
Eindbeoordelingsformulier - rrp Mondmaskers (LOT-nummers)

Datum 25-06-10 -

Lotnummer 10d -

Leverancier/LCH-nummer
Productnaam of naam fabrikant kNGs Prolechu tl Mala
Productiedatum Vv

Type mondmasker (volgens de fabrikant) | KAS .

VJ

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

Masker 1 aA L. ad 7-
Masker 2 ea 7 (oct
Masker 3

Q94-
Q2 Fittest Zonder clip Met clip

Testpersoon 1

. , 6 lt heA ¥ 24

Testpersaon 2 LO 16 zZ¢ / =o)
Testpersoon 3 <{0 z tei: do

J
12

FFP2 [0 FAIL O PASS

Q3 en Q4 + +/- -

Oordeel RIVM cl

Oordeel AH/TOXI
Sadr

Artikelnummer VWS | Quality Check

[J 957 (FFP) [0 Goedgekeurd

OJ 958 (FFP2) T® Afkeur

971 (KN95)

Algemene bevindingen:

Logistiek Aankruisen Classificatie clip Specs.

{a/Nee) PEE FIT

Mand t Goedkeur: FFP2 >04% >100

Mand 2 Goedkeur: FFP2 met instructle over 94% 33<FIT<100

FIT

Mand 3 Afkeur: FFP1, filter van mindere BO%<PFE<94% >100

kwaliteit®

Mand 4 Afkeur: FFP1, buiten acute zorg, B0%<PFE<94% 33<FIT<100

met instructle over FIT (Q57)

Mand 5 Afkeur: Alleen uitieveren bij hoge = >94% <33

p< Ty fn
Mand 6 Afkeur: Alleen uitleveren bij hoge BO%<PFE<34% <33

nood

Mand 7 Afkeur: Niet gebruiken <80 Ongeacht fit

*

ingekocht FFP1 in mand 3 boeken als goedkeur

Disclaimer: Deze rapportage bevat een onafhankelifk indicatief oordeel van de kwaliteit van de producten. Dit betekent dat deze resultaten slechts

een
gedeeltelljh

gl zlfn van de van de prod De rapportage Is alleen te gebrulken door het LCH en het ministerie VWS ter

ondersteuning bij het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen niet gedeeld warden met derden. Indien u niet de

geadresseerde bent of dit bericht abusievelltk aan u is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwifderen.
Het LCH en het

le

VWS aanvaarden geen aansprakelifkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan

het elektronisch verzenden van berichten,
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Checklist prestatiecontrole adembeschermingsmaskers

| Inkoopnummer LOT-nummer ( Qo2
Datum uitvoering check

; Zab. 10:
Leveringsdatum
Leverancier

Productnaam of naam fabrikant | KN) QF Pra rective Men iota con

Productiedatum J

Naam

Functie

Besproken met RIVM

Advies:

Type masker bij uitgifte:

Werkwijze:
RIVM vaert de “administratieve” controle uit met betrekking tot notified bodies, certificaten en

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 fit op het gezicht. Vervolgens wordt een gezamenlijk
advies gegeven over onder welke categorie dit masker zal worden vitgegeven naar de ziekenhuizen.

Administratief (wordt ingevuld door RIVM)
Technical data sheet aanwezig? Hla

:

CONee |

8

—

—

Garantiecertificaat aanwezig? ® Ja ONee

Declaration of conformity aanwezig? | [J Ja KlNee
—

|

Cordeelvan RIVM

5.1.2i Toelichting

Prestatie levering

Qordeel arbeidshygienisten
eN jig cemficaat J gp derataak
OW nek

T= Fh nek cimaad
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Bijzonderheden:

VERPAKKING OM HET INDIVUELE MASKER

1 | Zit er verpakking om het masker? | PNa | Cl Nee

Zo ja:

2 | Hoe is de verpakking te openen? £S-6emakkelijk
0 Lastig

J Moeilijk
3 | Correspondeert de verpakking met de # Ja

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

Bijzonderheden:



DE FIT VAN HET MASKER OP HET GEZICHT

1 | Hoe past het masker op het gezicht? {J Goed

&] Ruimte bij de kin

Z*Ruimte bij neusstuk na aandrukken

[O Slechte aansluiting bij wangen
O

2 | Waar ontsnapt lucht bij de leaktest 1 Niet

& Neus

Bk Kin

0 Zijkant

CJ N.v.t. (Chirurgisch)
3 | Kan het masker met de touwtjes en Ola

elastieken strakker op het gezicht worden nee

| getrokken? O N.v.L.

| 4 | Wat gebeurt er als het gezicht beweegt? O Masker blijft op zijn plek
EDMasker verschuift

|

:

0

{5 | Behoudt de neusklem zijn vorm gedurende | f3-Ja
circa 1 min? ONee

CJ Nvt.
6 | Chirurgisch masker: Wat is de hoogte van Y,|

het masker wanneer deze uitgevouwen is?
bs

7 | Chirurgisch masker: wat is de lengte van de
E

neusklem? hou

Bij een chirurgisch masker }

.

