Eindbeoordelingsformulier - rre Mondmaskers {LOT-nummers)

Datum 14 - 06 - 2090
Lotnummer Tyl
Leverancier/LCH-nummer Hioriaten
Productnaam of naam fabrikant KNS
Productiedatum Y 9g-4-20120
Type mondmasker {volgens de fabrikant) _‘_Q\) A
: : ¥ i
Q1 Particle Penetration 0,3 | Percenta ] Type P1/P2/P3
[ masker 1 6;"5: , ly q9°%- Yail y
Masker 2 qa0/ \€ 46 '% P : |5
Masker 3 ‘JE o/s \6 48 el » 2
=) =
Q2 Fittest Zonder clip Met clip
Testpersoon 1 <iO e
Testpersaon 2 16 W)
Testpersoon 3 (e ke Ty .
FFPZ ] FAIL B PASS
Q3enQ4 + +/- -
Oordeel RIVIM -
Qordeel AH/TOXI -
Artikelnummer VWS | Quality Check
[0 957 {FFP1) [ Goedgekeurd
[ 958 {FFP2) [ afkeur
¥ 971 {KN9S)
Algemene bevindingen:
Logistiek Aankruisen Classificatie clip Specs.
(1a/Nee) PFE FIT
Mand 1 Goedkeur: FFP2 »94% >100
Mand 2 Goedkeur: FFP2 met instructie over >94% 33<FIT<100
FIT
Mand 3 Afkeur: FFP1, filter van mindere BO%<PFE<94% >100
lowaliteit*
Mand 4 Afkeur: FFP1, bulten acute zorg, BO%<PFE<94% 33<FIT<100
met instructle over FIT [G57)
Mand 5 Afkeur: Alleen uitleveren bl hoge >94% <33
nood
Mand 6 Afkeur: Alleen ultleveren bij hoge BO%<PFE<94% <33
nood
Mand 7 ! Afkeur: Niet gabruiken A <80 Ongeacht fit
* ingekacht FFP1 in mand 3 boeken als goedkeur =

Disclaimer: Deze rapportage bevat een onafhankelljk indicatiel cordeel van de kwalltsit van de producten. Dit betekent dat deze resultaten slechts
een gedeelteliike weergave zijn van de kwallteit van de producten. De rapportage Is alleen te gebruiken door het LCH en het ministerle VWS ter
ondersteuning blj het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen niet gedeeld worden met derden. Indien u niet de
geadresseerde bent of dit bericht abusieveljk aan u Is verzonden, werdt u verzocht dat aan de afzender te melden en de rapportage te verwijderen,
Het LCH &n hat ministerie VWS geen prakelljkheld voor schade, van welke aard ook, die verband houdt met rislico’s verbonden aan
hat elektronisch verzenden van berichten
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Checklist prestatiecontrole adembeschermingsmaskers

Inkoopnummer 30 '1 é‘:’ ? LOT-nummer l ‘ aa
Datum uitvoering check JA yYiamy Qo220
Leveringsdatum W
Leverancier Hievia (on.
Productnaam of naam fabrikant KN AS “Taate Ltive asE-
Productiedatum -~
Naam
5.1.2e

Besproken met RIVM
Advies;
Type masker bij uitgifte:

be\epr P f Lol

Werkwijze:

RIVM voert de “administratieve’’ controle uit met betrekking tot notified bodies, certificatenen
Declarations of Conformities. De arbeidshygiénisten 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 fitop hetgezicht. Vervolgens wordt een gezamenlijk
advies gegeven overonder welke categorie dit masker zal worden uitgegeven naar de ziekenhuizen.

Administratief (wordtingevuld door RIVM}

Technical data sheet aanwezig? X Ja [INee
Garantiecertificaat aanwezig? [AJa ONee
Declaration of conformity aanwezig? | LJ Ja ENee
Oordeelvan RIVM Ne Communks omdone Lot mum rauns OL oot

Prestatie levering

Qordeelarbeidshygienisten = < 1: {aalF 07 A2 et T E
dM L&: Co Zd‘w 2 ghasLitA n-»ﬁ PRSI AP TE P

> ahiy 0oL TA (,::CO&,N"' .67—“‘,&“3 1 Qnelint "y =

= |0p does Stann S fa l:;?w\u!cu bes{t 4 ba.u. ‘
- |op mastun sbank FFP 2 neacins op dovs ey le vinpla.
- v\é\Mﬂ 55 16 26- 200é op binnu-does, abaat nit QPM&‘A
"d”‘ tany febbe Win andue 2es At Lo 1 m

- opcle fote Linner doos t masluen news

l(;ndx%-:ha’. € cdute M‘iﬁ g"“f"*‘% ofcb_sf

= !% t P Za.ly
4&4{4. 77 b A. A qd!mLFﬂ.oM*

A - . -




BINNENDOOS/PLASTICZAK
1 | Aantal maskers perbinnendoos/plasticzak?
: 3Q
2 | Algemene indruk binnendoos/plasticzak? Integriteitin orde
(vochtplekken, ingedeukt, verkleurd etc) [J'Integriteit nietin orde, omdat:
O Extra stickers opgeplakt, nl:
3 | Welk productstaat op de £
binnendoos/plasticzak? K N 6%
4 | Welke leverancierstaat op de :
binnendoos/plasticzak? M LO"U Q TN
5 | Staat een CE merk op de doos/plasticzak? Cla | @ Nee
6 | Welke norm{en) staanopde O EN 149 (FFP)
binnendoos/plasticzak? [ N95
0 KNS5
[ P2 {Australia)
[J KMOEL-2017-64 Korea
(1 DS (Japan JIMHLW--
[J EN 14683 (Surgical)
O YY 0469-2011 (Surgical)
[ YY/T 0969 {Face mask)
‘g GB2626-2006
Anders:....
[J Geen
7 | Is ereeninstructie bijgeleverd? B4 Staat op de doos
[ Los in de doos
(] Ontbreekt
8 | Heeftde instructie betrekking op het masker Q Ja O Nee X N.v.t.
in de doos/plasticzak?
9 | Staat er een expiratiedatumop ™M Ja [ Nee
hinnendoos/plasticzak (shelf life max. S jaar) Eo(, . ADOS
prpa

lld/‘ 0~ Qiowtamoe GJOUbV\C(Ah'\'

Hhe - Sl'i
R |- abant an oL -{bf‘v

Op binntmAsos

pwmed M‘M‘: Msdﬁﬁ"ﬂﬁ‘{ ooi 8-4-2o2o
JL2A Wi
| ;e—n-m_z
’L H

3 30-4- 2020

4 20-Uv2e0

S 20-L-2010

4 lo-4-20%
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Bijzonderheden: o
VERPAKKING OM HET INDIWUELE MASKER S
1 | Zit er verpakking om het masker? | 9 Ja | O Nee
Zoja: %
2 | Hoeis de verpakking te openen? M Gemakkelijk
[ Lastig
O Moeilijk
3 | Correspondeert de verpakking met de O)a
informatie op de binnendoos? m Nee, hetvolgende wijkt af:&u s A Qfmd/‘d 05 .
4'4 :fM"' Soin andls W‘, Fﬂ‘l. —4,,@{'.
'-}, Ma&. 1 Wkt afn : 21"7

Waslae v F€ 89 1n ona.

