Eindbeoordelingsformulier - Frp Mondmaskers (LOT-nummers)

Datum 22 - 6-70 .

Lotnummer Ve .
Leverancler/LCH-nummer -

Productnaam of naam fabrikant

Productiedatum

Type mondmasker {volgens de fabrikant) K.NSIT -

Q1 Particle Penetration 0,3 | Percentage Type P1/P2/P3
Masker 1 Qo /- 99 /-
Masker 2 Naa/~ | Mala
Masker 3 e 7@/
9 30,
Q2 Fittest

Testpersoon 1
Testpersoon 2
Testpersoon 3

FFP2
Q3 en Q4 + +/- -
Qordeel RIVIV —
Qordeel AH/TOX) _—
Artikelnummer VWS | Quality Check
[1 857 (FFP1) 0 Goedgekeurd
[ 958 (FFP2) P Afkeur
{8,971 (KNS5}
Algemene bevindingen:
Logistiek Aankruisen Classificatie Clip Specs,
Ua/Nee) PFE AT
Mand 1 Goedkeur; FFP2 >94% >100
Mand 2 Goedkeur: FFP2 met instructie aver >94% 33<FIT<100
FIT
Mand 3 Afkeur: FFP1, filter van mindere 80%<PFE<94% >100
kwalitgit*®
Mand 4 Afkeur: FFP1, buiten acute zorg, BO%<PFE<94% 33<FIT<100
met instructle over FIT {Q57)
Mand 5 Afkeur: Alleen ultleveren bij hoge - >94% <33
x nood 4 )a. -
Mand 6 Afkeur: Alleen uitleveren bij hoge i BO%<PFE<I4% <33
nocd
Mand 7 Afkeur: Niet gebruiken <80 Ongeacht fit

* ingekocht FFP1 in mand 3 boeken als goedkeur

Disclaimer: Deze rapportage bevat een deel van de itelt van de prod . Dit betekent dat deze resultaten stechts
een gedeeltelijke weergave zijn van de kwalitelt van de producten. De rapportage is alleen te gebruken door het LCH en het ministerle VWS ter
ondersteuning blj het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen niet gedeeld warden met derden. Indien u niet de
geadresseerde bent of dit bericht sbusievelllk aan u Is vermnden, wurdt u verzocht dat aan de afzender te melden en de rappartage te verwijderen.
Het LCH en het e VWS den geen o kheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan
het elektronisch verzenden van berichten.
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Checklist prestatiecontrole adembeschermingsmaskers

1120401

Inkoopnummer

LOT-nummer

190 .

Datum uitvoering check

2% -6-720

Leveringsdatum

Leverancier

Productnaam of naam fabrikant

Productiedatum

Naam

Functie

Besproken met RIVM

Hiona cen = KNQT-

Advies:

Type masker bij vitgifte:

Werkwijze:

RIVM voert de “administratieve’” controle uit met betrekking tot notified bodies, certificaten en

Declarations of Conformities. De arbeidshygi&nisten beoordelen opdruk binnendoos, verpakking masker
op onregelmatigheden met behulp van deze checklist. Het masker zelf wordt gecontroleerd op aantal

lagen, kwaliteit, bevestiging van elastieken en fit op het gezicht. Vervolgens wordt een gezamenlijk
advies gegeven aver onder welke categorie dit masker zal worden uitgegeven naar de ziekenhuizen.

Administratief (wordt ingevuld door RIVM)

Technical data sheet aanwezig? X la CINee
Garantiecertificaat aanwezig? = Ja - CNee
Declaration of conformity aanwezig? | O Ja MNee

Oordeel van RIVM

Z V;r_ ZGM.C;«%.L \ae_w'\db\wé:»\ 7{0’\“ an o, U

5.1.2i Toelichting

Prestatie levering

Oordeel arbeidshygienisten

T = cnuddenda .
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Bijzonderhaden:

VERPAKKING OM HET INDIVUELE MASKER

1 | Zit er verpakking om het masker? |5 Ja | O Nee
Zaja:
2 | Hoeis de verpakking te openen? SLGemakkelijk
[ Lastig
O Moeilijk
3 | Correspondeert de verpakking met de OiJa

informatie op de binnendoos? [ Nee, het volgende wijkt af:

Bijzonderheden:



DE FIT VAN HET MASKER OP HET GEZICHT
1 | Hoe past het masker op het gezicht? [ Goed
' &1 Ruimte bij de kin
&L Ruimte bij neusstuk na aandrukken
[ Slechte aansluiting bij wangen
; (]
L —
, 2 | Waar ontsnapt lucht bij de leaktest £ Niet
f B[ Neus
BKin
O Zijkant
[ N.v.t. (Chirurgisch)
3 | Kan het masker met de touwtjes en OJa
| elastieken strakker op het gezicht worden | Nee
| getrokken? O Nt
4 | wat gebeurt er als het gezicht beweegt? 1 Masker blijft op zijn plek
I Masker verschuift
[
5 | Behoudt de neusklem zijn vorm gedurende |32 Ja
circa 1 min? ONee
O Nt
6 | Chirurgisch masker: Wat is de hoogte van
het masker wanneer deze uitgevouwen is?
7 | Chirurgisch masker: wat is de lengte van de.
neusklem? 1
Bij een chirurgisch masker ' ;
Doos | Materiaal neusbeugel | Breedte neusbeugel | Lengte van het uitgeklapte masker
1 ‘
2
3
4
5
6
7
8
g s
10
11 \
12 =

Bijzonderheden:
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Fittest by RIVM

1120401

Datum

23-06 -2020

LOT/X-nummer

8?7 1/2

(ruim, krap, etc)

l:;ts:a: ;oc:' EEEFRT E(Ja, test alleen met Clip O Nee, test zonder en met clip of kam

Zonder clip of kam Met clip of kam
Tester: Opmerkingen | Score | Opmerkingen Score
A bes 1. Real1me {p 29

: T

4 le Ls veled TiF |14 24 Gy
3 veu! Jime Qo 16
4,
Algemeen:

Verschuift bij Up & Down/Bending?

JA

Is één clip voldoende?

JA

Extra opmerkingen (eventueel met pijlen waar lekkage is}

Type FFP Masker

Fit test (FAIL of PASS) fC:iE

i

Disclaimer: Deze rapportage bevat een onafhankelljk indicatief oordeel van de kwalltelt van de producten. Dit k dat deze resull slechts
een gedeeltelifke weergave zijn van de kwalitelt van de producten De rapoortage is alieen te gebruiken door het LCH en het ministere VWS ter
endersteunting bij het vrijgeven van producten op de markt. Gegevens uit deze rapportage magen niet gedeeld worden met derden. Indien u niet de
geadresseerde bent of dit bericht abuslevelijk aan u Is verzonden, wardt u verzacht dat aan de afzender te melden en de rappartage te verwijderen.

Het LCH 2n het ministerle VWS aanvaarden geen aansprakelifkheld voor schade, van welke aard ook, die verband houdt met risico's verbonden aan
het elektronisch verzenden van berichten.




Fittest by RIVM

1120401

Datum Zl ~é AQ@Q@

LOT/X-nummer / 507—7 c - / ) \

::s:a:tl%r L [ 1a, test alleen met Clip O Nee, test zonder en met clip of kam
| Zonder clip of kam Met clip of kam
Tester: Opmerkingen Score | Opmerkingen Score

T4 verlapt cnel

cooS S - RalTme 10
o & A~

Algemeen:
(ruim, krap, etc)

b ek (o

| 24

&,

Verschuift bij Up & Down/Bending?

ﬂ

Is één clip voldoende?

