
Eindbeoordelingsformulier - rrp Mondmaskers {LOT-nummers)

Datum 14 - 06-2

Lotnummer “pod
Leverancier/LCH-nummer Iie1ALoh

Productnaam of naam fabrikant KNAS
Productiedatum 95-4-20120
Type mondmasker {volgens de fabrikant) RN AL

E

: :

Je

Q1 Particle Penetration 0,3 Percenta; Type P1/P2/P3
|

Masker 1 2 ly ga Yail iM
Masker 2

990° Le Ln £ 48'% Py : 2
;

Masker3 4 4% [FN

Q2 Fittest Zonder clip Met clip

Tastpersoon 1 <lO rs

Testpersaon 2 IS WY).
Testpersoon 3 i he Ty.
FFPZ J FAIL B1 PASS

O3enQ4 + +/- -

Oordeel RIVIM —

Oordeel AH/TOXI -

Artikelnummer VWS | Quality Check

[J 957 {FFP1) [J Goedgekeurd
[J 958 {FFP2) [%f Afkeur

i®)971 {KN9S)

Algemene bevindingen:

Logistiak 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

kwaliteit*

Mand 4 Afkeur: FFP1, bulten acute zorg, BO%<PFE<94% 33<FIT<100

met instructle over FIT [G57]

Mand 5 Afkeur: Alleen uitleveren bi hoge >94% <33

noed

Mand 6 Afkeur: Alleen ultleveren bij hoge B0%<PFE<94% <33

nood

Mand 7 y Afkeur: Niet gabruiken “CA <80 Ongeacht fit
*

ingekacht FFP1 in mand 3 boeken als goedkeur
2d

Disclaimer: Deze rapportage bevat een onafhankelljk indicatiel oordeel van de kwalltsit van de producten. Dit betekent dat deze resultaten slechts

een gedeehteliike weergave zijn van de kwallteit van de producten. De rapportage Is alleen te gebruiken door het LCH en het ministere 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 bentof dit bericht abusievelijk aan u Is verzonden, wordt u verzecht dat aan de afzender te melden en de rapportage te verwijderen,
Het LCH &n heat r WS geen prakelljkheid voor schade, van welke aard ook, die verband houdt met rislico’s verbonden aan

het
etek

h ver van
berich
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Checklist prestatiecontrole adembeschermingsmaskers

Inkoopnummer
30 y £53

LOT-nummer

[ 806
Datum uitvoering check

Leveringsdatum
Li juni Qo 20

Leverancier Herida Con.
Productnaam of naam fabrikant KN 4S

Fate ctive mask.
Productiedatum

Naam

Functie

Besproken met RIVM

Advies:

Type masker bij uitgifte:

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, bevestigingvan elastieken en fitop het gezicht. 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? Xa [INee

Garantiecertificaat aanwezig? Ala CONee

Declaration of conformity aanwezig? | LJ Ja ENee

Oordeelvan RIVM
2 C Onwind> Oman lotAMaus o,aah :

Prestatie levering

Oordeelarbeidshygienisten - 13H

pall
b Ae pogbhzosiisoo ade physPin Shas seni vona po clini

AesEen) 99% poe gh . O57 mantis in QnsliAlmy "

- [Op does Snr Ly nym ELV 78 Bas Yy

=

lop muslun shank FFP2 neagins op dood ba b vinplia,

- now GB 2624- wel op binnundoes, haat niet op
1 mask

= daos t un3 bbben, im pudew ze obiSeon

ko inne doos t mal. news

Tr Foe want: eve op sty



Produckiz dab:
| 2o—b=RlO7

PRONE To of 20-4 -2o20

2?

Op binnumistt

BINNENDOOS/PLASTICZAK
1 | Aantal maskers perbinnendoos/plasticzak?

30
2 | Algemene indruk binnendoos/plasticzak?

{vochtplekken, ingedeukt, verkleurd etc)
Integriteitin orde

[J'Integriteit nietin orde, omdat;:

0 Extra stickers opgeplakt, nl:

3 | Welk product staat op de

binnendoos/plasticzak? KN IS
4 |Welke leverancierstaat opde

binnendoos/plasticzak? H LOU Ga COW

5 | Staat een CE merk op de doos/plasticzak? OJa | R Nee

6 | Welke norm{en) staanopde 0 EN 149 (FFP)

binnendoos/plasticzak? 0 Nes

OJ KN95

[J P2 {Australia)
[J KMOEL- 2017-64 Korea

[1 DS (Japan JIMHLW--

[J EN 14683 (Surgical)
[I YY 0469-2011 (Surgical)
[2 YY/T 0969 {Face mask)

iAnders:....
[J] Geen

7 | Is ereeninstructie bijgeleverd? cB Staat op de doos

OJ Los in de doos

[J] Ontbreekt

8 | Heeftde instructie betrekking op het masker &dJa [J Nee X N.v.t.

in de doos/plasticzak?
9 | Staat er een expiratiedatumop AM Ja “OJ Nee

hinnendoos/plasticzak(shelf life max. S jaar) ot in. ADOS
prpa

1.2e - skivo Te aA, 1

3 30-4202

4 2o~U~"2e0

§20-L-2010

4 lo-u-2o20

ds on Ui it pamat bovenbant

1120435



Bijzonderheden: 0

1120435

VERPAKKINGOM HET INDIWUELE MASKER S

1 | Zit er verpakking om het masker? | Sa | O Nee

Zo ja:

2 | Hoeis de verpakkingteopenen? XK] Gemakkelijk
[J Lastig
J Moeilijk

3 | Correspondeert de verpakking met de

informatie op de binnendoos?

Ola

49, tant Sin A
MK Nee, het volgende wijkt af:, op de figad

oS.

Bijzonderheden:

oy Win lus, 2g Ws does ( 23

Wala.oo FC dows 77 wnat.

oy aol in dss ovtige dozen in 2a dur nth opdannk
~lgont.

TYoto op A
© Innere bebo rab

mek noe 2b
©n),. de Lome AROS 2b maou wad Ande WARS.

Wyn ™ (A 2alditn vorpal.



1120435

HET MASKER

1 | Algemene indruk masker?
|

@FIntegriteitin orde

[J Integriteit nietin orde, omdat:

2 | Komthet maskerovereen metde OJa

foto/tekening op de binnendoos? [J Ontbreekt

& Nee, het volgende wijkt af:
A )

Lelie waslun 1» u
op Jobo br Qub AL

3 | Wat staat er op het masker: [ROYont nuts
¢

Recbdenwary  KRJS
Fire

20
Nitg: 2000 + Al< 20%

Komt dit overeen metwatopde | J¥Ja Ras i | CO N.v.t.

verpakkingvan het maskerstaat? 9

Komtdit overeenmetwateropde | [J Ja X Nee CI Nvt.
binnendoos staat? pus

be via -200b
4 | Isdestofis nonwoven? Ja bi | 0 Nee

5 | Aantal lagenvan het masker: Bd 1 Bg 2 * 4 Os

foes | hisddwidik |pbk blow Lo wit din

6 | Heefthetmaskereen naregeur? OJa | O Nee

7 | Hoe wordt masker op hoofd bevestigd? OO Met hoofdbanden

©4 Met cor elastieken

[1 Losse touwtjes
8 | Hoe zitten de touwtjes/elastieken aan het | {3 Erop gestanst

maskervast? OJ Erin gestanst

0 Gelijmd

[1] Genaaid

Od vastd.m.v.