Doos | Materiaal neusbeugel | Breedte neusbeugel | Lengte van het uitgeklapte masker
1

2

3

4

5

6

7 K
8 JE
s _~
10

|
E

11

3

=

Bijzonderheden:
=
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&
Particle Penetration by Kalibra

Datum

22-06-2020
inkoopnummer

30¢463¢
LOT/X-nummer Qo3z A

Ql Particle Penetration
|

Gemiddelde rendement 20,3 Pass or Fail t.0.v. P1/p2/P3
Masker 1

Doss Ga ez usd \% l

| Masker2
Ou : - ul

i

Po
Masker 3

os oe= I 0s,

Ademweerstand:

| Gemeten (< Pa) Eis (< Pa} Conclusie

|

Masker 1

5 Cs
Masker 2

\ 12
<240 Pa

Cos
Masker 3

li (4i"

Eindoordeel 20,3:

Beoordeling op basis van masker met het laagste filterrendement.

O fail

O voldoet P1

CO voldoet aan P3

5
voldoet aan P2 —r Z\C \

Disclaimer: Deze rapportage bevat een onafhankelijk Indicatlef oordeel van de kwalltelt van de producten, Dit betekent dat deze resultaten slechts
een gedeelteljke weergave zijn van de kwaliteit van de producten, De rapportage Is alleen te gebrulken door het LCH en hat ministerle VWS ter

endersteuning bij het vrijgeven van producten op de markt, Gegevens uit deze rapportage mogen niet gedeeld worden met derden. Indlen u niet de

geadresseerde bent of dit bericht abusievelifk aan u Is verzonden, wordt u verzocht dat aan de afzender te melden en de rappartage te verwljderen.
Het LCH en het ministerle VWS aanvaarden geen aansprakelljkheld voor schade, van welke aard ook, die verband houdt met risico's verbonden aan

het elektranisch verzenden van berichten.
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Particle Penetration by Kalibra

|

Datum

23%-ch- 202
Inkoopnummer 204b 9

| LOT/X-nummer
|Qe? .

>

Q1 Particle Penetration Gemiddelds rendement 20,3 Pass or Fail t.0.v. P1/P2/P3

Masker& & / Cost aR oz Cle Wa
Masker& { ¢ Ors . : oh om

|

ga)
Maskerg

Ademweerstand:

Gemeten (< Pa) Eis (< Pa) Conclusie

Masker 1

&
| Masker2

¢

< 240 Pa

bo Li
Masker 3

|

Eindoordeel 20,3:

Beoordeling op basis van masker met het laagste filterrendement,

O fail

O voldoet P1

¥ voldoetaan P2

O voldoet aan P3

Disclaimer: Deze rapportage bevat een onafhankelljk Indicatief aordeel van de kwalltelt van de producten. Dit betekent dat deze resultaten slechts
een gedecitelljke weergave zijn van de kwalitelt van de producten, De rapportage is alleen te gebruiken door het LCH en het ministerie VWS ter

ondersteuning bl) het vrijgeven van producten op de markt. Gegevens uit deze rapportage mogen niet gedeeld warden met derden. Indien u niet de

geadresseerde bent of dit bericht abuslevelifk aan u Is verzonden, wardt u verzocht dat aan de afzender te melden en de rapportage te verwljderen.
Het LCH en het ministerie VWS aanvaarden geen aansprakelifkheld voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan

het elektronisch verzenden van berichten.
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Fittest by RIVM

1120388

Datum 5

3-06-2020
LOT/X-nummer

| 183

{

Fit fact I ti

.

t tactorreal time

Ja, test alleen met Clip of vee, test zonder en met clip of kam
test < 10

Zonder clip of kam Met clip of kam

Tester: Opmerkingen Score | Opmerkingen Score

Adoos 1 76. 42
| —

+Gx
Leo Fit rasle ugk. as

veelAn-— Kro eo

4,

Algemeen:

