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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

'-‘Pa;g'e H7J /
\ o+ . y
"} ¢




UNIVERSAL

CERTIFICATION

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

CEPTUDUKAT EBPOIIEMCKOI'O
TUIIOBOT'O UCIIBITAHUSA

Ceprudpuxar Nr: 2163-PPE-639
Cpe,I[CTBa 3alIUThI OPTraHOB AbIXaHUA, (I)I/IJ'ILprI()H_II/Ie TMOJIyMAcCKH! JJIA 3alIUTBI OT YaCTUIL[ IPOU3BOACTBA

I'yanayn YIDAO Medical Technology Co. , LTD.

Komnara 302, 3manme 2, Ne [, mepeymnok I, ynrma Xiju Road, Hengli, ropon [lynryass, mpoBUHINSA
I'yannys,
P. P. KUTAI

IMMPOBEPAIOTCA U OUCHUBAIOTCSA B COOTBETCTBHUU C

EN 149:2001+A1:2009 CpeacrBa 3alIMThl OPraHOB JAbIXaAHUSA -
OuIbTPYOUINE MOJYMACKH JJISl 3aIHMTHI OT yacTul - TpeGoBanus,
HCNBITAHUS, MAPKHPOBKA

Ha ocHoBaHny pOBEAEHHOIO TUIIOBOI'O UCIIBITAHUS C OLEHKOM IIPOTOKOJIOB UCIIBITAHUH,
TEXHUYECKOTO (paiiima B COOTBETCTBHUH C PeritaMeHTOM 0 cpeicTBaX MHANBUAYAIFHON 3aIIATHI
(EC) 2016/425 TlpwinoxxeHue 5, yTBEPKIACHO, YTO MPOJAYKT COOTBETCTBYET TPEOOBAHUSIM
perizamenTa. [TogpoOnas nHbOpMAIHI O COOTBETCTBUH OCHOBHBIM TpeOOBaHHUAM NPUBEACHA B
TEXHUYECKOM oT4eTe 1o HoMepoMm 2163-PPE-640.

Onpenesienne NpoaAyKTa
®upmeHHoe HaumenoBanue: YPHD
Mogens: YD-002 ®unbrpytomas

MoJyMacka
Monnasn BuyTpennss yreuka: Knacc - FFP2

3/1ech TPOU3BOIUTEIIO PAa3pEICHO HCII0Ib30BaTh HOMEP HOTU(GHIIMPOBAHHOTO oprana (2163)
1 OH MOXKET yCTaHOBUTH 3HaK CE, Kak Moka3aHo HUXKE, Ha MOJIEISIX TPOAYKTOB KATErOpUHU
111, mpuBeIEHHBIX BHIIIIE, C;

. Brimaga cooTBeTcTBYIOMICH nekmapannu cootBeTcTBrs EC B
COOTBETCTBHHU C PersiaMeHTOM 0 cpeacTBax HHAMBHAYa bHOH 3aumThl (EC)
2016/425 Mpuaoxenue 9.

¢ TlocTosIHHOE YCHEITHOE BBITOTHCHNE TPEOOBAHUH, H3II0KCHHBIX B [locTaHOB/IeHUH O
cpeacTBax UHAUBHTyaIbHOM 3amuThl (EC) 2016/425 1 rapMOHU3UPOBAHHBIX
CTaHIapTax, 00eCIeUeHHOE OlICHKaMK Ha OCHOBE IMpuioskenus 7 (Moxyans C2) uiu
Ipunoxenus 8 (Moayas 0) [locranoBienust He no3aHee 1 roja ¢ Hayasia CepUuHOTO
NIPOU3BOJCTBA

JlaHHBI cepTU(UKAT TTepBOHAYaTbHO BhIaH 28/04/2020 u OyneT neiicTBUTENEH B TEYCHUE 5
JIET, €CJIM HE TIPOU30i/IeT N3MEHEHUH B COOTBETCTBYIOIIIEM TaPMOHU3MPOBAHHOM CTaH/APTE,
BIMSIOMINX HA OCHOBHBIE Tpe6OBaHg;1 10 OXpaHe 3710pOBbs ¥ OE30ITaCHOCTH.

e

TpeOOBaHMSL.

2163

JleCTBUTEILHOCTD
aToro ceprudukara
MO’KHO TIPOBEPHUTH
OHJIAlH.



Jupexrop

Cyar KAUMA3 -
YHUBEPCAJIbHA Sl CEPTUDUKALMA

|
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OTYET O TEXHUYECKOM OIIEHKE

JATA/HOMEP OTUETA: 28.04.2020 / 2163-I1I1-640

Kmuent: Guangdong YIDAO Medical Technology Co. LTD. .
Anpec: Komuara 302. 3nanue 2. Homep 1. Ilepeynok 1. Xiju Road. Hengli. 'opox dynryaus. [posusius 'yanays. I1. P. KUTAU

Hacrosiiuuii 0T4eT MOATOTOBJICH [UIs BBILICYKA3aHHOTO W3JIEJMsi W3TOTOBHTENEM B COOTBETCTBUM C PE3yJbTATAMH HCIBITAHHUH, [POBEICHHBIX UL
uzaenus ot 25.04.2020 ¢ npentuduxaropom 04-2020-T-053 Ha ocHoBe cTanmapta EN 149: 2001 +A1: 2009. TexHudeckas rinTKa WK IPOU3BOIUTEIb,
a TaKKe OLIEHKA PUCKA B COOTBETCTBHUH C OCHOBHBIMH TPEOOBAHMSMHI OE30MACHOCTH 30POBbS M OTYET 00 HCIBITAHUSX OBLIM OLEHEHBI HAa PEAMET UX
cootHomenus ¢ OcHosHbIMU TpeOoBanusMi [10710KeHHs 0 CPeICTBAX MHANBU/YANIbHOM 3aIIUTHI M IIPH3HAHBI COOTBETCTBYOIMMU.

Hacrosiiuii oT4eT SBISETCS NPUIOKEHUEM M HEOTHEMJIEMOH 4acThio cepTu(ukara TunoBoil skcnepruszsl EC Ne 2163 - PPF. - 639, BbiianHoro
MPOM3BOIUTEINIO. Pe3ysbTaThl UCHBITAHUNA M BBIIAHHBIA CEepTH(UKAT OTHOCATCS TOJIBKO K MCIBITAHHOW MOJENH. TeXHUYECKHH OTYeT COCTOUT u3 7

CTpaHuL.