9 Wat is de kwaliteit van de bevestigingvan |X] Goed stevigvast
de touwtjes/elastieken? [J Bij een keerdragen geen probleem

[1 Bij extra kracht laat het los

10 | Neusstuk [J Metaalin de stof

OJ Kunststof met metalen kern in de stof

OJ Kunststofin de stof

Metaalaan de buitenkant

J Met filterdoek afgedekt
OJ Rubberstrip

0

| Qombal

Fugsen maslur

Cotton lan wma

2 3 u

Yan: Dilwit  mefbl. wol voit dun -

loniben 2
¥

plainsi

| tn hv. 200 L-

dun) n ompadkin 4

Vout chao A OAN

NB. Guin tun vrselril in toktonfio! foag-



1120435

DE FIT VAN HET MASKER OP HET GEZICHT

1 | Hoe past het maskerop hetgezicht? Od Goed

[J Ruimte bij de kin

Bl Ruimte bij neusstuk naaandrukken

OJ Slechte aansluiting bij wangen
0

2 | Waar ontsnaptlucht bij de leaktest [J Niet

+l Neus

O Kin

0 Zijkant
[J N.v.t. (Chirurgisch)

3 | Kan hetmasker metde touwtjesen & Ja

elastieken strakkerop hetgezicht worden | [Nee
getrokken? OO N.v.t.

4 | Wat gebeurterals hetgezicht beweegt? (0 Maskerblijftop zijn plek

Bd Maskerverschuift
OJ

5 | Behoudtde neusklem zijn vorm gedurende | {i Ja

circa 1 min? ONee

ON.v.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 het uitgeklapte masker
1

2

3

4

5

6

7

8

9

10

11

12

Bijzonderheden:

Epil 2g Lotf



Disclaimer: Deze rapportage bevat een onafhankelljk indlicatlef 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 rappi ge mogen niet gedeeld 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 verwijderen. Het LCH en het ministerie

VWs
rden

geen
a

kelljkheid

voor schade, van wetke aard ook, die verband houdt met risico's verbonden aan het elektronisch verzenden van

bedchten,

1120435



Fittest by RIVM

1120435

Datum

Z3- of
- Zo 7p

LOT/X-nummer
J5S“S

Fit factor real time

test < 10
[J Ja, test alleen met Clip [4 Nee, test zonder en met clip of kam

Zonder clip of kam Met clip of kam

Tester: Opmerkingen Score | Opmerkingen Score

| yee! 7 he {/0 IZz
dot 2. I 87
VerVest Fit [7 54

Algemeen:

{ruim, krap, etc)

Verschuift bij Up & Down/Bending? [ Nee

Vv Is één clip voldoende? >A
Extra opmerkingen (eventueel met pijlen waar lekkage is)

id los

(etdGT Go

Type FFP Masker

Fit test (FAILof PASS) |& ¥rs J

Disclaimer: 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 gebruiken door het LCH en het ministerie VWS ter

ondersteuning bij 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 abusievelijk aan u Is , wordt u verzocht dat aan de afzender te melden en de rapportage te verwlijderen
Het LCH en het ie VWS rden geen prakedjkheid voor schade, van welke aard pok, de verband houdt met risico's verbonden aan

het elektron sch verzenden van berichten.



Particle Penetration by Kalibra

I

19:0b- 2020

Inkoopnummer
Ze4 657

LOT/X-nummer Qo8

Q2 Particle Penetration Gemlddelde rendement 2 0,3 Pass or Fail t.o.v. P1/P2/P3

Masker & £,

36 7
Masker® 5°

G4%%
Masker ¥ §

8%

Ademweerstand:

Gemeten (< Pa) Eis (< Pa} Conclusie

Masker4 8 Yess
MaskerL 9 < 240 Pa

1
Masker

9.
{os
es

Eindoordeel 2 0,3:

O fail

OO voldoet P1

A voldoet aan P2

[0 voldoet aan P3

Beoordeling op basis van masKer met het laagste filterrendement.

Disclaimer: Deze
ge bevat een onafhankellk indicatlef cordeel van de kwalltelt van de progucten, Dit betekent dat deze resultaten slechts

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 ministerie VWS aarden geen aanspr

Id

voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan

het elektronisch verzenden van berichten.

1120435



Particle Penetration by Kalibra

@,

Datum

\q: ob -2026
Inkoopnummer

304 657 -

LOT/X-nummer
\ Nol

Q1 Particle Penetration Gemiddelde rendement 2 0,3 Pass or Fail t.o.v. P1/P2/P3

|
Masker 1 .

(hes i Gz To
mF

dl

Masker 2

Qe « Aa% CPs
Masker 3

Oe 2 e8 of Biss 1.05

Ademweerstand:

Gemeten (< Pa) Eis (< Pa} Conclusie

Masker 1

|
8¢ Css

Masker 2 <240 Pa

F# (Zon
Masker 3

@TS. (a$5]

Eindoordeel 2 0,3:

Beoordeling op basis van masker met het laagste filterrendement.

A fail

O voldoet P1

OJ. voldoet aan P2

J 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 alleen te gebruiken door het LCH en het ministere VWS ter

ondersteuning bij 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 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.

1120435
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Inboekrapport VWS

N— owe. _1J-6 - 20

Aantal inkooporder/pakbon Lotnummer 150 J A

Aantal pallets 19 X 10229

Totaal stuks $y, ;
. >50 iT Doo = udy. odo

Aantal samples | Ji §Go

Totaal aantal na samples| 3 iL, [00

Aantal per pallet ] 2. 2Fo
Aantal per doos 1000

Aantal per verpakkingseenheid 3 fo)

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

Artikelnummer: d SO inkooporder nummer LOYAX
J

5

LCH-nummer fyws) Yo RYE 234 by -ob

Kwaliteitscontrole RIVM JA | NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: - - ingebpekt door:

S=43 Gs
Gc

|
- J oy



1120435

Inboekrapport VWS

Naam Ontvanger: Datum: 18A - 10

Aantal inkooporder/pakbon totnummer__/ ofvi.

Aantal pallets /1%

Totaa! stuks

{A ] 4 oC

Aantal samples | ll

Totaal aantal na samples| ail

Aantal per pallet [7 288
Aantal per doos [lZRik]

Aantal per verpakkingseenheid - 15)

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

Artikelnummer: Inkooporder nummer

LCH-nummer lw b$)-3057.23 A
vi

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatia: - - ingeboekt door:

I
= /§6-03
Z

i -299
- 03



1120435

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

LW

1Shipper/Absender/ Afzender Temr Ave: 2002

Globenet as agent for : [ERE
|=

|Heerhugowaard zy

i
J

i INL 216313

The Netherlands !
— ysl

2 Destnataire/ Empfanger 16 Transporter

|

{Centraal Boekhuis

|Laanakkerweg 14 GlobenetBV ov,eo z

|seniphot, ni

3 Delivery Place, Country / Auslieferungsort
Vianen! 4131PB

17 Following Transporters

Schiphol Express
4 ReceiptsPlace and Date / Ort und TegUbemetme
|schiphot, 176-2020

18 Vorbetaitund Bemerkungen des Fahrers

Documents annexes / Bigevoegde Documenten
MAWE nr 784-1321.6313

_—

|e ©mschrijving 7 Aantal 8 Verpakking 9 Soot [10 Statist11 weigh{12 Vol.

