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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.




CERTIFICATION

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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IMIXTOIOIHTIKO EEETAXHE TYIIOY
EU

IMetomomTiké Nr: 2163-PPE-639

Méoa mpootaciog TG avamvong, NIIHETPES LACKES GILTPOPIGLLOTOS YI0L TNV TPOSTAGLO 0O CMULATION TOV
Kataokevdlovtol amd

Guangdong YIDAO Medical Technology Co. , LTD.

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

doxpdlovrar kKot a&loloyohvTol COUPOVOL LE

EN 149:2001+A1:2009 Xvokevég TPpooTociog TNS UVETVONG -
DriTpapovtes NUipETPES HACKES Y10 TPOOCTAGIA A0 CONATIOW -
Anarti o, O0KIpES, o uaven

Me Béon v eE€taon Tomov mov dtevepynnke e v aEloddynon tov ekBEGEmY SOKILMV,
TOV TEYVIKOY QukéLov cOpp@va pe Tov Kavoviopo (EE) 2016/425 yio ta péca aTopknig
TPOGTAGILOG TOPAPTNLO 5, EYKPIVETAL OTL TO TPOTOV TANPOL TIC ATOLTNOELS TOV KAVOVIGHOV. Ot
AETTOUEPELES Y10 TV GUUUOPO®OT UE TIG PAGIKES ATOLTNOELS TapaTiBEVTAL GTNV TEXVIKT
€xBeom e apOpd 2163-PPE-640.

Opopog Tpoidvrog
‘Ovopo papkag: YPHD Movrtédo:
YD-002 ®duiktpdpovtag picn HaoKo
YuvolKT ecoTepikn dwappor: FFP2
Ed® 0 KOTaoKELUGTNG EMTPEMETAL VO YPTGLLOTOLEL TOV OPLOILO KOVOTOMULEVOL OPYOVIGLLOYD
(2163) kot pmwopet va tomobetioet T onuaveon CE, 60mmg eaivetol mapakdtm, 6To, LovTEAL
nmpoidvimv g katnyopiog Il mov avapépovtat Tapandvem, e,

*  'Exdoon katdAining oniwong cvppopewons EE copeova e tov
kavoviopo (EE) 2016/425 ywo ta péca atopkig Tpootaciag, mapaptnpa 9.

*  AgpKNG EMTVYNG 0TOS0CT G TPOG TNV EKTANPOCT] TOV OTATNGEMY OV opilovTat
otov kavoviepé (EE) 2016/425 ywa To péca OTOUIKNG TPOGTAGIOG KO TO
EVOPLOVICUEVA TPOTLTA, 1) ool eEacpaiiletar [e aE0AOYGELS BATEL TOL
rapaptiparog 7 (evétnra C2) )| Tov mapaptiparos 8 (evétnra 0) TOV KOVOVIGHLOV TO
apyotepo 1 £€1og amnd v Evapén NG GEPLUKNG TOPAYDYNG.

To mapdv mioTomomTiKd ekdideTat apyikd otig 28/04/2020 kot Ho 1oyveL yia S €11, €4V dev

Vrap&et Kapio aALoy] GTO GYETIKO EVOPLOVIGUEVO TPOTLTO TOV VO, ENNPEALEL TIC POCIKES
OTOTNOELS VYElOG KOl OGOAAELNS.

QTOLTGELS.

‘ E H eyxvpdmnra avtod
TOV TIGTOTOWTIKOV

2163 celtificate pmopei vo

emoAnBevtel
NAEKTPOVIKGL.



Atevbovig

Suat KACMAZ -
KAGOAIKH IMIZTOINOTHZH
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"‘EKOEXH TEXNIKHX AZIOAOI'HXHX

HMEPOMHNTA/APIOMOX 'EKOEXHX: 28.04.2020 / 2163-PPE-640

Meratng: Guangdong YIDAO Medical Technology Co.. LTD.

AevBvven: Aibovoa 302. Ktipto 2. No. 1. Awepida 1. Xiju Road, Hengli. Dongguan City. Enapyia I'covavykvtovyk. KINA

H mapovoa £kbeon apopd Tov Topomive KOTUGKELOGTH, O 0T010G GUVTAYONKE COLPMVO LE TO ATOTELEGLLOTO. TOV SOKILMY TOV TPOYLALTOTOM KOV Yio
10 Poidv pe muepopnvia 25.04.2020 kot avayvoplotikd 04-2020-T-053 Bacet tov mpotdmov EN 149: 2001 +Al1: 2009. To teyvikd Kepapidt n o
KOTOOKEVOOTNG, KOl 1 a&loAdynon Kvdhvov og oy£on pe TIG BUCIKEG amantoels acpaletag TG vyeiog kot n Ekbeon dokiung a&roroyndnkav og mpog ™
GY£0T TOVG LE TS POCIKES TUITIGELS TOV KOVOVIGHOV Y10 TOV E0TMGIO TPOGTAGTNG ATOU®V Kot Kpifnkay KotdAAnAes.

H mapodoa ékbeon amotelel mopdpTnHo KOl AVATOOTOGTO LEPOG TOV TGTOTOMTIKOD eE€tacns tomov EE apif. 2163 - PPF. - 639 mov exddnke ctov
Kotookevaoth. Ta anoteAéopote TV SOKIMY Kot TO €K00EV TIGTOTOMTIKO aviKOLY HOVO GTO SOKIHOGHEVO pHovtého. H teyvikh €ékBeon amoteleiton
GUVOMKG 06 7 GeMdEC.