Bijzonderheden: )
= Wbl = W Aoos | 2 3 Wi W Q)ﬂ;w.auo anddhin \)Mdoa-w‘
_oy Pl W doss ovtnige Aozt in 2apdur wwi*oqd/wva

Q‘\To%o ap M & innendovs Mm{t molun meb nedite zg&m}-
.. de Losmede AR0S 20 mnslun Wl it Wangea.
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HET MASKER
1 | Algemeneindruk masker? |8 integriteitin orde
[ Integriteit niet in orde, omdat:
2 | Komthet maskerovereen metde OJa
foto/tekening op de binnendoas? (g\ontbree'(t
Nee, het volgende wuktaf
) e m&u 1_"“ .
o i & ub s
3 | Wat staat er op hetmasker: R Y ot nutks P2
Reckdenwary  KRYS ke 2
Wig: 2000 ¥ Al 20%
Komt dit overeen metwatopde | J¥Ja Wee " | O Nt
verpakking van het maskerstaat? o
Komtdit overeenmetwateropde | [JJa E;l Nee OO Nt
binnendoos staat?
d‘b téz‘ 200
4 | Isdestofis nonwoven? 'E&\Ja = | O Nee
5 | Aantal lagenvan hetmasker: b1 B2 = 4 Os
does hisited wirdie |tk blows. 5'3 _% wit
6 | Heefthetmaskereen nare geur? OJa | O Nee
7 | Hoe wordt masker op hoofd bevestigd? O Met hoofdbanden
64 Met gor elastieken
[] Losse touwtjes
8 | Hoe zitten de touwtjes/elastieken aanhet | (3 Erop gestanst
maskervast? O Erin gestanst
O Gelijmd
[ Genaaid
O vastd.m.v.
9 Wat is de kwaliteit van de bevestigingvan | (X] Goed stevigvast
de touwtjes/elastieken? [ Bij eenkeerdragengeen probleem
[ Bij extra kracht laat hetlos
10 | Neusstuk [J Metaalin de stof
[ Kunststof met metalen kern in de stof
OJ Kunststof inde stof
Metaalaan de buitenkant
0 Met filterdoek afgedekt
O Rubberstrip
O
Bijzonderheden: b ’ ﬂmkd
: i te Uw&uﬁt’*‘ 0‘[) Mhi‘_ hm""‘ 2% a&w, WFH wof w.} dun -
ilh?v‘ 6’1’0‘ 1(¢ Uw&“" Pc" a"
i Aninde peott Uy ttonfivol Lang:
2 " aely b N.B. € 2o VAl Wobhe
b W Fuostm maslual ta hv. 204 ot
W ompadiir U~ 4

\ matun
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DE FIT VAN HET MASKER OP HET GEZICHT

1 | Hoe past het maskerop hetgezicht? O Goed
[J Ruimte bij de kin
Bl Ruimte bij neusstuk naaandrukken
0 Slechte aansluiting bij wangen
O
2 | Waar ontsnaptlucht bij de leaktest [J Niet
=i Neus
O Kin
O Zijkant
O N.v.t. (Chirurgisch)
3 | Kan hetmasker metde touwtjesen & Ja
elastieken strakkerop hetgezichtworden | CONee
getrokken? O N.v.t.
4 | Watgebeurterals hetgezicht beweegt? (0 Maskerblijft op zijin plek
B Maskerverschuift
[
5 | Behoudtde neusklem zijn vorm gedurende | {f Ja
circa 1 min? ONee
ON.wv.t.
6 | Chirurgisch masker: Wat is de hoogte van
het maskerwanneer deze vitgevouwen is?
7 | Chirurgisch masker: wat is de lengte van de
neusklem?
Bij een chirurgisch masker
Doos | Materiaal neusbeugel | Breedte neusbeugel | Lengte van hetuitgeklapte masker
1
2
3
4
5
6
|
8
9
10
11
12
Bijzonderheden:

Elpatih 2 L.



Disclaimer: Deze rapportage bevateen onafhankelljk indlcatlef aordeel van de kwallteit van de prod Dit betekent dat deze slechts een
gedeeltelijke weergave zijn van de kwallteit van de producten, De rapportage Is alleen te gebruiken door het LCH en het ministerle VWS ter ondersteuning
bij het vrijgeven van preducten op de markt. Geg ult deze rapp: ge mogen niet gedeeld worden met derden. Indlen u nlet de geadresseerde hent
of dit bericht abuslevelljk aan u Is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwijdere n. Het LCH en het ministerie
vwWs rden geen a kelljikheid voor schade, van wetke aard ook, die verband houdt met risica's verbonden aan het elektronisch verzenden van
bedchten,
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Fittest by RIVM

Datum Z}-— 06‘ 20720
LOT/X-nummer ] 5) oS

Fit factor real time
test < 10 [ Ja, test alleen met Clip @’ Nee, test zonder en met clip of kam
Zonder clip of kam Met clip of kam
Tester: Opmerkingen Score | Opmerkingen Score

yce! P/:/‘rf— /0 ¥
do5 2. Y 22
Uer\:e'al' Fi+ [?’ 5{

Algemeen:
{ruim, krap, etc)

Verschuift bij Up & Down/Bending? K e
v Is één clip voldoende? aq

Extra opmerkingen (eventueel met pijlen war lekkage is)
d Lof
et/ G o

Type FFP Masker
Fit test (FAILof PASS) | & %o

Disclalmer: Deze rapportage bevat een onafhankelijk Indicatief cordeel van de kwallteit van de producten. DIt dat deze r stechts
een gadeeitelilke weergave zijn van de kwalltelt van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerie VWS ter
ondersteuning bif het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen niet gedeeld worden met derden, Indien u niet de
geadresseerde bent of dit bericht abus jk 3an u s ., wordt u verzocht dat aan de afzender te melden en de rapportage te verwljderen
Het LCH en het ministerie VWS aanvaarden geen aansprakedjkheld voor schade, van welke aard ook, die verband houdt met risico's verbonden aan
het elektron'sch verzenden van berichten.




&

Particle Penetration by Kalibra

D

N 9. 6b - 2020
Inkoopnummer ?;0 é 65 7 |
LOT/X-nummer \ &Q&

Q2 Particle Penetration

Gemlddelde rendement 2 0,3

Pass or Fail t.o.v. P1/P2/P3

Masker ¥ <,
s 4

G 7

%%$5'gg_

Masker® 5

W s

qd%%

\chs ¥a

Masker ¥ §

Ohos 6

Q8%

I e)

Ademweerstand:
Gemeten (< Pa) Eis (< Pa} Conclusie
k
Mas er? @ 3 \@h "
Masker < 240 Pa
5 1L Cos
Masker 1
i 4 0, s

Eindoordeel 2 0,3:

O fail
O voldoet P1
(A voldoet aan P2

O voldoet aan P3

Beoordeling op hasis van masKer met het laagste filterrendement.

Disclal : Deze

ge bevat een h

kellfk indicatief oordeet van de kwalltelt van de producten. Dit betekent dat deze resultaten siechts

een gedeeltelljke weergave zijn van de kwailtelt van de producten. De rapportage Is alleen te gebruiken door het LCH en het ministerie VWS ter
ondersteuning bij het vrijgeven van producten op de markt. Gegevens ult deze rapportage mogen niet gedeetd worden met derden. Indien u niet de
geadresseerde bent of dit bericht abuslevelljk aan u is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwljderen,

Het LCH en het ministerle VWS
het elektronisch verzenden van berichten.

aarden geen aanspr

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

@,

Datum
\9: ob -20z6
Inkoopnummer
304 657 -
LOT/%-nummer
\ &0 &’
Q1 Particle Penetration Gemiddelde rendement 2 0,3 Pass or Fall t.o.v. P1/P2/P3

' Masker 1 .
U.‘m i éZ %

“__.._ﬂ
B PRL

Masker 2

(e « A3x

(%55 %

Masker 3 Q:m - qg %

G105

Ademweerstand:
Gemeten (< Pa) Eis (< Pa} Conclusie
Masker 1
| 8¢ (&ss
: Masker 2 <240 Pa
4 (&2
Masker 3
]S’ \(3\55
2 1
Eindoordeel 2 0,3:

Beoordeling op basis van masker met het laagste filterrendement.
fail

O voldeet P1

0, voldoet aan P2

[ voldoet aan P3

Disclaimer: Deze rapportage bevat een onafhankeljk indicatief aardeel van de kwaliteit van de producten. Dit betekent dat deze resultaten slechts
een gedeeltelijke weergave zijn van de kwaliteit van de producten. De rappartage is alieen te gehruiken door het LCH en het ministere VWS ter
ondersteuning bij het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen nlet gedeeld worden met derden. Indien u niet de
geadresseerde bent of dit bericht abuslevelitk aan u Is verzonden, wordt u verzocht dat aan de afzender te melden en da rapportage te verwijderen.

