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EU TYPE EXAMINATION CERTIFICATE

Certificate Nr: 2163-PPE-639
Respiratory protective devices, filtering half masks to protect against particles manufactured by

Guangdong YIDAO Medical Technology Co., LTD.

Room 302, Building 2, No. I, Lane I, Xiju Road, Hengli, Dongguan City, Guangdong Province,
P. R. CHINA

are tested and evaluated according to

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

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation. The details of essential requirement
compliance is given in technical report numbered 2163-PPE-640.

Product Definition
Brand Name: YPHD Model: YD-002

Filtering half mask
Total Inwards Leakage: Class- FFP2

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category Il 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, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module 0) of the
regulation no later than 1 year from the beginning of serial production

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

requirements.

2163
|

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

The validity of this celtificate can be verified online.

UNIVERSALCERT.COM
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TECHNICAL ASSESSMENT REPORT

REPORT DATE/NO:28.04.2020 / 2163-PPE-640

Client: Guangdong YIDAO Medical Technology Co.. LTD.
Address: Room 302. Building 2. No. 1. Lane 1. Xiju Road. Hengli. Dongguan City. Guangdong Province. P.R. CHINA

This report is for the given above, manufacturer prepared according to the test results obtained for the product dated 25.04.2020 with ID 04-2020-T-053
based on EN 149: 2001 +A1:2009 standard. The technical tile or 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 pan of the EU Type Examination Certificate No. 2163 - PPF. - 639 issued to the manufacturer. The test results
and issued certificate belongs only to the tested model. The technical report consists of a total of 7 pages.

Product Description: Particle Filtering half mask

Total Inward Leakage: Classification- FFP2
Trademark : YPHD
Model : YD-002
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THE CLAUSES OF EN 149: 2001 +Al: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

I.1. Design principles

I.I.I. 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 whils
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 level or 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 designofthe 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 foreseeable conditions of use.

1.2.1. 1. Suitable constituent materials
The materials of which the PPE is made. including any oftheir possible decomposition products, must not adversely affect the health or safety of users.

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user
Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of rough surfaces, sharp edges. sharp points
and the like which could cause excessive irritation or injuries

1.2.1.3. Maximum permissible user impediment
Any impediment 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 or the user by all appropriate means, such as adequate adjustment and attachment systems or the provision of an adequate range of sizes.

1.3.2. Lightness and design strength

PPE must be as light as possible without prejudicing design strength and efficiency.

Apart from the specific additional requirements which they must satisfy in order to provide adequate protection against the risks in question (see 3). PPE must be
capable of withstanding the effects of ambient phenomena inherent under the foreseeable conditions of use

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

a) Inaddition 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 by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions:

c)  Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in question:
d) Suitable PPEaccessories and the characteristics of appropriate spare parts;

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

f)  The obsolescence deadline 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)

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

j)  The name, address and identification number of the notified body involved in the design stage of the PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of the member state of destination
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2. ADDITIONAL REQUIEREMENTS 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 the adjustment, they do not become undone
unintentionally in the foreseeable conditions of use.

2.3.PPE for the face, eyes and respiratory system

Any restriction of the user's face, eyes. Field of vision or respiratory system by the PPE shall be 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 for
competent, trained persons who are qualified to interpret them and ensure their application by the user.

The instructions must also describe the procedure to be adopted in order to verily that PPE is correctly adjusted and functional when worn by the user.
Where PPE incorporates an alarm which is activated in the absence of the level of protection normally provided. the alarm must be designed and placed
so that it can be perceived by the user in the foreseeable conditions of use.

2.9. PPE incorporating components which can be adjusted or removed by the user
Where PPE incorporates components which can be attached, adjusted or removed by the user for replacement purposes. such components must be
designed and manufactured so that they can be easily attached, adjusted and removed without tools.

2.12. PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety

The identification or recognition marks directly or indirectly relating to health and safety affixed to these types or classes of must preferably take the
form of harmonized pictograms or ideograms and must remain perfectly legible throughout the foreseeable useful life of the PPE. In addition, these
marks must be complete, precise and comprehensible so as to prevent any misinterpretation: in particular, where such marks incorporate words or
sentences, the latter must appear in the official language(s) of the Member State where the equipment is to be used.

If PPE (or a PPE component) is too small to allow al lor part of the necessary marking to be affixed, the relevant information must be mentioned on the
packing and in the manufacturer's notes.

. ADDITIONAL REQIUREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Protection against cutaneous anti ocular contact

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

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

Where, by virtue of their nature and the foreseeable conditions of their use. certain substances and mixtures which are hazardous to health or harmful
biological agents possess high penetrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected to standard tests with a view to their classification on the basis of their performance. PPE which is considered to be in conformity with the test
specifications must bear a marking indicating, in particular, the names or. in the absence of the names, the codes of the substances used in the tests and
the corresponding standard period of protection. The manufacturer's instructions must also contain. in particular, an explanation of the codes (if
necessary), a detailed description of the standard tests and all appropriate information for the determination of the maximum permissible period of wear
under the different foreseeable conditions of use.
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Technical Assessment of EN 149:200 1

the (EU) 2016/425 Directive

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

Classification: Particle Filtering Half Mask

Total Inward Leakage: Classification - FFP2

A1:2009 Standard and other Standards it refers to Clauses Corresponding to

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

mechanical damage.

Material: Material used in particle filtering half masks. according to the simulated wearing treatment and temperature conditioning reports: It is understood
withstand handling and wear over the period for which the particle filtering half mask is designed to be used. suffered mechanical failure of the
facepiece or straps. any material from the filter media released by the air flow through the filter has not constitute a hazard or nuisance for the

‘wearer.

Cleaning and Disinfection: Particle filtering half mask is not designed to be as re-usable.

Practical Performance:

. . Requirements in accordance with EN

Assessed Elements Positive Negative 149:2001+ A1:2009 and Result
1.The face piece fitting 2 0
2.Head harness comfort 2 0 Positive results should be obtained from the
3.Security of fastenings 2 0 performance tests related to the
4.Speech clearness 2 0 implementation under real conditions.
5.Field of vision 2 0
6.Materials compatibility 2 No imperfections
with skin 0

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

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.

Total Inward Leakage:

S;;j%ctct s?rﬁi)?ef Condition 1. Walk 1 ef]‘_tlj:fiiht n;I /e;:wn Speech 2. Walk Average
| 32 AR 4,93 5,21 4,68 5.16 4.77 498
2 33 AR 4,96 5,32 4,81 5.50 4.79 5.07
3 34 AR 4,85 5,62 4,82 5.65 4.91 5.20
4 35 AR 4,77 5,56 4,72 5,49 4,66 5.01
5 36 AR 4,82 5,52 4,65 5.64 4.71 5.10
6 16 T.C. 5,11 5,41 5,02 5.12 5.10 5.21
7 17 T.C. 525 5,49 5,26 5.46 5.15 533
3 18 T.C. 5,29 4,32 523 5.36 5,16 5.05
9 19 T.C. 5,34 522 5,30 5,49 5,21 531
10 20 T.C. 5,24 532 5,19 5.46 5.26 5.31
Average 5,06 5,30 4,97 5,45 4,97 5,16
Min 4,71 4,32 4,65 5,16 4,66 4,98
Max 5,34 5,62 5,30 5,51 5,26 5,33
Conditioning: (A.R.) As Received, original
(T.C.) Temperature conditioning Results P (”’""’) Leakage Value
Results meet with FFP2 requirements
Penetration of filter material: Sodium Chloride Testing
S Sodium Chloride Testing Requirements in accordance with
Condition SNa,(;;f 95 Limin max(%) TEN T 92001 Al 2009 Result
(AR) 23 3.81
(AR 24 3,76 Filtering half masks fulfill the
(A.R) 25 3.90 FFP1 <20% requirements of the standard
(S.W.) | 4.14 EN 149:2001 +A1:2009
(SW) 2 4,16 FFP2<6 % lgivenin 7.9.2 in range of the
(S.W.) 3 420 first and second protection
(M.S. T.C) 7 445 FFP3<=1% class
(M.S. T.C) 8 478 (FFP1, FFP2)
(M.S.T.C) 9 4,69

Conditioning: (M.S.) Mechanical Strength

(T.C.) Temperature Conditioning

(A.R.I As Received, original

(S.W.) Simulated wearing treatment
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Penetration of filter material: : Paraffin Oil Testing

e No. of Paraffin oil Testing Requirementsin accordance §
Condition Sample 95 L/min max(%) with EN 149:2001 + AL:2009 Result
(AR) 26 427
(A.R) 27 4,20 Filtering half masks fulfill the
(A.R) 28 4.16 FFP1 < 20% requirements of the standard
(SW.J 4 3.94 EN 149:2001 + A1:2009
(SW ) 5 3.88 FFP2 < 6% given in 7.9.2 in range of the
(S.W) 6 3,76 first and second protection
(M.S. TC.) 10 426 FFP3 < 1% class
(MS. T.C) 11 4.27 (FFPI, FFP2)
(M.S. T.C) 12 4.36

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

Compatibility with skin: In Practical Performance report the likehood of mask materials in contact with the causing irritation or other adverse effect on health was reported.