{ruim, krap, etc)

Verschuift bij Up & Down/Bending? JA JA
Is één clip voldoende? JA

Extra opmerkingen (eventueel met pijlen waar lekkage is)

Type FFP Masker

Fit test (FAIL of PASS) Lord
put

Disclaimer; Deze rapportage bevat een onafhankel|ik Indicatiel oordeel van de kwallteit van de producten, Dit dat deze resut slechts
een gedeeltelifke weergave zijn van de kwaliteit van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerie VWS ter

ondersteuning bi) het vrijgeven van producten op de markt. Gegevens ult deze rappartage 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 verwljderen.
Het LCH en het ie VW5S geen p lijkheid voor schade, van welke aard ook, d'e verband houdt met risica’s verbonden aan

het elektronisch verzenden van berichten.



Fittestby RIVM

1120388

Datum

23-46-21

LOT/%-nummer
( 8 1

Fit factor real time

doos § 29 |
eal) e <ro

Algemeen:

~{ruim, krap, etc)

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

Aes

Zonder clip of kam Met clip of kam

Tester: = | Opmerkingen Score | Opmerkingen Score

if att “lek (oer
|

I he

1

|

Verschuift bij Up & Down/Bending? le
Is één clip voldoende?

4
Extra opmerkingen {eventueel met pijlen waar lekkage is)

Type FFP Masker |
Fit test (FAIL of PASS)

|

(2,[
Disclaimer: Deze rapportage bevat een onafhankelljk Indicatiel oordeel van de kwallteit van de producten. Dit betekent dat deze resultaten slechts

een gedeeltelitke weergave zijn van de kwaltelt 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 marke. Gegevens uit deze rapportage mogen niet gedeeld worden met derden. Indien u niet de

geadresseerde bent of dit

Serine abuslevelifk aan u Is verzonden, ‘wordt u verzocht dat aan de afzender te melden en de rapportage te verwijderen,
Het LCH en het 1 geen aansprakelifkheld voor

schade,

van welke aard ook, die verband houdt met risice’s verbonden aan

het elektrenisch Ee,iberichten.
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Inboekrapport VWS

Naam Ontvanger: Datum: (8 i 4 - 20

Aantal inkcoporder/pakbon Lotnummer !& o 3 A

Aantal pallets Br 29 4 4 = 30 3

Totaal stuks Bitty; Himido 34 84g 1

v.30
Aantal samples ! 8e

i 7

Totaal aantal na samples] ARE 0 242 N 7) S03 : 600

Aantal per pallet 72.80
Aantal per doos {oR 4

Aantal per verpakkingseenheid AD

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

Artikelnummer: Q TO Inkooporder nummer RZbay
J

i

LCH-nummer Vw Ss keprel 3053-2314y ~ Ob

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: 1%
- ols -

Y ingeboekt door:

EM

21. 113-4



Inhoekrapport VWS

Naam Ontvanger: Datum: ! 8 oll -2.0

Aantal inkooporder/pakbon Lotnummer (8e% 5)

Aantal pallets 5

Totaal stuks by, 17 0

Aantal samples | ———

Totaal aantal na samples] op
—

Aantal per pallet ¥ 280
Aantal per doos [ofo

Aantal per verpakkingseenheld 30

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

Artitkelnummer: Inkooporder nummer

LCH-nummer vwhs lemme - 205} ~22dy - ob

Kwaliteitscontrole RIVM JA J NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: 7} 7
. 143, - Ad ingeboekt door:

elm

12~ 185-0
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LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

_[cmr Ave. 2002

In21es32

The Netherlands
La Co }

2 Destinataire/Empfanger 18 Transporter

|Centraal Boekhuis
B |

|Laanakkerweg 14 FLAME ly f

E OL
3 Delivery Place, Country / Auslieferungsort _|17 Following Transporters
Vianen/ 4131PB : hi

JSchiphol Express rc

4 Receipts Place and Date / Ort und Tag Ubemahme

|schiphot, 178-2020 BN | el

BN
B

18 Vorbehatt und Bemerkungen des Fahrers
|

5 Documentsannexes / Bijgevoegde Documenten

MAWB nr 784-13216932

‘Omschrijving 7 Aantal 8 Verpakking 9 Scort [10 Statist{11 Weigh{12 Vol.