Het LCH en het ministerle VWS aanvaarden geen aansprakelijkheld voor schade, van welke aard ook, dle verband houdt met risico's verbanden aan
het eiektronisch verzenden van berichten.
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Inboekrapport VWS

Wp— vy d-6 - 20

Aantal inkooporder/pakbon Lotnummer fgf?g J A
Aantal pallets I} ? X ID:'ZS
. 3. 250 1y D60 = udy.odo
Aantal samples | i (y o

Totaal aantal na samples| o J . [ 0O

Aantal per pallet ) 7 A go

Aantal per doos 1000

Aantal per verpakkingseenheid 3 0

Aantal komt overeen met inkooporder/pakbon JA [ NEE
Zo niet Telling bevestigd door Naam:
Paraaf:
Artikelnummer: d Y& inkooporder nummer Pﬁ. D‘/[ éﬂ
J i 5§

LCH-nummer {[/ws) 305;7_ Y 57 - Oé

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: - - ingebpekt door:
- - 0\0( - | !2 - oy
*/"’ 2L - °L7/

g =703 =t Clo, -
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Inboekrapport VWS
Naam Ontvanger: Datum: /g -'( - 10
Aantal inkooporder/pakbon Lotnummer 18 08 B
Aantal pallets / %
Totaa! stuks I/:L’Z ) (q oo
Aantal samples | il
Totaal aantal na samplesl il

Aantal per pallet /7 Zga

Aantal per doos (O QO
Aantal per verpakkingseenheid & 0
Aantal komt overeen met inkooporder/pakbon JA [/ NEE
Zo niet Telling bevestigd door Naam:
Paraaf:
Artikelnummer: Inkooporder nummer

LCH-nummer kU b S)____}_Q_g:;_=_z”:s_) é y

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: - - ingeboekt door:
/ § ~ /86 -023 g
VZ

/(/ —ZGy-»o_z



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

3 L"

Vianen/! 4131PB

1 Shippar / Absender / Afzender Tevr Avc- zo02

Globenet as agent for : |JIEEN In ,
|Heerhugowaard i NL 216313 \

The Netherlands L%—% SL{ZF; r i
2 Destnataire/ Empfanger 16 Transporter ,, j
{Centraal Boekhuis =
I -

Laanakkerweg 14 Globenet BV ,‘ﬁ e

[Schiphol , NL
R | Fa—

3 Delivery Place, Country / Auslieferungsort 17 Following Transporters

Schiphol Express

4 Recelpts Place and Date / Ortund Teg Ubemehme
|schiphot, 17-6-2020

18 Vorbetait und Bemerkungen des Fahrers

Documents annexes / Bigevoegde Documenten

MAWB nr 784-1321.6313 M
|6 ©mschrijving 7Aantal 8 Verpakking 9 Scort |10 Statist|11 weigh{ 12 Vol.
MASK {225crt = 243.000 MASK) EURO PALLETS  faostkg |
VWS KENMERK: 3057-23164 | i

" Status "C" o o -

e e e e e s

13 Opmerkingen |12 Speciale|Atzender |Geldsoort|Ontvanger
| - RN Oversenkomst

[oELIVERYASAPY

e o Vrachtpriis L
= o7 a——
7 ) - Saldo
- |Bieenkomsten
IToIaaI: |

14 Frankeringsvoorschrifien / Prescriptions: | FRANCO

15 Remboursement : 20 Besondere afspraken

21 Plaats sn Datum opmaken Vrachtbriaf:  Schiphol, 17 JUN2020 (24 Goed Onivangen / Plaats

Afzender Transporter !Dattentrgmo ekhuis BV

Afd. Inkomende Goederen
Getekend voor aantal ontvangen
T . —

1120435



Veify the validity with the QR

ST
UNIVERSAL

IRTIFICATION

NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL
Via A.Manzoni 29\n 24024 GANDINO -BG- [TALY
manufactured at
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD
Building 9,Zone A,Blectronic Industriat Park, Anyuan City, Jiangxi, 337000, CHINA

are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Pratective Devices - Filtering Half
Massks 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 Reguletion (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Product Definition
Brand: GILANIA Modcl: GIL0O01
Filtering half mask
Total Inwards Leakage: Class — FFP2
Here hy the manufacturer is nllowed to use notified body nwmber (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;

*  Issuing an appropriate EU Declaration of Conformity according (o Personal Proicctive
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 hannonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 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

requiroments.

2163

UNIVERSAL CERTIFICATION
5.1.2e

Necip Fazil Bulvan Keynp Sitesi 22 Rlak No.44/84 Yukare Duduity Unizniye - STANBUL - TURKEY 'm
UNIVERSALCERT.COM

1120435
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A
UNIVERSAL

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT PATE/ NO : 08 05 2020/ KKD-2163-672

Clienl: GILANIA SRL

Centre Address: Via A. Manzoni 20 - 24024 GANDINO (BG) - ITALY

Manufucturer: PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO., LTD.

Manufaciuring Address: Building 9, Zone A, Clecimonlc industrinl park, Anyuan City, Jiangxt, 337000, CHINA

This repont is 10 the nbove mentivned firm with the NATIONAL PROTECTIVE TESTING LLC finn's 25.04 2020 tumbered NIFT20040712685 test
report and tie test results which have been obiained occording to the BN 1492 2001 + Al: 2009 standards of tie product specificd in this report, s
relation was evaluated with Cssentinl Requinements of Mérsoigl Protéetive Equipments and the results were found to be appropriate

This repant is an annex and an inseparsble pant of the F1 Type Examination Centificnie Ko, 2163 - PPE - 672 issued o the compmny. The test resulls
and issued certificate belong only ta the tested product. The technical report consists of a tolal of 7 pages.
Product Deseription : Particle Filtering Hall Mash,
Total Inward Leakuge: Classification - FFP2
Trademark : GILANIA
Model : GILODI

METEEE AR LR A

&Erzm:KNQS P2

049 2001+A1: 2008

UFR-331 12, 12.20032 Rev.00D

g J |

[IVERSAL SPRIIFIRASYON VI GOZETIM HIZM. THE LTI STL Keyrp Tiesres Merked), Necip Faund Bubvan, (2 Blok. N 4481 Y, Dudulla - Umriye - ISTANIULT: 150 216 455 BOED 12420 216 458 008 lnfisbunlvorsateent om |




SEP
UNIVERSAL

CERTIFICATION

THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016125 REQUIREMENTS

1.1, Design principles

I.1.1. Ergonomics

PPE must he so designed and munufi I that i the R ble conditions of use for which it is intended the user can perform the risk refated uctivity
nurmally whilst enjoying appropmiate protection of the lighest prossible level.

1.1.2. Levels and classes of protection

1.§.2.1. Highest level of protection possible

The oplimum level of protection to be taken into uccount in the design is that beyond which the constraints by the wearing of the PPE would prevent ils
elfective use during the period of exposure to the risk or normal perfarmance of the activity

L.1L.2.2, Classes of pratection approprinte to different levels of risk

Where differing foreseenble conditions of use nre such that several levels of the same risk can be distinguished, appropriate classes of protection must
be taken into account in the design of ihe PPE.

1.2. Ianocuousncss of PPE

1.2.1. Absence of risks and other Inherent nuisance factors

PPE must be so designed and manufactured ns {o preclude risks and other nuisance fisctars under fore seeable conditions of use,

1.2,1.1, Suitable coustituent materialy

The materials of which the PPE is made, including any of their possible decomposition preducts, must not adversely alect the health or safcty ol users.
1.2.1.2. Satisfactory surface condition of ali PPE parts in contact with the user

Any part of the PPE that is in contact or is liable to comne into contact with the user when the PPE is wom must be [ree of rough surfaces, sharp edges,
sharp paints and the like which could canse excessive itritation or injurics

1.2.1.3. Muximum permessible user impediment

Any inpediment caused by PPE 1o movements to be made, postures to be ndopted and sensory perception must be minimized; nor must PPE cause
movements swhich endanger the user or other persons.