Flammability-:

. No. of N . Requirements in accordance with EN
Condition Sample Visual inspection 149:2001 + Al :2009 Result
(AR.) 32 14 Filtering hair mask Passed
(AR) 33 1,3 shall not bum or not
(T.C) 21 12 conlinue to bum for Filtering half masks fulfill
2 more than 5 s after requirements of the
(T.C) 1,1 removal from the flame standard

Conditioning: (A.R.) As Received, original
(T.C.) Temperature Conditioning
Carbon-dioxide content of the inhalation air:

An average
Condition No. of CO:z content of the inhalation air CO; content of Requirements in accordance with Result
Sample [%] by volume the inhalation EN 149:2001 +A1:2009
air

(AR) 41 0.91 Passed
(AR) 42 0.83 089 CO2 content of the inhalation air Filtering half mask
- shall not exceed an average of iltering halfmasks

(AR) 43 0,92 1.0% by volume  fulfill

: requirements of the

standard

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

Head harness: In Practical Performance report. No adverse effects have been reported for holding the mask of the head harness firmly in
position, for total inward leakage properties.

Field of vision: In Practical Performance report. No adverse effects were reported for the field of vision features.

Breathing Resistance: Inhalation

Inhalation Resistance (mbar)

Requirements in
Condition No. of Flow Rate Requirements in Flow rate accordance with Result
sample 30 L/min accordance with EN 95 L/min EN 149:2001 +
149:2001 + A1:2009 Al:2009
(AR)) 29 0,5 L5
(AR 30 0,4 1,3
(AR)) 31 0,5 FFP1<0,6 1,6 FFP1<2,1
(S.W) 1 0,5 1,4
(S.W) 2 0,6 FFP2<0,7 15 FFP2<24 Passed
(S.W) 3 0,6 1,4
(T.C) 13 0,5 FFP3<1,0 1,6 FFP3<3,0
(T.C) 14 0,5 1,7
(T.C) 15 0,5 1,7

Conditioning: (A .R.) As Received, original
(S.W.) Simulated wearing treatment

(T.C.) Temperature Conditioning



Breathing resistance: Exhalation

The dummy head position

Exhalation resistance

. Flow rate Requirements in
Condition No. of sample 160L/min accordance with EN Results
149:2001 + A1:2009
Facing directly 2,2
Facing vertically upwards 2,1
(AR) 29 Facing vertically downwards 2,1
Lying on the left side 2,3 FFP1<3
Lying on the right side 2,0
Facing directly 2,0 FFP2<3 Passed
Facing vertically upwards 2,0
(A.R) 30 Facing vertically downwards 2,1 FFP3 <3
Lying on the left side 2,0
Lying on the right side 2,4
Conditioning: (A.R.) As received, original
Breathing resistance: Exhalation
The dummy head position Exhalation resistance
o Flow rate Requirements in
Condition No. of sample 160L/min accordance with EN Results
149:2001 + A1:2009
Facing directly 2,2
Facing vertically upwards 2,1
(A.R) 31 Facing vertically downwards 1,9
Lying on the left side 2,1 FFP1 <3
Lying on the right side 2,0
Facing directly 2.2 FFP2 <3 Passed
Facing vertically upwards 2,2
(S.W.) 1 Facing vertically downwards 2,0 FFP3 <3
Lying on the left side 2,3
Lying on the right side 2,4
Conditioning: (A.R.) As received, original
(S.W.) Simulated wearing treatment
Breathing resistance: Exhalation
The dummy head position Exhalation resistance
. Flow rate Requirements in
Condition No. of sample 160L/min accogdance with EN Results
149:2001 + A1:2009
Facing directly 2,0
Facing vertically upwards 2,3
(S.W.) 2 Facing vertically downwards 2,0
Lying on the left side 2,0 FFP1<3
Lying on the right side 2,2
Facing directly 2,1 FFP2 <3 Passed
Facing vertically upwards 2,3
(S.W) 3 Facing vertically downwards 2,0 FFP3 <3
Lying on the left side 2,1
Lying on the right side 2,1
Conditioning: (S.W.) Simulated wearing treatment
Breathing resistance: Exhalation
The dummy head position Exhalation resistance
. Flow rate Requirements in
Condition No. of sample 160L/min accordance with EN Results
149:2001 + A1:2009
Facing directly 2,0
Facing vertically upwards 2,4
(T.C) 13 Facing vertically downwards 2,4
Lying on the left side 2,2 FFP1<3
Lying on the right side 2,3
Facing directly 2,1 FFP2<3 Passed
Facing vertically upwards 2,2
(T.C) 14 Facing vertically downwards 2,1 FFP3<3
Lying on the left side 2,2
Lying on the right side 2,1

Conditioning: (T.C.) Temperature Conditioning
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Breathing Resistance: Exhalation
the dummy head position Exhalation resistance
.. No. of - p
Condition sample Flow rate Requirements in accordance Results
160L/min | with EN 149:2001 + A1:2009
Facing directly 2,0 FFP1<3
Facing vertically upwards 2,1
(T.C) 15 Facing vertically downwards 1,9 FFP2 <3

Lying on the left side 2,0 Passed
Lying on the right side 2,0 FFP3 <3

Conditioning: (T.C.) Temperature Conditioning

Clogging: This test is not applied to Particle Filtering Half Mask which is not reusable.
(For single shift use devices, the clogging test is optional test. For re-usable devices test is mandatory.)

Penetration of filter material: This test is not applied to Particle Filtering Half Mask which is not reusable

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

Marking - Packaging: Necessary markings are available on the product and its packaging,

Information to be supplied by the manufacturer: In each of the smallest commercially available packaging of the product, implementation (installation
instruction) pre-use controls. warning and usage limitations. storage and meanings of symbols/ pictograms arc defined.

PREPARED BY APPROVED BY

Mert TUKENMEZ Suat I<KA(MAZ /?
PPE Expert General Manager ‘-ﬁ
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NB 2163

CEPTHOUKAT 3A EC U3CJIEIBAHE HA
TUIIA

Cepruduxar Ne: 2163-PPE-639

CpCZ[CTBa 3d 3alliTd Ha TUXATCIIHUTC OPraHHu, (1)I/IJ'ITpI/IpaH_II/I NOJIyMAaCKH 3a 3aliuTa OT YaCTHULH, IPOU3BEACHU OT

I'yanayn YIDAO Menunnnacka texnosorus Co. , LTD.

Cras 302, crpama 2, Ne [, menra I, Xiju Road, Hengli, Dongguan City, npoBunmms [ 'yaumyH,
P. P. KUTAH

CC TECTBAT U OLCHABAT CBITIAaCHO

EN 149:2001+A1:2009 Cpeacrsa 3a 3aliUTAa HA AUXaTEeJHUTE OPraHu
- GUIATPHUPAINH NOJYMACKH 32 32IMTAa OT YACTHIH - M3MCKBaHUS,
H3NUTBaHe, MADKHPOBKA

Bb3 ocHOBa Ha U3BBPIICHOTO U3CIIENBAHE HA TUIA C OLICHKA HA JIOKJIAUTE OT U3IIUTBAHUATA,
TEXHHMYECKOTO JJ0CHe chriacHo npuioxenue 5 kbM Permament (EC) 2016/425 3a nuaanTe
MIPeANa3Hu CPEeJICTBA Ce 0JI00psIBa, Ue MPOAYKTHT OTIOBaps HA M3UCKBAHMATA HA PETJIAMEHTA.
IToapoGHOCTH 3a CHOTBETCTBUETO ChC CHIIECTBEHUTE U3UCKBAHMUS Ca 1aJ€HH B TEXHUYECKUS
nokiaz ¢ Homep 2163-PPE-640.