JA-

Extra opmerkingen (eventueel met pijlen waar lekkage is)

ZO/'{O’C,\ CLan

goat “opet 6T
kuwlden ’fl«

Her el na Knr

Type FFP Masker

Fit test {(FAIL of PASS) 25
|
Disel Deze rapportage bevat een onafhank f oordeel van de kwaliteit van de producten, Dit betekent dat deze resuitaten slechts
een g | zifn van de kwal van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerle VWS ter
ondersnunlng blj het vdjgeven van producten op de markt, Gegevens uit deze rappartage mogen niet gedeeld worden met derden. Indlen u niet de
geadresseerde bent of dit bericht jk aan u 5 ver , wordt u verzocht dat aan de afzender te melden en de rappartage te verwljderen.
Het LCH en het ministerle VWS geen aansprakelllkheid voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan

het elektronisch verzenden van berichten,



Particle Penetration by Kalibra

| Datum

|

12 -6b - Zo2o

Inkoopnummer

LOT/X-nummer

| \&Q} R

Q1 Particle Penetration Gemiddelde rendement 2 0,3 Pass or Fail t.o.v. P1/P2/P3
Masker 1 ‘
Qﬁ‘:‘;@ 1 i 7% \QG“D‘S | QE)
Masker 2 0-7 \
Qiub_\u 1 9% b £, Y,
Masker 3
_ Qs 3. C\q% W 'y Q?)
J
Ademweerstand:
[ Gemeten {< Pa} Eis (< Pa) Conclusie
Masker 1 Q
& 655
Masker 2 <240 Pa
1) @\53
Masker 3
N s
1
| Eindoordeel 2 0,3:

O fail
O voldoet P1

. voldoet aan P2

K voldoet aan P3

Beoordeling op basis van rqasker met het laagste filterrendement.

Disclaimer: Deze rapportage bevat een or
een gedeeltetijke weergave zijn van de kwallteit van de producten. De rapportage is alleen te gebrulken daor het LCH en het ministerte VWS ter
ondersteuning blj het vrijgeven van producten op de markt, Gegevens uit deze rapportage mogen niet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelijk aan u is verzonden, wordt U verzocht dat aan de afzender te melden en de rapportage te verwifderen.

kekjk Indl

deel van de kwalltelt van de p

Dit b dat deze r

Het LCH en het Vw5

geen aanspr

het elektronisch verzenden van berichten,

d voor schade, van welke aard ook, die verband houdt met risico’s verbanden aan
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Particle Penetration by Kalibra

| Datum

|
L

-

73-0b- 2020

" Inkoopnummer

LOT/X-nummer

1Qo3- 6 -

Q1 Particle Penetration Gemiddelde rendement 2 0,3 Pass or Fail t.o.v. P1/P2/P3
o Oetsye & 5% (s (s
Masker ¥ & nﬁ:\, % G\ g% , J ?’L
s Y gl

Ademweerstand:
Gemeten (< Pa) Eis (< Pa) | Conclusie
Maskerit £ (9 3/ t /55
Masker < 6 <240 Pa
s Css
Masker# 4 - 59 ‘p
i AV

Eindoordeel 2 0,3:

Beoordeling op basis van rhasL'er met het laagste filterrendement.

O fail
O voldoet P1
M voldoet aan P2

O voldoet aan'P3

Disclal : Deze rapp ge bevat een fh dljk indicatlal oordeel van de kwallteit van de producten. DIt dat deze r slechts
een gedeeitelijke weergave zijn van de kwalitelt van de producten. De rapportage Is alleen te gebrulken daor het LCH en het ministerie VWS ter
andersteuning bi] het vrijgeven van producten op de markt. Gegevens ult deze rapportage mogen niet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelijk aan u Is verzanden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwljderen.

Het LCH en het ministerie VWS aanvaarden geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan
het elektronisch verzenden van berichten,
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Inboekrapport VWS

Naam Ontvanger: ] 5.1.2¢ Datum: {4~ 4"‘ 2q

Lotnummer 8 o
1

Aantal inkooporder/pakbon

Aantal pallets

Totaal stuks

Aantal samples

Totaal aantal na sample:

Aantal per pallet
Aantal per doos
Aantal per verpakkingseenhei

Aantal komt overeen met inkooporder/pakbon JA [ NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

: 51.1¢
Artikelnummer: __ inkooporder nummer -

LCH-nummer Viys k%ﬂ(ﬁfal{ 3¢5?~- 23:’!‘-’ - Dé

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: O 2L.l -\o 3 - O\ - ingeboekt door:

02— 167-0
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1

LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

1
]

1 Shipper / Absender / Afzender - [cMR  AvC- 2002

Globenet as agent for : [ EENEN

| |ne 21610

Heerhugowaard .
The Netheriands 5.1.1¢
2 Destinataire / Empfanger % | 16 Transporter
[Centraal Boakhult o o o o
Laanakkemg 14 -~ g {Globenet BV "I.OB S
o ] Schiphol , NL "
3 Delivery Placs, Country / Ausfieferungsort il 17 Following Transporters

Vianen/ 4131PB - ] . — el
|Schiphol Express

4 Receipts Place and Date / Ort und Tag Ubemahme k.
|Schiphol, 17-6-2020 B |

L B 18 Vorbehatt und Bemerkungen des Fahrers

5 Documents annexes / Bijgevaegde Documenten . P
MAWB nr 7R4 43216910 -
—— =
h -
|6 Omscheiiving ' 7 Aantal 8 Verpakking 9 Soort |10 Stafisf{11 waigh{12 Vol.
i '

|MASK (220crt = 237570 MASK) -

VWS KENMERK: 3057-23164

= Status "C" ] | o |

-+ o+

19 Speciale{Afzender |Geidsoort|Ontvanger
reankomst

Vrachtprjs
_[Kortingen
—— o Saldo
- ) o Bijeenkomsten
' |rotaal: |

14 Frankeringsvoorschriften / Presm'ipﬁons _FRANCO
15 Remboursement

20 Besandere afspraken

JUN 2020

Transporier |Datk€ =
SIE Afd. lnkomende Goedesen

Signature du O
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/PN
UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL
Via A.Mnanzoni 29\a 24024 GANDINO —BG- ITALY
manufactured ot
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO,LLTD
Building 9,Zone A,Electronic Industrial Park, Anyuan City, Hangxi, 337000, CHINA

are lested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Protective Devices - Filtering Hall
Masks to Protect Agninst Particles - Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according o Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it Is approved
that the product incets the requirements of the regulation.

Product Definition |

Brand: GILANIA Model: GIL0O1 |
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 [[] product models given above, with;

s Issuing an appropriate EU Declaration of Conformity according to Personal Profective
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 harmonised standards, ensured
by mssessmenis based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than § vear from the beginning of serial production

This certificate is initially issued on 09 / 05 /2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requircments.
1 2163 f
~SustKACMAZ
UNIVERSAL CERTIFICATION
Director

Verify the validity with the OR

Necip Fazil Bulvan Keyup Sitesi £2 Blok Nottd/B4 Yokan Dudully Cinrzniye - ISTANBUL - TURKEY  T:490 216 455 80 B0
UHIVERZALCERT,COM
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UNIVERSAL

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO : 08.05.2020  KKD-2163-672

Client: GILANIA SRL

Centre Address: Via A. Monzoni 2% - 24024 GANDING (BG) -1TALY

Manufaeturer: FINGXIANG HUAFU MEDICAL HEALYH MATERIALS CO., LTD

Muanufacturing Address: Building 9, Zone A, Electmnic industrial pask, Anyuan City, Bionpxi, 337000. CHINA

This repon is to the nbove mentioned firm with the NATIONAL PROTECTIVE TESTING LLC firm's 25,04 2020 numbered NIFT20040712685 test
report and the test results wliich huve been obtained decording to the EN 149: 2001 + Al: 2009 stundards of e product specified in this repon, its
relatinn was evaluated with Essenlinl R:quimnans;pfl‘ursuncl Protective Equipments am the resufts were found to be appropriate