1.3 Comfort and cfectiveness

1.3.1. Adaptation of PPE to user morpholagy

PPE must be designed nnd menufactured in such a way as to facilitate its correct positioning on the user andd 1o remain in place for the foresecable
period of use, bearing in mind ambient foctors, the actions to be carmied ol and the postures to be adopted. Vor this purpase, it must be possible to adapt
the PPE 1o fit the morphology of the user by all appropriate means, such ns adequate odjustment and atachment systems or the provision of un adequalte
range of sizes,

1.3.2. Lightness and design streagth

PPE must be as light us possible without prejudicing design sirength and eMiciency,

Apart from the specific additionol requirements which they must satisfy in order to provide adequate protection againsi the risks in question (see 3), PPE
must be capable of withstanding Lhe effects of ambient phenomena inherent under the faresezable conditions of use

L.4. Information supplied by the manufactarer

Tie notes that must be dravn up by the former and supptied when PPE is placed an the market must contain =l relevant information on:

r) Inaddition to the name s rddressof the mamufacturer and/or his nuthorized representative established in the Community
b) Storage. use, cleaning, maintenmice, scrvicing and disinfection, cleaning. maintenonce or disinfectant prolection recommended by
manufacturers must have no sdverse effect on PPE or users when npplied in accordance with the eelevant instruclions:
€) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion,
d) Suitable PPE accessories and the chamcteristics of spproprialc spar parts;
€) The classes of pratcclion sppropriate to different bevels of risk and the corresponding limits of use:
f)  The ohsolescence dendlineor period of obsolescence of PPEor certain of its components;
8) The lype of packaging suitable for transport;
h) The significance of any markings(sze 2.12)
i)  Where sppropriatc the references of the Dircetives upplied inaccordance with AnticleS(6) (b).
J}  The nome, nddress and identification number of the notificd body involved in the design stuge of the PPE
These notes, which must be precise and comprehensible, must be provided at lenst in the officinl langunge(s) of the member state of destination

UFR-383 12.12.2012 Rev.00 5.1.2e
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2, ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF I'PE

2.1, PPE incorporating ndjustment systems |
Il PPE incorporates adjustment sysiems, the Intter must be designed and manufacwred so that, ofter adjustment, they do not become undone
unintentionally in the f ble conditions of usc. |

2.3, PPE lor the ace, eyes-and respiralory sysfem

Any restriction of the user’s face, eyes, field of vision or respiratory system by the PPE shall be minimiscd.

The screens for those lypes of PPE must have a degree of optical neuimalily that is compatible with the degree of precision and the duralion of the |
activities of the user, |
! necessary, such PPE must be treated or provided with means (o prevent misling-up |
Models of PPE intended for users requiring sight correction must be compatible with the wearing of spectacles or contact lenses,

2.4. PPE subjccl to ageing
If it is known that the design performance of new PPE may he significantly affecied by ageing, the month and year of manufeture andfor, il possible, |
the month and year af obsolescence must be indelibly and unombiguously marked on cach item of PPE placed on the market end on its packaging.
IF the maunufacturer is unable to give an undertaking with regard to the useful life of the PPE, his insteuctions must provide all the information necessary 1
lo enable the purchaser or user 1o establish & rcasonable obsalescence month and year, taking into account the quality level of the model and the |
cffective conditions of storage, use. cleaning, servicing and maintenance,

Where apprecinble and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic usc of a cleaning process !
recommended by the manufacturer, the latter must, if possible, affix o 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 inspecled or discarded. Where such a marking is not affixed, the .
manufacturer must give that information in his instructions, i
2.6, PI'E far use in potentially cxplosive stmospheres |
PPE intended for use in potentiolly explosive atmospl must be designed and ed in such a way that it cannot be the source of mn electric,

Mlic or impact-induced arc or spark likely 1o cause an explosive mixture la ignite. |

2.8. PPE for intervention bn very dangerous siluatlons ‘
The instructions supplied by the monufacturer with PPE for intervention in very dangerous situations must include, in paeticular, 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 adopled in order to verify that PPE is correctly adjusted and functional when wom 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 companents which can be adjusted or remaoved by the user
Where PPE incorporates components which can be anached, adjusted or removed by the uscr for replacement purpuscs, such components must be
designed and manufactured so that they can be casily attached, ndjusted and removed without tools.

2,12 PPE bearing ane or more identification or recognition marks direcily or indirectly refating (o heolth rnd safety |
‘The identification or recognition marks directly or Indirectly relnting to health and safety affixed to these types or classes of must preferably take the
form of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foresceahleuselul life of the PPE. [n addition, these
macks must be complele, precise and comprehensible so as to prevent any misinterpretation; in pariicular, where such niarks incorporate words or
sentences, the latter must appear in the official langunge(s) ol 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,

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

J3.10.2. Protectinn against cutancous and ocular contact k
PPE intended to prevent the surface contact of all or pant of the body with subsiances and mixtures which are hazardous o health or with harmfu!

biologicnl agents must be capnble of preventing the penetration or permeation of such substances and mixtures and agents through the protective
integument under the foresceable conditions of use for which the PPE is intended.

To this end, the constituent materiats and other components of those types of PPE must be chosen or designed and incomornicd so as to ensure, ns far as
possiblc, complete leak-tightness, which will allow where necessary prolonged deily use or, failing this, limited leak-tlightness necessitating o restriclion
ol the period of wear.

Where, by virtue of thelr nature and the foreseeable conditions of their use, centain substances and mixtures which ore hazardous to health or harmful
biological agents pessess high penctrative power which limits the duration of the protection provided by the PPE in guestion, 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 confarmity with the test
specifications must bear n morking indicating, in particuiar, the names or, in the absence of the names, the codes of the substances used in the tests and
the corresponding standard peried of protection, The manufacturer's instructions must also contain, in particulor, un explanation of the codes (if
necessary), a detailed description of the standard tests and all appropriste information for the determination of the maximum permissible period of wear
under the different foreseeable conditions ol use.

UFR-383 12:02.2811 Rev. DD
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CERTIFICATION

Technical Assessment of EN 149: 2001 + A1: 2009 Standard and other Standards it refers 10, Clanses Corresponding to the
(EL) 20167425 Directive

* Particle Fltering Falf Mask

Total inward Lesknge: Classfication - FFP2
Packing ; Particle filtering il masks are packaped 10 protect them from conlaminnticn befors ake and with cunlboard boxes to pravent
lneclwﬁa:ﬂ dm_lge. g
Material : Moterials used in particle Nrering hall masks, ding 1o the d weanng and temp conditieniag reports; Il is
understond withstand handling nnd wenr over Bie period Tor which the panicle filieting half mask &5 designed 10 be wsed, sullered nechanical
Inilure of the ficepicee or stmps, any matedial from the Flter inedin released by the air flow through the flter hies not constitwte o hazard or
nuisanee for fle wearer.