Ileprypagn mpoidvtog: OIATpapiopa cOUATIOIMV LT HAoKo
Xvvolkn eomtepikn doppon: FFP2 Epmopucd onpo

:YPHD
Movrtéro : YD-002

E a; ge H71 /

\
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OI PHTPEX TOY ITPOTYIIOY EN 149: 2001 +Al: 2009 XXETIKA ME THN OAHI'TA THX
EYPQIAIKHE ENQXHE

AITAITHXZEIX EU 2016/425

LI. Apyéc oxedraopov

LII. Epyovopia

Ta MAII mpénet v oyedialovton kot va Kotaokevaloviat Katd Tponov AoTe, 0TI TPoPAEWIIES GLVOTKES YPTONG V1o TIG 0moieg TpoopilovTal, 0 XPHOTNG VO LTOPEL v
EKTEAEL KOVOVIKA TN GYETIKT e TOV KIVOLVO Spaatplotta, eV TepUAAAC Vo Ao Bavet TNV KOTAAANAN TPOGTAGio TOL VYNAOTEPOL SVVATOV EMTESOV.

1.1.2. Eninedo ko katnyopieg npoctuciag

1.1.2.1. Yynrétepo dvvatd eminedo npoctaciog

To Péhtioto eninedo mpootaciog mov mpémet v Aapufdvetat vEdYn 6To GYESIGHO VOl EKEIVO TEPAV TOV OTOIOV Ot TEPLOPIGHOL 0mtd TN yprion tov MAII Oa
eumoSav TV AmOTELEGHOTIKI] ¥PTON TOL KOTd TN Sdpketa TG Tepldodov £kBeong 6Tov Kivduvo 1 TG KAVOVIKNG EKTEAEONG T1G OpaCTIPLOTNTOG.

1.1.2.2. K LGo€1g TPOGTUGING KOTALINAES Y10 SLOPOPETIKG, ETiITEd O KIVODVOL
Otav ot dtopopetikég TpoPArdyipeg cuvbiieg ypnong eivat t€toteg AoTe vor Lmopodv va Stakptdodv Stipopa eninedo Tov {5100 KIvdvvo, Tpémet vo Aappévovat
VoYM ot KotdAnkeg Katnyopieg Tpootaciag Katd to oxedocud tov MAIL

1.2. Adwoétnta Tov MAIT
1.2.1. Anovoia kKivdOvev Kot GAAOV EYYEVOV EVOYATIKOV TOPOyOVIOV
To MAII mpénet va oyedialovtat kot va kataokevdlovtot Katd 1pomo OoTe vo. amokheiovtat ot Kivduvor kot dAiot evoykntikol mapdyovteg vd mpoBAéwipeg cuvinkes ypone.

1.2.1. I. Kat@hinio c06ToTIKG VKA
To vAKd a6 o omoia eivar kotackevaouéve to MAIL cupmepthopfavopévav tov nbavoy mpoioviev amochviestic Toug, dev mpémet va exnpedlovy apvntikd v vyeio i )
AGQUAELDL TOV YPNOTOV.

1.2.1.2. IkavomomTIKi KATAGTOGN TNG EMPAVELRS 6LV TOV TPUNRATOY TOV MAII ov £pyovrar 6€ ema@i pe Tov ypiioty

Kabe pépog tov MAIT mov épyetot og emapn 1 evdgyeton va £pbet og enaen pe tov xpiot otav to. MAIL goprodvrar, dev Tpémet va £t TpayLES EMOAVELEG,
arunpég akpeg, aryunpd onpelo kot GAA0 Topdpoto Tov Bo HToPOVGEY VoL TPOKAAEGOVY VIEPPOAKS £pEBIGLO 1| TPOVHATIGHLOVGC.

1.2.1.3. Méyweto empemopevo epmodio yprjeTn

[pénet va ehayiotonoteitol kGe eumddio mov Tpokorovv to MAIL 6Tig KIVI|GELS IOV TIPETEL VAL YIVOUV, GTIS GTAGELS ToV TTPEmeL va. viobetHody Kot oty
aeOnmptokn avtinym: ovte to MAII npémet va mpokakovv Kivioels mov BETovv oe kivduvo tov xpriot 1 GAka Gtopia.

1.3 Aveon kot amotelespaTIKOTITO

1.3.1. IIpocappoyn Twv MAII ot popgoiroyia Tov ypriotn

Toa MAII npénet vo oyedtalovtatl Kot Vo KaTtookevalovtol Kot Tpomo Tov Vo SIEVKOADVOLV T GmGTH TOTOHETNGN TOVG GTO XPNOTN KOl VO TUPOUEVOVY
ot 0éom ToVg Yoo ™V TpoPremdpevn mePiodo xprone, AAUPAVOVTAG VIOYN TOVG TEPIBUALOVTIKOVG TOPAYOVTES, TIG EVEPYELES TOV TIPEMEL VO, EKTEAEGTOVV KO
1§ 6T60€1g TOL TPEmeL Vo, viobetnBovv. o To okond oo, mpémet va eivar duvati 1 Tpocappoyn twv MAIL ot popeoroyia tov xpiot Le KGOe TPOSPOPO
HEGO, OTOG KATAAAAG GUGTHLATO TPOCUPUOYIG KOL GTEPEMONG 1 1) TOPOYN ETPKOVS GEPAS HeYeDDV.

1.3.2. EAo@potnTa Kou 6YE0106TIKY GVTOXN

To MATI npémet va givar 660 10 Suvatov EhapOTEPX YOPIG VoL ByeToL 1) AVTOYT KoL 1] UTOTELEGHLATIKOTITO TOV GYEIOGHOD.

Extoc 0o TG €101KEG TPOGHETEG AMOITIGELG TOV TPETEL VOL TATPOVV YLOL VOL TOPEYOVV ETOPKT] TPOGTAGIO 0td Tovg ev Ay Kivovvoug (BAéme 3). Ta MAITT mpénet
VOL EIVOIL IKOVE VOL AVTEYOVV GTIG EMOPAGELS TOV TEPLPOANOVIIKAOV QOLVOLEVOV TOV EIVOL EYYEVT GTIS TPOPLemOpeves cuvinkes ypriong.