This repart is nn annex and an inseparable pan of the'EH Type Examlnation Cenificate No. 2163 - PPE - 672 issued 1o the company. The test resulls
und issued certificate belong only to the tesled praduet, The technical repot consists of n tolal o 7 pages,
Product Description : Patticle Filtering Hall Mask
Totnl Inwand Leokege: Classification - FIFP2
Trademark : GILANIA
Molel : GILODL

 £.5163KNID Fere
S o209

UFR-38%3 12.12.2012 Rev.00

L . . -
UNIVERSAL SERTIFIRASYON VIF GOZETIM HEZM. TIC, LTI, STL. Keyop Thenrei Merkee), Negip Pazl Bulvan, £2 k. N 4481 Y, Dodulu-~ Omrmiye = 1S TARBULT o480 216453 50 K0 140 216 449 &) 08 infolrimdveralcrn.cnn
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UNIVERSAL

CERTIFICATION

THE CLAUSES OF EN 149: 2001 + Al: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

1.1, Design principles
{.1.1. Ergonomlcs

PPE must be so designed and manufacturcd that in the foreseeable condilions of use for which it is intended the user can perform the risk related activity h
nunnadly whilst enjoying appropriate protection of the highest prossible level,

1,1.2. Levels and classes of protection T
L1221, Highest level ol protection possible

The oplimum fevel of proteciion to be taken into account in the design is that beyond which the consiraints by the wearing of the PPE would prevent ils
effective use during the period of exposure to the risk or normal performance of the activity.

1.1.2.2. Classes of pratection apprapriate fo different levels of risk

Where difiering foreseenble conditions of use are such thal several levels of the samie risk can be distinguished, appropriale classes of protection must

be taken into account in the desighn of the PPE. ‘!
1.2. lnnoenousness of PPE !
1.2.1. Absenee of risks and other inherent nuisance factors ;'
PPE must be so designed and manufactured as to preclisde risks and other nuisance factors under fore seeable conditions af use.

1.2.1.1, Suitable constitucat malerials

The materials ol which the PPE iy made, including any of their possible decomposition products, must not adversely affect the health or safety ol users
1.2.1.2, Sallsfactory surfuce conditien of all PPE paris in contact with the user

Any part of the PPE thal is in conlact or is liable to conme into contnet with the user when the PPE is wom must be free of rough surfaces, sharp edges,
sharp points and the like which could cause excessive imitation or injuries

L2.1.3, Maximum permessible user impediment

Any inpedimenl cuuszd by PPE to movements to be made, postures to be adopted and sensory perception must be minimized; nor must PPE couse |
movements which endanger the user or other persons. |
13 Camiurt and effectivencas

1.3.1. Adupiailon of PPE to user morphology

PPE must be designed and manufactured in such o way as to facHitate ts correct positioning on the user nud 1o remain in place for the foreseenble
period of use, bearing in mind ambient factors, the actions (o be carried ewl and the postures (o be adopited, For this pumpose, it must be possible to adupt
the PPE to fit the marphology of the user by all appropriate meuns, such as adequnte adjustment and attachment systems or the provision of an adequate
range of sizes.

1.3.2. Lightness nnd design strength

PPE must be as light-as possible withowt prejudicing design strengih and ellickency.

Apart from the specific additional requirements which they must satisly in order to provide adequate protection against the risks in question (see 3), PPE
must be capable of withsianding the cffects of ambient phenomena intierent ander the forcseeable conditions of use

L. Information supplied by the manufacturer

The notes that must be drawn up by the former and supplied when PPE i3 placed on the market must contain all nidevant information on:

2) In addition to the name and addressof the manufacturer and/or his nuthorized representative cstablished in the Community

b) Siorage. use, cleoning, maintenance, scrvicing ond disinfection. cleaning, maintenance or disinfectant protection recommendsd by
manufecturers must have no adverse effect an PPE or users when applied in sccordance with the relevant insinictions;

€} Performance as recorded during technical tests fo check the levels or classes of protection providled by the PPE in guestion;
d)  Suitnble PPE nccessories and the chameleristics of sppropriaie spar parts;

€} The classes of protection approprinte to different levels of risk and the corresponding limits of use;

f) The obsolescence dentdlinear period of obsolescence of PPEar certain of its components;

8) The type of packnging suitable for transport:

h)  The significance of any markings{see 2.12)

) Where sppropriaie the referentes of the Dircetives applied inaccordance with AnticleS(6) (b):

J)  The name, oddress and identificati ber of the notified body involved in the design stage of the PPE
These noles, which must be precise and comprehensibie, must be provided at least in the ofTicial langusge(s) of the member state of destination

UFR-383 T2 020008 Rev.00 5.1.2¢

. »

UNIVERSALSERTIFIKASYON VI GOZITIM HEZS TIC. 1TEL ST1, Keysp Vieares Morkeel. Socp Tasd Hulbvas, £7 Rriok, Noubd Y Duduily - Urrstiipe - SSTANTIUL Tiet0) 216 455 5050 P o8 316455 ROUS infodd i vernaort o
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UNIVERSAL

T CERTIFICATION

2. ADDITIONAL REQUIREMENTS COMAMON TO SEVERAL CLASSES OR TYPES OF PPE

2.5, PPE incorporaling adjusiment systems
if PPE incorporstes udjustment systeims, the Intler must be designed and monufactured so that, afier adjustinent, they do not become undone
unintertionaily in the foresecable conditions ol use.

2.3 FPE lor the face, eyes and respiralory system

Any restriction of the user’s face, eycs, field of vision or respiratony system by the PPE shall be minimised.

The screens fos ose types of PPE must have o degree of optical neutrality that is compatible with the degree of precision and the duration of the
netivitics of the user.

IE necessary, such PPE must be trented or provided with means to prevent misting-up

Models of PPE intended for users requiring sight comection must be compatible with the wearing of spectacles or contact lenscs.

2.4, 'PE snbjeel tn ngring

If it is known that the design performance of new PPE may be signilicantly affecied by ageing. the month and year of manufsciure amdfor, it passible,
the month and yeor of dbsolescence must be Indellbly and enambiguousty marked on each ilem of PPE placed on the market md on its packnging.

If the munufecturer is imable to give an undertaking with repard to the useful life of the PPE, his instructions must provide all the information necessary
to enable the porchaser or user to establish a reasonable ohsolescence month and year, toking into account the quality level of the model and the
effective conditions of storage, use, elesning. servicing and maintenance,

Where uppreciable and rapid deteriomtion in PPE performance is likely 1o be cnused by ageing resulting from the periodic use of a cleaning process
recommended by the manufacturer, the Iatier must, if possible, alfix o marking 10 ench item of PI'E placed on the morket indicating the maximum
number of ¢leaning operations that may be carried out before the equipment needs to be nspected or discarded. Where such a marking is not affixed, the
manufacturer muost give Uint information n his instructions,

2.6, PI'E for use in potentislly explosive nimaspheres
PPE imtenuded or wse in potentially explosive atmospheres must be designed and manufactured B such o way thiat it cansol be the source of an electric,
clecirostalic or impact-induced erc or spark |ikely to cause an explosive mixture to ignite

2.8, PPE for intervention in very dangerous siluntions

The instructions supplied by the monufacturer with PPE for intervention in very dangerous siluations must inclide, in particular, dota intended for
competent, imined persons who are qualified to interpret them and ensure their application by the user,

“The instructions must olso describe Lhe procedure to be adopted in order (o verify that PPE is comeetly adjusted and functional when wom by the user.
Where PPE incorporates an alarm which is activated in the ohsence of the level of protection normnlly provided, the alorm must be designed and placed
sa {hat it cin be perceived by the user in the foresecable condiions of use.