Omnwucanne npoaykra: [lomymacka ¢ punbTpanueil 4acTui
[Monuas BHyTpennsis yreuka: Knaccubukaums - FFP2

Toprosas mapka :YPHD
Mogens : YD-002

‘\"'-:géig'e I|71//W

\
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noJioskenust cranaapra EN 149: 2001 +Al: 2009, orHocsimuuecst K AMPeKTUBE eBPONEHCKOro co3a
TPEBOBAHUS EC 2016/425

LI. IIpyuHuMIIbI NPOCKTHPOBAHUSA

L.ILI. Dpronomuxka

CU3 noymKHBI ObITH CIPOEKTHPOBAHBI M H3TOTOBJICHBI TAKKM 00Pa30M, YTOOBI B IPOIHO3MPYEMBIX YCIOBHSX HCIIOIb30BAHM, ISl KOTOPBIX OHU HPEeHA3HAYCHDI,
0JIb30BATENIb MOT HOPMAJILHO BBINOIHSATE CBA3aHHYIO C PUCKOM JAEATEIBHOCTD, TI0JIb3YACh P ITOM COOTBETCTBYIOMIEH 3aIIUTON MaKCHMAaIbHO BO3MOKHOTO
YPOBHSL.

1.1.2. YpoBHM U KJIacChl 3aIIHThI

1.1.2.1. MaKkcuMaJbHO BO3MOKHBII YPOBEHb 3aLIIHTHI

OnTHMAaJIBHEIA yPOBEHB 3aIUTHI, KOTOPbII 0JKEH OBITh YUTEH HPH IPOSKTHPOBAHUH, - 3TO YPOBEHb, IPH NPEBBILICHHH KOTOPOrO OrPaHUYEHHs, CBA3aHHbIE C
nomennem CU3, GyayT npensrcToBath nx 3Q(EKTHBHOMY HCIIOIb30BAHUIO B IIEPHOJL BO3IEICTBHS PUCKA MM HOPMAJIBHOTO BBITIOJIHEHHS JICATEIbHOCTH.

1.1.2.2. Kinaccsl 321U ThI, COOTBETCTBYIOLME PA3THYHBIM YPOBHAM PHCKA
Ecin paznuyHble MPOrHO3UPYeMbIe YCIIOBUSI HCIIOIB30BAHNS TAKOBBI, YTO MOYKHO BBIJEIIHTH HECKOILKO YPOBHEH OHOTO U TOTO XK€ PHCKa, IIPU pa3paboTke
CU3 10/KHBI OBITH YUTEHBI COOTBETCTBYIOIINE KIIACCHI 3ALUTHI.

1.2. Be3speanocts CU3
1.2.1. OrcyrcTBHE PUCKOB M APYIHX HEOTHEMIEMBIX HEIPHUSTHBIX (DAKTOPOB
CU3 1osmKHbI ObITh CIIPOCKTHPOBAHbI M H3TOTOBICHBI TAKIM 00pa30M, YTOOBI HCKIIOUNTh PHCKH I APYTHE HEPUATHbIC (DAKTOPBI B IPOTHO3MPYEMBIX YCIOBHSX UCIIOIb30BAHMS]

1.2.1. I. IToaxoasimue cocTaBHbIC MATEPHAJIbI
Marepuaisl, 13 KoTopbIX n3roropnensl CU3, Bkiodas moOble BO3MOKHBIE IPOTYKTBI HX PA3N0KEHUs, He JOIKHBI OTPHLATENHO BIMATh Ha 310POBbE WIH 6€301aCHOCTh
TI0JIb30BATENICH.

1.2.1.2. YoB/IeTBOpHTE/ILHOE COCTOSIHHE MOBEPXHOCTH Beex yacTeil CU3, KOHTAKTHPYIOIIHX € MOJIb30BaTeIeM
Jro6as wacts CU3, KoTOpas compukacaeTcst WK MOXKET COIPHKACAThCs ¢ MoIb3oBaTeneM npy Homrennn CU3, He 10/DKHA IMETh MIePOXOBATHIX MOBEPXHOCTEI,
OCTPBIX KPaeB, OCTPBIX TOUEK M TOMY I10JI0OHOT0, YTO MOJKET BBI3BATh YPE3MEPHOE Pa3IpaskeHHe UIIH TPABMEL.

1.2.1.3. MakcHMaJIbHO 10Ny CTHMOE NPensiTCTBHE ISl 0JIb30BaTeIs!
JIio6w1e npensarcTBus, cosaaaembie CH3 1151 copepiiaeMbIX JBHKEHHH, TPHHUMAEMBIX 1103 H CEHCOPHOTIO BOCHPHUSATHS, I0JIKHBI OBITh CBEIEHBI K MUHUMYMY|:
CU3 He 10IDKHBI BBI3BIBATH JBHKEHHUH, TIPEJICTABIISIONIMX OMACHOCTD JUIS T10JIb30BATENIsl MM APYTUX JIUIL.

1.3 Komdopr u 3dpdexTuBHOCTD

1.3.1. Apantanus CHU3 k mopdoioruu noJib3oBareist

CU3 nomxHBI OBITH pa3pabOTaHBl M M3TOTOBIEHBI TAaKUM 00pa3oM, YTOOBI CIIOCOOCTBOBATH MX MPABMIBHOMY Pa3MENIEHHIO Ha IOJb30BaTele M
0CTaBaThCS HA MECTE B T€UCHHE 0003PUMOro MEPHOJIA HCIIONIB30BAHMS C y4eTOM (DAKTOPOB OKPYKAKONIEH CPE/Ibl, BBINOIHACMBIX JCHCTBHI U NPUHAMACMBIX
no3. /I 5T0ro fo/mkHa OBITh MpeaycMoTpeHa Bo3mMoxkHocTh afantaun CU3 k mMopdosnornn mosb30Batelis ¢ MOMOIIBIO BCEX COOTBETCTBYIONIMX CPE/ICTB,
TaKMX KaK a/IeKBaTHBIC CUCTEMBI PETYINPOBKH U KPEIUICHNs MM MPEI0CTABICHIE aeKBAaTHOTO INAMa30Ha Pa3sMepOB.