MASK (220crt=207.600MASK) | [EEURO PALLETS 1996kg

VWS KENMERK: 3057-23164

~ Status "C"
**

1 yf
a.

—

13 Opmerkingen hh | in | Sabi flee Speciale|Afzender [rr
iste

—— y Overeenkomst
DELIVERY 1BJUN.1 SS

—

Vrachtpriis

— Beir retook CS N—-

L ey rd |sakio BB

LL

a.  |Bjeankomstan )

|roteat: |
14 Frankeringsvoorschriften / Prescriptions: FRANCO

15 Remboursament pik 20 Besondere afspraken

21 Plaats en Datum opmaken Vrachtbrief: Schiphol, 17 JUN 2020 [24 Goed Ontvangen/ Plaats
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Verify
the
validity
with
the

OR

UNIVERSAL
CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL

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

manufoctured at

PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD

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

are lested and evaluated according to

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

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

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

Product Definition

Brand: GILANIA Model: GILOO1

Fillering half mask

Talal 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 [11 product models given above, with;
* Issuing an uppropriate EU Declaration of Conformily nccording to Personal Profective

Equipment Regulation (EU) 2016/425 Annex 9.

¢ Ongoing successful performance in fulfilment of the requirements set out in Personal

Protective Equipment Regulation (EU) 2016/425 and hannonised standards, ensured

by rssessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the

regulation no later then | year from the beginning ofserial 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

UNA

-.

Necip Font Bulvan Keyap Sitesi E2 Hink Nosid/Bd Yaka Dubulls Comaniye - ISTANBUL -TURKEY T:+90 216 455 50 80

UNIVERSALCERT,COM

1120388



UNIVERSAL
CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE/ NO: 08.05.2020/ KKD-2163-672

Client: GILANIA SRL

Centre Address: Via A. Manzoni 29% - 24020 GANDINO (BG) - ITALY

Maonufcisrer: PINGXIANG HUAFU MEDICAL NEALTII MATERIALS CO, LTD

Manufacturing Address: Building 9, Zone A, Clectronle industrial park, Asyuan City, Jiangxi, 337000, CHINA

This report is to the above mentioned firm with the NATIONAL PROTECTIVE TESTING LLC finn's 23.04 2020 numbered NIPT200M0712685 test

report and the test resulls which have been obizined according to the EN 149: 2000 + Al: 2009 sundnrds of the product specified in this report, its

relation was evaluated with Cssenlinl Requirements of Persunel Protective Fquipments and the results were found Lo be appropriate

This repast is ant annex and an inseparable parof the EU Type Examination Certificate No. 2163 - PPE - 672 issued to the company The test results

nad issued certificate belong only ta the tested product The technical report consists ofa total of7 pages.
Product Description : Particle Filtering Hall Mask

Total Inward Leakage: Classification - FFP2

Trademark : GILANIA

adel : GILODI

9
2163KN9D Fire

vag: 2001+A1 : 2009

UFR-33813 ¥2.¥2.3 Rev.00

“

UNIVERSAL SERTIFIRASYON VE GOZETIM IZM. THY, LTT $11 Reyop Tocuner Merkeed, Neefp Paz) Bulvan,62 tisk, NaS Y, Dadully-Cmirmiye « ESTANBULT: 10 216.454 80 80 1 450 216.458 108 inf
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( —
_

UNIVERSAL
CERTIFICATION

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

EU 2016/1425 REQUIREMENTS

1.1. Design principles
L.L.I. Crponomics
PPE musi be so designed and manufctuned that in the foreseeable conditions of use for which it is intended the ser can perform the risk refated activity
normally whilst enjoying appropriate protection of the highest prossible level,

1.1.2. Levels and classes of protection
1.12.1, Highest level of protection possible
The oplimum level of protection to be taken into sevount in the design is that beyond which the constraints by the wearing of the PPE would prevent Hs

effective use during the period of exposure lo the risk or normal perfonnance of the activity

1.1.2.2. Classes of protection appropriate lo diferent levels of risk

Where differing foreseeable conditions of use are such (hat several levels of the same risk can be distinguished, appropriate clisses of protection must

be taken into account in the design ofthe PPE.

1.2. lInnocuousness of PPE

1.2.1. Absence of risks and other inherent nuisance factors

PPE must be so designed and manufaciired as to preclude risks and other nuisance factors under fore seeshle conditions ofuse.

