ZKkuSebni metoda: Bod 8.2. 8.3.4. 8.8. 8.9.1

POZADAVEK VYSLED KOMENTA
KY R

Polomaska filtrujici ¢éastice mlze mit jeden nebo
vice vydechovych ventill, které musi spravné | NEUPLAT| U testovanych vzorkt neni vydechovy ventil.
fungovat ve vSech orientacich. NUJE SE
Pokud je k dispozici vydechovy ventil, musi byt.
chranény proti znecisténi a mechanickému
poskozeni nebo jsou proti nému odolné a mohou byt| NEUPLAT| U testovanych vzorkl neni vydechovy ventil.
zakryté nebo mohou obsahovat jakékoli jiné zafizeni, | NUIJE SE
které muze byt nezbytné pro jejich ochranu.
polomasku pro filtrovani astic v souladu s bodem 7.9.
Vydechovy ventil (ventily), pokud je (jsou)
namontovan (namontovany), musi nadale NEUPLAT| U testovanych vzorkd neni vydechovy ventil.
spravné fungovat po nepietrzitém vydechovém proudu NUJE SE
300 1/min po dobu 30 s.
Kdyz je pouzdro vydechového ventilu ptipojeno k ventilu.
musi vydrzet axialni tahovou silu 10 N pisobici po NEUPLAT| U testovanych vzorki neni vydechovy ventil.
dobu 10 s. NUIJE SE

7.16 ODOLNOST PROTI DYCHANI (EN 149:2001 + A1:2009, bod 8.9)

ZkuSebni metoda: Popsano v bod¢ 8.9

REOUIREMENT VYSLEDKY KOMENTAR
Klasifikace Maximalni povoleny odpor (mbar)
Inhalace Vydech
30 Vmin 95 I/min 160 Umin Pred Podrobnosti viz ptiloha VIA-VI B
FFP1 0,6 2.1 3,0 at
FFP2 0,7 2.4 30
FFP3 1,0 30 30




Priloha VIA-Vysledek testu:
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Ziskané vysledky testll jsou uvedeny v nésledujicich tabulkach:

Pocet Stav Inhala¢ni odpor mbar)
vzorkil Prutok Pozadavky podle EN | Pritok Pozadavky podle EN | Posouzeni
30 1/min 149:2001+A 1:2009 95 1/min 149:2001+A 1:2009 shody
[mbar] [mbar] vysledku
zkousky /
Neshody
42 0.61 1.65
43 Jak bylo pfijato 0.63 1,70
H“ 0.60 FFP1 0,60 1.63 FFP1 2,10 FFP2 Progel
7 Simulované 0.62 1.63 kvalifika
8 opotiebeni 0.64 FFP2 0,70 1.70 2,40 ci
9 0.61 1.66
23 0.62 FFP3 1.0 1.62 FFP3 3.00 FFP2, FFP3
o W o
25 P 0.63 1.68
Vydech Odolnost
Pocet Stav Prutok Tvariv | Tvariv Tvaii v tvar| Lhani [ Lhani | Pozadavky v Hodnoceni
Ukézka sazba tvaf tvaf svisle dolii | na na v souladu s EN Vysledek testu
piimo vertikalné lev prav | 149:2001+A1:2009 Shoda / neshoda
nahoru é é
stra stran
né &
42 2,33 2,37 2,38 240 | 2,42
43 Jak bylo 2,35 2,39 2,40 2,41 2,44
44 ptijato 2,31 2,34 2,37 2,39 | 243 | FFP1 4 Splnil
7 Simulované 2,29 2,31 2,35 238 | 242 kvalifikaci
8 noseni 1601/min 2,34 2,36 2,39 2,41 2,44 | FFP23.0 FFP1, FFP2,
9 lécba 2,37 2,39 2,41 243 | 245 FFP3
23 ) 2,30 2,32 2,34 235 | 239 | FFP33.0
24 Tep&"“}ev . 2,25 2,23 2,25 224 | 227
25 | pocminene 2.0 2.4 2.6 225 | 2.28
7.17 CLOGGING (EN 149:2001 + A1:2009 cla pouZiti 8.9, 8.10)
Zkusebni metoda: Popsano v bodech 8.8, 8.10.
POZADAVEK VYSLEDK KOMENTAR
Y
Polomasky s ventilem pro filtrovani ¢astic:
Po ucpani nesmi inhala¢ni odpory piekrocit:
FEP1:4mbar, FFP2:3mbar. FFP3: 7mbar pfi NAs Jedna se o nepovinny test, ktery neni klientem pozadovan.

kontinualnim pritoku 95 1/min. Vydechovy odpor
nesmi prekrocit 3mbar pii kontinudlnim pritoku
160L/min. Polomasky s filtraci ¢astic bez hodnoty:
Po ucpani nesmi inhala¢ni odpory prekrocit:
FFP1:3mbar. FFP2: 4mbar, FFP3: Smbar pii
kontinualnim pratoku 95 1/min.

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

Zkus$ebni metoda: Popsano v bod¢ 8.2

REOUIREMENT VYSLED KOMENTA
KY R
Vsechny demontovatelné ¢asti (pokud jsou NEUPLAT Z4dné demontovatelna Gast.
namontovany) musi byt snadno pfipojitelné a zajisténé, | NUJE SE
pokud moZno ru¢né.
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Pozadavek PassRequirement splnén.

NCRPozadavek neni splnén. Dalsi informace naleznete v ¢asti "Podrobnosti o vysledku".

NANebylo provedeno hodnoceni.

NEUPLATNUJE SE 1 Pozadavek se neuplatiiuje.

LABORATORNI INFORMACE

Kod Nazev laboratofe Vysvétleni kompetenci
Laboratot A | UNIVERAAL SERTIFIKASYION VE Interni laboratorni sluzby ozndmeného subjektu
GOZETIM HIZMETLERI TIC. LTD. STI.
Laboratoi B | GCNTR ULUSLARARASI Laboratof je drzitelem akreditace Turecké akreditaéni agentury s
BELGELENDIRME, GOZETIM, EGITIM VE | ¢islem AB-1252-T podle normy EN ISO/IEC 17025:2017.
DIS TICARET LIMITED SIRKETI
KOCAELI DILOVA SUBESI

- Laboratofe jsou smluvnimi subjekty UNIVERZALNIHO OSVEDCENI a technicka zptisobilost
laboratoii je rovnéz pod dohledem/hodnocenim UNIVERZALNIHO OSVEDCENI na zakladé
ustanoveni normy EN ISO/IEC 17065 Pozadavky na organy certifikujici vyrobky, procesy a
sluzby.

-Kazdy vysledek testu uvedeny v této zprave o testu je uveden s kodem laboratote, ktera jej vydala.
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