1.3.2. JlerkocTh ¥ POYHOCTH KOHCTPYKIIMH

CU3 nomKHbI OBITH KaK MOXKHO Jerde 6e3 ymepoa Jutst podHOCTH i (()EKTHBHOCTH KOHCTPYKIIHH.

IToMHMO KOHKPETHBIX JIOMONHHTENBHEIX TPEOOBAHMIT, KOTOPBIM OHHM JIOJKHBI yJOBJIETBOPATH JUIS 0OECTICUEHHS aJIeKBATHON 3aIIMTHI OT COOTBETCTBYONINX
puckoB (cM. 3). CHU3 nmomkHBI OBITH CIOCOOHBI MPOTHBOCTOATH BO3JCHCTBHIO SBICHUH OKPYKAIOMEH Cpejibl, MPUCYIIUX MPOTHO3MPYEMBIM YCIOBHAM
HCTIOJB30BAHMUS

1.4. Uadopmanusi, npeaocTaBjJieHHAsi IPOM3BOAUTEEM
[Ipuveuanus, KOTOPBIE JIOJIKHBL OBITH COCTABIEHBI IIEPBBIM U TIPEIOCTaBIeHb! IPH BIycke CU3 Ha PBIHOK, JOMKHBI COAEPKATH BCIO HEOOXOAMMYI0 HHYOPMALHIO 0:

a) B jonosnHeHne k Ha3BaHUIO U aapecy Mpou3BOAUTEIIA W/WIHI ero YIOJTHOMOYEHHOI0 IPEICTABUTEIS, YUPEKACHHOI'O B Coobrectse

b) XpaHCHI/Ie, HCIIOJIb30BAHUE, OYUCTKA. YXO, 060Hy)KI/IBaHI/Ie n I[CBI/IHCbeKLII/IfI. O4YUCTKA. YXOI 1IN Z[C3I/IH(1)I/IHI/IpyIOHIa}I 3amurTa,
PEKOMEHIOBAaHHAas ITPOU3BOAUTEIIAMI, HE TOJDKHA OKa3bIBaTh HErATUBHOI'O BOSHCﬁCTBHH Ha CU3 win nons3oBateneii pu NPpUMEHEHUN
COTJIACHO COOTBETCTBYIOIINUM MHCTPYKIUAM:

c)  XapakrepucTuku, 3aMKCUPOBAHHBIE B XO/I€ TEXHUUECKUX MCIIBITAHMIT JUIsl IPOBEPKH YPOBHEIT HIIM KJIACCOB 3aIIUThI, 00ecieunBaembix JannsmM CU3:
d) Toaxomsumme npunamtexuoctn CU3 1 XapakTepPUCTHKI COOTBETCTBYIOLIIX 3aIaCHBIX JaCTeil;

e)  Kiacchl 3ammThl, COOTBETCTBYIOIIIE PA3INYHBIM YPOBHSIM PHCKA, X COOTBETCTBYIOLINE OTPAHIICHYS HIIH HCIIOJb30BAHHE:

f)  Cpox ycrapesanus Cpok yerapesanus OC Wil HEKOTOPBIX HX KOMIIOHEHTOB;

g)  Tun ynakoBKu, IPUTOHON /TSl TPAHCTIOPTHPOBKH;

h) 3mauenne moboit MapkupoBKH (cM. 2.12)

i) Tpu HEOOXOAMMOCTH CCHUTKH Ha J[UPEKTHBEL, MPUMEHsieMble B cooTBeTcTBHI co CTaTheii5(6)(b);

j)  Hassanme. anpec 1 uaeHTH(UKAUMOHHBIT HOMEp HOTH(UIMPOBAHHOTO OPrana, yuacTByIomero B paspadorke CH3
OTH IpUMeyaHus, KOTOPbIE J0JKHBI ObITh TOUHBIMU U TIOHATHBIMH, TOJDKHBI OBITh HPEICTABICHBI, 10 KpaitHell Mepe, Ha O(QHUIMaIBHOM S3bIKE (S3bIKaX)
rocy/1apcTBa-ueHa Ha3HaueHUs
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2. JOIIOJIHUTEJIBHBIE TPEBOBAHU A, OBIIUE JIJIA HECKOJIbKHUX KJIACCOB WJIN TUIIOB PPE

2.1. CH3, BriII0YAIOLIHE CHCTEMbI PeryJIHPOBKHU
Ecmu CU3 BrimtoyaroT B ce0s CUCTEMbI PEryIMPOBKH. MOCIIETHUE JIOJDKHBI ObITh CIIPOCKTHPOBAHBI U H3TOTOBICHBI TAKMM 00pa3oM, 4To0bI ocie
PETyJIMPOBKU OHH HE PACCTETMBAINCH HETIPETHAMEPEHHO B 0003PUMBIX YCIIOBUSAX MCIIOIb30BAHMUS.

2.3. CU3 nuist auma, 11a3 v AbIXaTeJIbHON CHCTeMBbI

JIro6oe orpannueHue Jniia MoJab30BaTeNs, rinas. [lose 3peHns uim apIxaTebHas CHCTEMa A0JDKHBI ObITh CBE/ICHBI K MUHUMYMY.

Dxpanbl A1 3TuX THIoB CU3 10KHBI UMETh CTEeNeHb ONTHYECKOH HEUTPaTbHOCTH, COBMECTUMYIO CO CTETIEHBIO TOYHOCTHU U MPOJODKUTEILHOCTHI
JICATEILHOCTH MOJIb30BATEIS.

Ipu Heodxoxumoctu Takue CU3 nomkHbI ObITh 00paOOTaHBI MM CHAOKCHBI CPEACTBAMIE JUISI IPEA0TBPAIICHHUSI 3aI0TEBAHMUSL.

Mogenu CU3, npepHa3HaueHHBIE IS [10J1b30BATEIICH, HY)KIAIOUMXCS B KOPPEKLIMU 3PEHUS, T0JKHBI ObITH COBMECTHUMBI C HOILICHUEM OYKOB HIIN
KOHTAKTHBIX JIMH3.