Cleaning and Dhinfeciion ; Parlicle tering half mask is not designed to be as re-usable,

Practieal Performance ¢

- Requireinents in aczordanye with EN
Assensed Elemenis Pogilive Negative “l“wml + A1-2009 sad Result
| The Faee pleco filing 2 [] o
2 Heod hariesy com¥or 2 ] Positive resuits should be obtained from the
3 Secunity of (astenings 2 ] performance lests relaled to tie
4.5peech cleamess b ] implementation wnder real conditions,
5 Field of viion 2 0
& Materials compatibntiny 2 ¢ No imperfections
with giin
Conditk HARJASR d, origingl
Finish of Ports: Particle Glicring hall masks, which are likely to come into contact with the user, do not have sharp edges nnd do not costain
| bums,
Total lnward Leakage:
sf!‘“i oMo | condition | Lavalk ]d'l'“.",! ol Speech | 2Walk | Aversge
AR +.BS 5.58 3.83 564 4, 335
2 3 Al 4K7 561 5.50 569 4.9 540
3 1) Al 499 59 594 575 49: 5 4¢
4 35 Al 4.77 .41 61 57 .74 2.
16 Al 481 ] ) T 150 [
18 EE. 35 61 40 56 332 K
17 £ 29 53 30 521 377 53
I [.C. Ay 561 36 58 538 | 3§
[E] I+ 532 52 33 533 [5T) 536 |
10 20 g 1A 3520 545 $.24 .30 AL 527
Avern 00 388 3.59 334 506 537
Min 477 541 3.2 527 474 5.2
Max Rl 569 EET] S5.6% 538 5.51
Conditiening : (A & ) As Receiveal, original Results B {24) Leakape Value
(T.C ) Tempemntute comiitioning
| y By = _ Results meet with FFP2 requirementy
Penetration of filter nterial: Sodinm Chioride Tesling
: Sedium Chloride Testing iiremenis in accondance with
Comcltion s’:‘;‘,: 95 Limin max (%) R 1433501 2 12001 Heall
{ (AR} n | 36t ——— A = e
(AR} A 3,85 Filtering half mnsks fulfill the
(AR.) 25 376 FFPI<20% requiroments of the standard
(SW) ] 1,18 ENEN 1492001 + A] 2009 |
(8W) 2 186 FFP156% giver in 7.9.2 in range of the |
15.W.) 3 4,15 | first ond second protection |
(ME.TC) 7 4,66 FFP3s1% 25
IMS TC) [ ‘ 457 | (FFP1, FFP2)
IMETC) . g 4.8
| Conditioning : (M.S ) Mechanical Sirenpzh 95 Limia = 1,6 dm’ sn |
(T.C) Tempermtwre Condltioning
{AR) As Received, oniginal
5.0} Semtated westing treziment
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Fenetration of filter material: : Paraflin Oil Testing
Para(Tia 08l Testing Reyirements in secordance
Condiion g;: 95 Limin s (%) | witl EN 143:2001 + AT-2009 Bl
[ 26 157 ‘
(AR} a 418 Fillering half masks Talfll b
1AR) n 413 FEPl S20% requirements of the standard
irtacle 5%.) A 398 EN EN 149:2001 + A1:2009
‘7 : ¥ 5W) 5 388 FFP2<6% given in 79 2 in moge of the
{ 192 (SW.) 6 386 Tirst and second protestion
(MS.TC) 11} 4,05 FFpas | % clnss
(MS.T.CH [}] A7 {FFP1, FFI2}
MS.TC) 12 39
Conditinning 3 (M5 ) Mechanical Sinength
{T.C ) Temperature Conditioning
{AR.) As Heceived, original
£5.W.) Simululed wearing tremtment
Amle Compatibility with skin: In Practical Performance report, (he likeliinod of mask materinls in coutact with the skin causing frritalion or olher
710 adverse effect on health was nol reported.
f-‘lnn:ﬁuiv 1
s No. of e . Requirements in accordance with EN
Condition Simiple Visunl inspestion 149:2001 + A1.2009 Result
. AR)__| 32 I Filteing hall mask Tassed
| <brtich (AR} 33 13 shall not b or not
{ LM ey 2l 12 conlinue (o bum fot Filtering half miasks fulfil
{t.Cih n 11 more (lan 5 5 after requirements of the
iz retaval liom the Rame _Stamdard
Conditioning r{A R.) As Received, original
_(T.C) Tenpemtut: Conditioning
Carbon lloxide coutent of the inhalatien wir:
An average
Conditlen No.of | COycontent of the inhalation air | CO; content of] Requirements in accontance witlh Resukt
: Sample 196} by volume tha inkalation EN 1492001 + A12009
Article air
{702 {AR) 41 082 Passed
| AR iR bEs €O, conten! of heintalation aie | o0 L
3 086 shall nol exceed an average of Fulﬂll
| 2 -
| (AR) 089 1.0% by volume reiquisements of the
stondand
‘ Conditioning t (A R ) As Recehved, origined
Aritcle Flead larness: In Prectical Perfonmance repart, No adverse eflicts have been reported for hafdling the wask af the hiead haeness mly in
713 pesition, for wtal inwmnd leakaye properries
fel
ITI’I": " Flelil of vistun 2 kn Practical Perfonnaace report. No adverse cifeets were reported] for the field of vision featiees
Breathing Reslatance: Inhalation
: 3 Requiremetits in Result
Condition No. of Flow Rate e e x'&q Flow Rate necordance with
Sample 30 Limin. 5 95 L/min EN 149:2001 4 |
1-49:2001 + A1:2009 . |
AL2009 |
(AR) D 04 13 : |
(AR) ® ; 05 12 f
Artiele (AR} 3 08 FFPL 506 ] FFPI<2,1 |
716 {S.\WV.) 1 05 I : |
SV, = 3 08 FFP220,7 3 FP2$24 Pasd
_SwW) | 3 0.6 < 14, = |
T.C) 13 06 ERRYE0 14 B )
Ity | M N7 Slg e
ATCH T 0.5 13
Cumilistuniag : (A R.) As Received, odjgingl
(S.W.) Simulated weacng treatment
o (T.C.) Temperatwre Canditioning
UFR-383 L2.1R.28132 Rev.00O
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Breathing Resistance 7 Exlialntion
Coudition Ns;::; "Il dusmaiy head poritioa f‘w{.( Rt R Result
e 60 Lmin | 149:200(+ AL2009

Fasing divecHy 20

f Facing vertiealy upwards 0
(AR, ol Facing vertically dovwnwards 20 FIP1 <2

| Lying em the lefl side 20
Lying on the right side 10 FFP2<3

| Facing direcily 20
. Faxing vertically upwards 21 FrP3<a

(AR} 30 | Facig vertdelly dovnwands Ll

| Lyingen the leh sule 21

Lying on the nght wide 6T (Rt

Conditioning : {A_R.) A Recelved original
Exbalation

tant:

Prsaed

i No, of 0 quirements in Result
Condition Sample The themy head position f;wukr:: accandarice with EN
19,2001 + A12009
Feeing directly 22
Facing ventbelly upvands 20
(AR} 3t Facing vertically downwards 0 FEpl <3
Lytng on the lefl sule 22
Lying on the righ side 10 FFP2<3 i
Facing direetly 22
Fucing vertically upwards 22 FEPY£3
{5.W) 1 Fucing venically downwards i
Lying on the left side 32
Lving oo the dilu side 20
Conditioning : (AR)AsR d, aciginal
__{5.W) Simulated wearing treatinent it NS
: Lahalsion
2.3 No. of x irements in Result
Condition Sl The dummy head position rgﬂna: R"""I S
149:2001 + A}:2009
Facing direcily a0
Facing vestically upwands 22
{5.W) 2 Fatiug venicafly dovwinwands 3.2 FFPI <3
Lying on the lef side 22
Lyinz ou the righi side - FFP2<3 Tadsea
Facing directly 20
Facing venically upwands 23 FFPI=3
(5W) 3 Faciirg vertically dowmwards 13
Lylag on e lefl side |
Lying on the right side 11

|
\
|
|
i

1302302

Conditioning : (S.W.) Simulated wearng realment
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e No,of it . Requirenmenis in Result
Candition Sample The dummy head position :—(I:on;f:lr ymee with EN
f - PO L] 149,2001 + A1'2009
[ Facing directly 21
Facing vertically upnwants 2,1
elrticle | {TC) 13 Facing vertically dowmvards 20 FFP1 <3
7 ‘ Lyiny on the left side 2|
| Lying on the right side 20 FFrR253 Pasiel
o e |
| Facing directly | m . |
| Fecing vertically upwards ) FIP3 =3 |
ITC) 14 Fn.1n.g vertically dtnummh | |
1 | 3 |
— el at
| Condittoning : {T.C ) Temperature Condilioning
|
Preathing Rosistance ; ixbalation 1
]
c No, of - Requirements in accordance Resull
Comdition Sample The dummy head position ll"l;]\: R'mn: wih EN 149.2501 + i
’ AL2009 |
Articfe Facing dircctly 20 FFPT <3 |
7.16 Ensing vertically pwnnds 21 |
(T.c) 15 Mwmhnmmﬂ 5: FFP223 Passell .
Lying o the right sids 20 R
. Canditionlog ; (T.C.} Temperature Conditioning
Artiely Clogging : This test is not applied to Particle Filiering Half Mask which is not renssble,
A YA (Fur slngle \Bift e tlevices, the clagzimg test Iy uptiowal test. Fre ro-ssable deviers feat In msdato: ) |
e Penctratian of flter material: This test is not mppticd lo Particle Filtering Hall Mask which is not reusable
|
Article ‘ |
118 | Demauntable Parts: There arg no demcyntable parts on the product.
i
‘;’"‘"" Morking = Packaging: N y markings are evoifable on the product snd its packaging,
Article Iaformation ta be supplicd by the i 3 b each of the small islly available packaging of the product, inplemeéntation
jo lation i {om) pne-ise I, wamning and usape limitations, storage and inge of symbals / pi ate defined.
PREPAREDBY 5 | APPROVED BY |
| {
UFR-183 12.12.2012 Rev. .00 Page 717
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LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