1.4. ITAnpogopics OV TAPEXOVTUL UG TOV KOTUOCKEVLOGTY
Ot oNLEIOTELS TOV TPEMEL VOL GUVTAGGOVTOL OO TOV TPMOTO Kot var mopéyovtat 0tav to. MAIT StatiBeviat otV ayopd mpémet var meptéyouy Oheg TIg GYETIKES TANPOPOPTES OyeTy
pe:

a)  Extog amd 1o Ovopla Kot T d1€00uVoT) ToL KOTAGKELAOTH T/Kot T0V £E0VGL000TNHEVOD AVTITPOGHTOL TOV £YKATESTNHEVOL oty Kowdtnta
b) Amobnkevon, ypnon. KaBupIGHOS. GUVTIPNGOT, GLUVTHPNON Kot UTOADLAVOT]. KOOUPIGHOG. GLVTIPNGN 1| ATOAVLLOVTIKY TPOCTOGIN
OV GUVIGTATOL OO TOVG KOTOCKEVAOTEG dEV TPEMEL VaL EXEL OVOLEVELG emmTdoelg ota. MAIT 1) 6tovg yprioteg, dtav epapudletar
GOLPOVOL LE TIG GYETIKEG 00N YIEC:
¢) Emdooeig 6mog Kotayplpoviol Kotd T SWpKeLo TEYVIKGOV SoKidY Y10 Tov EAEYYO TOV ETTES®Y 1] TV KOTNYOPLOV TPOGTAGIOG TOV TAPEYOLV T0L EV AGY
MAII:
d) Kotdhnia a&ecovdp MATI kot Ta yopoKTnPIoTIKG TOV KOTEAMANA®Y avTodhokTikdy,
e)  Ouxkarnyopies TpooTasiog TOL OVIIGTOYOV 68 SLUPOPETIKE emimedo KvdhVOL Kot To. avTioTorye 6pio. 1 yprom:
f)  Hrpobeopio malaioong nepiodog modaimong tov MATI | opiopévev cueTaTKGY TOVE,
g)  To &idog g svokevaciog mov givar KoTdAnLo yio Hetapopd,
h) Honuaoia toydév onuavoemv (BAéne 2.12)
i) Kotd mepintwon, o1 Tapamopég tmv 0dnyidv mov epapudloviol cOpeova pe o apbpo 5 mapdypapog 6 otoygio ),
j)  To dvoua, T SievBuven Kot Tov apibpd avayvdpiong Tov KOWOTOMIEVOD 0PYOVIGHOD OV GUHUETERE 6T0 6TAd10 GYediaciod Tov MAIT
Ol oNUEIOGELS 0VTEG, 01 OTOTES TPEMEL VoL £fvat 0KPIBEIQ Kot KATOVONTES, TPEMEL VOL TAPEYOVTAL TOVAGYIGTOV GTNV (OTIG) emionpn(-£G) YAOGGH(-£C) TOV KPETO
LELOVG TPOOPLGLLOV.

NV
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2. TIPOXOETEX AITAITHZEIX KOINEZXZ I'lA AIA®OPEX KATHI'OPIEX'H TYIIOYX PPE

2.1. MAII 7oy EveOUATAOVOLV GUGTI AT TPOGUPIOYIG
Edv ta MAII eveopotdvouy GUGTNIATO TPOGOPLOYNS, T0 TEAELTOIO TPETEL VOL 6YedLALoVTaL Kot Vo KATUoKEVALOVTUL £TGL DGTE LETA TNV TPOGUPUOYT VO
UV AOVOVTOL 0KOVGLo. GTIG TPOPALYILES GLVOTKES YpIOTG.

2.3. MAII Yo T0 TPOGOTO, TO PLATLO KA1 TO OVATVEVGTIKO GVGTN A

Ono1060MTOTE TEPLOPIGUOG TOV TPOGMTOV, TOV LATLOV TOV YPNOTH. OTTIKOV TESIOV 1) TOL AVATVEVSTIKOD GLGTHLOTOG 0rd to. MAITT mpémet va
ghayloTONOEITOL.

O1 006veg TV ev Aoy tonov MAIT mpéret va yovy Pabd ontikng ovdetepdtnTag cupPato pe o fabuod axpifetag kot tn StdpKeln TV
SpOaCTNPLOTAT®V TOV YPNOTH.

Edv eivar anapaimro, ta ev Aoyo MAII npénet va vroPdiioviat oe enelepyacio 1 va SlofEtovy LEGE Yo THY AmOPLYT TNG OUiXANG.

To povtého MAII mov mpoopilovtat yia yprioteg mov ypetdloviat d10pHmon g 6paong TpEmet va. efvol GPatd P 1 Yp1oT YOOAMMY 1) UKDV ETOPNG.

2.4. MAII mov vadkewvTton 6€ yipaven

Edv etvat yvwoto 0t ot oyedootikég emdocelg tmv véov MATT pmopel vo empeastolv oNHovTIKG omd T YRpEveT), 0 VIS Kol TO £T0G KOTUOKELNG
n/kat, edv givot duvaTdv, 0 PRvaG Kot To £T0¢ Tolaimong TpEmel vo avaypapovtat avegitia kot pe capriveln o kabe £idog MAII mov dotibetar oty
oyopd Kot 6T GLGKELOGTN TOV.

Edv o katackevaotig dev eival og 0éon va decpevbet 6cov agopd ™ dwbpkelo {wng tov MAIL ot odnyieg tov mpénel va mopéyovy Oleg TIg
ATOPOLTNTES TANPOPOPIEG DGTE O AYOPUSTNHG 1) O YPNOTNG Vo uropei vo. kabopicet Eva eDA0YO piva Kot €106 Tolaiwongs, Aappdvovtag voyn to
EMIMESO TOLOTNTAG TOL LOVTEAOL KO TIG TPAYLOTIKEG GLVONKES amobnkevong, xpNong, KabupioLoy, GLUVTIHPNONG KO ETIGKEVTIG.