2.9, PPE incarporating components which ean be adjusted or removed by the user
Where PPE Incarporates camponenis which can be aiteched, adjusted or removed by the user for replacement purposes, such componenis nuist be
designed and monufaciured so that they can be easily atisched, sdjusted and removed without tools.

2.12 PPE hearing nne or more identification or recognitton marks directly nr Indirectly relating to health and safely

The identification or recognition marks directly or indirectly relnting to health and safety affixed to these types or closses of must preferably take the
form of harmonized pictograms or idengrams and mwst rem ain perfectly legible throughout the foresceshleuselul life of the PPE. In addition, these
nnrks must be complete, precise and comprehensible 20 as to prevent ony misinterpretation; in particular, where such marks incorporate words or
sentences, the latter must appear in the official langunge(s} of the Member State wiwre the cquipment is to be used,

I PPE {or u PPC component) is too small to ollow al [or part of the necessary' marking to be affixed, the refevant information must be mentioned on the
packing and in the manufacturer’s notes.

3. ADDITIONAL REQIMREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Prodeclion against cutancous and ocolar contact

PPE intended to prevent the surface contact of ail or part of the body wilh subsiances and mixtures which are hazardous to health or with harmful
biologicnl agents must be capsble 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 materinls and other components of those types of PPE must be chosen or designed and incorporated so as to ensurv, as far as
possible, complate leak-tightness, which will allow where necessary prolonged daily use or, failing this, limited leak-ligitness necessitating & restriction
of the period of wear,

Where, by virlue of their nature and the Foreseeable conditions of their use, certain substsnces and mixtures which are hazardous o health or hamaful
biological agemts possess high pencimtive power which limits the duration of the protectivn provided by the PPE in question, the latter must be
subjected o standard tests with o view to their classification on the basis of their performance. PPE which is considered (o be in conformity with the test
specifications must bear a marking indicating. in particulnr, the names or, in the nbsence of the names, the codes of the substances used in the tesis and
the cormesponding standard period of protection. The manufacturers instructions must olso contain, in particular, an explanation of the codes (iff
necessary |, a detailed description of the standard lests and all appropriste information for the detlermination of the maximum pemissible period ol wear
under the dilferent loreseeable conditions of use.

UFR-233 12.12.3012 Rev 00

UNIVERSAL SERTIFIKASYON VE GOZHTIM NEZM. 110 LTD. §11. Keysp Theany Merkezl, Neeip Fand Hulvars, 22 Blok, NsM/1 Y Dudalt - Cmeaiys - ITANGUL TV 216 455 50 B T +00 218 453 1 (8 infsbtaniramsalicss ioun

1120401

e ———————




SET
UNIVERSAL

T CERTIFICATION

Technical Assessmenl of EN 149: 2601 + A1: 2009 Stondard and other Standards it refers to, Clauses Comesponding to the
(EU) 2016/425 Directive

il and Regarainels

Cloasification : Panticle Filtering 1lalf Mask
b Total lword Leakage; Classilication - FFP2
Article Packing : Paticke Mltering hall masks nre packogsd 10 proteet them from contamination before sse and with cordboasd boxes ta prevent
74 mechanical damage.
* Material : Materials used in partiche filtering hall masks, according to jhe shmulated wearing and tep conditioning reports; II is
Artrele umlersiond withstend landling enil wear wwer the period Tor which the panticle Mlering hall mask is designed 1o be nsed, sulTered meehanical
7.5 failure of te fucemecs or stmps, any moterinl frum the lilter media released by the air fow throuph the filier has not constitvie a hazard o1
nuizance For the wearer.
;ﬁkh Cleaning and Dlsinfectbe @ Particle flicaing hall niask is 0ot designed to be aa re-usable,
Practical Performance :
_— Requirernents in accordance with EN
Asscased Elements Posilive Negative 149:3001 + A1.2009 and Resalt
1 The face pieee Giling 2 (] —
sfrihs 2 Head Irstsess eotmfon 2 0 Poaitive resulls should be obialued from the
17 3. Seeurity af fastenings 2 a performance lests relaled to the
4.Speech cleunesy 2 o implementation under real conditione,
5 Fiehd of yrsicn 2 o
| 6 Materials compatibilicy 2 0 No imperfections
| with skiw
_ Conditiening : (A.R.) As Reczived, original ]
Artishe Fintsh of Parts: Particle filtering half masks, which are likely 1o come into comtact with the user, do not have sham cdges and do pol cantain !
78 burrs,
Total lnward Leakage:
Test Mool " Head Head :
| Subjecs | smmple Condition . Walk IR right N Speech 2 Walk Average
1 AR A,BS 3,58 B3 5.64 4.8 33
2 EE] AR 4,87 5.61 .90 5.69 48 40
3 R Al 499 369 Xa. RE 4.9 30
4 3 Al 77 542 X3 37 47 22
R 36 Al 481 349 Fi I B0 30
[.C. 335 3.6 49 1 33 4B
Artletee I.C. = X3 30 77 37 33 f
XA L EXT] .6 5B 58 538 31
| o 532 5.52 33 38 529 36
| 10 30 e 530 3.43 334 530 514 27
|
i Avemee il 3.35 558 54 586 537
Min 4,77 541 324 3327 474 5,22
Max A1 359 394 3.69 538 5.5
Comfitioning : (AR )As R d, nriginal Resufis P (93) Leakage Value
(T.C.) Tempemture conditioning
. v ~__ Resolts meet with FFF2 requirements
Fenetration of filler materdal: Sodium Chilcride Testing
|
Sodium Chloride Testing Reguireinents in accordancs with
Comdllion ;:,_: 95 Limin mz (%) BN 149:2001 + A1:2009 Bl
(AR) ) 391
AR, 24 3,85 Filtering half wasks RAGN thef |
{AR) 5 376 FFPL=30% requirements of the standard | |
i (S.W.) 1 4,18 ) EN EN 149:2001 + A1:2009 | |
peid (S.W.) 2 196 FFP256% given in 7.9.2 in mage af the | |
B _8.W) 3 415 first antd second protection | |
{MS.TC) 7 4,66 FFP351% clagg
IMS. TC) B 4,57 (FF®1, FFP1)
{MS. T.C) 9 432
Ci ning ; (M.S.) Medianleal Sircash 93 [imin= |6 dm an T
{T.C.} Tempermure Condithoning
(AR} As Recsived, onigginal
g (S.W.) Sinuated weating trestment
UFR-383 TE 122002 Rev.0D 2.8
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CERTIFICATION

Penetration of fller material: @ Pra(lin Oif Testing

ParnfTin Oil Testing Requirements in nccordance
Condulon &E"!'; 95 Lanin max (%) | with EN 49,2001 + Al 2009 Rl
(AR) % 307
(AR} 27 4,18 Filtlering ialf mnsks fulBll thie
(ARY ® 4,13 FFPM £20% requirements of the stundard
(SW) 1 395 EN EN 149:2001 + A1:2009
{5.W) 5 338 P2 bt wiven in 7.9.2 in rage of the
(Sw) 3 386 first phd pecond protection
MS.TC) 10 4,08 FFP3<1% class
(MS.T.C) " 417 (FFP1, FFF2)
{MS.TC) 12 398

Canditioning : {M.5 1 Methanical Strehpih
{T.C.] Temperaiure Conditioning
(AR ) As Recebved, erigiual
15.W] Sitntlated wearing tremment

Computilifity with skio: In Provtical Perfonwnnce report, e likelihood of mask meterioks in contact with the skin cansing irfition or oilver

| adverte elfect on heallh wes nol reporied
Flammabitey : '
os No. of . . Requirements in aecordance with EN
Contition Sivmrd Vigual inspection 149.7001 + AL:200% Realt
(AR) 33 (] Filtering hall mask Passed