MASK {225¢rt= 243.000 MASK) EURO PALLETS  jaostkg
|

VWS KENMERK: 3057-23164 | i

"™Status"C™ oo

BN

— i er |

13 Opmerkingen |18 Speciaie|Atzender |Geldsoort|Ontvanger

| _  fOverssnkomst

[pELIVERYASAPL =

Vrachtprijs -

- oul 4 _

[Kortingen

| ]

Saldo

a

|Bieenkomsten
|Totaal:

14 Frankeringsvoorschriften /Prescriptions: | FRANCO
15 Remboursement

]

20 Besondere afspraken.

24 Goed Ontvangen / Plaats21 Plaats an Datum opmaken Vrachtbrief: Schiphol , 17 JUN 2020

Afzender Transporter [Patecentrirsoekhuis BV
Afd. Inkomende Goederen

Getekend voor aantal ontvangen

TI —



Verify
the

validity
with

the
QR

SEG

UNIVERSALIRTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiraiory protective devices, filtering halfmasks to protect against particles manufactured for

GILANIA SRL

Via A.Manzoni 29\n 24024 GANDINO -BG- ITALY

manufactured at

PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD

Building 9,Zone A,Blectronie Industrial Park, Anyuan City, Jiangxi, 337000, CHINA

are tested and evaluated according to

EN 149:2001 + A1:2009 Respiratory Pratective Devices - Filtering Half

Masks to Protect Against Particles - Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file

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

Product Definition

Brand: GILANIA Model: GIL001

Filtering half mask

Total Inwards Leakage: Class — FFP2

Here hy the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as

shown below, on the Category 115 product models given above, with;
* 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) 2016/4925 and hannonised standards, ensured

by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) ofthe

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
requirements.

2163

UNIVERSAL CERTIFICATION

5.1.2e

Necip Fazil Bulvan Keynp Sitesi [22 Blak No.44/84 Yukare Duduity Unizniye - ISTANBUL - TURKEY pi 512 |
UNIVERSALCERT.COM

1120435
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EP

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

Manufacturer: PINGXIANG HUATFU MEDICAL HEALTH MATERIALS CO, LTD.

Manufaciuring Address: Building 9, Zone A, Clecironlc industrind park, Anyuan City, Jiangxi, 337000, CHINA

This repent is 10 the nbove mentioned firm with the NATIONAL PROTECTIVE TESTING LLC finns 25.04 2020 numbered NIFT20040712685 test

report and tie test results which have been obiained according to the EN 149: 2001 + Al: 2009 standards of tie product specified in this report, its

relation was evaluated with Cssentinl Requirements of Mérsoingl Protéetive Equipments and the results were found to be appropriate

This repaint is an annex and an insepamble pant of the Fl Type Examination Certificate Ko. 2163 - PPE + 672 issued to the compuny. The test results

ond issued certificate belong only ta the tested product. The technical report consists of a tolal of 7 pages.

Product Description : Particle Filtering Hall Mash
Total Inward Leakuge: Classification - FFP2

Trademark : GILANIA

Model : GILODI

IEEEARE LLEE

049:2001+A1: 2008
3

¢ €2160KNDD FHP2

UFR-3381 12.12.2002 Rev.00

4 J |
[IVERSAL SPRIIFIRASYON VIE GOZETIM HIZM. TH, UTIL STL Keyrp Tiesres Merked), Necip FundBulan,(2 Blok.Na 4481 Y, Dudulla -Umriye -ISTANIULT:150 216.455 BED12490 216 458 008 lnfisbunlvorsateentsom |



SEP
UNIVERSAL

CERTIFICATION

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

EU 2016125 REQUIREMENTS

1.1, Design principles
1.1.1. Ergonomics

PPE must he so designed and munufi
I

that in the
ble

conditions ofuse for which it is intended the user can perform the risk related uctivity

normally whilst enjoying appropriate protection ofthe highest prossible level.

1.1.2. Levels and classes of protection
1.§.2.1. Highest level of protection possible
The oplimum level ofprotection to be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent ils

elective use during the period of exposure to the risk or normal performance of the activity

1.1.2.2, Classes of protection appropriate to different levels of risk

Where differing {oreseenble conditions of use are such that several levels of the same risk can be distinguished, appropriate classes of protection must

be taken into account in the design ofthe PPE.

1.2. Ianocuousncss of PPE

1.2.1. Absence of risks and other Inherent nuisance factors

PPE musi be so designed and manufactured ns io preclude risks and other nuisance fisctars under fore seeable conditions ofuse,
1.2.1.1, Suitable constituent materials

The materials of which the PPE is made, including any of their possible decomposition products, must not adversely alect the health or safety ofusers.

1.2.1.2. Satisfactory surface condition of ali PPE parts in contact with the user

Any part ofthe PPE that is in contact or is liable to come 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 caise excessive itritation or injuries

1.2.1.3. Muximum permessible user impediment

Any inpediment caused by PPE 10 movements to be made, pastures to be ndopted and sensory perception must be minimized; nor must PPE cause

movements shich endanger the user or other persons.

1.3 Comfort and cfectiveness

1.3.1. Adaptation of PPE to user morphology
PPE must be designed nnd menufactured in such a way as to facilitate its correct positioning on the user and lo remain in place for the foreseeable

period of use, bearing in mind ambient factors, the actions to be carried owl and the postures to be adopted. Vor this purpose, it must be possible to adapt
the PPE to fit the morphology of the user by all appropriate mens, such ns adequate adjustment and attachment systems or the provision ofan adequate
range of sizes,

1.3.2. Lightness and design streagth
PPE must be as light us possible without prejudicing design strength and eMiciency,
Apart from the specific additionol requirements which they must satisfy in order to provide adequate protection against the risks in question (see3).PPE
must be capable of withstanding the effects ofambient phenomena inherent under the foreseeable conditions ofuse

14. Information supplied by the manufactarer

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

1) In addition to the name ad rddressofthe manufacturer and/or his nuthorized representative established in theCommunity
b) Storage. use, cleaning, maintenmice, servicing and disinfection, cleaning. maintenonce or disinfectant prolection recommended by

manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions.

¢) Performance as recorded during technical tests to check the levels or classes ofprotection provided by the PPE in guestion,

d) Suitable PPE accessories and the chamcteristivs of spproprialc spar parts;

€) The classes ofprotection sppropriate to different bevels ofrisk and the corresponding limits of use:

f) The obsolescence dendlineor period of obsolescence of PPEor certain ofits components;

8) The lype ofpackaging suitable for transport.

h) The significance of any markings(sze 2.12)

i) Where appropriate the references ofthe Directives applied inaccordance with AnicleS(6) (b).