1.2.1.1. Sultnble constituent muterials

The materials ofwhich the PPE is made, including any oftheir possible decomposition products, must not adversely affect the health or safety of users.
1.2.1.2. Satisfactory surface condition of all PIPE paris in contact with the axcr

Any pan of the PPE that is In coniact or is liable to come indo contnct with the user when the PPE is wom must be free of rough surfaces, sharp edges,

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

1.2.1.3, Maximum permessibic user impediment

Any inpediment caused by PPE to movements to be made, postures to be. adopied ond sensory perception must be minimized; nor must PPE cause

movements which endanger the user or other persons.

1.3 Comfort and effectiveness

1.3.1. Adaptation af PPE to usermorphology
PPE must be designed and manufactured in such a way as fo facilitate its correct positioning on he user and lo remain in place for the foreseeable

period of use, hearing in mind ambient factors, the setions to be carried out and the postures to be adapicd, For this purpose, it must be possible to adapt
the PPE to fit the morphology ofthe user by all appropriate means, such as adequate adjustment and atiachment systems or the provision of sn adequate

ronge of sizes.
1.3.2. Lightness rnd design strength
PPE must be as light as possible without prejudicing design strength and efficiency.
Apart from the specific additional requirements which they must satisfy in orderto provide adeguale protection against Ihe risks in question {see 3), PPE

musi be capable of withstanding Lhe effects of ambient phenomena inherent under the foreseeable conditions of use

14. Information supplied by the manufacturer

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

a) Tn addition to the name and addressofthe manufbcturer and/or is nuthorized representative established in the Community

b) Stomge. use, clenning, meintenmice, servicing and disinfection. cleaning, maintenance or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions;

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

d) Suitable PPE necessaries and the characteristics of approprinle sparc pants;

€) The classes ofprotection appropriate to different levels of risk and the corresponding limits of use:

f}) The obsolescence dendlincor period of obsolescence ofPPEor certain of its components;

£) The type ofpackaging suitable for transport:

h) The significance of nny markingsfsee 2.12)

i) Where appropriate the references ofthe Directives applied innceardance with ArticleS(6) (by.

J} The name, address and identification number ofhe nolificd ody involved in the design stage ofthe PPE

These notes, which must be precise and comprehensible. must be provided at least in the official language(s) ofthe member stute of destination

UFR-333 12.12.2012 Row. 0D
SR

1120388
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\

IVERSAL
CERTIFICATION

2. ADDITIONAL REQUIREMENTS COMMONTO SEVERAL CLASSES OR TYPES OF I'PE

‘LI. PPE incorporating ndjusiment sysiems
IT PPE incorporates adjustmett systems, the latter must be designed and manufactured so that, oiler adjustment, they do not become untlone

unimentionally in theft
ble

conditions of use,

1.3. PPE Tor the nce, 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 types of PPE must have n degree of optical neutrality thal is compatible will the degree of precision and the duration of the

activities of the user.

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

2.4. PPE subject to ageing
If it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of manufseture andlor, if possible,
the month and year ofobsolescence must be indelibly and unambiguously marked on each ilem ofPPE placed on the marke! and on its packaging.
{F the manufacturer is unable to give an undertaking with regard to the useful life ofthe PPE, his instructions must provide all the information necessary

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

effective conditions of storage, use. cleaning, servicing and maintenance.

Where apprecioble and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a clemning process

recommended by the manufacturer, the Iatter must, il possible, affix a marking to ench item of PIE placed on the marke! indicating the maximun

number of cleaning operations that may be carried out before the equipment needs to be inspecied or discarded. Where such a marking is not affixed, the

manufacturer must give that intormation in his instructions.

2.6. PPE for use In potentially explosive almospheres
PPE intended for use in potentinlly explosive atmospheres must be designed and manufactured in such a way that it cannot be the source of an electric,

electrostatic or iinpoct-induced arc or spark likely to couse an explosive mixture to ignite.

2.8. PPE for intervention In very dangerous situntions

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

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

The instructions must alsa describe the procedure to be adopied in order to verify that PPE is comrectly 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 inthe foreseeable conditions of use.

2.0. PPE incorporating components which ean be adjusted or removed by the user

Where PPE incorporates components which can be attached, ndjusted or removed by the user for replacement purposes, such components must be

designed and manufactured so thal they can be easily attached, adjusted and removed without fools.

2.12, PPE bearing one or more identification or recognition marks directly or ladirectly relating to health and safety
The Identification or recognition marks directly or indirectly relating to health and safety affixed 10 these types or classes of must preferably take the

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

murks must be complete, precise and comprehensible so os to prevent any misinierpretntion; in particular, where such marks incorporate words or

sentences, the [ater must sppear in the official language(s) ofthe Member State where the equipment is to be used.