AR) | 3 13 shall nol bum or not

(1] 21 12 cantinue to bum for Filtering beall masks Gl

e n [ more tham 5 8 ofler requirements of the

e remon al from the (ome stadonl
“omditloning t {A.H.) As Recvived, onginal

_(T.C.) Tempernture Conditioning
Carbon dioside enmtent of the inhalation nirz
An average
Couditian No.of | CD;content of the inhalation air | CO, contenl off  Regquircinents in aceondanee witl Resul
Sample (%] by volume the inhatatforn EN 149:2001 + A1:2009
Bir
AR Ell oAz Passed
oY Al 3
TR |2 uEs €0, cnnlent althé inlwlation air g
" 088 shall not exceed gn averape of Filmmg.:l;{ Ll
(AR} 059 1,05 by volume requirements of the
standard

Condlitiening 1 {A K ) A3 Received, original

Head harness: In Pracrienl Performance repon, No sdverse effects have been regoned for halding the mask of the head barness finsdy i
pasiltion, for tolal inward leakaye propoties

Fléld af vision ¢ In Preclical Perfermancs repxott, No advetse effects were repatted (or the feld of vislon lanires.

- . . Requirements in Result
Condition No.of Flow Rote Bt ol Flow Rate sccondsace with
Sample 30 Limvin . 95 Limin EN 149:2001 5
1492001 + A1:2009 AlSoed
w AR} 23 i . 13
AR 3 03 12
_;L*—M%- 3 e FFPI 06 14 FFP1 22,1
L2 : 1 FFP2507 o FFP2S24 | paed
BW) 5 _ [ 4 <
S - 0% FFP3IZ 10 7 FFI3 €30
(IC) b L - 1A
(T.Cy I 0.5 13
Cemiitioning : (A R ) As Received, original
15.W.} Simalated wearing treatmrent
o (T_.C.] T:mpgﬂut Conditioning
5.1.2e
125022012 Rev.00
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| Brenthine Resixtance  Lxlulation
Condition ::,:L The duinmy head position Flow !.lm | n:m‘:ill,hlaﬂ Result
- 160 Lismin | |ay.2001 + AL2009
Facing directly X0 |
| Facing vestically upwards 24
Article (AR} i Frcing vertically downwards 248 FFP1 <3
1.16 | Lyfug om the lelt 2ide 28
| Lying onthe ighsids 20 ppacy | Pesed
[ | Faclug diecily 20
| | Fging vertically upwacds 2l FFPIS3
(AR} 30 | Facing vestically dovwmwards 2.1
| Lying on the e sle 2
| IEEREY, | I Lying on the aght side 2 )
Conditioning : {A.R.) As Recrived, original —
i atnnce : Exfialption
7~ R b 1 SR e
i No, of i Rexuirements in Resuli
Condition Semple { The dunimy head position ﬂ:w UI:!: S
L | | 1492001 +A1:2009 .
"1 Facing directly 22
Facing vedically upwards 21
{AR} 31 Facing vestically downwards 20 1 EER1 <3 |
Antcle Lying o the feft side 12 | |
L Lying oa the right slde 20 | FEP2 <3 | Toesar |
Facing direcily 22
Facing vertieally apwards 22 | FFP3 =3 ‘ |
(8W) t Facing vertizally downwands 22
Lying on the lefl side 22
¥ =, ing o the righl side 20 it 1
Conilitloning : (A.R.) As Received, original
[5.W.) Simulated wearing
Breathine Resistance : Lshalation
Condition | S0l The dummy s position Flo e ke Resull
' il 149.2001 + A1:2009
Facing diretily 20
Facing vertically opwands p e
; (B.W) 2 Tacing vertically downwands 22 FEPL 3
At Lying on the el sids 22
1 Lying on the right side 20 FFP2<) Fassed
Facing directly 20
Frcing vertically upwards 23 FFP3=3
(5.W) 3 _ Facing vestically downwards 23
| Lylng on the lefl side 2
Lying on the sight sile La
_| Conditlonlng : (5.W.} Simulated wearing treatment g
121202012 Rev ©D
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: Condition g;;‘:{‘ “The duing heod prosition Flow Rate L i 8 Resul
: Wabsmin | 1492000 + AlZ009
| ! Fating direchly 2
Facing ventically upwards 2
Arpite (rey 1 Facing ventically downwands 2D FFPI €3
T18 Lying o the left side 20
Lying s the right side _20 FFP2S3 Tl
Faxing ditcctly 20
F;n?:m@!y upwards BN FFR3Z3
rey) 4 Facing vertically downwurds pA |
Lyt oa the et side 22
Lyiny on the right side 23

Conditlonlng : (T.C.) Temperature Conditioning

| Rreathing Resistance : Exlialation i e E
— ~ Eslalatiun Resivianie
" No. ol r Renuizements in sexondance Resuly
it Sample The dammy [xead positicn m‘:}:ﬂ‘: will EN 149:2001 +
A1.2009
H;?fgr Faciuy, daeetly 20 FrPi 53
. i jenlly 2
Tc) 5 |-Ensieseiclly downvars 0 FFP2£3 Passed
Leying om the [ef side 20
R 5 FFPIS)
| Conditionlag 1 (T.C.) Tempermuro Conditioting
Article | Ulogging : Fhis test ia not npplicd 10 Particle Filiering Hall Mask which is not reusable,
1112 | (Fur shugle shiftwse deviess, the choseing fest b ptimaal fest. Foe re-sesable devices fest bs ushdlaoy:)
|
rged Penctration of fllter materlal: Thia tet is ot mpplicd 1o Particle Fillering Half Mask which is not reusable.
| Armicle T
| 1.18 | Demountable Parts: There are no demeantable parts on the product,
| ;“’"”" Marking — Packaging: N y markings ave available on the product and its packaging,
| - gy XTg
| Articie Informiation to be supplied by the fi 3 In each of the smakl inlly availnble packaging of the product, implementation
e {installation i ion) pee-nse control ing nnd usape fimitations, storage and ings of symbols / pi are defined
" PREPARED BY | APPROVED BY |

UFR-183 2.1 2. 28012 Rev 00 Page 717
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LﬁTRE Dgl VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

VWS KENMERK: 3057-23164

1 Shipper / Absender / Afzender [cMR  Avc- 2002
Globenet as agent for :
{Heerhugowaard o N ‘_FNL 788412
The Netherlands
2 Destinataire / Empfanger 16 Transporter
Centraal Boekhuis o B .
Laanakkerweg 14 a __ [GlobenetBY o eypp .
M R . {schiphol , NL N i
AN A S ST LENYRLY
3 Delivery Place, Country / Auslieferungsort 17 Following Transporters
Vianen / 21’-‘ o e e e o P o .
Schiphol Express
4 Recy _«and Date / Ort und Tag Ubemahme o]
|Schipho:  17-6-2020 B - | | i
o o |18 Vorbenait und Bemerkungen des Fahrers
iDoeumants annexes / i“gevoegda Documenten ‘o
8 Omschrijving

i ST TS M. N N [
*ek Stalug "G | |
= b | BRI . - | .
13 Opmerkingen I19 SpecialejAtzender [Geldscort|Ontvanger
S L bvaunkomst
DELIVERY 18JUN.1 I N
I ) i Cfvrechtprts | | |
e N T W _ [Kortingen )
] ~ |salde __ i o
e i o B B 3 B Bijeenkomstan
ITntaalt I
14 Frankeringsvoorschrifien / Prescriptions:  FRANCO
15 Remboursement /20 Besondere afspraken
21 Plaats en Datum opmaken Vrachtbrief :  Schiphol , 17 JUN 2020 24 Goed Ontvangen / Plaats
Afzender Transporter {Date Place
SIE Centraal uis BY
Afd. Inkom
Getekend v
Signature d

Srmarkasasinians
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NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiratory prolcctive devices, filtering halfinasks to protect against particles manufactured for

GILANIA SRL
Via A.Manzoni 29\a 24024 GANDINO -BG- ITALY
menufactured at
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO,,LTD
Building 9,Zone A,Elecironic Industrial Park, Anyuan City, Jiangxi, 337000, CHINA

are lested 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, il is approved
that the product meets the requirements of the regulation.