J} The nome, address and identification number ofthe notified body involved in the design stuge ofthe PPE

These notes, which must be precise and comprehensible, must be provided at least in the officinl langunge(s)of themember state ofdestination

UFR-383 12.12.2012 Rev.00
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2, ADDITIONAL REQUIREMENTS COMMONTO SEVERAL CLASSES OR TYPES OF I'PE

2.1, PPE incorporating adjustment systems |
II PPE incorporates adjustment systems, 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 minimised.

The screens for those types of PPE must have a degree of optical neulralily that is compatible with the degree of precision and the duration of the |

activities of the user, |

If necessary, such PPE must be treated or provided with means to prevent misling-up
|

Models ofPPE intended for users requiring sight correction must be compatible with the wearing of spectacles or contact lenses,

2.4. PPE subject to ageing

Ifit is known that the design performance of new PPE may he significantly affected by ageing, the month and year of manufeeture andfor, il’ possible, |
the month and year af obsolescence must be indelibly and unombiguously 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 useful life of the PPE, his instructions must provide all the information necessary i
lo enable the purchaser or user lo establish a reasonable obsolescence month and year, taking into account the quality level of the model and the i
effective conditions of storage, use. cleaning, servicing and maintenance,

Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a cleaning process !
recommended by the manufacturer, the latter must, if possible, affix a marking to each item of PPE placed on the market indicating the maximum

|

number ofcleaning 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, |
2.6. PIE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospl must be designed and ed in such a way that it cannot be the source of mn electric,

|

atic or impact-induced arc or spark likely to cause an explosive mixture la ignite. |

2.8. PPE for intervention bn very dangerous situations y
The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must include, in particular, dala 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 orderto 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 alam must be designed and placed
so that it can be perceived by the user in the foreseeable conditions ofuse. |

2.9. PPE incorporating components which can be adjusted or removed by the user

Where PPE incorporates components which can be anached, adjusted or removed by the user for replacement purposes, 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 relating to health nnd safety
‘The identification or recognition marks directly or Indirectly relating to health and safety affixed to these types or classes of must preferably take the

form of harmonized piclograms or ideograms and must rem ain perfectly legible throughout the foresceahleuselul life of the PPE. In addition, these

marks must be complete, precise and comprehensible so as to prevent any misinterpretation; in pariicular, where such marks incorporate words or

sentences, the latter must appear in the official language(s) althe 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

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or pant of the body with substances and mixtures which are hazardous to health or with harmful

biological agents must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective
integument under the foreseeable conditions ofuse for which the PPE is intended.

To this end, the constituent materials and other components of those types ofPPE must be chosen or designed and incomornicd so as to ensure, ns far as

possible, complete leak-tightness, which will allow where necessary prolonged deily use or, failing this, limited leak-tlightness necessitating a restriction

ofthe period ofwear.

Where, by virtue of their nature and the foreseeable conditions oftheir use, certain substances and mixtures which ore hazardous to health or harmful

biological agents possess high penctrative power which limits the duration of the protection provided by the PPE in question, the latter must be

subjected to standard tests with a view to their classification on the basis of their performance. PPE which is considered to be in conformity with the test

specifications must bear n marking indicating, in particular, the names or, in the absence ofthe names, the codes of the substances used in the tests and

the corresponding standard period of protection, The manufacturer's instructions must also contain, in particular, un explanation of the codes (if

necessary), a detailed description of the standard tests and oll appropriate information for the determination of the maximum permissible period of wear

under the different foreseeable conditions of use.

UFR-383 13.12.2012 Rev. 0D
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Material : Mderials used in particle Nltering half’ masks,

SEP
UNIVERSAL
CERTIFICATION

= Particle Filtering FallMask
Total inward Leakage: Classification - FFP2

Packing ; Particle filtering Tail masks are packaged 10 protect them from contamination before nie and with cunlboard boxes to prevent
mechanical damage.

and

Technical Assessment of EN 149: 2001 + Al: 2009 Standard and other Standards it refers 10, Clauses Corresponding to the

(EL) 20167425 Directive

condilioning reports; Il isding

to the
d

weanng

understood withstand handling nnd wer uver dre period for which the panicle filfering half mask is designed 10 be sed, suffered mechanical

Inilure of the ficepicee or stmps, any matedial from the Flier inedin released by the air flow through the filter hes not constitute o hazard or

nuisance for fle wearer.

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

Practical Performance

~ Requineinents In aczordanye with ENAssessed Elements Pogilive Negative joi +A1-3009 gud Result

| The Face pleco filing 2 0 =

2 Hend hares eom¥or 2 [1 Positive results should be obtained from the

J Security of fastenings 2 [1] performance tests related to thie

4.5peech cleamess 2 Q implementation under real conditions,

5 Field of vision 2 [1]

& Materials compatibitiny 2
¢

No imperfections
with gin

Conditk HARJASR
d,

origingl

Finish of Ports: Particle Gliering hall masks, which are likely to come into contact with the user, do not have sharp edges nnd do not contain
| bums,

|
Total laward Leakage:

Sunof Net | condition | tava eh . Speech | 2 walk | Average

AR +.BS 5.58 3.83 5.64 4.4 535

3 3 Al 4X7 5.61 5.50 5.69 4.9 S40
3 1 Al 4599 59 5.94 5.78 49: 5.44
4

33 Al 4.77 41 61 57 4.74 2:

36 Al 481 AY 7 66 15 ERT
|

18 IT. 35 61 40 56 532 E

17 £ 29 53 30 5.27 30 33
I] [C. AY 5561 X 58 538| 35
15 ri 532 51 33 535 [ST $36|! 10 30 Ti 5.20 5.43 3.24 30 5.14 5.27

Avera 00 3.38 3.59 334 506 537

Min 4.77 541 3.24 527 4.74 50

Max Ell 5.69 EET] 5.6% 538 5.51

Conditioning : (A & ) As Received, original Results B25) Leakage Value

(T.C } Temperature comiHioning

i
a fii Results mect with FFP2 requirements

|

Penetration of filter ointeriol: Sodivm Chisride Testing

i Sodium Chloride Testing iirements in accordance with

Conditton Jog 95 Limin max (%) {pp Rests

f (AR) n
|

EXT
ais | RC Ra

(AR) A 3.85 Filtering half masks fulfill the

| (AR) 25 3.76 FFPI<20% requiroments of the standard
| (SW) ] 1.18 EN EN 149.2001+ AL 2009|
|

(8W) 1 186 FFP156% giver in 7.9.2 in range of the|
| 5.W) 3 4,15 | first ond second protection

|

(ME. TC) 7 4,66 FFP3= 1% <lnsy

[ IMS TC) [3 457
|

(FFP, FFP)
| IMSTCH 9 4.
|

Conditioning : (M.S)
Mechanical

Sirenpzh 95Limia= 1,6 dm’ sn |
(TC) Tempemtwre Conditioning
(AR) As Received, oniginal