OnpenesisiHe HA NPOAYKTA
Mapxka: YPHD Moaea: YD-002

dunTpupala noaymacka
O6mo BbTpemno u3tnuane: Kitac - FFP2

B T031 ciydaii mpou3BOANTENST MMa TIPaBO Jla M3I0JI3Ba HOMEpa Ha HOTU(HUIIUPAHNS OpraH
(2163) m mosxe na moctaBu MapkupoBkata CE, KakTo e oKa3aHo MO-J0y, BEPXY MOJICINTE
Ha rmpoxykTu ot Kareropus 111, mocouenu no-rope, c;

e n3jaBaHe Ha noaxozsma EC gexmapanus 3a cbOTBETCTBHUE CHIVIACHO
npuioxenne 9 koM Pernament (EC) 2016/425 orHocHO JIMuHMTE MpeAnaZHu
cpejcTBa.

e TloCTOSIHHO yCHEIIHO U3IIbJIHEHUE HA U3UCKBAHUATA, onpeeneHu B Pernament (EC)
2016/425 oTHOCHO JINYHUTE NIPEATIA3HU CpPeAcTBAa U XaPMOHU3UPAHUTE CTaHIAPTH,
rapaHTUPaHO Ype3 OLICHKU Bb3 OCHOBA Ha mpuiiokenue 7 (Moxyn C2) uiim npuiioKeHue
8 (Moxyx 0) KbM pEriiaMeHTa He MO-KbCHO OT | roJinHa OT HA4YaJ0TO Ha CEPUMHOTO
MIPOU3BOJICTBO

To3u cepTudukar ce u3aBa mppBoHaYATHO Ha 28.04.2020 r. 1 ¢ BaJUJICH 32 5 TOIUHH, aKO
HsIMa [IPOMsIHA B CbOTBETHUS XapMOHU3UPAH CTaHIAPT, 3acAraiia OCHOBHUTE U3UCKBaHUS 3a

31paBe U 0€301TacHOCT.
M3UCKBaHUS.

Banugnocrtra Ha TO3M
cepTUdHUKAT MOXKE J1a

2163 ObJ1e MpoBepeHa
OHJIAMH.



Jupexrop

Suat KACMAZ -
YHUBEPCAJIHO CEPTU®UIINPAHE

|
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YHUBEPCA
JIEH

CEPTHUDOUKAILIIMA

JAOKJIA/L 3A TEXHUYECKA OLHEHKA

JATA HA JTOKJIAJA/Ne: 28.04.2020 I'. / 2163-PPE-640

Kmuent: I'yannyn YIDAO Medical Technology Co. LTD.
Anpec: Crast 302. Crpaga 2. Ne 1. Viuna 1. Xiju Road. Hengli. Dongguan City. [lpouniws ['yannyn. I1. P. KUTAU

To3u OKJIa] € 3a MOCOYCHHS TI0-TOpe MIPOM3BOJUTEI, U3TOTBEH B ChOTBETCTBHE C PE3YJITATUTE OT U3MUTBAHETO, MOIYYEHH 3a poaykra oT 25.04.2020 r.
¢ unentudukannonen Homep 04-2020-T-053 BB3 ocHoBa Ha cranmapt EN 149: 2001 +Al: 2009. TexHuyeckara IUIOYKA WM TPOU3BOAUTENIAT U
OIIEHKAaTa Ha PUCKA CIPSIMO CHILECTBEHUTE M3MCKBAHUS 3a OE30IIACHOCT Ha 3[PaBETO M JOKJIAJa OT M3IUTBAHETO Ca OLIEHEHHW 3a BPB3KaTa MM ChC
CBIICCTBEHNUTE M3MCKBaHNs Ha PernaMenTa 3a THYHUTE MPE/IIIa3Hu CPEICTBA U € YCTAHOBEHO, Ye Ca MOAXO/ISIIH.

Hacrosimust gokiaja e npuiaokeHne 1 HepaszueiHa yact ot ceptudukara 3a EC uzcnensane Ha tuna Ne 2163 - PPF. - 639, usnaznen Ha npou3BOAUTENS.
PegynraTuTe OT M3MUTBAHETO M M3MAJCHUST CEPTU(GUKAT NPHHAIIEKAT CAMO HA W3MUTBAHUS MOJAEN. TEeXHHYECKUST MOKIAI Ce ChCTOW OT 000 7
CTPaHHIIH.

Ornucanue Ha npoaykra: OuiITpupaHe Ha YaCTULM TOJOBUH MacKa
0610 BeTpemno m3tnyane: Kinacubpukauus - FFP2

Tbprosecka mapka :YPHD

Moyguen : YD-002

E a; ge H71 /

\
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Kunaysure na EN 149: 2001 +Al: 2009 CTAHJIAPT, CBbP3AHM C TUPEKTUBATA HA EBPONEMCKUS
CblO3

N3UCKBAHMUS HA EC 2016/425

LI. IlpyuHuMIM HA IPOeKTHPaHe

Epronomus na L.II.

JlndnuTte npeanasHu cpeacTsa TpsAbBa Ja ObJaT MPOSKTUPAHU U POU3BEICHH TaKa, 4e PH MPEIBUIUMHTE YCIOBUs Ha yIoTpeda, 3a KOUTO ca peHA3HAYCHH,
MOTPEOHUTENAT Ja MOXKeE J1a H3BBPIIBA HOPMAJIHO CBbP3aHATA C PHCKA JCHHOCT, KaTO CHIIEBPEMEHHO Ce [10J13Ba OT MOAXO/IIA 3all[UTa Ha BH3MOXKHO Hali-BUCOKO
HUBO.

1.1.2. HuBa u ki1acoBe Ha 3aMTa

1.1.2.1. Haii-BHCOKOTO Bb3MOKHO HUBO HA 3aLIUTA

OnTUMaTHOTO HUBO Ha 3aIUTa, KOETO TPsOBA /1a ce B3eMe MPEeIBH IPH [IPOCKTHPAHETO, € TOBA, OTBB KOETO OTPAHHICHHSITA, CBBP3AHI C HOCCHETO Ha JIHIHUTE
Tpe/Ia3Hy CPeCcTBa, OMXa MONPEYNIH Ha eheKTHBHOTO UM H3II0JI3BAHE I10 BpeMe Ha [epHo/ia Ha U3JaraHe Ha PUCK WM HOPMATHOTO M3IIBIHEHHE Ha JCHHOCTTA.

1.1.2.2. Knacose 3a1uTa, CbOTBETCTBAINM HA Pa3JHYHUTE HUBA HA PHCK
Koraro pasnuunuTe IpeIBUAMME YCIOBUS Ha YIoTpeOa ca TAKMBA, Y€ MOTaT Jia Ce PasrpaHuyaT HAKOJIKO HUBA HA C/IMH H ChIIl PUCK, TIPU IIPOESKTHPAHETO HA
JITIC TpsbBa 1a ce B3eMAaT MPEABUJL ChOTBETHHTE KJIACOBE Ha 3AIUTA.

1.2. Be3BpeHOCT HA JIMYHUTE MPEINA3HH CPEICTBA
1.2.1. Jlurica Ha pucKOBe M JPYrH MPHUCHILM HEYI00HH (akTopH
JIudHmTe MPENasHu CpeacTBa TpIOBa 1a ObIAT MPOSKTHPAHH U POM3BEACHH TAKa, Ue Ia H3KII0YBAT PICKOBE M APYTH BPEIHH (HaKTOPH HPH MPEIBHINMI YCIOBUS Ha yIOTPE

1.2.1. I. Iloaxoasimy ¢bCTABHA MaTePUaIH
Marepuanute, 0T KOMTO ca H3padOTEHH TMYHNTE TMPEIMA3HU CPEICTBA, BKIIOYHTETHO BCHIKH Bh3MOKHH MPOIYKTH OT PasiaraHeTo uM, He TpA0Ba Ja OKa3BaT HEOMArONpHATH
BB3/ICHCTBHE BHPXY 3APABETO MM OE30MACHOCTTA Ha TOTPEOUTENHTE.