[PPE (ora PPE component) is too small to allow ai lor pan ofthe 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, Prutection against cutaneous and ocular contact

PPE imended to prevent the surface contact af all ar pan of the body with substances and mixtures which are hazardous to health or with harmful

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

Ta this end, the constituent materials and other components ofthose types of PPE must be chosen or designed nnd incomemicd so as Wo ensure, 2s far as

possible, complete lenk-lightness, which will allow where necessary prolonged daily use vz, failing this, limited leak-tightness necessitating & restriction

ofthe period ofwear,

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

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

subjected 10 standard tests with 1 view to their classification on the basis of their performance, PPE which is considered to be in conformity with the test

specifications must beara marking indicating, in particular, the names or, In the absence of the names, the codes of the substances used in the tests and

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

necessary), a detailed description of the standard tests and all appropriate information for the determination of the maximum permissible period of wear
under the different foreseeable conditions of use.

5.1.2e

UFR-3283 12.13.3042 Rev 00
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UNIVERSAL |

CERTIFICATION

‘Technical Assessment ofEN 149: 2011 + Af: 2009 Suindard and other Standards it refers to, Clauses Conesponding to the

EU) 206/425 Directive

|

Clasifieation : Particle Filtering EnlfMask
Total Inwerl Leakage; Classification - FFP2

Packing : Particle filtering half masks sre packogel to protec them from comamination before use and with ciundboard boxes 1o prevent
mechanical damage,

Alaterinl:Moterials used fn paniche filtering half masks, according fo the
simulated

wearing nnd
temp conditioning reports; If is

understood withstand handling snd wear aver tre ‘period for which the particle Allerdng half mak is designed 10 be nse, suffered mechanical

failure of the facepicne or straps, any material from the filter media released by the air flow tough the Filter lias not constitute u hazard or

Ruisance [or the wearer,

Cleaning and Disinfection : Particle filtering half mask is notdesigned to be as re-usable,

Practical Performance :

Requirements in aceontance wilh EN
Assessed Elements Positive Negative 149-2001 +A1.2009 nud Result

1. The face piece filing 2 0
2.Head hamess comfart 2 ¢ Positive results should ba obinined from the

3Security of fastenings F) [14 performance less related to she

4.Speech cleamess 2 a implementation under real conditions.

|_3.Field ofvision 2 0

6Materials companibility 2
a

No Imperfections
with skin

Condltfoning : (AR.) As Received, original

Finish of Parts: Particle filtering luff masks, which are likely to come into contact with the user, do not have shar dies and do not contain

burrs.

| Total Inwand Leakage:

Test Nowol' Head Head
Subiegt | sample

1. Walk JeR Aight TI Spesch 2 Walk Avenpe

3 185 2 3 563 EF 535
33 4.8 61 90 69 4 340

3

3 498 6% Ra 75 4 S40
J 4. 4: X 37 4.74 22

I: 4; 4 ; 86 1.80 30
r 333 6 49 61 532 Ef]

529 3.30 527 527 s

| ! A .€ 56 5.58 38 5.5

$
S32 52 33 33 20 5.36

10 20 5.20 XK $.24 3.30 5.04 5.31

Average 509 5.53 5.59 §.54 5.06 537

Min 47 542 524 337 4.74 5.23

Mox 341 5.69 5.84 5.69 534 3.51

Conilitioning : (AR) As Receive, origin Results I' (9%) Lenkape Value

(T.C) Tompemtuse canditioning
Results meet with FFF'2 requirements

]

Pencimtion-of Rlier material: Sodium Chloride Testing

UFR-383

;

No. of Sodium Chloride Testing Rexuireinents in accordance with)

Condi Sal 95 Limin max {%) EN 149:2001 + Af:2009
oustil

(AR) 23 RET]

AR) 14
383 Filtering half masks fabfill hol

(AR) 2 3.36 FFP1S20% requirements of the standard
(Sw) 1 4.18 EN EN 142.2001 + A1:2009

[ (8.W.) 2 3.96 FFIZ<6% given in 7.9.2 in runge ofthe

_(8.w) 3 4,15 first aud second protection
(MS. T.C) 7 4,66 FFP3< | % class

| MET) 8 4,57 {FFP1, FFP2)
| MS. T.C) 9 4.32 2

|

Conditioning: (M.S) Mechanical Strenyth 95 [Amin = 1,6dm’an T
{T.C.) Temperature Conditioning