15.) Semtated westing tresiment

12.12 20112 Rev. 00
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Penetration of filter material: : ParaffinOil Testing

Para(Tia Oil Testing Reyirements in accordance

Condition Eid 95 Laminin (%2) | with EN 143:2001 + AT-2009
Row)

AR) 26 107

{AR} 2 +18 Fillering half masks [alll the

(AR) » 413 FFP 520% reiuirements of the standard

irtacle
$5.) 4 3.98 EN EN 149:2001 + A1:2009

3 ir)

*

5W) 5 3.88 FFP2<6% sven in 79 2 inmnge of the

{ (SW) 6 3.86 first and second protection
(MS. TC) [14] 4,05 FFP | ®a class

(MS. T.CH [}] A417 {FFP1, FFIR2}

MS. TC) 12 i

Conditioning 3 (M5)
Mechanical

Sinength
{T.C } Temperature Conditioning
{AR} As Received, original

£5.W.) Simulated wearing tremtment

Arle Compatibility with skin: In Practical Performance repos, the likelihood ofmask mateiinls in contact wath the skin causing frritalion or ollier
710 adverse effecton health was nol reported.

FlammabitityEH
” No. of nr ; Requirements in accordancewith ENCondition Sample Visual inspection

149:2001 + A1.2009
Result

VC ui AR) n [KE] Filtering hall mask Passed
<brtich

AR} 33 13 shall not bumor not

RAL Te) 21 12 conlinueto bom for Filtering half masks fulfil

t.Cih
n 11 wore (lan 5 5 after requirements of the

ii

retaval liom the fame Standard.
Conditioning r {A R.) As

Received,

original

(TC) Tenpemtut: Conditioning
Carbon lloxide content of the inhalativn wir:

An average

Conditlen
No.of | CO; content of the inhalation air | CO; content of] Requirements in accontance with

Result
- Sample [96] hy volume tha inkalation EN 1492001 + A12009

Article air

|
2.12 {AR} 41 0.82 Passed

| AR). |

4 0.5

CO, conten! of heintalationair | 0LL
3 0.86 shall nol exceed an average of EIGN| td 3

|

(AR) 049 10% by volume
reipuirements of the

standard

|

Conditioning t (AR)As Received, original
Arttcle Head harness: In Practical Perfonmance report, No adverse eflicts have been reported for hafding the wash af the head haeness mly in

713 position, for tal inwmnd leakage properics

fel

iy
”

Field of vistun 2 kn Practical Performance report. No adverse cifeets were reported] for the field of vision featiees

Breathing Reslatance: Inhalation

: : Requirements in Result

Condition No. of Flow Rate spurscha Flow Rate necordance with

Sample 30 Limin 1492001 + A 12009
95 Limin EN 149:2001 4 |i i

AL2009 l

(AR) 29 7. _-— - 13 -

1

(AR) 30 ji 0.5 12 |
Article (AR} 3 08

FFPL 506
id

FFPI £21

716 {S.\WV.) 1 0.5 IK]
a

|

(SW. = 1 0s FFR2£0,7
13

FIP2$24 Pastel

Sw)| 3 0.6 < 1d »

|

TC) 1 06
ErRagIp

14
Ress |

acy | ou AE fi 7 -

ATC) 15 05 13

Cumilistuniag : {A R.) As Received, odjgingl

(SW.} Simulated wearing treatment

—

(T.C.} Temperature Conditioning

UFR-383 12.12.2012 Rev.00O
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Breathing Resistance + Exlialntion

di a, of >

i

Condition Fier The dummy head position Flow Rat bine
Rest

a.
TW

| 149:2001 +AL2009

Fusing directly 1,
20

f Facing vertically upwards 0

Article (AR) Fad Facing vertically downwards 20 FFP <1 |
7.16 Lyingem the deft side 20

Lying on theright side 20 FEP2 <3 Pissed

| Pech direclly 20
| Faxing vertically upwards FA

| FREI <2

(AR) 30 | Facing vertdeally downwards pA]

N side 21

=n

|Conditioning : {AR} As Received, original
tance : Exbalation |

Exhaustion Hesistanee

ih No, of " Renuirements in Result
Condition Sample The theumy head position Sanu accondarice with EN

149.2001 + A12009

Feeing directly 22
Facing verbally upoarnds I

(AR) 3t Facing vertically downwards 0 FEpl <3

dettule Lyion the lel side 23
v%

Ling on th righ side 20 Frp2<3 Passed

Facing directly 22
Facing vertically upmeands 22 FFP £3

|
{5.W) 1 Facing venically downwards rd

Lying on the left side 33
Lying on the dil side 2.0

| Conditioning :(AR)As
Received,

original
(5. Simulated wearing treatment

— ei

Breathing Resistance : Lshalsion

hi No. of . irements in Result

|
Condition nin

The dummy head position Flow Rate PLa
149:2001 + A}:2009

{ Facing directly
: 0

!

Facing vertically upwards J

{ (SW) 1 Fariug venicafly downwards 22 FFPI <2

| i Lying on thc lef side 22
2

Lying on the rizhi side 20 FFP2<3
Passed

Facing directly 20

Facing vertically upwards 23 FFPI=3

(5W) 3 Facitig vertically downwards 3
i I Lylag on tie lef side 21

| Lying on the right side 12

| Conditioning: (S.W.) Simulated wearing treatment

5.1.2e

UFR-333 12.42.2003 Rev 0D |
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ii No, of ”
. Requirements in Result

Candition Sample
The dummy head position Nie Rite tmee with EN

- PN Pp 140.2001 + A1:2009

| Facing directly 21
Facing vertically upnwants 2,1

elrticle |

(TC) 13 Facing vertically downwards 20 FFP <3
ils

Lying on the left side H

| Lying on the right side 20 FFr253
Posy

nr — om — |
|

Facing directly mn
,

|
|

Feeing vertically upwards Iz FIPS <3

ipod 14 Facing vertically dawnwands TE |

| |
5

|]

cn i
Je

|

Conditioning: (T.C ) Temperature Conditioning

|

Breathing Resistance; ixhalation
]

aa Na, of ” Requirements in accordance Resull
Condition Sample The dummy head position FlowRae wilh EN 149.2501 +

‘

AL2009 |

Artie Facing directly 20 FFPI <3 |7.16 Ein vertically ppwnnls 21
|

re) Is Easing venically dover 3
FEP2Z3 Passed |

Lying om the right side 20
Frey

. Canditionlog ; (T.C.} Temperature Conditioning
Article Clogging : This test is not applied to Particle Filiering Half Mask which is not renssble,

EAA
(Fur single vif) ane tlevices, the clagzing testIn uptiowal test. Fre re-usable devices featIn msdato:) |

pi Penetration of filter 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

Jose Marking= Packaging:
Ni

y

makings

are
available

on the product and its packaging,

Article Information ta be supplied by the fi bi each of the
small

inlly
available

packaging of the product, inplemeéntation
jo

lation
i fon)

re-use Is, warning ond isape limitations, storage and ings of
symbols

/ pi ae defined.