2.4. CU3, noaBeprkeHHbIe CTAPEHUIO

Ecnu u3BeCTHO, 9TO Ha MPOEKTHBIE XapaKTePUCTUKH HOBBIX CH3 MOJKeT cymiecTBeHHO MOBIHATH CTAPEHHE, MECSI] U T0J] N3TOTOBIEHHS H/HIH, ECITH
BO3MOXKHO, MECAIl U TOJ yCTAPEBAHMS JODKHBI OBITH HECMBIBAGMO M HEIBYCMBICICHHO 0003HauYeHbl Ha KaxuoM mpeamere CU3, mocTaBisemMoMm Ha
PBIHOK, U Ha CT0 YNaKOBKE.

Ecnu npousBoauTens He MOXKET JaTh 00S3aTEIbCTBO B OTHOMIGHHU CpoKa ciyxObl CH3. ero MHCTpYKIMH JOJKHBI COAEPKATh BCIO MH(OPMAIHIO,
HEOOXOZUMYIO JUIi TOro, YTOOBI IIOKYIATeNb MM IOJIb30BAaTENIb MOI YCTAHOBHTb PAa3yMHBIIl MECSI] M TOJ YCTapEBAaHMS. C y4CTOM YDPOBHS
KauecTBa MOJEIH 1 d(P(EKTUBHBIX YCIOBUH XPaHEHNUS, HCIIOJIb30BAHUS. OUMCTKH, 00CITY)KMBAHUS U yXOJ1a.

Ecnu 3ametHoe u ObicTpoe yxymmeHue xapaxrepucTuk CH3 MoeT ObITh BBI3BAHO CTAPEHMEM B PE3ysbTaTe NEPUOAMUECKOTO MCIIONb30BaHMUS
TpoIecca OUUCTKH, PEKOMEHIOBAHHOTO MPOM3BOAUTEEM, HOCIETHUN JOKEH, 0 BO3MOKHOCTH, HAHECTH MAapKUPOBKY Ha KaKJI0€ U3Jenue
CH3, nocrapisieMoe Ha PHIHOK, C yKa3aHMEM MaKCHMAJIbHOI'O KOJIMYECTBA ONEpalil OYMCTKH, KOTOPbIE MOTYT OBITh MPOBEJIEHB! JI0 TOIO, Kak
obopynosanue OyzneT HEOOXOAMMO IIPOBEPUTH MM BBIOPOCHTB. Ecim Takas MapKupoBKa He HAaHECEHA, NPOM3BOAMTENL JOJKEH yKasaTbh ITYy
MHGPOPMALIUIO B CBOUX MHCTPYKIIUSIX.

2.6. CU3 nuist McnoJib30BaHMsA B MOTEHIMAILHO B3PBIBOONACHOI aTMochepe

CU3, npenHa3sHaYeHHbIE JUIS HCIIOIb30BAHKS BO B3PBIBOOIIACHBIX CPEJIaX, JIOJDKHBI OBITh pa3paboTaHbl M M3rOTOBJIEHBI TAKMM 00pa3oM, YTOOBI OHH He
MOIJIH OBITh UCTOYHUKOM 3JICKTPHYECKOM, JJIEKTPOCTATUYECKOH MM BBI3BAHHOW yJIAapOM Jyrd WM HCKPbI, CIIOCOOHON BBI3BATH BOCILIAMEHCHHE
B3PBIBOOIIACHOW CMECH.

2.8. CU3 n1s1 BMeIaTeJIbCTBA B 0000 OMAaCHbIEe CHTYAIHH

Wncrpykimu, npuiaraemele npoussogutenem k CU3 st geficTBril B 0000 OMACHBIX CUTYAIHUSIX, JOJDKHBI COAEPXKATh, B YACTHOCTH, JTaHHBIC,
Npe/IHA3HAYCHHBIE /1711 KOMIIETCHTHBIX, 00YYEHHBIX JIUL], KOTOPbIC HMEIOT [IPABO HHTEPIPETUPOBATH X U 00ECIICUNTH UX MPUMEHEHHE M0JIb30BATEIIEM.
B uHCTpyKIMAX Takke A0KHA OBITH OMKCAHA POIIeypa, KOTOpas JOJKHA ObITh MPHUHSTA [UIsl TOTO, 4T00b! yoeanuThes, uto CU3 npaBuibHO
OTpPEryIupOBaHbl U (PYHKIHOHUPYIOT MPU HOLICHHH mosp30BaTeseM. Ecian CU3 ocHaIeHbI CHTHATIOM TPEBOTH, KOTOPBIN BKIIOYACTCS IPH OTCYTCTBHH
00BIYHO 00ECTICYNBAEMOr0 YPOBHS 3aIUThI, CUTHAI TPEBOTH J0JDKEH ObITh pa3paboTaH U pa3MelieH TakuM 00pa3oM, 4TOObI OH MOT OBITh
BOCTIPHHSIT MOJTB30BATENIEM B IIPOTHO3UPYEMBIX YCIIOBHSX HCTIONB30BAHMSL.

2.9. CH3, Briouaouie KOMIIOHEHThI, KOTOPbIe MOTYT ObITh OTPErYJIHPOBAHbI HJIH CHSTHI N0/Ib30BaTeIeM

Ecmu CU3 BriI04atoT B ceOst KOMIIOHEHTBI, KOTOPbIE MOTYT ObITh IPUKPEIICHBL, OTPEryTMPOBAHBI WM CHSATHI TOJIH30BATEIIEM ISl 3AMEHbL. TAKHE
KOMITOHEHTBI J0JDKHBI OBITH CIPOSKTHPOBAHbI H M3TOTOBIEHBI TAKUM 00pa3oM, 4TOOBI HX MOMKHO OBLIO JIETKO PHKPEINTh, OTPEryINpOBaTh U CHATH 6e3
HCTIOIB30BAHUS HHCTPYMEHTOB.