1.2.1.2. 3a10BO/INTETHO CHCTOSIHNE HA MOBBPXHOCTTA HA BCHYKH 4acTH Ha JITIC, KOUTO ca B KOHTAKT ¢ MOTpeOuTe st
Besika wact ot JIIIC, K0sTO € B KOHTaKT MJIM MOJKE [Ia Bie3e B KOHTAKT ¢ notpedurens, koraro JIIIC ce Hocu, TpsaOBa a Objie O3 rpamnaBu OBbPXHOCTH, OCTPU
pBOOBE, OCTPHU TOUKH U APYTH MOJ0OHH, KOUTO MOTAT Jia IPUINHAT IIPEKOMEPHO JIpa3HeHe WM HapaHsSBaHHUS.

1.2.1.3. MakcuMaJ/IHO A0IMYCTHMO NPENsITCTBHE 32 IIOTPeOHTe st
Besiko npensiteraue, npuanaeno ot JITIC 3a aBukenusTa, KOUTO TPsOBa /1a ce M3BBPIIBAT, 33 3aEMAHETO HA MO3H U 338 CETUBHOTO BB3NPHSITHE, TPsOBa 1a Ob]y
cseaeno 10 muaumyM: JITIC He TpsiOBa 1a Npen3BUKBA IBIKCHNS, KOMTO 3aCTPAILaBaT IIOTPEOUTEIs HIIH JAPYTH JIULA.

1.3 Komdoprt u epexTnBHOCT

1.3.1. AxanTupaHe Ha JIMYHUTE NPeINA3HU CPeCTBA KbM MOP(OIOruaTa HA NOTPESUTES

JlnduuTe mpearasHu cpeicTBa TPsAOBa Ja OBAAT NPOCKTHPAHW U HPOM3BEACHH II0 TAKbB HAYMH, Y€ [Ja YJECHAT HPABUIHOTO UM IOCTaBSIHE BBPXY
HOTPeOUTEIIst M JIa OCTAHAT HA MSICTOTO CH 32 MPEABHINMUS IEPUOJL Ha yroTpeba, KaTo ce MMaT MpeBHA (hakTOpUTe Ha OKOJIHATA CPeja, ACHCTBHUATA, KOHTO
TpsibBa J]a ce M3BBPIIBAT, U MO3UTE, KOMTO TPAOBaA 1a ce 3aemar. 3a Tasu 1en Tpsadsa j1a e Bb3mMoxHo JIIIC 1a ce agantupa kbM MOpoIorusiTa Ha noTpeduTens
C BCHYKH MOAXO/SIIH CPEJICTBA, KATO HAIPUMEP TTO/IXOISIIN CHCTEMH 3a PETyJIHPaHe U 3aKPEMBAHE MM OCUTYPsIBAHE HA MOAXOSI HAOOP OT pasmMepH.

1.3.2. JlekoTa u 3ipaBHHA HA QU3aiiHa

JIMyHuUTE MPEAna3Hu cpeacTBa TpsAOBa 1a ca Bb3MOXKHO Haif-Jiekn, 0e3 Jia ce HapyIuaBa 3ApaBHHATA U DEKTHBHOCTTA HA KOHCTPYKIUATA.

OcBeH crieu(pUIHATE TOMBIHATEIHH H3HCKBAHUS, HA KOUTO Te TPsOBa 1@ OTroBApsIT, 3@ J1a OCUTYPAT aJeKBaTHA 3alUTa CPELLy BHIPOCHHUTE PUCKOBE (BXK. 3).
JIndHHTE Tpe/na3Hi CpeicTBa TPsOBa a MOTraT Ja U3AbPKAT Ha BB3ICHCTBUETO HA SBICHUATA OT OKOJIHATA CPEa, XapaKTepHHU 32 MPEABHIMMUTE YCIOBUS Ha
ynoTpeba

1.4. Uadopmanus, nperocTaBeHa 0T NPOU3BOIUTEIS
Benexkute, kouto TpsiOBa 1a ce U3rOTBAT OT BPBHS U JIa Ce IPEIOCTABAT IPH MyckaHeTo Ha rmasapa Ha JIIIC, TpsOBa 1a chabpikar msuara HeoOXoauMa HHGOPMALHS OTHOCHO!|

a) B jgombiHeHHe KbM UMETO 1 afpeca Ha MPOM3BOMTEIS W/HIH HA HETOBHS YITBIHOMOIICH NpEeCTaBuTes, ycTaHoBeH B O6ImHOCTTa

b) Cexpanssane, ynoTpeba, IOYNCTBAHE. TTOANPHKKA, 0OCTYKBAHE N A€3NHEKIINS. TTIOUNCTBAHE. OIPHKKA NN Ie3HHPEKIHOHHA
3aIlUTa, IPENOPBUAHH OT IPOU3BOAUTENNTE, HE TPAOBA 1a OKa3BaT HeOIaronpusaTHO Bb3neHcTBre BbpXy JIIIC min notpeburenure,
KOraTo ce HpuiIarat B CbOTBETCTBUE ChC ChOTBETHUTE HHCTPYKIMH!

¢)  EdekrusHoct, pernctpupana o BpeMe Ha TeXHHUECKH W3IMTBAHNS 32 POBEPKA HA HUBATA MIIH KJIACOBETE HA 3AIUTA, OCHTYPSBAHH OT BIPocHoTo JITT

d) Toaxomsumm akcecoapn 3a JITIC 1 XapaKTEPHCTHKH HA TIOAXO/ISIH PE3EPBHH YaCTH;

e) Kiacosere Ha 3amiuTa, ChOTBETCTBAIM HA PA3THYHUTE HUBA HA PHCK, X ChOTBETHHTE OIPAHIYCHIS HIIM yroTpeba:

f)  Kpaitausr cpok Ha ocrapsisane Ilepros Ha octapsisate Ha MOC wili Ha HAKOM OT HETOBUTE KOMIIOHCHTH;

g) By Ha orakoBKara, OJXO/IAIIA 32 TPAHCIIOPTHPAHE;

h) 3mauennero Ha BcHuKH MAapKHUPOBKH (BK. 2.12)

i) Kbzero e yMecTHO, 030BaBaHKsTA HA AUPEKTHBHTE CE MPHIIAraT B ChOTBETCTBHE C WieH 5, maparpad 6, Gyksa 0);

j)  Hanwmenosanmue, ajgpec u nieHTHGUKALMOHEH HOMEP Ha HOTH(MIMPAHKS OPraH, y4acTBal B crana Ha npoekrupane xa JITIC
Tesu Gernexku, KOUTO TPsOBA 1a ObAT TOUHU U pa3dupaemu, TpOBa ja ObJAT NPEJOCTaBEHH TIOHE Ha OQHIMATHUSA(TE) e3UK(IM) Ha JAbprKaBaTa-4JIeHKa MO
MECTOHA3HAUCHHE.
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A

2. JOI'bJIHUTEJIHU U3UCKBAHUAA, OBLIHU 3A HAKOJIKO KJIACA WIN TUIIA PPE

2.1. JIMYHH NpeANna3sHu cPeACTBa, BKIIOYBALIH CHCTEMH 32 peryJjiupaHe
AKO JIMYHUTE TPEJIIIa3HU CPEJICTBA BKIIOYBAT CHCTEMH 3a PEryJIHMpaHe, Te TpsiOBa Jia Ob/1aT NIPOSKTUPAHU U POU3BEACHH TaKa, Y€ Cle]| PEryJIMPaHeTo Jia He
Ce pa3KoMyaBaT HeBOJIHO MPH HPESIBUANMUTE YCIOBHs Ha yrioTpeda.