1 Shipper / Absender / Afzender 7 CMR  AVC- 2002

Globenet as agentfor : || EEI

Heerhugowaard L 4 |NL 218401

e w’/_ "

2 Destinataire / Empfanger 118 Transparter S

Centraal Boekhuis - - I _ =)

Laanakkerweg 14 - Globenet BV CcLOB ]

- Schiphol , NL et
R R F AT SR
3 Delivery Place, Country / Auslieferungsort |17 Following Transporters
Vianen/ 4131PB S
{Schiphol Express
4 Receipts Place and Date / Ort und Tag Ubernahme ' B
[Bchiphot, 17-6-2020 WSS
- 18 Vorbehalt und Bemerkungen des Fahrers
Documents annexes / Bijgevoegde Documenten

MAWB nr 784-13788401 B -
|6 Omschrijving 7Aantal 8 Verpakking 9 Soort |10 Statisf{11 weigh{12 Vol.
[MASK (220crt = 237.600 MASK) |14 EURO PALLETS 2001kg |
VWS KENMERK: 3057-23164 | I
. Stalug "G 1 | -

| -+ N B
13 Opmerkingen 18 SpecialejAtzender |Geldsoort|Ontvanger
- |overeankomst A

[DELIVERY 18JUN.1

14 Frankeringsvoorschriften / Prescriptions: | FRANCO

15 Remboursement

120 Besondere afspraken

21 Plaats en Datum opmaken Vrachtbrief: Schiphol, 17 JUN 2020

24 Goed Ontvangen / Plaats

Afzender Transporter

S/E

-Zuid-Oost
530622

+31(0)206

Date Place

Centrasl Boekhuis BY
Afd. Inkomende Goederen
Getekend voor aantal ontvangen

Signature du Destinaire

[— .| .
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EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiratory proteclive devices, filtering half masks to protect against particles manufaclured for
GILANIA SRL
Vin A.Manzoni 20\ 24024 GANDINO -BG- [TALY
manufactured at
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD
Building 9,Zone A,Blectronic Industrial Park, Anyuan City, Jiangxi, 337000, 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 exainination conducted with the evaluation of test reports, teclnical file

according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Product Definition
Brand: GILANIA Model: GIL0O1
Filtering half mask
Tatal 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 111 product models given above, with;
e Issuing an approprinie EU Declaration of Conformily according 1o Persenal Praicetive
Equipment Regulation (EU) 2016/425 Annex 9.
¢ Ongoing successful performance in fulfitment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured

by assessmenis based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than | year from the beginning of seria! production

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

requirements,

2163

Veify the valdity with the QR

Necip Pnzl Bulvan Keynp Siiesi B2 Blok No:dd/B4 Yuha Didulln Oniraniye - ISTANBUL - TURKEY  T.490Q 216 455 80 80

UNIVERSALCERT.COM
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TECHUNICAL ASSESSMENT REPORT

REPORT DATE /N0 : 08 05.2020 / KKD-2163-672

Clieal: GILANIA SRL

Centre Address: Via A, Manzoni 20\ - 20024 GANDING (BG) - ITALY

Manufactorert PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO., LTD,

Manofhcturing Address: Building 9, Zane A, Electonic indusirial park, Anyuan City. Jiangsi, 337000, CHINA

This repon is 1o the ahove mentioned {imy with the NATIONAL PROTECTIVE TESTING LLC firm's 23.04 2020 numbered NPT2004071 2683 (est
report and the test resulis which huve been obuined oecording to the EN 149: 2001 + Al 2009 stuxlards o the praduct specified in this report, its
rehittion was evaluated with Essentinl Requirements of Persoinel Protective Equipments and the results were found to be appropriue

This report is an annex and un inseparable part of the EU Type Examination Certificie No, 2163 - PPE - 672 issued 1o Ihe company . The test resulls
uvnd issued certificate belong only to the tested product, The technicat repart consists of u total of 7 peges.
Product Description = Particle Filtering Hall Mask
Tota! Inward Leakeee: Classification - FFP2
Trademark : GILANIA
Moaotlel : GILODL

dvscamsmnAaREsmEs
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UNIVERSAL

CERTIFICATION

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

1.1, Design principies

1.1.1. Ergonoinics

PPE must he so designed and manufnclored that in the foresceable conditions of use Tor which it is intended the user can perform the risk related activity
normally whilst cnjoying apy of the highest prossibie level,

pnale p

1.1.2. Levels and classes of protection

L.1.2.1. Ilighest level of protection possible

The optimum fevel of protection to be taken into account in the design is (hat beyond which the constrints by the wearing of the PPE would prevent its
eflective use during the period ol exposure to the risk or normal performance of the activity.

1.1.2.2, Classes of protection appropriate (o Uifferent levels of risk
Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished. approprinde closses of protection must
be teken into account in the design of the PPE.

1.2. Innocuounsness of PPE
1.2.1. Absence of risks and other tnhierent nulsance factors
PPE must be so designed and manuficiured »s o preclude risks and other nuisance filctors under fore seeable conditions of use

1.2.1.1. Suitable coustituent maulerials
The materials of which the PPE is made, including any of their passible decomposition praducts, must not adversely affect the health or safely of users

1.2.1.2, Satisfactory surface cendition of all PPE parts in contact wilh the user
Any part of the PPE ihat is in contact oar is linble (o comw into contact with the user when the PPE s worn must be free ol rough surfaces, sharp edges,
sharp points and the like which could cause excessive irritation or injurics

1.2.1.3, Maximum permessible nser impediment
Any inpediment caused by PPE 1o movements to be mede, postures v be adopted and sensory perception must be minimized: nor must PPE cause
movements which endanger the user or other persons.

13 Comfort und effectiveness

1.3.1. Adoptalion of PPE to user morphology

PPE must be designed and manufactured in such m way as to facilitate its correct positioning an the user and W remain in place for the loresceable
perind of use, beating tn mind ambient Mactors, the aclions to be carried cut and the postures to be adopicd, For this purpose, it must be possible to adapt
the PPE 1o fit the morphology of the user by all appropriale means, such as ndequate 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 ns possible without prejudicing design strength and efficiency.

Apart from the specific additiona! requirements which they must satisfy Tn order 1o provide adequate protection against e risks in question {see 3), PPE
musl be capable of withstanding the effecis of ambient phenomena inheren| under the toreseeable conditions of use

L. Information supplied by the manufacturer
The notes thal must be drawn up by the former and supplicd wien PPE is placed on the market must coatain all relevanl infarmation on:

A)  Inaddition (o the name and addressof the manufacturer and/or his suthorized representative established in the Community

1120435
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b)

)
d)
e)
)
g)
h)
i)
)

Storage. use, cleaning, maintehance, scrvicing and disinfection. cleaning, maintenance or disinfectant proteclion recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions;

Performance 23 recorded during technictl tests 1o check the leveds or classes of protection provided by the PPE in gucstion,
Suitable PPE accessaries and the charncieristics of oppropriate spare parts;

The clusses of protection opproprinte to different levels of risk and the corresponding limits of use.