Otav n awobn kot tayeio vroPaduion tov enddoewv tov MAIL givor mbavo va opeiletal 6T yPEVET TOL TPOKVTTEL GO TNV TEPLOSIKN ¥p1ioN
g dradikaciog kabuptopod mov GUVIGTH 0 KOTACKEVOOTHS, 0 TEAELTAIOG TPENEL, av eivat Suvatov, va tomobetel onpaven oe kabe gidog MATI
1oV StoTifeTan GTNV ayopd, 1 OOl VO, DITOSEIKVVEL TOV HEYIGTO aptBpd KabapIGUOV TOV HTopovV va Tpaypatoronfodv tpv and v entdedpnon
N ™V amdppryn Tov €E0TMGLOD. Xe TEPITTMON MOV JEV VIAPYEL TETOLL GILLOVOT], O KATOGKEVAGTIG TPEMEL VO TAPEYEL TIG TAPOPOPIES OVTES OTIG
oomyieg Tov.

2.6. MAII ywo yp1on 6€ SUVNTIKG EKPNKTIKES ATROGOPUIPES
Ta MAII mov mpoopilovtar yio ypriomn 6€ SLVNTIKA EKPNKTIKES ATUOCPOPES TPETEL VoL GYENALOVTOL KOt VoL KOTOGKEVALOVTOL KOTO TPOTO DGTE VoL UV
UTopOOY VoL OmOTEAEGOVY Ty MAEKTPIKOD, MAEKTPOGTATIKOD 1) KPOLGTIkoD T0&0V N omvdfpa mov pumopel vo Tpokalécel avaeAesn ekpnKTIKOD

petypatog.

2.8. MAII 1o mapépfacn o€ Tor) EMKIVOLVEG KUTACTAGELS

Ot odnyieg mov mapéyovtat amd tov kataokevaoth pali pe To MATT yio erépPaon og oA emkivovveg KOTUGTAGELS TPETEL VO TEPIMAUPAVOLY, 101OG, GTOLYE
7OV TPOOPILOVTOL Y10l APHOSLOL, EKTOOEVHEVE (ITOLLEL, TO OTOLOL EXOVV T TPOGOVTE. VO TIG EPUIVEVOVV Kat VoL S1osarilovy T €Qapoy Tovg omd Tov
xpMoT.

Ot 0dnyieg mpémet xiong vo. meptypaeovy T dtadikacio Tov Tpénet va akorovtnOel tpokeyévov vo emaindevtet 6t o MAII givorl cwotd pubucuévo
Ko Aertovpykd 6tav oprovviat and tov ypriot. Otav to MAIT nepiopfdvovy cuvayeppod o omoiog evepyomoteital eEMAENYEL TOV EMTESOV

TPOCTAGIOG TOV KOVOVIKA TOPEYETUL, O GLVOYEPLLOG TPEMEL VoL GYeOLGLETOL KOl VoL TOTODETEITOL £TGL MGTE VO LTOPEL VAL YIVEL OVTIANTTOG OO TOV
XPNOTN OTIS TPOoPAendueves cuVOTKES ¥pNoNGC.

2.9. MAII wov meprhapfavovv eEaptipate Ta omoio propovv va puOpmeTtovy 1 va apaipedovv ard Tov ypiot

Otav to MAII nepthopfavovy e€aptioto Tov umopovv va cuvdedodv, vo puBetovv 1 vo apopedodv amd tov xpnoTn Yo LOYous avIiKoTaoToonS, To
eaptpata avTd TpEmeL vo oxedtdlovat Kot v Kataokendloviol £T61 OTE Vo Lmopody va cuvdedovv, va pubatoiv kot va agatpedody evkora ympig
epyareia.

2.12. MAII ov @épovv éva 1| TEPLOGOTEPO. CLATA OVAYVAPLGNS 1] AVAYVAPLGNS TOV GYETIloVTaL Gpeca 1] EPPECH NE TNV VYELN KoL TNV
acparera

Ta ofpato avoyvopiong 1 aveyvaplong mov oyetiCovrat Geco 1 ppeca e v vyeio kot v ac@dAela, To omoio tomofdetodvial 6e cvTOHG TOVG
TOTMOVG 1 KOTNYOPIeS, TPEMEL VoL £Y0VV KOTG TPOTIUNGT TN HOPPN EVOPUOVIGUEVOV EIKOVOYPOUUATOV 1) WOE0YPUUUATOV KOL VO TOPOUEVOLV
AmoAVTMG evavayvoota kad' OAn ™ ddpketa g TpoPrenduevng weéung Comg twv MAIL Emmhéov, ta onjpata ovtd mpénet va givorl mAnpn,
aKpIPn Kot KoTavonTd, OGTe Vo amo@edyetol KOs mapepunveio: edkoTepa, OTAV TO GHHLOTO 0WTE TEPAapPdvouy AEEeLS 1) TPOTAGELS, OVTEG
TPEMEL VAL VALY PAPOVTOL GTNV EM{ONUN YADGGO 1] GTIG ETIONEG YADGGES TOV KPATOLG LEAOVG OOV TPOKELTOL VOL YPNGIHOTOMOEL 0 eE0MAMGHLOC.

Edv ta MAII (7 éva otoryeio tov MAII) eivor mokd pukpd yio vo pmopécel vo tomobemOel pépog N OAN 1 amapoitTl GNUOVGT), Ol GYETIKES
TANPOPOPIES TPETEL VOL AVOPEPOVTOL GTT GUCKEVAGIOL KO GTLG ONUEIDGELS TOV KOTUCKEVOGTH.

. MPOXOETEX AITAITHZEIX IOY A®OPOYN XYI'KEKPIMENOYZX KINAYNOYZ

3.10.2. lIpoctocio KaTd TS dEPPATIKNG KOl 0QOUA KNG ETO.PNS

Ta MAII mov mtpoopilovtal vo amoTpEmOVY TV ETPAVELOKT] ETAPT OAOKANPOL 1 LEPOVG TOV GMLATOG LE OVGIEG KOl HEIYHOTO ETKIVOLVA Y1oL
mv vyeio M pe emPraPeis froroyikods Tapdyovies TPEmEL vaL £IVOL IKOVE VoL OTOTPETOVY T S1EiGOVEN 1| TN SLUTEPATOTNTO TV EV AOY® OLGLHV
Kol LEYHATOV KOl TEPOyOVI®V HEGM TOV TPOGTOTEVTIKOV TEPPANUATOC VIO TIG TPOPAETOLEVEG GUVOT|KES YPNONG Yol TIG 0moieg mpoopilovtan Ta
MAII.