2.12. CU3, umeromue oiMH HJIM HECKOJIbKO WICHTH(UKAIMOHHBIX HJIH ONO03HABATEIbHBIX 3HAKOB, IPSIMO WM KOCBEHHO OTHOCSIIUXCS K
oXpaHe TPy/Aa M TeXHHKe 0e30MaCHOCTH
VneHTnduKanoHHbIe WK OMO3HABATEIBHBIC 3HAKH, TIPSMO WM KOCBEHHO OTHOCSIINECS K 310POBBIO M O€301TaCHOCTH, HAHOCHMBIC HA 3TH THIIBI WX
KJIACChI, TIPEIIIOYTHTENBHO J0KHBI UMETh (POPMY FrapMOHHM3UPOBAHHBIX MTUKTOIPAMM MIIM HICOTPAMM U JOJDKHBI OCTABATHCSI XOPOIIO YMTAEMBIMU
B Te4eHHe Bcero obozpumoro cpoka ciyx0br CHU3. Kpome Toro, 3T 3HAKM JODKHBI OBITH ITOJHBIMH, TOYHBIMHM M TOHSTHBIMH, YTOOBI
MIPEAOTBPATUTH JTI000C HEMPABHILHOE TOJIKOBAHUE: B YACTHOCTH, €CJIM TAKME 3HAKHU BKIIFOUAIOT CJIOBA WIIM MPEIOKEHHS, MOCICTHIE TOIDKHBI
OBITh HATIHCAHBI HA ODHIUATBHOM SI3bIKE (53bIKaX) TOCYAApPCTBA-UICHA, B KOTOPOM 000pyI0BaHHe OYIET HCIOIb30BAThCSL.
Ecnim CU3 (wim xommnoneHt CU3) ciuimmkoM Manmbl, 4TOOBI Ha HHX MOXHO OBLIO HAaHECTH XOTS Obl 4acTb HEOOXOAMMON MAapKHPOBKH,
COOTBETCTBYIOMIAsE HH(POPMALIHS T0KHA OBITh YKa3aHa Ha YITAKOBKE U B TIPUMEYAHHSX TIPOM3BOJUTEIIS.

. JONMOJIHUTEJIbHBIE TPEBOBAHMU S, XAPAKTEPHBIE /IVISI KOHKPETHBIX PUCKOB
3.10.2. 3ammTa OT KOKHOI'0 M IJIA3HOI0 KOHTAKTA
CH3, npenHa3Ha4eHHbBIE IS MPEAOTBPAIICHUS TOBEPXHOCTHOTO KOHTAKTa BCETO Tella MM €TO YacTH C BEIIECTBAMH M CMECSMH, ONACHBIMHU
JUISL 3/I0pOBBSI, WIM C BPEIHBIMH OMOJIOTMYECKUMH areHTaMH, JIOJDKHBI OBbITh CIIOCOOHBI MPEJIOTBPAIIATh MPOHUKHOBEHNUE WIIM NPOHUKAHHE
TaKUX BEIECTB, CMECEH U areHTOB Yepe3 3allUTHBIC TIOKPOBBI B 0003PHMbIX YCIOBUSIX HCIOIB30BAHMS, TSl KOTOPBIX TpeHasHayeHsl 31 CU3.
Jlnst 3TOro COCTABISIIONINE MaTephalibl M APyrue KOMIOHEHTH! 3THX BHI0B CU3 m0mkHBI OBITH BBIOpAaHBI MM Pa3pabOTaHbl U BKIIOYEHBI TAKUM
00pazom, 4TOObI 00€CTIeUNTh, HACKOJIBKO 3TO BO3MOXKHO, MOIHYIO FePMETHIHOCTh, KOTOPAst MO3BOJIUT, IIPH HEOOXOIMMOCTH, INTEIILHOE EKETHEBHOE
UCIOJIb30BaHNE, UM, B IPOTUBHOM CITy4ae, OTPAHUYCHHYIO I€PMETHYHOCTD, TPEOYIOIIYI0 OrpaHMYCHUS MIEPUOIa HOILICHHSI.
Ecnu B cuity cBoeil mpupobl M MPOTHO3UPYEMBIX YCIOBHI HMCIONB30BAaHUS HEKOTOPBIC BEIECTBA U CMECH, OMACHBIC /IS 3I0POBbS, MIH BPEIHBIC
Ounosormyeckre areHThl O00JIaJaloT BBICOKOM IPOHMKAIOIICH CIIOCOOHOCTBIO, KOTOpAs OTrPaHWYMBACT IIPOJOJDKUTEIBHOCTh 3allWTHI,
obecrieunBaeMoii cootBeTcTByommME CU3, mocne e JOMKHBI ObITh OJBEPTHYTHI CTAHIAPTHBIM HCIIBITAHUSIM C HENbI0 UX KIaCCU(UKALNK Ha
ocHoBe uX xapaktepuctuk. CU3, mpu3HAHHBIC COOTBETCTBYIOIIMMH CIHEIM(UKAIMSIM HCIBITAHUH, JHOKHBI UMETh MAapKHPOBKY, YKa3bIBAOIIYHO, B
YaCTHOCTH, HA3BAHMUs WIIM, TIPU OTCYTCTBHU Ha3BaHHH, KOJBI BEIIECTB, UCIIOIB30BAHHBIX B HCIBITAHUSX, U COOTBETCTBYIOIIMI CTAHIAPTHBIH CPOK
3amUTHl. VIHCTPYKIIMK TIPOM3BOAWTENS JTOJDKHBI TAaKXKe COJEpKaTh, B YAaCTHOCTH, OOBSCHEHHE KOJOB (TIPH HEOOXOJMMOCTH), MOApoOHOE
OIMCAHNE CTAHJAPTHBIX HCIBITAHWII ¥ BCIO HEOOXOAMMYI HH(OPMALMIO IS ONpECNCHHsS MaKCHMMAaJIbHO JONMYCTHMOIO Iepuoja HM3HOca TIpu

— PSP OTHOSHP e MbEC Y CHO B HEHOAD3OBaHHT-
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Texuuueckas

CEPTHNDOHKAILIM A

crangapta EN 149: 200 1 Ha KOTOpBIC OH [TyHKTHI,

cootBercTBytomue aupektuse (EC) 2016/425

22009 u npyrux

CoorBercTBrE TpeOoBanusam cranmapra EN 149:2001 + A1:2009)