The nbsolescence deadlineor period of obsolescence of PPEor certitin of its components;

The Iype of packnging suitabe for transport;

The significance of any markings{sec 2.12)

Where appropriate the references of the Direetives applied inaccordance with Anicle5{6) (b).

The namc, address and identification number of the notified body involved in the design stage of the PPE

These notes, which must be precise end comprehensible, must be provided at least in the official language(s) of the member stole of destination

UFR-383
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2, ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorposating adjusiment systems
If PPE incorporules udjustment systems, the latter must be designed and manufactured so that, after mbustient, they do not bevome undone
unintentionally in the foresceable condilions of usc.

23, PPE Tor 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 minimised.

The screens for those lypes of PPE must have n degree of optical newtralily thal is compatible with the degree of precision and the duration of the
activities of the user.

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

Maodels of PPE intended for users requiring sight cotrection must be compatitile with the wearing of speclacies or contact kenses,

2.4. PPE subject to ngeing

(it is known that the design performance of new PPE may be significantly afTected by ageing, e month and year of manulecture and/ar, if’ possible,
the month and year af obsolescence must be indelibly and unambiguousty marked on cach item of PPE placed on the market and on its packaging.

If the manufacturer is unable to give an undertaking with regard to the uscful life of the PPE, his instructions must provide all the informmion necessary
to enable the purchaser or user lo cstablish a reasonable ohsolescence month and year, taking into nccount the quality level of the model and the
cffective 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 mamufacturer, the latter must, i possible, affix a marking to each item of PPE placed on the market indicating the maximum
numnber of cleaning operations that muy be carried out before the equipment needs to be inspected or discarded. Where such a marking is not afTixed, the
manufacturer must give that information in his instructions.

2.6, PPE for use in potentially cxplosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufuctured in such a way that it cannot be the source of an electric,
electrosiatic or impact-induced arc or spark likely to cause an explosive mixture to ignite

2.8. PPE for intcrvention in very dangerous siluations

The instructions supplicd by the manufacturer with PPE for intervention in very dangerous siluations must inchude, in particular, data intended for
compeient, trained persons who are qualified to interpret them and ensure their application by the user.

The instructions must olso describe the pmccdurc 1o be ndopted in order to verify that PPE is corrcctly adjusted and functionnl when wom by the user.
Where PPE incorporatés an alarm which is activated in the absence of thie level of protection normally provided, the alann must be designed and placed
s0 that it cin be perceived by the iser in'the forcsceable conditions of use.

2.9. PPE incorparating companents which can be adjusted or remaved by the user

Where PPE. Incorporates componenis which can be aitached, adjusted or removed by the user for
designed and fanufactured so that they can be easily attached, sdjusted and removed without fools.

2.12; PPE bearing ane or more idenlification or recognition marks direclly or indirectly relating to health and safely

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 nwst rem ain perfectly legible throughoul the foresceableuselul life of the PPE. In addition, these
morks mhust'bié complete, precise and comprehensible so es to prevent any misinterpretation; in particular, when: such marks incorporate words or
sentences, (e latter must appear in the official language(s) of the Member State where the equipment is o be used.

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

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10,2 Protection agalnst cutancous and ocular contact

PPE intended to prevent the.susface' contact of all or part of the body with substances and mixtures which arc hazardous to health or with hannful
biological agents must be capable of preventing the penctration or permention of such substances and mixturcs and agenis through the protective
integument under the foreseenble conditions of use for which the PPE is intended.

To this end, the constituent moterials and ather components of those types of PPE must be chosen or designed and incorporaied so as to ensure, as far os
possible, complete lenk-tightness, which will allow where necessary prolonged daily use or, filing this, limited leok-tightness necessitating a restriction
af the period of wear.

Where, by virtue of their nature and the foresceable conditions of their use, certnin substances and mixtures which are hazardous ta health or hannful
biological:agents possess high penetrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected 1o sientary tesis with 2 view to their classification on the basis of their performance. PPE which is considered 1o be in conformity with the test
specifications must bear a marking indicating, in particular, the names o, in the absence af the names, the codes of the substances used in the tests and
the vorresponding standard period of protection, The manufaciurer's instructions must also contain, in particular, un explanntion of the codes (if
necessary), a détailed description of the standard tests and oll appropriate information for the determination of the maximum permissible period of wear
under.the different foresceable conditions ol use,

pl purposes, such P nuist be

UFR-183 12.12.20512 Rev.00
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Technical Assesément of EN 149: 2001 + Al: 2009 Standord and other Standards it refers to. Clauses Comresponding 1o the
{CU) 2016125 Directive
|
|
Anile | Clasification : Punticle Filtoring 1lal Mask
5 | Total lnsward Leaknge: Chassification - FFP2
dritde Packing : Particle fterng hall masks are packaged 1o proteet them from comnmination before wse and with condboard boxes to prevent
T mgdum'nl damage.
Matecial : Materials used in particle filtering hall mansks, Jing to the snmulaicd wearing treat and temp conditioning reports; I is
| Arete undersicod withstand handling nad wewr over the period for which the particle (iliering hnlf mask is designed to be used, sulfered mechanical
1.5 filure of iho Meepicer or strapa, auy maleial from the filer incdi released by the pir Mow throuph the filier bos not constitute o hazard or
nuisance for the wearer,
i Cleaning and Disinfection ; Paticle ficring half mask is wot deaigned fo b as re-usable
Practical Performance 1
s Rexjuiremnents in accordance wilh EN
Asscesed Elements Pegitive Negative 149:2001 + A1 2009 and Resaiy
1 The face proce fiting 2 9
Arinte 2. Heme! hinmess comnlort a ] Pesitive resubs should be obiafied frow the
13 3 Security nf [astenings 1 (1] perfarmance lests relaled to the
4. 5peecd) tenmess 2 0 pl ion under real congi
3. Fiekd of vision 2 0
6 Materials campatibiliny 2 i Na imperfections
with wkin
) ! Canditioning : {ATL) As R d, arigioal
: Artrde | Finish of Parts: Panticle Gllering holf masks, which ore {ikely 10 come inta contact with We user, do not have shamp edges and do not contain
1.3 | burs,
) | Total tnward Leakage:
|
Test Ne.al . Head Head
subiest | imiple Canditien 1. Walk et righ i Speech 2 Walk Averape
32 A 485 5.58 83 64 4.83 335
3 33 AR 4K isl 50 .69 39 4
L Al 459 .69 , 9| .75 1.9: A
Al oL 42 X 37 4,74 22
. AR 48 49 ik 6 &0 5.30
T i} 63 A9 Gl .32 548
Artici 18 29 .53 30 27 5.27 333
| 791 .C. Al 61 St 58 538 551
[ Tek 532 52 33 35 29 536
10 20 [.C. 5.20 45 .24 30 ALl 527
|_Averoee 309 335 5.59 S 306 537
Mi 4.77 542 5.4 527 474 5.2
Max idi .69 5.94 509 538 5.51
| Conditianing : {A R ) As Received, amigingl Results P (%31 Leakage Value
1 {T.C) Tampemiur: conditiening
» o o ~_ Results meet with FEI'2 requirements
Penctration af filter material: Sodiom Chloride Testing
ol Sedium Chloride Testing Requircinents in aceomlance with
B — 95 Limin max (%) EN 149:2001 + A1:2009 Bk
TAR) 3 391
(AR) Pl 3,85 Fillesing Ralf masks Gl deef |
(AR 4 3,76 FFPI €20% requirements of the standard |
Article : (5w ' L ENEN 149.2001 + At:2009) | |
752 | (3.W) 2 390 FFPZ=6% given in 7.9.2 in renge of the
¥ [ 5.W) 3 4,15 first and second prolection
IMSTC) 7 4,66 FFP3< 1 % class
MS5.TC) 4 4,57 {FFP1, FFF1)
IMS. T.C) 9 432
| Comtitioning s (M.S.} Mechanteal Swrengih 95 Limin = LG dm’ s ?
{T.C.} Temperature Conditioning
[ (A} As Reesived, enginal
(5.W.} Simulated wearing trealment
UFR-3k3 FRo12 2002 Rev 00
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. Paraffin Oil Testing Reyuirements in necordance
Concition oS | 9SLminmac(3) | with BN 149:2001 + AL:2009 Hesal
(AR) % 307
! (AR ) 7 4,18 Fillering half miasks futfil] i
| (AR) b1 4,13 TFPI$20% reyuirements of the sipndant
} (5W) 4 195 ENEN 140:2000 + A1.2009
(5W) 3 3.8 FFP2 6% piven in 7.9.2 in mage of Uie
‘ (SW) [ 3806 first and econd protection
(MS.T.C) 10 105 FFPY S 1% class
‘ (MS.TC) It a7 (FFPI, FFP2)
(M5.TC) 12 398