’

(AR) As Rereived, origittal

(5.W.) Simulatedweaeing trealineni

TE 7 Rev.00
5.1.2e
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UNIVERSAL
CERTIFICATION

f
Penetration of Aer material: ; Pamffin Oi Testing

” Paraffin Oil Testing Requirements in accordance

Condition i] 95 Limin max (8%) | with EN 149.2001 + A1:2009
Rust

AR) i 107

(AR) 27 4,18 Fillering half masks Fulfill thei

(AR) n 4,13 FFM S20% requirements of the stunderd

pil
(5W) 4 3,93 EN EN 149.200) + A}:2009

i hy
Y

(S.W) 5 3s FFP2<6% piven in 79.2 in mnge ufthe
742

($.W.) [1 386, firs! and second protection
(MS. TC) 10 08 FFP S| % class

IMS. T.C) 1 417 {FFPI, FFT2}
(MS. TC.) 12 398

Canditioning : (M.S.) Mechanical Strength
IT.C) Temperature Contitioning
(A.R ) As Received, orginal

| (5.W") Simulated wearing treatment

Article Campatibility with skin: In Practical Performance report, the likelihood of mask materials in contact wih the skin causing irritation or other

7.10 adverse effect oa heakih was nol reposted.

Flamnmalifty +

" No. of wT R Requirements in aecordanse with EN

|
Condition Simp

Visual inspection
1492001 + AL-300% Result

) AR) | x 14 Filtering hall mask Tassed
| sletlete

(AR) n 13 shall aot hum or nol

Tn (TC) 21 12 continue to um for Filtering half masks fulfill

| (T C n ¥; wore than 5 8 aller requitements of the
T.C)

removal fiom the flame standard

| Condfitioning : {A.R.) As Recerved, original
|

_ (LC) Tanperaivze Comlitioning
| Carbon dioxide comtent of the Inhalation air:

An average

Condition No.of | CO; content of the inhalation pir | CO; coment of] Requirements in aceardance with
Resell

Sample [9%] bry’ valume the inkalation EN 149.2001 + Al 2002

Miche alr BN

7.12 (AR.} 41 0,82 Passed

|
RR. 3 7 llJ 0,84 C0; comiert of the inhalation air

Fitering half masks
pe [+3] shall nol excevd an averageof Tull

|

(AR) 0.89 10% by volume
requirements of the

standard

B | Conditioning :(A.R) As Received, original
Aritele Head harness: In Practical Perfemnaree report, No adverse effects have been repoited for holdmg the mash of the head hamess tinaly in

713 position, for total inward leakage mopsttics

en Fighl of vision : In Practical Perfostnance repo, No adverse effects were reputed for the field of vision lentures

‘Breathing Resistance: Didialation
¥

Requirements in

Condition No, of Flew Rate
: accordance with

Sample 30 L/min
1492001 + A1:2009|

95 L/min EN Jaa
+

|
TAR) 2) CX] 3

!

(AR) 30 0,5 | 12
Article (AR) 3 03

FFPI 0,6 I FFPI £2,

716 (SW.) 1 03 Id
WL Be er FFP2<0,? 13

FFP2<24 Passed

“Ew| 3 05 Id

(rc 3 05 FFPIZ 10
14 FFPIg30

( (T.C.) i -
03

aw 14
{T.C.) 1s [ix] ] 13 |

|
Conditianing : (AJR.) As Received, original |

[
(SW) Simulated wearing treatmenl

| fn (T.C.)Temperate Conditioning

UFR-383 12.43.3812 Rev.00
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Breathing Resbriance : Exlialntion

mliil Mu, of ” Requirements in Result
Condition Sak Tle dusnmy head position Yowats —at8

149:3001 + AL:2009

Facing directly 20

Facing vertically upwards 20

Article (AR) »n Facing vertically downwards a0 FFP) <3

16 Lying ou the left side 2.0

Lying crs the sight side 20 HP <3
Pased

Facing directly 20

Facing veatically upwards 21 rP3=a

(AR) 30 Facing vertically downwards 2

Lying om the left side 2]
Lying om the righ side 2.0

= Conilitloning : {AR.) As Received, original

Berathing Resistance © Exhalation

Condition |
No-of

Tihs dummy head pasition Flow Rate Reyfiresesicyy

Semple
¥ »