Knaccuduxanus: TTomymacka ¢ GpunbTpanmei yacTuiy

TMonHas BHyTpeHHsA yTeuka: Knaccuukanus - FFP2
IMapkoBka: ®UIBTPYIOIIME YACTHLBI MOJYMACKM YNAKOBBIBAKOTCA JUIS 3allMTHl OT 3arps3HEHMsS IEpe]l MCHOIb30BAHMEM M C IHOMOIIBIO
KapTOHHBIX KOPOOOK JUIs MPEJOTBPANICHHS MEXaHHIECKUX OBPEKICHHIA.
Marepuain: Matepuai, HCONb3yeMblil B GHILTPYIONIMX NONyMAcKaX ¢ (DHIBTPALMEH YaCTHIL. B COOTBECTCTBHH C OTYCTAMH O MOJC/IHPYEMOM PEKUME HOIICHHS H
TEMIIEPaTyPHOM KOH/MIMORMpOBaHKH: IToapasyMeBaeTcs, 4T0 OH BBIACPKMBACT OOpaIlCHIEe M HOIIGHNE B TEUCHHE MEPHO/Ia, Ha KOTOPHI paccynTaHa
(bunpTpyromas MmodymMacka ¢ JacTHI[AMH. MOABEPICS MEXaHMYECKOH MOJOMKE 3ayIIHMKAa MM PeMHEH. moboil MaTepuan U3 (QHIBTPYIOLIErO
MaTepuana, BEICBOOOKIaeMBbIi IOTOKOM BO3yXa depe3 (HiIbTp, He MpeICTAaBIAET OMAaCHOCTH MM HEYI00CTBA ISl HONb30BATEIS.

Ouncrka u Ile3l/lH(l)eKl.ll/lﬂ: HOHyMﬁCKa C qJI/IHI)TpElH]/ICI‘/'I JacTUll HE NPEAHAa3HAYCHA UIA MHOTOPa30BOIr'0 UCIIOJIB30BAHHUS.

I PaKTH4YeCKasi IPOU3BOAUTEILHOCTD:

TpeboBanust B cootBeTcTBHE ¢ EN

OneHnBaEMBbIE YTEMEHTBI HOi::lTlfl Heratus 149:2001+ AL:2009 1 Pesysrat
1.ycranoBka MueBO# YacTH 2 0
2.Y1106CTBO TOJIOBHOTO PEMHS 2 0 TlosoxkuTebHbIC Pe3yIbTaThl JOJDKHbL

OBITH MOJIYYCHBI OT
3.Be3onacHocTh Kpemienuii 2 0 9KCILTyaTallHOHHBIC HCTIBITAHMS,
CBSI3aHHBIC C

4.scHOCTB peyn 2 0 peaiu3aluH B PeabHbIX YCIOBHSAX.
5.I1one 3penus 2 0
6.CoBmecTHMOCT 2 0 be3 m3bsiHoB
MaTepUaJIOB C KOXKEH

Cocrosinue: (A.R.) Kak noiy4eHo, opuriuHain

OTpenka aerageii: HonyMacxu JUIsL Q)HHLTpaHI/IH YacTHll. KOTOPbIC MOTYT BCTYIIUTh B KOHTAaKT C I10JIb30BATCJICM, HC UMCIOT OCTPBbIX KPAacB U
3ayCCHLICB.

OOuiasi BHYTPEHHSISA yTeuKa:

Mer'lrpeﬂ qlggrjgdo CocTostHI 1. Bnl;(};g(/):r? m_l; I/IEE;H Peus 2. Cpemuee
HCIBITa o6pasiy e TIporysnk pago IIporyska
s OB a
I 32 AP. 4,93 5,21 4,68 5.16 477 498
2 33 AP. 4,96 5,32 4381 5.50 4.79 5.07
3 34 AP. 4,85 5,62 482 5.65 491 5.20
4 35 AP. 4,77 5,56 4,72 5,49 4,66 5.01
5 36 AP. 4,82 5,52 4,65 5.64 471 5.10
6 16 T.Y. 5,11 5,41 5,02 5.12 5.10 5.21
7 17 T4. 525 5,49 5,26 5.46 5.15 533
8 18 T4 5,29 4,32 523 536 5,16 5.05
9 19 T4. 5,34 5,22 5,30 5,49 5,21 531
10 20 T.Y. 5,24 5.32 5,19 5.46 5.26 531
Cpennee 5,06 5,30 497 545 497 5,16
Mun 4,71 432 4,65 5,16 4,66 4,98
Makc 534 5,62 5,30 5,51 5,26 533
Cocrosinne: (A.R.) Kak nonyueHo, opurunan
(T. C.) Temnepartypa KOHANLMOHUPOBAHHS Pesynbrate! P (‘)""') 3HaueHNE yTeUKH
PesynpTaThl cOOTBETCTBYIOT TpeboBanusm FFP2
TIponukHOBeHHe B QHIbLTPYIOIIMIT MaTepuas: VcrbITaHue Ha XJIOPHL HATPHS
. Kosnuec| HcnbiTanye Ha XJIOPHI TpeGoBanusi B COOTBETCTBHH €
Cocrosmue IBO Harpusi 95 11 /l\lbl};)I Il’:'I\' 19:2001+ Al :2009 Pe'sy.-rmT
0pasios maxkc(%) al
(AR.) 23 3.81
(A.P) 24 3,76 DUIBTPYIOLIKE 10TYMAaCKH
BBIIOJHAIOT
(A.R.) 25 3.90 FFP1 <20% rpeboBanus crannapra EN
(5. W.) | 4.14 149:200 1 +A1:2009
(S. W) 2 4,16 FFP2<6 % MpuBe/eHHbIE B yHKTE 7.9.2 B
IHaITa30HE OT
(S.W) 3 4.20 niepBasi i BTOpas 3aiura
M.S. T.C) 7 445 FFP3<1% KJ1ace
M.C.T.C) 8 4,78 (FFP1, FFP2)
( 9 4,69
M.C.T.C.)

Konaununonnposanue: (M. S. ) Mexanuueckas 1Ipo4HOCTb
(T. C.) TemnepatypHoe
xouumuonuposanue (A. R. I Kak
nosty4yeHo, opurunai (S. W.)