INo 10 okomd awtd, T0 GLOTATIKG VAKG Kol To Aoutd otoiyeio Twv ev Aoyw tommv MAIT mpémer va emhéyovtor 1 va oyeddloviar Kot va
EVOMUOTOVOVTOL £T61 MOTE Vo eE00QUALETAL, KOTO TO dVVATOV, TANPNG GTEYAVOTNTA, 1 Omoia Dol emTpémel, EpOGOV eival avoyKaio, TOPUTETAUEN
KaOnpepviy xprion M., EAAEIYEL VTOV, TEPLOPIGHEVT OTEYOVOTNTA TOV Bol KaOIGTE ovaryKaio TOV TEPLOPIGULO TG TEPLOSOL YPNONG.

Otav, Aoym ™G OGNS TOVG Kot TV TPOPLEYILOV GLUVONKOV XPHoNG TOVG, OPIOUEVEG EMKIVOLVES oL TV VYeia ovoieg kot peiypoto N emBrafeig
Broloyucoi mapdyovteg dlabETovy LYNAY SLEGIVTIKY KAVOTNTO, 1| OToie TEPLOPIlel T SLAPKEL TG TPOGTAUGING TOV TAPEXOLY T €V AOY®
MAIL 1o tedevtaio mpémet vo. VIOPAALOVTOL GE TUMOTOMUEVES SOKIUES Le okomd v Tavounon toug pe Paon tig emdoceg tovg. Ta MAII ta
omoia. Bewpodvtal cOUEOVE LE TIG TPOJLOYPUPEG TV SOKIUMV TPETEL VO PEPOLY GTLLOVOT] OV VO OVOPEPEL, 1BIMG, TIG ovopacieg 1, gAAelyet
OVOLLOGIOV, TOVG KMIKOVG TOV OVGLOV TOV ¥PNGLHOTOMONKY 6T SOKIUEG Ko TV avtioTolyn Tumikn Sidpkele tpootacios. Ot odnyies Tov

EOEASIEDHG T RPERETEFRS O REPHELODY—tOtOST—ER 6 BY—ICBOHEO Y EV—EHE—BFP s OHEP PP TOV—TOROFO

IS



UNIVERSAL

ITI=TOITOIHXH

SOKILMV Kot OAEG TIG KOTAAANAES TANPOPOPIES Y10 TOV TPOGSIOPIGHO TNG HLEYIOTNG EMTPETOUEVNG TEPLOdOV PHOPAG VIO TIG S1APOpPES TPOPAEWIES
cLVONKeG YP1IoNG.



Teyvue) a&ordynon tov mpotvmov EN 149: 200 1

ITIXTOITOIHX>XH

: 2009 kot GAA®V

avtiotoryovv oty oonyio (EE) 2016/425

6T0 omoia avapépetal Pitpeg mov

Toa&wounon: Ptpapiopo copatdiov Huinaoke
Zvvolikn ecotepikiy Stoppon: FFP2

oelc tov Tpotvmwov EN 149:2001 + Al

Xmdpog otabpevong: Ot Nuipackes GIATPOPICHATOS COUATIIIOV CLEKEVALOVTAL YO VOL TPOGTATEVOVTOL OO TN HLOALVOT TPV amd TN YPNON Kot
HE KOLTIQ OO YOPTOVL Y10 THV OTOPLYT UNYOVIKGOY Cnpidv.

YAko: ovpemva pe Tig avapopés Yo TV Tposopoinon g eneéepyasiog phopdg kot v KApdkmon g Oeppokpaoiog: Evvoeitat 61t aviéyel to yeiplopd Kot
™ @Bopd KoTd ™ drdpkelo TG TEPLOSOV Yo TV om0l £xEL GXEOAOTEL N NUipACK GIATPOV COUATISIMV VO YPNCILOTOLEITAL VIEGTN HNYAVIKT
BAraPN Tov TPocwREIOL N TOV WAVTOV. 0TOOINTOTE VAIKO atd T0 HEGO QIATPOV OV amEAELOEPMVETAL OO TN POT| TOL AEPE HEG® TOV QIATPOV
dev £xel omoteLETEL Kivduvo N evoyAnon yia tov yprioT.

Kafapiopog kor amordpaven: Aev £xel oyeS1GTEL Y0 ETAVOYPNOLOTOINGT.

IMpoxtiki omé6doon:

, , . Amoutiogig cOpeva. pe to tpoétumo EN

A&ohoyovpeva ooyl OeTkd ApV(;]TlK 149:2001+ Al:2009 kot ATotéheopa
1.H tonobéton tov 2 0
TENOYIOV TPOCHTOV
2.Head aveon kohwdioong 2 0 Ta Oetikd omoteléopata Oo mpémet vo,

AapBdvovton omd to

3. Acpahewn TV GUVOEGHMV 2 0 dokiég emddoewvy Tov oyetilovton pe To
4.Speech cagnvelo 2 0 £QUPROYY 6€ TPAYPATIKES GUVOTKES
5.0nto medio 2 0
6.ZopBatdTTO VMKAOV LE TO 2 Xopic arélereg
dépuo 0

Kardostoon: (A.R.) Onwg nopainebnke, mpototumo

@wipopa aptnudrov: to omoin eivor mhavo va £pBovv og Emae| e TOV XPHOTN, dEV EXOVV oyunpEg GKpeS Kot dev mepEyovy Ypélia.