2.3. JInuHM npeana3Hu CpeacTBA 32 JIMIETO, 0YNTe U JUXATeJTHATA CHCTEMA

Besiko orpaHnyeHre Ha JUIETO, OYUTE Ha MOTPEOUTENIs. 3PUTEIHOTO MoJe WK auxareiHata cuctema ot JIIIC TpsOBa qa Ob/ie CBEIEHO 10 MUHIMYM.
Expanure 3a te3u Bugose JIIIC TpsiOBa 1a MMAT CTENEH Ha ONTHYHA HEYTPAIHOCT, KOSITO € ChBMECTHUMA ChC CTEICHTA Ha MPEIU3HOCT U
MPOIBJKATEIHOCTTA HA ICHHOCTHTE Ha TIOTPEOUTEISL.

Axo e Heobxoaumo, Te3u JIIIC tpsbdBa qa Obnar 0OpaboTeHN MK CHAOCHN ChC CPEJICTBA 3a TIPEIOTBPATABAHE HA PA3IICHBAHETO.

Mojienute Ha JIMYHUTE TIPE/ITA3HU CPEJICTBA, MPEIHA3HAYCHH 3a [I0TPEONTEIH, Hy K/Iaelll Ce OT KOPEKIMS Ha 3pEHUETO, TPsIOBa Jia ca ChbBMECTHMH C
HOCEHETO HA OYMJIA WIIM KOHTAKTHU JICIIH.

2.4. JINYHHU NpeINAa3HU CPEICTBA, KOUTO IMOLJIEKAT HA cTapeeHe

AKO e U3BECTHO, Ye KOHCTPYKTUBHHTE XapakTepuctuku Ha HoBute JITIC Morar a Obaar 3Ha4NTENHO HOBIMSIHH OT CTAPEEHETO, MECeL[bT U IOAMHATA
Ha TIPOM3BOJICTBO V/WJIH, aKO € BBE3MOXKHO, MECEIIbT U FOJMHATA HA OcTapsBaHe TPsOBa 1a ObaaT 0003HAUECHHU 110 HE3AIMYMM U HEABYCMUCIECH HAYHH
BBpXY Beeku enement ot JIIIC, mycHar Ha nmasapa, U BbPXy HeroBata ONakoBKa.

AKO HPOU3BOHUTEIIAT HE € B ChCTOSIHME /1A Ce AaHT@XKHUPA 110 OTHOIIEHUE Ha mose3nus sxkuBot Ha JITIC, neroBute uHCTpyKIMKU TPOBaA 1a NPEAOCTABAT
1siata HeoOXxoauMa HHpOpMaIKs, 3a Ja MOJKEe KyIyBaybT WM IIOTPEOUTEIIAT a ONPeen pa3yMHO Mecelia U ToJJMHaTa Ha OCTapsiBaHe, KaTo ce
B3eMaT HPEABU] HUBOTO HA KQ4eCTBO Ha MOJeNa 1 e()eKTUBHUTE yCIOBUs Ha ChXPaHEHHE, yIoTpeda, I0YNCTBAHE, 00CTYKBAHE U IOIPHKKA.
Koraro nma BeposiTHOCT 3a0€e1e)KMMO 1 ObP30 BJIOIIABAHE HA eKcIuIoaTalMoHHnTe Xapakrepuctiky Ha JIIIC 1a ce abimku Ha cTapeeHe B pe3ysiTar Ha
NEPHOAMYHOTO H3II0JI3BAHE HA HPENOpBbYaH OT MPOU3BOAUTEINS MPOLEC HA MMOYMCTBAHE, TOCIEAHHUAT TPsOBA, aKO € BB3MOXKHO, Jla MOCTABH
MapKUpOBKa BbpXy Beeku eneMeHT ot JIIIC, mycHat Ha masapa, IIocoyBaliia MakCUMAITHUsL Opoil oneparuy 1o MOo4KCTBaHe, KOUTO MOraT 1a Obaat
M3BBPLICHN, NIPE/IN 1 CE HAJIOKK 000pyABaHETO Aa ObJe MPOBEPEHO WM H3XBBpiIeHO. Korato TakaBa MapKUpoBKa HE € IOCTABEHA, IPOU3BOIUTEIISAT
Tpsi0Ba J1a IPEOCTaBU Ta3u HH(POPMALHS B CBOUTE HHCTPYKLIIH.

2.6. JInuHH Npeana3Hu CPeACTBA 32 U3MO0JI3BaHe B MOTEHIMAIHO eKCIJIO3UBHA aTMOcdepa

JlnuHure mpenmasHU CpeicTBa, NMPEIHA3HAYCHH 3a W3IMOJI3BAHE B IOTCHIMAIHO CKCIUIO3MBHA arMocdepa, TpsOBa Ja ObJaT NPOEKTUPAHH W
IIPOM3BE/ICHN 110 TAKBB HA4YMH, Y€ J]a HE MOTaT Jia OBJaT M3TOYHUK Ha EJICKTPHYECKa, €NeKTPOCTaTHYHA WM MHyIMpaHa OT yJap Jbra WIH HCKpa,
KOUTO MOTarT Jia TIPe/IM3BUKAT Bh3IIAMEHIBAHE HA EKCIUIO3MBHA CMeEC.

2.8. J/InvHHU Npeana3sHH CPeACTBA 32 HAMECA B MHOTO ONACHH CUTYAIUU

HWHcTpyKIuute, IpefoCTaBeHU 0T IPOM3BOAUTEIIS 3a€/JHO C INYHUTE NIPEJIIIa3HH CPEICTBA 33 HAMECA B MHOT'O OIIACHH CHTYaluH, TPA0Ba Ja BKIIIOUYBAT 110~
CIICLMAHO JAHHH, IPeIHA3HAYCHH 32 KOMIICTCHTHH, 00y4CHH JIMIA, KOUTO Ca KBAIM(HIUPAHHU Ja T'U THIKYBAT H J1a TapaHTUPAT IPIIAraHEeTO UM OT
noTpeduTes.

WHcTpyKiuuTe TpsOBa ChIIO Taka Ja OMICBAT IIPOLEaypaTa, KOSTo TpbBa aa ce mpueme, 3a aa ce nposepu gamu JIIIC e npaBuiHO peryimpaHo u
(yHKUMOHUpA, KoraTo ce Hocu 0T notpebutest. Koraro JITIC BiiIro4Ba anapma, KOSATO CE aKTHBUPA HPH JIMICA HA HOPMAIHO OCHTYPEHOTO HIBO Ha
3aluTa, aJapmara TpsoBa ja Obae NPOCKTHPaHA U [IOCTABEHA TaKa, 4e 1a MOXKe a Ob/ie Bh3IPHETa OT MOTPEOUTENS MPH IPEABHANMUTE YCIOBUS

Ha ynorpeoa.

2.9. JIu4HyM npeaAnasHu cpeJcTBa, BKIIYBAIIU KOMIIOHEHTH, KOUTO MOTaT /Ia ce PeryJupaT WM OTCTPAHABAT OT NOTpeduTe It

Koraro jiunute npenasHy cpecTBa BKIIOYBAT KOMIIOHEHTH, KOUTO MOTAT 1a C€ MPUKPEIIAT, PEryIupar WK OTCTPaHABAT OT MOTPEOUTENS C 1iel
HO/IMSIHA, TE3U KOMIIOHEHTH TPpsiOBa Ja ObJAT MPOEKTHPAHH U MPOU3BEIECHH Taka, Ye Ja MOraT JIECHO Jia ¢e IIPUKPEIAT, PeryanpaT 1 oOTcTpaHsBar 0e3
UHCTPYMEHTH.