YHUBEPCA

WmurtupoBanHas 00paboTka npu
HOLIEHNH CEPTHUDPOUKAILIM A



CEPTHUDHMUKAILIILLTA

IponuknoBenue B GuabLTpyommii Matepuas: : Menpitanue napaguuosoro Macia

. Ko ITapacduroBoe TpeGoBanusi B COOTBETCTBHH C .
Cocrosme l[cé'j“];() Macio Mcnbitanue ¢ EN 149:2001 + A1:2009 Pty?m’
0bpasit 95 i/mMuH e
OB makc(%)
(A.P) 26 427
(A.P) 27 4,20 QuibTpyIomue MoIyMacku
BBIIIOJIHSAIOT
(A.P) 28 4.16 FEP1 < 20% TpedoBanus cranzapra EN
(S. W 4 3.94 149:2001 + A1:2009
(SW.) 5 3.88 FFP2 < 6% npuBeicHHbIe B 7.9.2 B
(S.W.) 6 3,76 JlMaria3oHe MepBoit U BTOPOit
3aIUTBI
(M. C. TK) 10 4.26 FFP3<1% Kj1ace
(MS. T.C. 11 4.27 (FFPI, FFP2)
)
(M.C.TK) 12 4.36

Konanumonuposanue: (M.S) MexaHudeckas NPOYHOCTh
(T.C.) Temneparypa KOHAMIMOHUPOBAHUS
‘(A.R.) Kak nosyueHo, OpuUrHHAII
(S. W.) CumynnpoaHHas 06paboTKa NPy HOICHUN

CoBMECTHMOCTS ¢ KOuKeii: B oTuere 0 NpakTHYECKHX XapaKTEPUCTHKAX COOOLIAIOCh O BEPOSTHOCTH TOTO, YTO MATEPHAIIbl MACKH IIPH KOHTAKTE BBI30BYT PA3APaKCHHE WIIH APYroe
HeOMaronpuaATHOE BO3AEHCTBHIE HA 310POBbE.

BocniiameHsieMoCTb:
Komye . TpeGoBauusi B coorercTBUM ¢ EN
Coctostmn cTBO Busyanorii 149:200 1 + A1 :2009 Pesyaerar
e oGpasoB 0CMOTp

(AP.) 32 14 DuibTpytomias Macka s Ilepenano
BOJIOC

(AP) 33 13 He JI0JDKEH GUThCs

(TK) 21 12 I He QuisTpyiouue
IIPOJIOJIKATh MOITyMacKH

(T.K) 2 L1 621‘509{ B TEUCHHUE COOTBCTCTBYIOT
Gostee 5 ¢ mociie TpeOOBaHUAM CTaHAAPTA

YAAICHUC U3 IIJIAMCHU

Cocrosinue: (A.R.) Kak 1oJry4eHO, OpUTHHAI

(T.C.) Temneparypa,
00yCIIaBIHBAIOIIAs COCPIKAHKUE YIIICKUCIOrO
rasa BO B/IbIXaéMOM BO3yX€:

Cpennee
Cocrosine Konuue| CopnepskaHue coz BO BIbIXaEMOM conepKanue TpeGoBanus B COOTBETCTBHH C Pesynbrar
CTBO BO31YXE [%)] 10 06BeMYy| Co2B EN 149:2001 +A1:2009
00pas1ios| BJIbIXAEMBIil
BO3JYX
(AP) 41 0.91 Tlepenano
(AP) 2 0.83 cozepkanue CO2 B Bo3yxe st
0.89 o BeimosnHeHne
AR) s 0.92 MHTJALHHA HE JOJDKHO HoTyMacoK
( > npeBbIIIaTh B cpeaneM 1,0%
0 05BN ¢unpTpanin
1 y TpeboBaHus
CTaHzapT

Cocrosiaue: (A.R.) Kak nony4eso, opuruHan

T'os10BHBIE peMHHU Ge30macHOCTH: B oT4eTe 0 IpakTHYECKUX XapakTepucTHKax. He Obl10 3aperucTpupoBaHO HUKAKUX HETaTHBHBIX I10CIIEACTBUH
JUIs YIepKaHHUS MaCKH T'OJIOBHOT'O JKI'yTa B HaZICKHOM ITOJI0KEHUH, U OGU.U/IX CBOWMCTB YTEUKH BHYTPb.

Tlone 3pennus: B otdere o npakTHYeCKHX XapakTepucTukax. He GblIo 3aperncTpupoBaHo HUKAKHX M000YHBIX SQ(EKTOB I XapaKTEPHCTHK MOJIS 3PEHHUS.

(‘()Ilp(l THBJIeHHE IbIXaHUI0: Bibixanue

YcToRUMBOCTD IPH (m6ap)
BJIbIXaHHU
TpeGoBanus B
Cocrosrue Komuu CkopocTh TpeGoBanust B Cxkopoct COOTBETCTBUU C Pesybra
€CTBO MOTOKA coorsercTBuu ¢ EN b ITOTOKa EN 149:2001 + T
o0pasig 30 s/mun 149:2001 + A1:2009 95 n/mun Al :2009
OB
(A.P.) 29 0,5 1,5
(A.P.) 30 04 1,3
(A.P) 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 Hepenan
[
(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