ZUVOMKY E6OTEPLKT] drappor):

Kataostaon: (A.R.) Onwg maparnednke, tpototumo

(T.C.) Ilpoetoacio Oeppokpaciog

Ofpo Ap) . Kepd Emuceqpoi ,
Bomtm o pom Kordotoo 1; upmipd np /dov(fn " Optkio 2 Méoog
c Setypo n Heprorn e Hepnatio opos
T0G ot €
I 32 AR 493 521 4,68 5.16 477 498
2 33 AR 4,96 5,32 481 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 5,52 4,65 5.64 471 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
8 18 T.C. 5,29 432 5,23 5.36 5,16 5.05
9 19 T.C. 534 5,22 5,30 5,49 521 531
10 20 T.C. 524 5.32 5,19 5.46 526 531
.
Mécog 5,06 5,30 497 5,45 497 5,16
Opog
Min 4,77 432 4,65 5,16 4,66 4,98
Max 5,34 5,62 5,30 5,51 5,26 533
Amnoterécpato P (Q'""’) Twyn dappong
To amoteAécpoTe avTamoKkpivovTotl 6Tig anottioels tov FFP2
Agiodvon Tov VMK TOV QidTpov: Aok YAmplodyov vatpiov
, Ap1Ouode Aok yhoplodyov AT oES GOPQOVE pE i
Kardoraon 51,;{’«/“;102 \'(Lx'?p)i{ou 85 Lxmin EN 1 ‘)“2001+qu 2(l)109 Anotéhe
o max(%) ona
(AR.) 23 3.81
(AR 24 3,76 Ot wiogg paokes QULTPaPIGHATOS
EKTANPOVOVY TV
(A-R) 25 3.90 FFP1 < 20% AmOITHGELS TOV TPoTOIoV EN
(8- W.) I 4.14 149:200 1 +A1:2009
(S. W) 2 4,16 FFP2 <6 % ov avagépetan 610 7.9.2 o £0pog
[TOV
(S.W.) 3 4,20 TGO Kot dedTepn TpocTasio
(MS.T.C 7 445 FFP3 <1 % Konyopio
(M.S. T.C) 8 4,78 (FFP1, FFP2)
( 9 4,69
M.S.T.C.)

Ipoetopacio: (M.S. ) Mnyaviki avtoyn

(T. C.) ®gppoxpacio

KMpatiopov (A. R. 1'0nwg
nopaAnednke, apyur (S. W
TIpocopoimon eneéepyaciog

)
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Argicduon vikod @ikTpov: : Aokyu Tapo@ivéharov

. ApOu [apopvérao AnTijoglg cOpQ@Va pe .
Korgoraon 6c Aokt 95 L/min pe EN 149:2001 + Al:2009 A;OT;}‘
detypor max(%) &
og
(A.R) 26 427
(A.R) 27 4,20 O puoég paokeg
QTPapioHOTOS EKTANPHVOLY
mv
(A-R) 28 4.16 FEPI < 20% amouTHOELS ToL TPoTHIoL EN
(S.W.J 4 3.94 149:2001 + A1:2009
(SW.) 5 3.88 FFP2 < 6% OV AVAPEPOVTHL GTO GNLEID
(S.W.) 6 3,76 7.9.2 gvtdg tov £0povS TG
TPOTNG Kat TG devTepng
TPOoTaCiog
(M. S. TC.) 10 4.26 FFP3 < 1% Kotnyopi
o
(MS. T.C. 11 427 (FFPIL, FFP2)
)
(M.S.T.C) 12 4.36

Kardotaon: (M.S) Mnyoaviky avroy
(T.C.) KMpotiopodg Oeppokpaciog
‘(A.R.) Ontwg Toparpdnke, TpmTdTLTO
(S. W.) Ilpocopoimon enetepyaciog pOopdg

Xoppatomto pe To déppa: Ty kbeon TpakTikdv emdocemv avapépinke n mOavoTTa To VAKE TG PACKAG GE ETAPN HE TO Vo TPOKAAEGOLY epefioud 1| GAAeg Suopeveis emmtdoeig
TV vyeio.

Avoregipomro-:
, ApOpog| , ATOUTHOEG COUPOVO LIE TO TPOTLTTO .
Kardotoo SefyuoToc Omymn EN 149:200 1 + A1 2009 Amotéleopa
l embedpnon
(AR)) 32 14 Maoka LoAAdY TIépooe
putpapiopatog
(AR) 33 13 Sev mpémet va ) )
(T.C) 21 12 avormd6 1 ve pn Diktpapovrog THipooKeg
2 ouveyilet va OV TANPOVV TIg
(T.C) L1 avamdé e ATOTAGELG TOV TPOTOTOV
TMEPLOGOTEPO ATO 5
Sevtepoento et
anod
OTOUAKPVYGT 0TO TN EAGYOL

Katdotaon: (A.R.) Onweg mapariednke, Tpmtdtuno

(T.C.) Ogppokpoocio Xuvoikeg
[Meprektcomta o€ S10&€id10 TOL AvOpaka Tov
EIOTIVEOLLEVOL QLEPQL:

Mio péon
Kotdotoon ApiBpo | TlepiektikdTnTa TOL TEPLEKTIKOTNT Amnoutfioelg GOpQova. [LE T0 Amotélecpo
o ELGTVEOLEVOV GEPDL GE o O€ co2 mpotono EN 149:2001
detyparog c02[%] xat' dyko oV +Al1:2009
ELOTVEOUEVO
aépa
(AR)) 41 091 Iépace
(AR) 42 0.83 H ,
TEPLEKTIKOTNTCL TOV , ,
0.89 elonvedpevov aépa oe CO2 dev (DL}»‘Ep(Ipl(S’,L(l}LLO‘(DV
(AR) 43 0,92 . . . HOCKOV
npénel vo vepPaivel Kot .
o o V. EKTANPOVEL
péco opo 1o 1,0% Kat' dyko. OTUTHGELC TOL
TPOTLTTO

Katdotaon: (A.R.) Onwg mapainebnke, mpototumo

Ipavreg keparig: Xty ékbeon TpokTikdY EMOOcEMV. Agv £xouv avapephel Suopevels emMTMOGELS Yo T 6TadEPT GLYKPATNON TNG HAGKOG TNG
e&aptnong kepang otn Béon g, yla TIg GUVOMKEG 1810TNTES dLaPPONG TPOG T LEGTL.