Condith

Ing : {MLS ) Me<)

L

{T.C ) Temperature Cenditioning
{A.R.) As Received, onginal
15.W )} Simuleted wearing trestement

Compatihifity witls skint In Practica Performiance report, the likelilwod of mask materials in comtact with the skin caising értfiation or ollier

adverse ellect on health was rot repotted,

Flammabklity 1
. Na. of . Requirements |n oecordance with EN
I Condition Sample Visunl inspection 1492001 + AL2009 Result
[ AR) X 13 Filicring haifl mask Passed
| (AR, kX ] i3 sholl not bum or ot
{(TC) 2l 12 cantinue to bum for Filtering hall masks fulfill
(TC. b2 ] 0L more than 5 8 afler requitements of the
£ removal from the fame starrdard
Comlittoning : (A.H.) As Reccived, original
(T ) Temperatore Condlioring
Curbon dlaxlde coatent of the inhalation air:
An averige
| bt No.ol | €Oy content of the inlialation air | CO; conreat off  Requirements in neeordance with Ressil
| Condition. Sample [%5] by volume tha inhalation EN 149:2001 + A1:2009
| 2ir
@Ry | A1 082 Passed
| (R} __{ & 0,84 CO; coptent of the inhalation air Filtering hall masks
- 0,86 shaHl not exceed an averaye of ?ulﬁll
L bl L 0% by volume requirements of ike
| stondard

| Conditioning : {A.R.) As Receivod, original

1ead harness: In Practical Performance repon. No adverse elfexts fmve been reponed for holding the mask of the head haseas fiemly in
position; for total inwand leakage properties

Fietd of vision : In Practical Pearfcnmonce report, No adverse elTects were repanted for (he field of vision festites.

|
|
| Hreathing Resistance: inlalation i
‘ Enfalation Reasianee (imbard
] Condifion |  No.of Flow Rate Rexpiieesments i Flow Rate e of
Slu;h 30 Limi soconlance with EN 92001 +
| p min 1492001 + A1:2009 95 L/min EN'{: ;2001
TR E) 03 i3
AR 30 05 12
(LA'R.; o i ae 0,5 FFPI €06 1 FFRIS2]
e I - FFr2 <07 i o D )
e L e ¥ FIT3 €30
o) | T 05 L4 .
{ [T.C) 15 [X] 13 [

Comiitafing : (A R.) A3 Received, original

(5.W.) Simulated wenring treatment
| (T.C.} Temperaure Conditioning

13.12.201012
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Breathing Reststance ¢ Exbalalion
Condition g:;‘::; The duinmy head position flﬁ;wu'!z::: nm’?::‘_ﬁ"& i Result
1 . : 149:2001 + AL2009 |
20 i i
[ 1 20 ! {
Arttite | AR) b Facing venically downwands 20 FiP1 =3 | |
716 i Lying on the left side 20 |
Lyt on the right side 2.0 FFP2E3 [ Passed |
Facing directly 10 |
| Facing ventically upwards | 21 FFP3<3 |
(AR) 30| Facing venically downwans 3] !
| | Lying on the lof side [ 2 | i
e | Lyingontho aght side 20 o S |
| Conditioning : (A.R.) As Received, original q
| Brrathing Resistance : Exhalatian
Condition ;‘:ﬂ;L "I dhasiny head pasition How e Mo s Ratdle
o 1192001 + A1;2009
Facing directly 22
Foeing vetically upwands ol
(AR) 31 | Focing vermically downwards 20 EERl <3
i Lying on the fefl side 23
Ling o tl right side 20 FFPa =3 Passed
| Facing direcily = 22
| Facing vertically ugnands 23 FER3<3
t (5.W) t Facing vertically downveands o]
| Lying on the lefl sule 22
Lying on the sight side 10
[ Conditloning : {A.R.) As Received, original
[ L {5.W)) Simulale wearing Ireatinent S
|
HNo, of : | Requirements in | Resuh
a Condlition Smnple The dummy hesd position | r:»?lﬂ:il: uﬂém ShEr |
( ‘ . ML | 1492001 + AL2009
| Facing dircaily .20
| Facing vertically npwards 2.2 |
il |EW) 2 Facing venically dowmwards 22 FFPI £3
116 L]n_n; on the Isn side 2
' ‘ Lying om the rightskle 22 FFP2<3 Passcd
Facing diccelly 10
l Facing venieally upwards - FEP3 <3
| {S.W) 3 Facing vertically downwards 23
! Lyingon the left side 2l
— Lyimgontherightside L2
| Conditionlug : {S.W) Simulated wearing treatment .
UFR-383 12.12 2012 Rev. 00 il
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1 ]
o pose b N L V DRSO AL ‘
; R -‘l——l;_ - e R
| o No, of 7 £ : Requ rements m Result |
Comdition Sormle The dummy head pusilion rm.::ﬂ e with EN
. E | S _149:2001 + Al:2009 | ]
Facwing direetly k=2
| Facing venicalty upwands {--2d
Aatfcle | (TC} 13 Focing vertically downwanis | 290 FFPl <3
718 [ | Lying on the left side 20 ‘
‘ Lying on the right side 20 FFP2<3 Passed
| | Facing ditectly 20 . !
| Facing vertically upwards 21 FFP3 =3
ITC) it Facing ventieally downwards i |
| Lying on the len side 22 |
= Lyiny on the night side 2 2 |
Conditionlng : (T.C ) Tempernture Conditioning
Hreathing Resistapce : Exbialalion ) |
i |
g No, of ’ » Rerquiremeals in accordance {
Condition Sample Ty bt pubicn S with EN 1492001 +
L — . AL2009
Aricle Facing dirccily 10 | FEP =3
L Eming vertieallv upuands 21 i
. E Py "
ey 15 | Ensivericlly dyvneardy W HiP2E3 Jr i
Sy % FFPAZ3 { i
| Lying on he righit side |
| Candltiening ; (T.C.) Temperaturc Conditiating
| Article | Clopging : This test is not applied to Particle Filtering Hall Mask which js not reusable,
7172 | (Fur single skift ine dutdoes, the clopplng fest I aptionaf tesd. Fror pesisnble devicr teat s wndatory ) I
‘f,"l';l; Penctration of Mlter materinl: Thia test is not applicd 1o Particte Filtering Hall Mask which is pot reasable. ‘
!
Artfele De 4 i |
118 'mountable Paris; There are no demouniable parts on the product,
Aol Marking— Packaging: Necessary markings are available on the product and ils packaying. i
drticle [alormalion te be supplied by the i 3 I each of the smalles iolly avnilnble packaging of vie product, implenventation f
1] {installotion instruction) pre-use controls, waming aed usage limilntions, storape and ingt ol symbols / pi are defined

UFR-383 13 12.241 2 Rev. 00D Paye 7|7 ‘

. o

UINIVERSAL SERISIRASYON VE GOZETIM HEZM THC 170, §T1 Keyap Towres Merken, Necip Fanl Mulvan, 12 1k, Ned283 Y, Dyt - Gramsye - (5TANBUL T4 216435 B030 F 490 214 458 K1 0 elodfunivensaloemicom