Konannnonuposanue: (A. R.) Kax



YHUBEPCA
JI

nosy4eHo, opurusan (S.W.) MM"WPTI/I(DVIKAI 8% 8:
HOILICHUS OJIeKIbI

(T. C.) TemneparypHoe KOHIMIIHOHUPOBAHHE



COHPOTHBJ’[QHHC JbIXaHu10: Beiox

Tlonoxenne rojI0BsI MAaHEKEHA|

ConpoTHBIIEHHE BBIIOXY

CocrosiHre Konunuectso Cropocts TpeGoparns B
06pa3LoB noToka B COOTBETCTBUHU C Pesynbrar
160 y/mMun EN 149:2001 + Bl
A1:2009
OO6mumoBKa IpsiMo 2,2
Hanpasnens! BepTukanbHO 2,1
BBEPX
(A.P) 29 HanpasneHbl BepTUKAIEHO 2,1
BHU3 23 FFP1 3
Jlexxa Ha eBOM OOKY
Jlexa Ha mpaBoM GOKy 2,0
OO6numoBka NpsiMo 2,0 FFP2 3 Tepenaro
HanpasneHbl BepTUKAIBHO 2,0
BBEPX
(A.P) 30 Hamnpasnens! BepTukansHO 2,1 FFP3 3
BHH3 2,0
Jlexxa Ha meBOM OOKY
Jlexa Ha mpaBoM GOKy 24
Cocrosiaue: (A.R.) Kak nomyueno, opurunan
ConpoTusiieHne AbIXaHUIO: Bbi1ox
TTonokeHue ronoBbl MaHekeHa| CONMPOTHBIICHHE BBIIOXY
CocrosiHue Konuuectso Cropocs Tpeboparns B
0Gpasiion MOTOKA B COOTBETCTBHH C Pesynbrar
160 5i/mun EN 149:2001 + Bl
A1:2009
OO0aHLI0BKA IIPAMO 2,2
HanpasneHbl BepTUKAIBHO 2,1
BBEPX
(A.P) 31 Hanpasnens! BepTuKanbHO 1,9
BHHU3 2,1 FFP13
Jlexxa Ha eBOM OOKY
Jlexxa Ha mpaBoM OOKY 2,0
OO0nuIoBKa IPSIMO 22 FFP2 3 Hepenaro
HanpasneHbl BepTUKAIBHO 22
BBEPX
(S.W.) 1 HanpasneHbl BepTUKAIBHO 2,0 FFP3 3
BHU3 23
Jlexxa Ha meBOM OOKY
Jlexxa Ha mpaBoM OOKy 24
Cocrosiaue: (A.R.) Kak nomyueno, opurunan
(S.W.) muTarus HOIICHUS OJICKIIbI
Conporusienne abixanuio: Beiiox
TMonoxenue rogosel ManekeHa| CONPOTUBJIEHHE BBIIOXY
C Ckopoct TpeboBanus B
OCTOSIHUE Konuuectso
o6pasiion b TTIOTOKA cooteeTcTBHHU ¢ EN Pesymbrar
160 149:2001 + A1:2009 BI
J/MUH
O06snI0BKA TIPSIMO 2,0
HamnpasieHbl BepTUKaIBHO 23
BBEPX
(S.W) 2 HamnpasneHbl BepTHKAIEHO 2,0
BHHU3 2,0 FFP1 3
Jlexxa Ha 1eBoM OOKY
Jlexxa Ha mpaBoM OOKY 2,2
OO6mumoBKa IpsiMo 2,1 FFP2 3 Iepenaro
HamnpasieHbl BepTUKaIBHO 23
BBEPX
(S.W) 3 HampaBieHsl BepTHKaIBLHO 2,0 FFP3 3
BHU3 2,1
Jlexxa Ha teBOM OOKY
Jlexxa Ha mpaBoM OOKy 2,1
Konnuunonuposanwue: (S.W.) IMuTaiust HOIICHHS OICKIbI
Conporubjenne JbIXxaHui0: Bermox
Tonoxenue royoBel Manekena) COMPOTHBJICHUE BBIIOXY
CocrosiHne Konnuectso Cropoct TpeGoparus B
06pasios b IIOTOKa coorBeTcTBUU ¢ EN Pesynbrar
160 149:2001 + A1:2009 bl

JI/MUH




OO0nuIoBKa IpsiMo

HanpasneHnsl BepTUKAIEHO 24
BBEPX

(T.K) 13 HamnpasneHsl BepTHKAIEHO 24
BHH3 2,2
Jlexxa Ha teBOM OOKY
Jlexa Ha npaBoM GOKy 2,3
OO0aHIIOBKA MPAMO 2,1
HamnpasneHbl BepTHKAIEHO 22
BBEpX

(T.K) 14 JIuioM BepTUKAIBLHO BHU3 2,1
Jlexa Ha JIeBOM GOKY 2,2
Jlexxa Ha mpaBoM GOKY 2,1

FFP13

FFP2 3

FFP3 3

Ilepenano

Konnunuonuposanue: (T.C.) Temneparypa KOHAUIMOHUPOBAHUS




YHUBEPCA

JI

CEPTHUDPOUHUKAILIITA

COHPOTHBJ’IQHI/IE JABIXaHHUIO: BI)I,Z[OX

TOJIOXKEHUE TOJIOBBI MAHCKEHA ComnporuBieHue
CocrosiHUE Koy BBIIOXY

€CTBO Cxopocts | TpeboBaHMS B COOTBETCTBUH C

06past notoxa EN 149:2001 + A1:2009 Pesyzarst

OB 160 n/muH
O06nuLIoBKa IPAMO 2,0 FFP1 3
JInmom BepTUKAIBHO BBEPX 2,1

(TK) 15 JIumom BepTUKAFHO BHU3 1,9 FFP2 3

Jlexxa Ha ieBOM OGOKY 2,0 Iepemano
Jlexxa Ha mpaBoM OOKY 2,0 FFP3 3

Kongunnonuposanue: (T.C.) TemnepaTypa KOHIUINOHUPOBAHUS

3acopenue: DTOT TECT He NIPUMEHSETCS K TTOTyMacKke ¢ (puibTpanueil 4yacTuil, KOTopas He sIBJIsSeTCs MHOTOPa30BOii.
(J1y1s1 ycTpoicTB, CTIONB3yEeMBIX B TEUEHHE OJHOM CMEHBI, HCIIBITAHNE HA 3aCOPEHNUE SABIISICTCS HE0OA3aTeIbHBIM. JIIs yCTpOiCTB MHOTOPA30BOro
HCIIOJIL30BAHUS UCIILITAHNE SBIISICTCS 00SA3aTEIIBHBIM).

l'[ponmcﬂoseﬂue (l)l’lJ'leple].lleFO MarepuaJja: HaHHOe HUCIBITAHUE HE IPUMEHSCTCS K ITOJIyMAacKe ¢ d)HJ'II)TP‘dHHCﬁ YJacTul, KOTopas HE sABJIACTCA

MHOIOpa3oBoi

CpemHble geraan: Ha u3iennn HeT ChbeMHBIX JIeTajei.

MapxkupoBka - Ynakoska: Heo6xommmas MapkupoBKa UMeeTCs Ha MPOIYKTE U €TI0 YIIaKOBKeE,

l/lH(bopmaum{, KOTOpas 10JDKHA OBITH TIIpeaoCTaBJICHA ITPOU3BOAUTCIIEM! B KaKJI0i caMOi MaJIeHbKOMN KOMMEPYECKH }Z[OCTyHHOﬁ YITaKOBK€ IIPOAYKTA,
peanuzanus (HHCprKHI/ISI o yCTaHOBKC) KOHTPOJIA NIEPE UCTIOJIB30BAHUEM. IIPEAYIPEKIACHUSI U OTPAHUICHUS 10 UCIIOJIB30BAHUIO. XPAHCHUE U 3HAYCHUSA
CHMBOJ’IOB/HI/IKTOFpaMM AYT OIPENCIICHBI.

[NOJAIOTOBJIEHO

Mept Tykenme3
Oxcnepr o CU3

YTBEPXKJIEHO

Cyat 1<A(MA3

['enepanbHBIN AUPEKT(
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