Ontkd medio: v ékbeon TpakTikdV emdoce@V. Aev avapépinkay avemBiunTeg evEpYELEs Yio To YUPUKTNPLOTIKG TOV OTTIKOV TTEHIOV.

Avtictacn oty avanvoi): Ewevon

Avtoy oty glomvon (mbar)

Amnoimogig
Kotdotoaon ApiOp Pvbuog Anoutoelg oOpeovo Pvbpog obpeove pe 0 Amnotéleo]

o¢ pong 30 e to mpotvmo EN pong 95 TPOTLTO EN po
detypo L/min 149:2001 + A1:2009 L/min 149:2001 +
T0g Al :2009

(AR)) 29 0,5 1,5

(AR)) 30 04 1,3

(AR) 31 0,5 FFP1<0,6 1,6 FFP1 <21

(S.W) 1 0,5 14

(S.W.) 2 0,6 FFP2<0,7 1,5 FFP2<24 Hépace

(S.W.) 3 0,6 14

(T.C) 13 0,5 FFP3<1,0 1,6 FFP3 <30

(T.C) 14 0,5 1,7

(T.C) 15 0,5 1,7
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ITITOITOIHXH

Katdotaon: (A. R. ) Onog mapainednke,
apyucy (S.W.) TIpocopowwpévn eneéepyacio
9Bopig

(T.C.) ®eppoxpacio Ipoetopoocio



AvticToon

otV avarvol): Exmvon

H 6¢om tov KePariov Tov Avrtictoon oty ekmvon
Katéotaon ApiBpée OHOLOHOTOG PuBuoc poﬁc_‘, A’n(mﬁcstg o€ ’
Sefyporoc 160L/min GOHQAOVEL UE TO Amoteléop
npotumo EN ata
149:2001 + A1:2009
Amgvbuvopevog omevdeiog 2,2
Me katevbvvon kdbeta Tpog 2,1
0. TAVE®
(A.R) 29 Me katevbovvon kébeta mpog 2,1
T0L KOTO 2,3 FFP13
Eamlopévn oty aplotepn
mAeLPL
Eamlopévn ot de&id mevpd 2,0 ,
Amgvbuvopevog omevdeiog 2,0 FFP2 3 Hépace
Me kotedBvvon kdbeto mpog 2,0
0. TAVED
(AR) 30 Me katevbvvon kdbeta Tpog 2,1 FFP3 3
0, KAT® 2,0
EamAopévn oty aplotepn
mAevpdL
Eamlopévn ot de&ld mevpd 2,4
Katdortaon: (A.R.) Onwg mapainednke, mpotdtumo
Avtictacn otnv avazrvol): Exmtvon
H 0¢om t0ov KEQOAI0D TOL AvtictooT 6Ty €KTvon
Katéotoon ApBpde OHODHOTOG PuBuog poﬁg A,TE(XI‘I.'TCIGSLQ o€ )
Setyooc 160L/min GOHPOVE E TO Amoteléopn
npoétuTo EN ota.
149:2001 + A1:2009
Amgvbuvopevog omevdeiog 2,2
Me katevbvvon kébeta mpog 2,1
10 TAVEO
(AR) 31 Me katevbuveon kabeto mpog 1,9
ToL KOTO 2,1 FFP1 3
EamAopévn oty aplotepn
mAevpdL
Eamlopévn ot de€ld mevpd 2,0 ,
AmevBuvopevog omevbeiog 22 FFP2 3 Hépaoce
Me katevbovvon kabeta mpog 22
0. TAVED
(S.W) 1 Me katevbvveon kabeta mpog 2,0 FFP3 3
T, KT 23
ZEamAopévn oty apioTepn
mAeLpaL
Eamlopévn ot de&ld mievpd 24
Katdotaon: (A.R.) Onog mapainednke, tpmtdtumo
(S.W.) IIpocopowwpévn enelepyacio pBopdg
Avrictaon etyv avanver: Exmvon
H 6éom 10V KEQAAL0D TOV Avtictoon oty exkmvon
Katdotoon ApBuog opobpoTog PU?P()Q 'Anamﬁcalg )
Setynotoc pong OOUPVAL LE TO Amoteréop
160L/min npotumo EN oo
149:2001 + A1:2009
AmevBuvopevog omevbeiog 2,0
Me katevbvvon kabeta Tpog 23
10 TAVED
(S.W) 2 Me katevbvveon kabeta mpog 2,0
oL KOTO 2,0 FFP1 3
EamAopévn oty aplotepn
VP
Eamlopévn ot de&ld mevpd 22 ,
Amgvbuvopevog omevdeiog 2,1 FFP2 3 Mépaoe
Me katevbvvon kabeta Tpog 23
0 TV
(S.W) 3 Me katevbvvon kabeto mpog 2,0 FFP3 3
0, KAT® 2,1
ZEamAopévn oty apletepn
mAeLpdL
Eaniopévn ot de€é Thevpd 2,1

Yvvonkec: (S.W.) [Ipocopowwpévn enelepyocio Bopdg

Avrtiotacn otnv aveznvor): Exnvon




H 0éom tov kepariod Tov Avtictaon oty exkmvon
Koréoraon AptOude OLLOLMHOTOG Pv?u(’)g ’Anmrﬁcatg )
Setyonoc pofg GOHPOVE LE TO Amoteréop
160L/min npdtumo EN oo
149:2001 + A1:2009