Product Definition
Brand: GILANIA Model: GILOOI
Filtering half mask
Total Inwards Leakage: Class - FFP2

Here by the manufacturer is allowed to use nolified body number (2163) and can fix CE mark,
shown below, on the Category 11l product models given above, with;

e Issuing an appropriate EU Declaration of Conformity according to Personal Proiective
Equipment Regulation (EU) 2016/425 Annex 9.

s Ongoing successful performance in fullilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and hannonised stancdards, ensured
by assessmients based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 09 /05 /2020 and will be valid for 5 years, if there is no
change in the rclevant harmonised standard affecting the essential health and safety

requirements,
2163 I
KACM.
UNIVERSAL CERTIFICATION
Director

Verify the valicity with the QR

Neeip Fazil Dulvan Keynp Sitesi E2 Blek No:ddsd Yk Dudully Oniraniye - ISTANBUL - TURKEY  T-490 216455 80 80
UNIVERSALCERT.COM
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UNIVERSAL

TECHNICAL ASSESSMENT REPORT

REPORT PATE/NO : 08.05.2020/ KKD-2163-672
Client: GILANLA SRL

CERTIFICATION

Contre Address: Via A, Manzoni 29 - 24024 GANDINOG (BG) - 11ALY

Manufacturer: PINGXIANG HUAFU MEDICAL HEALTL MATERIALS CO., LTD.

Munufncturing Address: Building 9, Zone A, Elecimnlc industrinl park, Anyuan City, Jiangi, 337000, CHINA

This repont is 1o the nbove mentioned firm with the NATIONAL PROTECTIVE TESTING L1L.C Ginn's 23.04 2020 numbered NPT20040712685 test
report and the fest esulis which huve been obiained acconding to the EN 149. 2001 + Al: 2009 stondards of the product specified in this repunt, iis
reldion was evaleoted with Essentinl Reguinements ol Persime] Protective Eyuipments and the nesulis were found (o be appropriste

This repart is m annex ond an inseparable pad of the E1F Type Exnmination Centificiie N 2063 - PPE - 672 issued (o the company . The test results
and issued eenificale belong only [0 the tested pmduet. The technical repoil consists af o tolal of 7 pages,

Product Description : Panticle Filtering Holl Mask
Total Inwand Leskege: Classification

Trademark : GILANIA

Moaortel : GILODT

- Fre2

asEnGmsanaREaREs

&ezmil(ﬂ% FKPe

$29:2001+A1 : 2009

UFR-383 12 1 2. 2912 Rev

.a0

J/ |

LNIVERSAL SERFIFIKASYDR VT3 GOZETIM 1 IEZ5L TIC, LTI, §TL Keyop Tocans Meread, Nevip Fazil Bubvars, B2 Ikak, No S84 Y. Prdulty - Omrdye - ISTANTIULT 4580 216435 BD 80 P50 216 4S5 K 08 infirfmdversalerst cow



1120401

UNIVERSAL

"CERTIFICATION

THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EURQPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

L.L. Design principles

I.1.1, Ergnonomics

PPE musl be so designed and manufactured that in the ble conditions of use for which it is imended the user can perform the risk related activity
nurmally whilst enjoying approprinte peotection of the highest prossible level.

1.1.2. Levels nnd classes uf protection

L.1.2.1. [Tighest level of protection possible

The optimum level of protection to be taken imto secount in the desiga is that beyond which the constraints by tlie wearing of the PPC would prevent its
effective use during the period of exposure to the risk or normal performance of the activity. ‘[

§.1.2.2, Clnsses of proteclion approprinte (o tilferent Tevels of risk
Where dilfering foreseeable conditions of use are such that several levels of the same risk can be distinguished, appropriale classes of protection mast
be token into account in the design of the PPE.

1.2. lnnocuonsncss of FPE
12,1, Abseace of risks and other inlierent nuisance factors
PPE must be so designed and manufectured vs to preclude risks and other nuisnnce fuctors under fore seeable conditions of use

1.2.1.1, Suitnble constituent materials
The materials of which the PPE is made, inchiding any of their possible decomposition products, must not adversely aiTect the health or safety of users.

1.2,1.2. Satisfactory surface condition of all PPE parts in contact with the user
Any pant of the PPE that is in contact or is linble to come into contaet with the user when the PPE is worn must be free of rough surfaces, sharp cdges,
sharp points and the like which could cause excessive irritation or injurics

1.2.13. Maximum permessible user Impediment

Any inpediment cuused by PPE 1o movements to be made, postures to be adopied and sensory perception must be minimized; nor must PPE couse
movements which endanger the user or other persons.

13 Comfort and effecliveness

1.3.1. Aduptation of PPE (o user morphology

P'PE must be designed ond manufactured in such a way as to facilitate His correct positioning an the user myd lo remuin in plave {or the foreseeable
period of use, bearing in mind ambient faciors, the actions to be carried cut and the postures 1o be sdopied. For this purpase, it must be possible o adopt
the PPE to fit the morphology of the user by all sppropriate meuns, such s adequate adjustment and attachment systems or the provision of un adequate
range of sizes.

1.3.2. Lightness and design strength

PP must be as light as possible without prejudicing design strength and efTiciency.

Apart from the specific sdditionnl requirements which they must satisly in order to provide adeguale protection against the risks in question (see 3), PPE
must be capable of withsianding the effects of ambient phenomena inherent under the foreseeable conditions of use

L. Information supplied by the manofacturer

Tl noles that must be drawn up by the former and supplied when PPE is placed on the market must contain &ll relevant information on:

2) In addition lo the name and addressof the manufacturer and/or his authorized representative cstablished in the Cammunity
b) Storage. use, clemning, maintenance, servicing and disinfection. ¢lenning, maintenmee or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in necordanee with the relevani instructions;

€) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion, |
d) Suitable PPE accessorics and the chargcteristics of spproprinte sparc paris:
€)  The classes of protection appropriate o different levels of risk aad the carresponding limits of use;
f}  The obsolescence deadlineor perivd of obsolescence of PPEor certain of its componenis; '(
B) Thetype of pucknging suitable for transport:
h)  The significance of any markings({see 2.12)
i)  Where appropriate the references of the Directives applied inoccordance with ArticleS(6) (b):
j)  The name, address and identificalion number of the notified body nvolved in the design stage of the PPE

These noles, which must be precise mnd comprehensible, must be provided at least in the oficinl language(s) of the member state of destination

UFR-383 12.12.2012 Rev.00
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L ADDITIONAL REQUIREMENTS COMMON TD SEVERAL CLASSES OR TYPES OF PPE

L1 PPE incorparating adjustment systents
IF PP incurporakes sdjustment systems, the latter must be designed and manufoctured so that, aiter wdjustinent. they do not become undone
unintentionally in the forcsceable condilions of use,

2.3. PPE lor the nce, eyes and respiralory system

Any resiriction of ihe user’s face, eyes, Geld of vision or respiratory system by the PPE shall be minimised.

The screens for those [ypes of PI'E must huve 2 degree of oplical neutrality that is compatible with the degree of precision and the durntion of the
aclivities of the user.

It necessary, such PPE must be treated ar provided with means to prevent misting-up

Models of PPE intended for users requiring sight comection must be compatible with the wearing of speciacles or contact lenses.