2.12. JIM4HH NPeANa3Hu CPeCTBA, HOCEINH eIMH WU MoBeve HIeHTHPHUKANNOHHN WIIH PA3NIO3HABATETHH 3HAIM, PSIKO UJIH KOCBEHO
CBBP3aHH ChC 3APaBETO U H€30IaCHOCTTA

VneHTuuKaniMoOHHATE WK PA3IIO3HABATEIHUATE 3HALM, MPSIKO WIIH HEMPSIKO CBBP3aHU ChC 3APaBeTO U OE30MaCHOCTTA, MOCTABEHH BBPXY TE3H BHI0BE
WK KJacoBe, TpsiOBa 3a MpearnounTane ga Obaar moja GopMara Ha XapMOHHU3MPAHU MMUKTOTPAMK HJIM MACOTpaMH U TPsiOBa Jia OCTaHAT HAMBIHO
YETIIMBH TIPE3 LIeNHsl TpeaBuanM mose3eH sxuBoT Ha JIIIC. OcBen ToBa Te3u 3HAIM TPsiOBa Ja OBAAT IBJIHH, TOYHH M pa3dMpacMu, 3a Jia ce
MPEIOTBPATH BCAKAKBO HETPABUIIHO THIKYBAaHE: MO-CIEIHATHO, KOTAaTO TE3M 3HAIM ChIBPYKAT IyMH WM HW3PEUCHUS, Te TpsOBa ma Obaar
M3MHCAaHN Ha OUIHaTHIs(Te) e3UK(IH) Ha IbpKaBaTa-uIeHKa, B KOSTO III¢ Ce M3M0I3Ba 000PYIBAHETO.

AKO JIMYHOTO TIPENasHo CPeACTBO (MM KOMIIOHEHT Ha JIMYHOTO MPENa3HO CPEICTBO) € TBHpJE MAIKO, 3a Jia MOXE Jia Ce MOCTaBh CaMO 4acT OT
HeoOX0IIMaTa MapKIpOBKa, ChOTBETHATA HH(POPMAIIHS TPsOBA [a CE TIOCOYH BbPXY OIIAKOBKATA U B GEICKKHUTE HA POU3BOIUTEIIS.

. JOII'bJIHUTEJIHU U3UCKBAHUSA, CIEHU®UYHU 3A KOHKPETHH PUCKOBE

3.10.2. 3ammTa cpeuy Ko:KeH U 04eH KOHTAKT

JlnyruTe NMpEAna3Hu CPEACTBA, MpeHA3HAYCHH J1a IPEIOTBPATAT MTOBbPXHOCTHHSI KOHTAKT Ha ISIOTO TSJIO MJIM HAa YacT OT HEro C BEIIECTBa U
CMeCH, KOUTO Ca ONAacHH 3a 3/paBeTo, WM C BPEAHH OHOJIOTMYHM arcHTH, TpsAOBa Ja Morar [a TpeJoTBPaTAT IPOHUKBAHETO WU
NIPOHMKBAHETO HA TaKMBa BEIECTBA, CMECH W arcHTH Mpe3 3allliTHaTa OOBMBKA NPW NPEABHIMMUTE YCIOBHS Ha yrnorpeba, 3a KOUTO ca
MpeHa3HAYCHHU JTUNYHUTE TIPE/ITa3HU CPEICTBA.

3a Tasu IeN ChbCTABHUTE MaTepHali W IPyruTe KoMroHeHTH Ha te3u BuaoBe JITIC TpsbBa na Obxat moaOpaHy WK MPOSKTUPAHH U BIOKEHH TaKa, 4e
Jla ce OCHUTYpPH, JIOKOJIKOTO € Bh3MOXKHO, ITbJIHA XEPMETHYHOCT, KOSITO Ja MO3BOJIsIBA, KOTaTO € HEOOX0AMMO, TIPOJBIDKUTEIIHA CKEHEBHA yroTpeda,
WITH, aKO TOBA HE € Bh3MOXKHO, OTPaHMYEHA XEPMETHYHOCT, Hallaraliia OorpaHiYaBaHe Ha TIEpHUo/ia Ha HOCEHE.

Korarto mopaju cBO€TO eCTeCTBO M NMPEABHANMHTE YCIOBHS Ha YOTpeOa HAKOM ONMACHH 3a 3[PABETO BELIECTBA M CMECH HIJIM BPEIHU OWOJIOTHIHHU
areHTH TNPUTEKaBaT BUCOKA IPOHMKBAIA CIIOCOOHOCT, KOSITO OTpaHWYaBa MPOJBIDKATEITHOCTTa HA 3allUTaTa, OCUTYpsiBAHA OT BBIPOCHHUTE
JITIC, mocnenuute TpsibBa Ja ObJAT TOIOKECHM HA CTAHAAPTHH M3MUTBAHMS C OIVIe] Ha KIACHM(HUIMPAHETO MM Bb3 OCHOBA HA TEXHHTE
XapakTtepucTuky. JIMUHUTE MpeAna3Hu CpelcTBa, 3a KOMTO CEe CUMTA, Y€ ChOTBETCTBAT Ha CIHENM(UKAIMHTE 33 HM3MHMTBaHe, TPsOBAa Ja HOCST
MapKHpOBKa, I0COYBAIIA [O-CNEHMANTHO HAWMEHOBAaHWATA WM, NPH JIMICA HA HAUMEHOBAHMS, KOJOBETE HA BEIIECTBATa, W3IOJ3BAHM. ‘TIPH
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CEPTHNDOHKAILIM A

Texnnuecka onenka Ha crangapT EN 149: 200 1 : 2009 u npyru 3a KOUTO Kiaysu,
cpoTBeTcTBanm Ha Jlupextusa (EC) 2016/425

CBHOTBETCTBHE CHhC cTaHAapTHUTE n3uckBaHusa Ha EN 149:2001 + A1:2009

Knacndukarms: INomymacka 3a puiatTpupane Ha 9aCTHI

O6mo BeTpemHo n3tnyane: Knacndukarms - FFP2
napK]/lHl"I d)I/U'ITpHan.II/ITe YACTHIH ITOJTYMAaCKH C€ OIIaKoBaT, 3a J1a CC€ MPEANas3iaT OT 3aMbpCABAHE IIPEIH yHOTpeGa, M C KapTOHCHH KYTHH, 3a aa
ce MPeJOTBPATAT MEXaHHYHH IIOBPE/IN.
Marepuan: Cropea IOKJIaguTe 3a CHMYJIHPAHOTO TPETHPAHE NPH HOCCHE M TEMIEPAaTypHO KoHmiuuoHupane: IIpuema ce, 4e M3IbpKAT Ha oOpaGOTKa 1
M3HOCBAHE Ipe3 MepHoja, 3a KOITO ¢ NpeaHasHauyeHa (UITPHpAINaTa IOMyMacka 3a YaCTUIM. NPETHPIICIH MEXaHHYHA MOBPEJa HA JIMLCBUS
TIaHEJI WX PEMBLUTE. BCCKU MaTE€pUall OT dJPlJ'ITT)pHaTa cpena, OCBO60}ICH OT BB3AYIIHHUS IIOTOK IIPE3 d)I/U'IT'bpa, HE IPEACTaBIsIBA OITACHOCT UJIHA
HEynoOCTBO 3a MOTPEOHUTEIIS.

IlouyucrBane n J]e3llH(l)eK1lﬂﬂ: QJHnTpHpaLuaTa JacTUIH TOJIyMacKa HE € IIpEAHa3HauYC€Ha 3a MHOT'OKpaTHa yrlo‘rpe6a.

np‘dKTl/l'-leCK() HU3IIbJIHEHHE:

Wzucksanus B ceotBeTcTBUE ¢ EN

OueHeHN eneMeHTH Monox Otpunar 149:2001+ AL:2009 1 Result
uTelleH eJleH
1.The nuuero mapue MOHTaK 2 0
2.Head xomQopt Ha KonanuTe 2 0 Ilonoxurennu pesynrtaTu TpsadBa 1a ce

TOJTy4ar oT
TECTOBE 32 €()EKTUBHOCT, CBbP3aHU C
NPHJIAraHe B PeajHH YCIOBHS.

3.CurypHOCT Ha 3aKOIMYAIKHTE
4.Speech sicaoTa
5.Field of vision

6.Materials ceBMeCTHMOCT ¢
KoXKaTa

LS SIS )
[=} =R =)

be3 HeCHbBBLPIICHCTBA

Cnbcerosinue: (A.R.) Kakro e nony4eHo, opuruHaiHo

3apbpiiBaHe Ha yacTuTe: OUITPUPALINTE YACTUIM [OTyMACKH, KOUTO € BEPOSITHO J1a BIIS3aT B KOHTAKT C IOTPEOUTEIIsS, HIMAT OCTPH PHOOBE 1

HE ChIbpKaT IpallaBUHHU.