AmevBuvopevog amevbeiog 2,0
Me kotedBvvon kdbeta mpog 24
0. TAVE®

(T.C)) 13 Me kote00vvon kdbeto mpog 2,4
0, KT 22 FFPI1 3
ZEamlopévn oty aplotepn
meLpdL
Eamlopévn ot de€ld mievpd 23 ,
AmevBuvopevog omevbeiog 2,1 FFP2 3 Tépaoe
Me katevbvvon kdbeta Tpog 22
T0 TAVED

(T.C) 14 Me npdéowno kdbeta Tpog Ta 2,1 FFP3 3
Kétw Zamlopévn oty 2,2
opLoTEPT) TAEVPA
Eamlopévn ot de&ld mevpd 2,1

Ipoetopooia: (T.C.) [lpogtopacio Beppokpaciog
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[MI=TOITOITHZH
Avtictaon etny avarvon: Exmvon

Aptoy ™ B€0m oV KEPAALOD TOV Avricswcm,cmv
Katdotaon 6 OUOIOUOTOG o - . S,KWVOTI
) VOOG TOUTAGELS GOLOOVO. LIE TO .
detypa pofic péTono EN 149:2001 + Anotehiopa
05 160L/min | A1:2009 e
AmgvBuvopevog angvdeiog 2,0 FFP13
Me npdowno kabeta mpog Ta 2,1
(T.C) 15 moveo Me tpdownmo kabeTo Tpog 1,9 FFP2 3
T0 KOTO ZamAopévn oty 2,0 [épace
aploTeEPT] TAELPAL 2,0 FFP3 3
Zoamhopévn otn 6g€1d misvpd

Mpogtowpacia: (T.C.) ITpoetoposio Heppokpaciog

Améepaln: H dokiun avtr| dev epappoletol otny npipepn paoke tpopicpatog copatidiov, 1 omoio dev eivol eTavoypeLOTOMGIi).
(T cVoKEVEG TTOL YpMoOTOLOHVTOL 6€ pio ovo Bapdia, 1 dokur amdepaéng ivar mpoapetiky dokiun. [0 GLOKEVEG EMAVAYPNGLOTOLODUEVES )
dokiun eivat VITOXPEMTIKT).

Awgicdvon Tov vAkoey Tov @iktpov: H dokiun avtn dev epoppoletar otny nuileon HAoKo GIATPOPIGIOTOS COUATIOIMV TOV deV £ival
ETOVOPT|GLLOTIOGLUT.

ATooVVApPPROLOYOOREVE HEPT: ALV VAPYOVY OTOGUVAPHOAOYOVUEVE LEPT) GTO TPOTOV.
Iipavon - Zuokevocsio: ATopaitnteg oNpaveELg VPOV GTO TPOIOV KO GTN GLGKELAGIO TOV,

ITAnpogopieg mov TPEMEL VoL ToPEXOVTOL O TOV KATOOKEVAOTY: L€ KAOe piot amd TIG pikpoTeEPEg EPTOPIKE S100EG1IEG GUCKEVAGIES TOV TPOIOVTOG,
kabopilovtar  gpappoyrn (0dNyieg yKATAGTAONG), O ELEYYOL TPLV ATTO TN YPTON, Ol TPOELSOTOGELS KO Ol TEPLOPLGLLOT ¥PNONG, 1) AmoBKeELOT Kot Ot EVVOLEg
TOV GLUPOLOV/ ELKOVOYPOUUAT®V.

ITPOETOIMAXTHKE AITO EI'KPIOHKE AITO

Mert TUKENMEZ Suat I<A(MAZ /7
Epnepoyvopovag MAIT Ieviog Arevbovric r ‘-\\






	Guangdong YIDAO Medical Technology Co. , LTD.
	EN 149:2001+Al:2009 Συσκευές προστασίας της αναπνοής - Φιλτράροντες ημίμετρες μάσκες για προστασία από σωματίδια - Απαιτήσεις, δοκιμές, σήμανση
	UNIVERSALCERT. COM
	ΟΙ ΡΗΤΡΕΣ ΤΟΥ ΠΡΟΤΥΠΟΥ EN 149: 2001 +Al: 2009 ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΟΔΗΓΙΑ ΤΗΣ ΕΥΡΩΠΑΪΚΗΣ ΕΝΩΣΗΣ
	2. ΠΡΌΣΘΕΤΕΣ ΑΠΑΙΤΉΣΕΙΣ ΚΟΙΝΈΣ ΓΙΑ ΔΙΆΦΟΡΕΣ ΚΑΤΗΓΟΡΊΕΣ Ή ΤΎΠΟΥΣ PPE
	2.3. ΜΑΠ για το πρόσωπο, τα μάτια και το αναπνευστικό σύστημα
	2.4. ΜΑΠ που υπόκεινται σε γήρανση
	2.6. ΜΑΠ για χρήση σε δυνητικά εκρηκτικές ατμόσφαιρες
	2.8. ΜΑΠ για παρέμβαση σε πολύ επικίνδυνες καταστάσεις
	2.9. ΜΑΠ που περιλαμβάνουν εξαρτήματα τα οποία μπορούν να ρυθμιστούν ή να αφαιρεθούν από τον χρήστη
	2.12. ΜΑΠ που φέρουν ένα ή περισσότερα σήματα αναγνώρισης ή αναγνώρισης που σχετίζονται άμεσα ή έμμεσα με την υγεία και την ασφάλεια
	3. ΠΡΌΣΘΕΤΕΣ ΑΠΑΙΤΉΣΕΙΣ ΠΟΥ ΑΦΟΡΟΎΝ ΣΥΓΚΕΚΡΙΜΈΝΟΥΣ ΚΙΝΔΎΝΟΥΣ
	Τεχνική αξιολόγηση του προτύπου EN 149: 200 1 +A1: 2009 και άλλων προτύπων στα οποία αναφέρεται Ρήτρες που αντιστοιχούν στην οδηγία (ΕΕ) 2016/425

	Mert TUKENMEZ
	Εμπειρογνώμονας ΜΑΠ

	Suat l<A(MAZ
	Γενικός Διευθυντής