2. PPE subject tu ogeing

IF it is known thot the design performance of new PPE may be significantly affected by ageing, the month and year of manufeciure sdfor, i¥ possible,
the month and year of obsalescence must be indefibly ond inamblguously marked on cach item of PPE placed on the market and on its packnging.

[ the manufacturer s unable to give on undenakiog with regard to the useful life of the PPE, his instructions must provide all the information necessary
lo enable the purchaser or user to establish a repsonable ohsolescence month and yeor, taking into account the guality level of the model and the
effective conditlons of storage, use. cleaning. servicing and mainienance.

Where appreciable aml mpid deterioration in PPE performaee is likely Lo be eoused by ageing resulling from the periotlic use of a cleaning process
recommended by e manufactuzer, the lalier must, if possible, aflix a marking to each item of PPE placed on the narket indicating the maximum
number of clenning operations that may be carried o before the equipment needs (o be inspected or discarded, Where such a marking is not affixed, the
monufaciurer nest give that infarmation i his instroctions.

2.45. PPE for use in potentially explosive ntmosphercs
PPE imtended for use in potentially explosive atmospheres must be designed and manufactuced in such 1 way that it cannot be the source of an electric,
electrostalic or impact-induced arc or spark |ikely (o cause an explosive mixture to Ignite.

2.8. PPE Jfor intervenilon in very dangerous situntions

The instructions supplied by the manufocirer with PPE for intervention in very danperous sifuations must include, in particular, data intended for
competenl, irnined persons who are qualified to interpret them and ensure their application by the user.

The instructions must also describe the procedure to be adopied in order to verify that PPE is comectly adjusted and functional when wom by the user.
Where PPE incorporates an alarm which is activated in the abscnce of the level of protection normally provided, the atanm must be designed and placed
sa lhat It can be perceived by the user in the foresceable conditions of use.

2.9, PPE incorporating componcats which ean he adjusied or removed by the user
Where PPE incorparates camponenis which can be anached, ndjusted or removed by the user for replacement purposes, such components must be
designed and menufactured so that they can be easily nitached, ndjusted and removed without tools,

2,12, PPF. hearing ane or more identification or recognition marks divectly or indirectly relating to health nnd safety

The identificatidn or recognition marks directly or indirectly relaling to health and safety affixed to these types or clnsses of musi prefersbly tuke the
form of harmonized piclogmms or ideograms and st rem zin perfectly legible throughout the foreseeablenselul life of the PPE. In addition, these
marks must be complete, precise ond comprebensible 50 a5 to prevent ony misinterpreiation; in particular, whens such marks incorporate words or
sentences, the latter must appear in the official language(s) of the Member Siate whiere the equipment is lo be used.

IrPPE {or n PPE component) is toa small to allow &l lor part of the necessary marking to be affixed, the relevant information must be mentioned on the
packing and in the manufacturer's notes.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.18.2, Protection agalnst cutancous and ocular contac!

PPE intendeit to prevent the surface contact of all or part of the budy with subsiaices and mixtures which are hazardous to health or with harmful
biclogicnl agents must be capable of preventing the penstration o permeation of such substances and mixturcs and agents through the protective
integument under the foresceable conditions of use for which the FPE is intended.

To this end, the constiment matesials and other components of those types of PPE must be ¢hosen or designed and incarpornted so es to ensure, as fur as
paossible, comgleie lenk-tighiness, which will allow where necessary prolonged daily use or, failing this, linited leak-tightness necessilating B restriclion
of the period of wenr,

Where, by virtue of their nature and the fareseeable conditions of their use, centain substances end mixtures which are hazardous 1o health or harmful
biglogical agents possess high penctrative power which limits the durstion of the profection provided by the PPE in question, the laner must be
subjected ta standard tests with a view to their clossification on the basis of their performance. PPE which is considered to be in conformity with the test
specifications musi bear a marking indicating. in particular, the niunes o, in the ohsence of the names, the codes of the substances used in the tests and
the comresponding standerd peried of protection. The manufacturer’s instructions must also contain, in particular, mn explanation of the codes (if
necessary), a detatled description of the standard tests el all appropriste information for the determination of the maximum permissible period ol wear
under the dilferent loresceable conditions of use.
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Technical Assessment of EN 14%9: 2001 + A t: 2009 Swndard and other Standards it refers to, Clauses Corresponding to the

{CU) 20164125 Directive

- | Classification : Particle Filicring ! lall Mesk

] Tetnl Inwand Lenkage: Classification - FFP2

Arildy acklng ; Pasticke Gliering hell inasks sne packaged to protes) them from contaminntion before use and with cordboasd boves 1o prevent
T mechanical damage.

Material ; Maderials used fn panicle flering hail masks, according 10 the simulated wearing treptment and lempersture conditioning reports; It is
drticle underatoed withsiznd handling aml weie wver ths period (or which the particle Mliering half mask is designed to be uacd. milTeres) nechanical
1.5 [ailure of the loeepices or siaps, any matedial from the Tiller inedis released by the air flow through the Glter hes not constitate o hazand o

auismee for e wearer,

g Cleuning wnd Disiafectian : Particle Gitering half s i ot designed to be ns rewusabke
Practleal Perfarmance 1
i pn - nirements In aceortanie with EN
Assepseid Elements Taositive RNegative h?d')ﬁml + A 1:2009 sl Resoh
1 The Face prece filling 2 (]
A 2 Hemk hamess comlon 2 0 Positive results should be obtalned fram the
17 3 Secliity of fasienings 2 (] petformance Lests reimed (o the
4. Speech cleamess 2 (] implementalion nder real conditions,
_5,Fietd of visiou 2 Q
& Materfale campatibility 2 o Na imperfections
with skin
| Candltoning : (A.R.) As Rectavad, original
Arle Finish of Ports: Particle filtering lialf masks, which are likely ta come into contaet with the uses, do not have sham edges and da not contain
74 burrs,
Total Inward Leakage:
Test ‘Neof . Head Head )
Subject | samaple Candition 1. Waik e Jright g Specch 2 Walk Avemge
3 Al 4,88 5.58 5.83 364 4.8 5.35
3 Al 487 5.61 540 5.69 EE] A0
3 i Al 4,99 69 R 5.75 4.9 A6
; A 137 7 A 57 37 ¥7]
3 T AR 431 549 7 18D 30|
12 533 53 39 &t .32 48|
Arficle L = 529 .51 30 ,27 327 513
181 [ SAl £ 56 S8 I8 551
| (a8 532 .5 33 35 .29 336 |
f i 10 0 e 530 3.43 5.2 30 .14 527
f i [ Average 09 335 359 53 5,06 531
' Min 477 541 324 5327 474 522 |
Max Al 5.69 S 3.69 538 551
Cunilitioning : (AR ) As Recewed, nrigmal Resulis I' (%6) Leakaype Value
(T.C) Tempernture combtioning
Results meet with FEP2 requirements =
Penciration of Alier materinl: Sodivm Chioride Tﬂlulg
Sodium Chlonide Testing ireiments in accordance with)
Capdiion ;;; 95 Limin max (38) N 1001 5 A2000 Hetall
AR) 1] 3.81
[, . | M 3,35 Filtering balf niasks flfill the| |
(AR) 25 3,76 EFP) £30% requircments of the standsrd | |
. (5.W) i 4,18 EN EN 149:200] + A):2009 | |
oArifcke (5.%) b] 396 FEP2<6 % given i1 7.9.2 in range of the | |
79:2 (S.W.) 3 418 first ond second protection
™MS.T.C) 7 466 FEP3 5 1% closs
IMS. T.C) 8 457 (EEF], FFF1)
(MS. T.C) g 4,32
Caonditioniag 1 (M.5.} Mechanicsl Sirength 5 [Amin = 1,6 &m'=n
(T.C.} Temperature Condltioning
(AR ) As Reczived, otiging)
(S.W. ) Simulaled weating treatmend
UTR-1E} 12.12.2002 Rev.00 5.1.2e
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Penetraton of fillee materfali @ Peraffin Osl Testing