PREPARED BY
z

|

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 CMR  AVC- 2002

Globenet as agent for : [|EEI~~
Heerhugowaard pig ]

NL. 218401

The Notheriands 5Te
nt

:

—

2 Destinataire /Empfanger {18 Transporter
Centraal Boekhuis

oo I

Laanakkerweg 14 Globenet BV :

Schiphol , NL

ETL AOSSET

3 Delivery Place, Country / Auslieferungsort
i

|17 Following Transporters
Vianen/ 131PB —

—

{Schiphol Express

4Receipts Place and Date / Ort und Tag Ubernahme
BN

|Echiphot. 176-2020 TE

18 Vorbehalt und Bemerkungen des Fahrers

Documents annexes / Bijgevoegde Documenten

MAWB nr 784-13788401 B oo

|6Omschrijving 7 Aantal 8 Verpakking 9 Soot [10 Statist11 weigh{12 Vol.

[MASK(220crt =237.600 MASK) 14 EURO PALLETS 2001kg |
VWS KENMERK: 3057-23164

| oe

"= Status "C"
|

|

+ Jmrra——

13 Opmerkingen 18 SpecialejAtzender |Geldsoort|Ontvanger

|overeankomst a

[DELIVERY 18JUN.1

14 Frankeringsvoorschriften/ Prescriptions: | FRANCO

15 Remboursement
SoautE

120 Besondere afspraken

21 Plaats enDatum opmaken Vrachtbrief: Schiphol, 17 JUN 2020 24 Goed Ontvangen/ Plaats

Afzender Transporter Date Place

SIE »

Centrasl Boekhuis BY

SSK
id-Oost

d

Afd. Inkomende Goederen

+31 (0) 20 6530622 Getekend voor aantal ontvangen pall

Signature du Destinaire

smmaansniess X pallets
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NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiratory proteclive devices, filtering halfmasks to protect against particles manufaclured for

GILANIA SRL

Vin A.Manzoni 20a 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, technical file

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

Product Definition

Brand: GILANIA Model: GIL0OL

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 appropriate EU Declaration ofConformily according to Personal Praiective

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 nssessmenis 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 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 essenlial health and safety

requirements,

2163

Verify
the

validitywith
the

QR

Necip Pnzl Bulvan Keynp Sitesi E2 Blok No:ddd/B4 Yaka Didulln Oniraniye - ISTANBUL - TURKEY T.490Q 216 455 80 80)

UNIVERSALCERT.COM
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TECHNICAL ASSESSMENT REPORT

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

Clieal: GILANIA SRL

Centre Address: Via A. Manzoni 204 - 20024 GANDING (BG) - ITALY

Manufactorert PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO, LTD,

Manofncturing Address: Building 9, Zane A, Electronic industrial park, Anyuan City. Jiangxi, 337000. CHINA

This repon is 10 he above mentioned {im with the NATIONAL PROTECTIVE TESTING LLC firm's 23.04 2020 numbered NPT20040712683 (est

report and the test results which hive been obuined oecording to the EN 149.2001 + Al: 2009 stuxiards of the product specified in this report, its

rehition was evaluated with Essential Requirements of Persone! Protective Equipments and the results were found to be appropriute

This report is an annex and un inseparable part of the EU Type Examination Certificne No, 2163 - PPE - 672 issued to the company The test resulls

und issued certificate belong only to the tested product, Tle technica report consists ofu total of7 pages.

Product Description = Particle Filtering Hall Mask

Tota! Inward Leakege: Classification- FFP2

Trademark : GILANIA

Maotlel : GILODL

dvgeausmnAaREamEs

£2160 KNOG FEZ

heen 12009

UFR-353 12.73.3612 Rev.00

— ”
|
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CERTIFICATION

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

EU 2016/425 REQUIREMENTS

1.1, Design principles
1.1.1. Ergonoinics
PPE must he so designed and manufnclored that in the foreseeable conditions of use Tor which it is intended the user can perform the risk related activity

normally whilst enjoying apy ofthe highest prossibie level,ale

1.1.2. Levels and classes of protection
1.1.2.1. Ilighest level of protection possible
The optimum evel of protection to be taken into account in the design is (hat beyond which the constrmints by the wearing of the PPE would prevent its

elective use during (he period of exposure to the risk or normal performance of the activity.

1.1.2.2. Classes of protection appropriate lo Uifferent levels of risk

Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished. approprinde classes of protection must

be taken into account in the design of the PPE.

1.2. Innocuousness of PPE

1.2.1. Absence of risks and other inherent nuisance factors

PPE must be so designed and manufactured us to preclude risks and other nuisance filctors under fore seeable conditions of use

1.2.1.1. Suitable constituent maulerials

The materials ofwhich the PPE is made, including any of their pessible decomposition products, must not adversely affect the health or safely of users

1.2.1.2, Satisfactory surface condition of all PPE parts in contact wilh the user

Any part of the PPE that is in contact or is linble (0 com into contact with the user when the PPE is worn must be free of rough surfaces, sharp edges,

sharp points and the like which could cause excessive irritation or injuries

1.2.1.3, Maximum permessible user impediment

Any inpediment caused by PPE to movements to be made, postures lv 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 aed Ww remain in place for the foreseeable

period of use, beating tn mind ambient factors, the actions to be carried cut and the postures to be adopicd. For this purpose, it must be possible to adapt
the PPE to 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 os

possible without

prejudicing design strength and efficiency.

Apart from the specific additional requirements which they must satisfy In order to provide adequate protection against the risks in question {see 3), PPE

musl be capable of withstanding the effects ofambient phenomena inberen| under the toreseeable conditions of use
Ld. Information supplied by the manufacturer

The notes thal must be drawn up by the former and supplied wien PPE is placed on the market must coatain all relevant information on:

1120435

Ne

a)

b)

©)

d)

e)

f

8)

h)

i)

D

In addition 10 the name and addressof the manufacturer and/or his authorized represcitative established in the Community

Storage. use, cleaning, maintenance, servicing 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 #3 recorded during technical tests to check the levels or classes ofprotection provided by the PPE in gucstion,
Suitable PPE accessories and the charncieristics ofappropriate spare parts:

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

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

The Iype of packaging suitable for transport;

‘The significance of any markings{sec 2.12)

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

The namic, 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 providedat least in the official language(s) of the member stale ofdestination

UFR-383 13.92.3042 Rev. 00
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2, ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorpoeating adjusiment systems
If PPE incorporles udjustment systems, the latter must be designed and manufactured so that, after mbustient, they do not bevome undone

unintentionally in the foreseeable conditions of usc.

23. PPE Tor the face, eyes and respiratory system

Any restriction ofthe 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 neutrality thal is compatible with the degree of precision and the duration of the

activities of the user,

If necessary, such PPE must be treated ar provided with means to prevent misting-up
Models ofPPE intended for users requiring sight cotrection must be compatible with the wearing ofspeclacies or contact lenses,

2.4. PPE subject to ageing
(Fit is known that the design performance of new PPE may be significantly affected by ageing, te month and year of manufacture and/or, if’ possible,
the month and year nfobsolescence must be indelibly and unambiguously 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 useful life ofthe PPE, his instructions must provide all the informmion necessary

to enable the purchaser or user lo cstablish a reasonable obsolescence month and year, taking into account the quality level of the model and the

effective conditions ofstorage, 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 he manufacturer, the latter must, i possible, affix a marking to each item of PPE placed on the market indicating the maximum

number ofcleaning operations that muy be carried out before the equipment needs to be inspected or discarded. Where such a marking is not affixed, the

manufacturer must give that information in his instructions.