OO0110 BTPENIHO H3THYAHE:

IIpe; it I'maBa I'naBa
MCTPH: Hl;pon CBCTOSHHA 1. HAISIBO / np / Hanoxy Peu 2. Cpeso
TecTa po6H e Pasxomxa HAICHO Pasxonxa
Te
I 32 AR 493 5,21 4,68 5.16 471 4.98
2 33 AR 4,96 532 481 5.50 4.79 5.07
3 34 AR 4,85 5,62 482 5.65 491 5.20
4 35 AR 4,77 5,56 4,72 5,49 4,66 5.01
5 36 AR 482 552 4,65 5.64 471 5.10
6 16 T.C. 5,11 5,41 5,02 5.12 5.10 521
7 17 T.C. 525 5,49 5,26 5.46 5.15 533
8 18 T.C. 5,29 432 523 5.36 5,16 5.05
9 19 T.C. 5,34 5,22 5,30 5,49 5,21 531
10 20 T.C 524 5.32 5,19 546 5.26 531
Cpenno 5,06 5,30 497 5,45 497 5,16
Min 4,77 4,32 4,65 5,16 4,66 4,98
Makc 5,34 5,62 5,30 5,51 5,26 533
Coberosinue: (A.R.) KakTo e nony4eHo, OpuruHaiHo
(T. C.) KonmuimoHupane Ha TeMrepaTypara Pesynratu P (“’"‘") CroifHOCT Ha yTeukara

PesynTatute oTroBapAar Ha u3ncksanusATa Ha FFP2

IponuxBane Ha GpuaTbpHUS MaTepua: M3nuTBaHe Ha HATPUEB XJIOPUJT

N Bpoii Ha MsnurBane Ha HaTpUEB W3uckBanus B chOTBETCTBHE C N
Crerosie npoGuTe xnopua 95 L/min EN 19:2001+ Al :2009 Pesynra
max(%) "
(AR.) 23 3.81
(A.P) 24 3,76 [Monymackure 3a puiTpupane
M3IbIHABAT
(A.R.) 25 3.90 FFP1 < 20% M3HCKBAHHATA HA CTAHZAPTA
(S-W.) I 4.14 EN 149:200 1 2009
(C.Y) 2 4,16 FFP2 <6 % nagenu B 7.9.2 B iuanasona Ha
(M(z.\f\l{.)( | 3 ji() FEpa 1o ITbPBA H BTOPA 3aIINTa
. . 7 5 3 Z KIac
M.S. T.CO) 8 4,78 (FFP1, FFP2)
( 9 4,69
M.S.T.C.)

Kongummonupane: (M. S. ) Mexannuna sikoct
(T. C.) Kongnunonunpane Ha
Temmeparypara (A. R. I Kakro e
MOJTy4eHO, OpuruHaiHo (S. W. )
Cumynupana 06paboTka npu

H3HOCBAHC



CEPTHUDHMUKAILIILLTA

Iponukpane Ha GuATbPHUA MaTepuai: : M3nursane Ha napauuoBo Macio

S i [TapadunoBo M3HCKBAHHS B CHOTBETCTBHE €
Crerosmne HEPOH Mu]c.u]> W3nurBane ¢ EN 149:2001 + A1:2009 Pesyma
TpooduT 95 L/min max(%) !
e
(A.R) 26 427
(A.R) 27 4,20 ITTonymackure 3a gpuntpupane
M3ITBIIHABAT
(A.R) 28 4.16 FFP1 < 20% M3MCKBaHMATA HA CTaHAAPT
(S.W.J 4 3.94 EN 149:2001 + A1:2009
(SW.) 5 3.88 FFP2 < 6% JIaJICHH B To4ka 7.9.2 B
(S.W.) 6 3,76 oOxBaTa Ha ITbpBaTa U
BTOpATa 3alluTa
(M. S. TC)) 10 426 FFP3 < 1% Kj1ac
(MS. T.C. 11 4.27 (FFPI, FFP2)
)
(M.S. T.C) 12 4.36

Konmnumonupase: (M.S) MexannuHa skoct

(T.C.) Konauumonupase Ha TemMneparypata

"(A.R.) KakTo e mosiy4eHo, opuruHain
(S. W.) Cumynupana o6paboTka pu H3HOCBaHE

CBBMeCTHMOCT ¢ KOKaTa: B 10k1a/1a 33 PAKTHYECKOTO U3IBIHEHHE € ChOOILEHO 33 BEPOSTHOCTTa MATEPHAINTE HAa MACKATA B KOHTAKT C KOKATa J1a IPEAM3BUKAT APA3HEHE HIH APYT

HebmaronpusTeH eeKT BbpXy 3/PaBeTo.

3anaaumoct:
c Bpoii Ha B W3ucksanus B cbotBercTBHE ¢ EN P
peTOAH npobiTe oyaa 149:200 1 + A1 :2009 syt
e IPOBEpKa
(AR.) 32 14 dunrpupaa Macka 3a Koca IIpemunaro
(AR) 33 13 He Tpa6Ba Ja ce
(TK) 21 12 6IbCKa WM 1A ®unTpupammTe
2 [POABIIKABA J1a Ce MOJTyMacKH OTTOBApSIT Ha
(T.K) L1 GTBCKA 32 TTOBEUE M3UCKBAHUATA HA
OT 5 s clief cTaHzapra
OTCTpaHsBAHE OT IUIAMbKA
Cnrcrosinue: (A.R.) Kakro e 0JIy4eHO, OpUTHHAITHO
(T.C.) Temneparypa, o0ycnapsma
CBH/IBPIKAHHETO Ha BBIVICPOJICH AMOKCHU/I BbB
BB3JlyXa 3a BJIUIIBAHE:
Cpento
CacrosiHue bpoii Ha|  ChabprkaHue Ha co2 BbB Bb31yXa, ChIbPIKAHHE M3uckpauus B CbOTBETCTBUE C Pesynrat
poGuTe 3a BaMIIBaHe [%] no Ha co2 0T EN 149:2001 +A1:2009
obem Bb3/lyXa 3a
BJIUIIBAHE
(AR) 41 0.91 TIpemunaTo
(AR) 2 0.83 0.89 Cobabprkannero Ha CO2 BbB o
. Bb3/IyXa 3a BJMIIBAHE HE WITPUPAHC Ha
(AR) 43 0,92 MOJTyMacKH
TpsiOBa J1a HaJBUIIABA CPEIHO AT
1,0 % ot otema. H3MCKBAHMSTA HA
CTaHzapT

Cscrosirue: (A.R.) KakTo e mony4eHo, OpuruHaaHo

Kouan 3a rnasa: B jiokiajia 3a npakTuyeckoTo usibiaHeHne. He ca okiaiBaHy HeOIAronpusaTHY MOCIEAUIM 32 CTA0MIHOTO 33/IbpiKaHe Ha
MacCKaTa Ha KOJIaHa 3a rijiaBa, 3a OGHH/ITC CBOMCTBA 3a H3THYAHE HaBBTPE.

Tlorne Ha BizmMoCT: B 10K1a1a 3a mpakTHYeckoTo u3mbiHenne. He ca JokaBaHy HexenaHH eeKTH 33 XapaKTePHCTHKUTE Ha 3PUTEIHOTO MOJIe.