" Puenffin O Testing

(5.W] Sinnlated wenring freatment

’ Reyuirenents it accordance
Condliion ;E',;E"!rs 95 Uminmas %) | will BN 160:2001 + AL-2009 ouil
(AR} 26 307
(AR) u 4,18 Filtering lalf masks Dulfill the
(AR} b ] 4,13 FPPI £ 20% requirements of the standard
(5W.) 4 395 £N EN 149:2001 + A1 2009
5W) ] 3.88 FFP2 6% piven in 7.9.2 in range of the
W) b 386 firsi and second protection
M5 TC) [} 21,05 FFRAS | 8 class
(MS.TC) 1 a7 (FFPL, FFP2}
MS.TC) 12 398
Canditioning ; {M.5.) Mechanieal Strenph
IT.C.] Temperalure Canditioning
{AR 1 As Received. ongsual

Compatibitity with skin: In Practical Performance repon, the likelilioad of mask mataials in contact with the skin consing imilation ur other
adverse ellect on health was not repented.

Flamnnbliity
s No. of Requirements In accontance with BN
Condition Sanple Visual snsprection 142:200) + A1:2009 Result
| (AR) 3 [P Filteony hall mask Taued
{AR) ki) 13 shrall nol hum or not
{TE) 3§ e cantinue @ bum for Filtering hadf masks fulfill
| LI-‘C \ n 11 more than 5 5 after requirements of the

{L.C remon] from the flame stmelond
Canditioning : 1A_R.} As Recewved, oueginal

__IT.€) Tempernture Contfitioring
Carben dipxite content of the inhalatien airs

An pvernge
Coudition No.of | CO; conient of the inhalation nir | €O, content off  Requireinents in accardance with Result
Sample %%} by volume the inhatation EN 149:200] + A1:2009
air
AR, 41 g2 Fraged
!&?}’Ei{ - D::b O, content of the infalation sir
2 - : s i
4 086 shall not exceed an average of ﬁlt:rmgi ll;'::lfmuh
(AR) . 0.k 1.0% by volume requiremenis of the
stondand

Condifianing : (A K ) A Received, oniginal

i position, for tal inwnrd lekage propertics

| Hesd harness: In Prectical Performance repoet, No adverse ellects have been repotied for holding the mask of the bead harmess timmly in

Field of vision ¢ In Pmctical Peforinante rejior, No sdverse effets were reported for the field of vision fenwes

- . i Requirements in | Resuft
Condiion | No.af Floww Rate Meneean Flow Rate accordsmce with
Sample. 30 Limin 1492001 + A1-2009 95 L/min EN ld?r?MI g
: Al:2009
AR -1, S b4 53
i 0, 1
T 5 FFPI <08 4 FEPI <2
T sw) ) 03 T ;
= ¢ — FFP207 i FFP2<14 nssed
L"‘é:\:')’ ""'|33 :i e - TN :j - FFM <30
1 D o T 05 ¥ 14
(T.C) 15 K] 13
| Conditfening : (A1) A3 Receved, orgnel
| (5.W.) Simulated wenring treatment
5L _ (T.C) Temperatue Conditianing
5.1.2e
L3 2. 2002 Rev.00
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Brenthing Reshtonce : Exialation
— No. of . Requirements in Result
Coadition Sample The dwmmy liead position l ?‘:wb;l.:c‘: w::dmc: with BN
- I | Wp.20001A12009 | |
; Facing directly | 30
| Facing vestically upnaids 20
Amicle (AR) 29 | Facing verically downwards 20 FFPL=3
716 | Lying on the leh side 10
| Lyiny on the sight side 2.0 FrE2 <3 Pussd
| Facing directly 20
| Faving vertically apwards 21 FFPI=3
(AR) | 30 | Facing vertically dowmwands 4l
. Lying on the left side 21 Ii
i . Lytmg on the nght side 20 G LR
Conditloning : (A.R.) As Recelved, original i S
Breathing Revistance : Exhalation
: —
" No. ol e Requirements it
Condition Sample The dumemy head pasition ?‘zwu;l::: .uc:‘dmce with EN
149:2000 + Al 2089
Fucing direcily 22
Facing vertically upseards 31
A (AR} 3 f‘tll':iﬂ[ vertically downwards 2 .2 FFPi <3
216 Lying on the ket nde 22 i
Lying on the right side 20 FFP2 <3 noc
Facing directly 22
‘ Facing vemcally upnards 22 FFP3£d
| {5.W) 1 Faciny vertically downwards 22
‘ Lying on the lel side 22 ‘
Lying on the right side 20 ]
Caonditioning ; {A-R.) As Received, onginal
| {5.W.) Stmulated weariay treatment
[ | + Ixhalation
| - No.of i Requirements in Result
i Condition Sample The dummy head position fﬁl;\m ey Wik BN
1492001 + AF:2009
Facing direcily 2.0
1 Facing vertically upwords 22 i
{ (5w 2 Facing vertically downwards ] IFFPl €3
Artcle 1 Lying o the lefl side 12
i ‘ Lying om the i sidle 20 FFP2<3 Fisien
Facing directly .0
Facing vertically upwards 23 FFRI <3
{sW) k] Facing verically downwards _ 3
_Lying on the lef sule 21
Lying on the tight sikke 23
. Conditioning : (S.W.) Simulated weariny treatmenl
UFR-383 12.,12.2012 Rev 00
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| Candition !;:m::e The dummy hend position Flinw Rate mq;ﬂu:;:'igu
| - 160 1. /miin 149:2001 + A1:2009
Facing direetly 31
Fcing venically pmyads 4,
Aiticte (TC} 13 | Facing vertically dowmvans 20 ‘ FEPL<3 |
. i Lyiogonthe lellside w | f
. Lying aa the ripht side 20 FFP253 || e O
T 7| Faxiog ditscily 20 i
i | Facing vestically upwards EA] FFPIc3 - {
| {TC) £} | Facing wlmly downwards 1 | | |
I | Lying on the lefl side 23 | |
L {Lyingon the right side 12 |

Conditisning : (T.C.) Tehmertue Conditioning

Areathing Resistance : Exlalnlion Y
e He. of ” Requirements in ascondance
Somdsicy Samphe The Hubosy lcad pradlivn Tiaw Raie with BN 149:2001 +
ALY
rl;";«;‘e ; g Facing direetly 20 Frrl g3
. | ; Enciag vertically upeards 21
M i
(T.C). 15 Jﬂnn.mnﬂ;mm _i,g FER <3 Possed
. ; oo Itk i o i ciehiaidka e 10 FFP =3
| c‘nmlmnuiug (T C. }Tmpuumc Cmdhlnnuj
Article Clagging : Thistext is ot applied to Particle Fillering Half Mask which is not reusable,
7172 {Fir simgle SKifY i evices, thie lngeling 631 mptloua bext. Fo-re-srsnble dovkee fest s hwsladory: )
‘47":;1; Tenctration of Mier muterial: This et is not applied (o Particle Fillering Half Mask which is not reusable.
. Article ; T v
| 738 Demagntabie Parts: There are no demousiable parts on the praduct.
Pt Alarkdiig ~ Pickaing: Necisiary markiigs see avallable on the product and it packaging,
drirecle Ink ian la besupplied by the facturer: b each of the small ially available packaging of the product, implementation
e {instollation i i) pe-use . ing nnd usage limitations, storage and meami nflymbvlsfpucwpmnl we defined.
B . :
PREPARED BY | APPROVED BY
UFR-383 2. 1220 k3 Rev. G0 Fage 7|7
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