2.6. PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufbctured in such a way that it cannot be the source ofan electric,

electrostatic or impact-induced arc or spark likely to cause an explosive mixture to ignite

2.8. PPE for intervention in very dangerous situations

The instructions supplied by the manufacturer with PPE for intervention in very dangerous siluations must inchude, in particular, data intended for

competent, trained persons who are qualified to interpret them and ensure their application by the user.

The instructions must also describe the procedure to be ndopted in order to verify that PPE is correctly adjusted and functional when wom by the user.

Where PPE incorporates an alarm whichis activated in the absence of thie level of protection normally provided, the alann must be designed and placed
s0 thatitcinbe perceived by the user in'the forcsceable conditions ofuse.

2.9. PPEincorporating components which can be adjusted or remaved by the user

Where PPE. Incorporates components which can be attached, adjusted or removed by the user for

designed and fanufactured so that they can be easily attached, adjusted and removed without fools.

2.12;PPE bearing ane or more identification or recognition marks direclly or indirectly relating to health and safely
Theidentification 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 mst rem ain perfectly legible throughout the foresceableuselul life of the PPE. In addition, these

morks must‘bie complete, precise and comprehensible so es to prevent any misinterpretation;in particular, when: such marks incorporate words or

sentences, (helatter must appear in the offical language(s) of the Member State where the equipment is lo be used.

IF PPE (ora PPE component) is too smallto allow al lor part ofthe necessary marking to be affixed, the relevant information must be mentioned on the

packing andin the mianificturer's notes.

3. ADDITIONAL REQUIREMENTSSPECIFIC 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 are hazardous to health or with hannful

biological agents must be capable of preventing the penetration or permention of such substances and mixtures and agents through the protective
integument under the foreseeable conditions ofuse for which the PPE is intended.

To this end, the constituent materials and ather components of those types ofPPE 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 periodof wear.
Where, by virtue of their nature and the foreseeable conditions of their use, certain 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 10 standard (esis with 2 view to their classification on the basis oftheir performance. PPE which is considered to be in conformity with the test

specifications must bear a marking indicating, in particular, the names or, in the absence af the names, the codes of the substances used in the tests and

the corresponding standard period of protection, The manufaciurer's instructions must also contain, in particular, un explanation of the codes (if

necessary), adétailed description of the standard tests and oll appropriate information for the determination of the maximum permissible period of wear
under. the different foreseeable conditions ofuse.

pl purposes, such p nuist be

UFR-183 12.17.2012 Rev.00
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Technical Assesément of EN 149: 2001 + Al: 2009 Standard and other Standards il refers to. Clauses Corresponding 1o the

(CU) 2016/4125 Directive

| |

|

Artide
|

Classification : Punticle Filtering Half Mask |
5

|

Tonal Inward Leakage: Chassification - FFP

dritde Packing © Particle fterng hall masks are packaged 10 protect them from comtnmination before use and with condboerd boxes to prevent
Td mechanical damage. {

Material : Materials used in particle Gltering half nansks, ding to the
simulated

wearing
treatment

and
temp conditioning reports; It is |

Arrele understood withstand handling nad wear over the period for which the particle (Tliering half mask is designed to be used, suffered mechanical

1.5 failure of iho facepicee or strapa, any material from the [ilicy inedia released by the pir Mow through the filler bos not constitute a hazard or |

nuisance for the wearer,
|

fn Cleaning and Disinfection ; Particle ficring half mask is uot designed fo be as re-usable

Practical Performance 1 i

iti Repudremnents In accordance wilh £N
|

Asscesed Elements Pegitive Negative 149:2001 + A1:2009 and Result |
1 The face proce filing 2 Q

|
Arte 2.Heme! hinmess comfort 2 LL] Positive resubs should be obiafied from the

k

13 3 Securityof [astenings 2 [1] performancetests related to the
4.5peecd) tenmess 2 0 pl

ion

under real
cong

5Fick ofasian 2 0 |
6 Materials compatibility 2

"
Na imperfections |

wth thin
|

] |

Canditioning : {ATL}As R d, origional

Arte |" Finish. of Parts: Particle Gllering half masks, which ore {likely 10 come into contact with te user, do not have sharp edges and do not contain

1.3
|
burs,

]

| Total Inward Leakage:
|

Test Neal a Head Head

sient | eample Canditian 1. Walk
let righ i Speech 2, Walk Averape

3 A 4.85 5.58 , 83 64 4.83 3.35
3

3 AR 4. isl 51 69 49 4
po Al 4.59 69 9-4 75 1.9: A

Al oT 42 X ST 4,74 22
3 AR +8 49 6 EO 5.30

#4 $35 [x] 49 Gl 1.32 548
Artic C 29 51 30 27 5.27 5.33

|

791 i AL 61 58 58 538 5.51
[ T 332 52 KE 35 29 538

10 20 [.C. 5.20 435 24 30 AL 5.27

|_Averose 309 335 5.59 SH 3.06 537
Min 4.77 542 5.24 527 4.74 5.22

Max idl 3.69 5.94 5.09 5.38 5.51
|

Conditioning : {AR ) As Received, migingl Results (31 Leakage Value
1

(T.C) Tanpemiur: conditioning

i
Co Ba Results meet with FEI'2 requirements

Penetration affilter material: Sodium Chloride Testing

ol Sedium Chloride Testing Requircinents in aceomdance with

Codi id 95 Limin max (2) EN 149:2001 + A1:2009
Reukt

TAR) 5 391

(AR) pl 3,85 Filtering Ralf masks Gell def |

(AR. 2] 3,76 FFPI 20% requirements of the standard
|

Article | {Ww L ENEN 149.2001 + At:2009)
|

|
r5.2 | (5.W.) 2 39 FFP2<6% given in 7.9.2 in rangeof the:

( 5.W) 3 4,15 first and second protection
IMS TC) 7 4,66 FFPI< 1% class

MS.TC) 4 4,57 (FFF, FFF)
IMS. T.C) 9 432

| Comtitioning : (M.5.}
Mechanical

Strength 95 Limmin= LG dm’ sn?
| {T.C.} Temperature Conditioning

[ (AR) As Reesived, enginal

(5.W) Simulated searing trealment

UFR-3k3 F2.12.2012 Rev 00
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Penetration of Mier material: : Pain Oil Testing

. Paraffin Dil Testing Requirements in necordance

Ctliion Sal 95 Liminmas (32) | wilh EN 149,260] + A1:2009
Semi

AR) 2% 307

i (AR) 27 4,18 Filtering half masks fulfil] hel
|

(AR) pid 4,13 TFPI £204 retuirements of the standard

Irticke | (EW, 4 195 EN.EN 149-2001 + A] 2009

o
ie

(5W,) 3 3.68 FFP2 56% piven in 7.9.2 in mage of Use
v2

(5 W) [3 3.86 first and second protection
(MS. TC) {4} 1,05 FFPIS LS class

| (MS. T.C) It 4,17 (FFP1, FFP)

(MS.TC) 12 398

Conditioning : {M.S) Mechanical

Strengl
{TC} Temperature Conditioning
(AR. As Received, onginal

15.W } Siimnleted swearing treptotent

Anite Compatibility with skint In Practical Performance report, the likelilwod of inask materials in contact with the skin caising irtfiation or ollier

710
| adverse elect on health was not reported,

Flammability1
" Na. of : Requirements Jn oecordance with EN

|

| Condition Sample
Visunl inspection 149.2001 + AL2009

Result

!