Conporusiienue npu Aumane: Baumsane

YcroiunBocT npu

(mbar)
BJIMIIBAHE

WsnckBanust B
Crcrosinue Bpoii Crkopoct Wi3uckBanus B Jle6ur 95 CBOTBETCTBHE C Pesyntar
Ha Ha cpotBercTBHE ¢ EN L/min EN 149:2001 +
npoou MOTOKA 149:2001 + A1:2009 Al :2009
e 30 L/min
(AR) 29 0,5 1,5
(AR) 30 04 1,3
(AR) 31 0,5 FFP1<0,6 1,6 FFP1<2,1
(S. W) 1 0,5 14
(S.W.) 2 0,6 FFP2<0,7 1,5 FFP2<24 IIpemuna
TO
(S.W.) 3 0,6 14
(TK) 13 0,5 FFP3<1,0 1,6 FFP3<3,0
(TK.) 14 0,5 1,7
(TK) 15 0,5 1,7

Cserosaue: (A. R.) Kakro e nonygeno,
opuruHaiHo (S.W.) Cumyiaupato Tpetupase



YHUBEPCA
JIEH

TpH M3HOCBAHE CEPTHUDUKAILIU S
(T. C.) TemnepaTypHO KOHMIIMOHUPAHE



CLHPOTHBJ’[eHI/le Ha aumaHeTto: V3aumBane

Tlonoxxennero Ha TaBaTa Ha

ChBIIPOTHBIICHHUE NIPU U3IUIIBAHE

. MaHEKeHa JleOur W3uckBanus B
CobcTosHNE Bpoii na .
poGie 160L/min B CbOTBETCTBHE C Pesynrartu
EN 149:2001 +
A1:2009
C nuue JUpeKTHO 2,2
C nuue BepTUKAIHO Harope 2,1
(AR) 29 C Jsine BepTHKAIHO HA/IOITy 2,1
Jlexxa Ha nsBata cTpaHa 23 FFP1 3
Jlesxa Ha fsicHaTa cTpaHa 2,0 penusar
C nune TUpeKTHO 2,0 FFP2 3 o P
C nuue BepTUKAJIHO Harope 2,0
(AR) 30 C nure BepTUKAIIHO HAJOITy 2,1 FFP3 3
Jlexxa Ha nsiBaTa crpaHa 2,0
Jlexxa Ha nsicHaTa cTpaHa 24
Crcrosiaue: (A.R.) KakTo e nonyueHo, opuruHaiHo
CbnpoTHBJIeHHE HA TUINAHETO: M3mimBane
Tlonoxennero Ha rnaBata Ha | CBHOPOTUBICHHE MPH H3IHIIBAHE
N MaHEKEHa Jleour W3uckBaHus B
CopcTosHIE Bpoit Ha .
npoGuTe 160L/min B CbOTBETCTBHE C Pesynrartu
EN 149:2001 +
A1:2009
C nuue JUpeKTHO 2,2
C nume BepTUKAIHO Harope 2,1
(AR) 31 C nure BepTUKAIHO HATOIY 1,9
Jlexxa Ha nsBaTa cTpaHa 2,1 FFP13
Jlexxa Ha nsicHaTa cTpaHa 2,0 Mpemmsar
C nuue JUpeKTHO 2,2 FFP2 3 o P
C nuue BepTUKAJIHO Harope 2,2
(S.W.) 1 C nune BepTUKATHO HAOIY 2,0 FFP3 3
Jlexxa Ha nsiBaTa crpaHa 23
Jlesxa Ha fscHaTa cTpaHa 24
Cacrosiaue: (A.R.) Kakro e nomy4eHo, opuruHaiHo
(S.W.) Cumynupana o0paboTka Ipu H3HOCBaHE
CLHDOTMBJ’ICI—IMC HA THINAHETO: I/I3I[I/H_HBaHC
IMonosxeHuero Ha rnasara Ha | CBIPOTHBIEHNE NIPY M3MIIBAHE
CheTOSHIE Bpoi ua MaHEeKeHa Jlebur . W3ucksanus B
poGiTe 160L/min cboTBeTcTBUE ¢ EN Pesynraru
149:2001 + A1:2009
C nuue JUpeKTHO 2,0
C nuue BepTUKAIHO Harope 23
(S.W) 2 C nu1e BepTUKAIHO HAJOIy 2,0
Jlexxa Ha nsBaTa cTpaHa 2,0 FFP1 3
Jlexa Ha nsicHaTa cTpaHa 2,2
C nuue JUpeKTHO 2,1 FFP2 3 gpeMHHaT
C nuue BepTUKAJIHO Harope 23
(S.W.) 3 C nuie BepTHKAITHO HAJIOTY 2,0 FFP3 3
Jlexxa Ha nsiBata ctpaHa 2,1
Jlexa Ha nsicHaTa cTpaHa 2,1
Ob6nekuasane: (S.W.) CuMynupaHo TpEeTHpaHE ¢ HOCEHE
ConpoTHuBJIeHHEe HA IuIIaHeTo: M3aumBane
IMonosxenuero Ha rnaBata Ha | CBIPOTUBIEHME NPU U3UILBAHE
CheTosHIE Bpoii Ha MaHEeKeHa Jebut . W3nckBanus B
npobiTe 160L/min cpoTBeTcTBHE ¢ EN Pesynratu
149:2001 + A1:2009
C nuue JUpeKTHO 2,0
C nuie BepTHKAIHO HArope 2,4
(TK) 13 C sune BepTHKAIHO HA/I0ITy 24
Jlesxa Ha nsBaTa cTpaHa 22 FFP1 3
Jlexxa Ha ncHaTa cTpaHa 2,3
C nune TUpeKTHO 2,1 FFP2 3 gpeMHHaT
C nuue BepTUKAIHO Harope 2,2
(T.K) 14 C nuue BepTUKAJIHO HaJlOIy 2,1 FFP3 3
Jlexxa Ha nsBaTa cTpaHa 22
Jle:xa Ha nsicHaTa cTpaHa 2,1




Kounnuunonupasue: (T.C.) TemmnepaTypHO KOHIHUIIHOHUPAHE



YHUBEPCA
JIEH

CEPTUD®HUKAIIH A
CorporuBienne npu gmmande: M3nuisaxne

Epoii TI0JIOYKEHUETO Ha TJ1aBaTa Ha ChIpOTHBIICHUE TTPU
ChcrosiHNE pout MaHEeKeHa U3IMIIBaHE

Ha Jebur HW3HCKBaHMS B ChOTBETCTBHE C

npobu 160L/min | EN 149:2001 + A1:2009 Pesynrath

Te
C nume IUpeKkTHO 2,0 FFP1 3
C nuue BepTuKanHo Harope C 2,1

(TK) 15 JIUIe BEPTHKAIHO Hagoury Jlexa 1.9 FFP2 3

Ha JIsiBaTa CTpaHa 2,0 IIpemMunaTo
Jlexxa Ha nscHaTa cTpaHa 2,0 FFP3 3

Konauunonupane: (T.C.) TemneparypHO KOHINLHOHUPAHE

3amymBane: To3u TecT He ce npuiiara 3a GUITpUpaIaTa YaCTUIH MOJIyMacka, KOsITO He € 3a MHOIOKpaTHa yroTpeoa.
(3a ycTpoiicTBaTa, U3M0I3BaHU 32 €/JHA CMsIHA, M3MUTBAHETO 3a 3aIlyIIBAHE HE € 3a/IbJDKUTEIIHO. 3a YCTPOWCTBAaTa 32 MHOTOKpaTHA yIoTpeOa
H3IIMTBAHETO € '3'(1,'['};J[)Kl/‘l'l't‘,,IH04)

Hpommsaﬂe Ha (l)l/IJ]T'l)lelSl MmaTepuaJ: ToBa M3MUTBaHE HE CE Ipujiara 3a @Mm‘pnpama TIoJIiyMacKa 3a 9aCTHUIIH, KOSATO HE € 38 MHOTOKpaTHa yl'IOTpCGEL

Pa3rio6siemu yactu: [IpogyKThT HsIMa pa3riao0seMu 4acTu.

MapkupoBka - OnakoBka: HeoOxo/imara MapkupOBKa e HaJIMYHA BbPXY IPOJIYKTA U HErOBaTa OIIAKOBKA,

MudopmanusTa ce npesocTass OT IPOU3BOAUTEN: BB BCsKa 0T Hall-MaJKUTE HAJUYHH B ThPrOBCKAaTa MPEKa OMAKOBKU Ha HPOIYKTA CE ONMPEAEIAT MEPKH
3a KOHTPOJI IIPe/Iu yroTpeba (MHCTPYKIMS 32 MOHTAK). IPETYNPEkK/ICHNS H OTPaHNUCHHS 3a yroTpeda. ChbXpaHeHNE U 3HAUCHHUE Ha
CHMBOJINTE/TIMKTOT PAMHTE.

[NOAI'OTBEHA OT OJIOBPEH OT

Mept Trokenme3 (Mert TU Suat I<KA(MAZ /7
Excrnept mo JuvHUTE Mpejrn ['eHepaneH MEHUKBD r P
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