[ AR) 3 [3 Filtering hail mask Passed

Aetlele {AR) a3 13 shall not bum or not

Tu (TC) 21 12 continue to bum for Filtering hall masks ful iil

TC)
n 1 morethan5 s after requirements of the

—

removal from the fame standard

Comlittoning : {A.H.) As Received, original

(TC) Temperature Conditioning
| Curbon dlaxlde content of the inhalation air:

| An average
|

Grin No.of | COy content ofthe inlialation air | CO; content off Requirements in necordance with
Resa

|
Cond

Sample [35] by volume tha inhalation EN 149:2001 + A1:2009

dricte | ir

712 Jol 52 Passed
3 0,86 " i

|
— hi

CO; coe of the inhalation air .

43
0.86 shall not exceed an average of’ Foissies haltHae

(AR) 0.49 1.0% by volume
requirements of the

standard

{ | Conditioning : {A.R.) As Received, original
Article Mead harness: In Practical Performance report, No adverse effects fmve been reponed for holding the mask of the head haseas Siemly in

7.13 position; for total inward leakage properties

|
)

rick | Fletd of vision : In Practical Performance report, No adverse effects were reported for the Feld of vision festites.

%

BreathingResistance:Inhalation
B

Enfalation Reaislanee (mbar)

"

. . Requirements in Result

Condifion | No.of Flow Rate Rpm Flow Rate accordance with

Sample 30 Limin
Fribili) 95 L/min EN 149:2001 +

-
: ;

AL:3000

[TRB 3 od 3
iy |. 38. 0,5 12

Article WR)
|

Hi 05 FFPI £06 hi FFRI £21

716 SW. 1 0.5 14
or:

|

sw) 0:
FFP20,7 13 FFP2<24 Passed

hs NE 06 ||ere rem

TC) __ 3 6 FFPIZ 1,0 14 FFP <3

||
ey [E 05 14 [

! [T.C.)- 15 [(X] 13 [

| Cunbinioning : (A.R.) As Received, original
(5.W.) Simulated wearing treatment

| (T.C.} Temperaure Conditioning

UFR-381 12.13.2010) Rev.0D
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CERTIFICATION

Breathing Resistance ¢ Exbalalion

Condition se The duinmy head position Blow ate a | Result
i

"

149.2004 + AL:2009
|

Facing dirceil
20

H i

[4 Facing vertically upwards 0
| {

Arttite | (AR) bid Facing vertically downwards 20 FiP1 23 | |
716

i

Lying on the left side 20
|

Lyitnt on the
right

side 2.0 FFP2E3 | Passed
|

Facing directly 10 |
| Facing vertically upwards

|

21 FFP3<3 |

(AR) 30 | Facing venically dowawans 3)

| | Lyingon the lof side = |

i
ee | Lying onthe opht side 2.0

i ism—— I
| Conditioning : (A.R.) As Received, original |

!

Breathing Revistance : Extialatian

Exhatation Resistane

Condition il “The dummy head pasition Howfate oi nity 0
LL

a
LIS.2001 + A1;2009

Facing directly 22

Facing vertically upwards ql
(AR) 31

| Focing vermically downwards 20 CERI <3

id Lyingon he ke side 2
Lyingon the right side 20 FRI <3 Passed

| Facing direcily =

12

Facing vertically ugneands 5] FER3<3

i {(5.W) t Facing vertically downveands 31

| Lying on the lef sale 22

Lying on the sight side 20

( Conditioning : {A..) As Received, original
[ } Imm {5.W)) Simulale wearing Ireatinent
|

Ho, of :

|

Requirements in | ResuhCondition Soe
The dummy head position Flow fe Woon WE

|

X

MM |

149.2000 + AL2009

| Facing dircaily 20
!

Facing vertically npwards 2.2 |

| (8W) 2 Facing vertically downwards 2 FFPl 23

iid Lying on the lef side 22
4

Lying on the right side 20 FFP2<] Passel

Facing directly 10
|

Facing vertically upwards 22 FEP3 £3

| {S.W) 3 Facing vertically downwards _23
! Lying on the lef side 2l

= Lyingontherightside 12

| Condlitivning : {8.W) Simulated wearing trentment .
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ine pose Esha NL V DIRS AL |

| ——

Tea |
" He

oA

|

oe Ne. of y

ih 5 Regu rements m Result |

Comdition Sample
The dummy head pusilion Flay Roe Yon with EN

: : ;

"|

1492001 < AL2009 | i

Facing directly p23
Facing venicalty upwards {2d

Aatfcle | (TC} 13 Facing vertically dow nwanis
|

20 FFP <3
118

[ | Lyingon the left side 20

Lying on the right side 20 FFP2<3 Passed

|

| Facing ditectly 20 !

| Facing vertically upwards 20 FFP 23

ITC) it Facing ventically downwards a |

| Lying on the len side 22 I
_—_— Lyin on the night side a3

a

|

Conditioning : (T.C) Temperature Conditioning

Hreathing Resistance : Exbolalion
}

|

ia
pS

|

: No, of
’

iii Requirements in accordance
|

Condition Sample
Tie dummy head pesition Flow Rata with EN 1492001 +

ee HE A009

Article Facing directly 10 ]
FFP <3

Le

Emin vertieallv upunnds EAI

Tc) 15 Eaciug vertically dowieands 0 FFP2E3
|

Paeed

Lying on the lef side 20 | |
i SoD on

)
FFPA<]

i i
|

Lying on he right side i

| Candltioning; (T.C.) Temperature Conditiatiing
Article |

Clogging : This test is not applied to Particle Filtering Hall Mask which js not reusable,

7172 |

(Fur single shift ine dutdoes, the clogging fest In aptionaf tesd. For pesisnble devices teatbs iwndatory}
|

Ay Penetration of Miter material: This test is not applied 10 Particle Filtering Hall Mask which is not reusable.

|

|

Article
|

118
Demountable Paris; There are nodemountablepasts on the product,

Joule Marking— Packaging: Necessary
markings

are
available on the productand ils packaging.

erticle [alormalion te be supplied by the fi 3 In each of the smalles iolly
avnilable packaging

of the product, implementation |
1B {installntion instruction) pre-use controls, waming aed usage

limilntions,

storage and ings of
symbols

/
pi

are defined
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