160 Limin
nceordance with EN

Co TAR00FAL 2009 —

Facing diremly be
Facing vertically upwards 2.1

Aric {AR} 3 Facing vertically downwards 20 | FFP] <3

id Lying on the lel side 22
Lying on the righ side pI] FFP1=3

Passed

Facing directly 11
|

Facing vertically upwards 32 FFP <3

i (SW) 1 Facing vertically downwards 22 |

Lying on the tefl side z=
cs

. Lyingon the right side |] 20

Canilittening : (AR) As Recejvad, original
| (8.W) Simulsled wearing wreaimem

|
i

: Eallation

it No, ef 5

i i

| Condition uid
The dummy head position Poor fe Ris py 8 Reasl

|

w
149-200] + A1:2000

Focing direaly 20

| Facing vertically upwands 22
|

arti SW) 2 Facing vertically dowmyards 22 FFPI <3

| Si Lying oa die Jef side 22
| Lying ou the right side 20 FFP2=3 Passel
[

Facing directly 30
Facing vertleally upwards 23 FFPI=3

(SW) 3 Facing venically dowmvarda i.
Lyingon the eft side 21
Lying on the right sido 2

Conditioning
: (S.W.} Simulated wearing treatment

51.2e

UFR-3813 12.12.2013 Rev 0D
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—CERFIIC

: Na. of !
fis Requirements in

Condition Sanh
| The dummy head position ions ly ISlV

MR

2

149:2001 + A1-2009 |

Facing direcily at

Facing vertically umyaniy 21
!

{rch 13 Foeing vertically downwards 20 FFPI £3

| Lying en dhe kefl side 20
: 20 FFP2<3

Pussed

20
Co

2 FPR <3

ITC} jE 2,1
12 |

i
32 |

Conditionleg : (T.C.) Temperure C

Rresthing Resistance : Exhalaion

Ao Na. of
;

i Requirements In secondance Resull
Condition Sample The dummy head position ow Re wills EN 149.300] +

asi AL.2009

Facing directly 20 FEL 3

Engine vertically upwards 21
n

(T.C) 15 Fim ysgivally dover »
FEP2 23 Passed

| Lvingom the kell gide )

|

Lai hsriah gi 10
FFPig3

Conditioning ; (T.C.) Temperiiurs Conditioning

Clogging : This test is not applied In Particle Filtering Half Mask which Jz net reusable,

{Fur single \Rifi wee devieea, the vhagpivg fof dn apilaemd (oi Fur reside devices ost is nandatory

Penetration of flter musterial: This rest [s not applied 10 Particle Filtering Hall Mask which is not reusable,

|
Demountable Parts: There are no demountable parts on the product.

Marking— Packaging:
N:

y markingssre
available

on the product and its packaging

Information te be supplied by the vers bt cachof the
small

ially
available

packaging of the produc, implementation

(installation instruction) pre-uze controls, waming ond usage
limitations,

storage and ings of symbols / piclograms are defined

12.32.2012 Rav. 00 Page 717
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LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

fcMR  AVC- 2002

Reerhugowaard I I RC
The Netherlands

B 2 yyi 7

2 Destinataire/ Empfanger
i

16 Transporter
a

|Centraal Boskhuis

|Laanakkerweg 14

3 Delivery Place, Country / Auslieferungsort
Vianen/ 4131PB

17 Following Transporters

|Schiphol Express

4 Receipts Place and Date / Ort und TagUbemahme

Schiphol, 17-6-2020

18 Vorbehait undBemerkungendes Fahvers
5 Documents annexes / BijgevoegdeDocumentsn
MAW nr 784-13788423

I

1

|e Omschwiiving 7Aantal 8 Verpakking © Scort [10 Statist{11 Weigh{12 Vol.

[MASK (250crt = 270.000 MASK)
~

SEEURO PALLETS 2262kg

VWS KENMERK: 3057-23164

a
w+Status"C"

|19 Specialelatzender |Geidsaort{Ontvanger13 Cpmerkingen »

~

Ovaresnkomst

——

” fvrmecntpris St .

BE coto’s retook . fortingen
7

7

sade
|Bseenkomsten
[rotmal. |

14 Frankeringsvoorschriften / Prescriptions: FRANCO

15 Remboursement 20 Besondere afspraken

21 Plaats en Datum opmaken Vrachtbrief: Schiphol, 17 JUN 2020 24 Goed Ontvangen / Plaats
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UNIVERSAL
CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiratory protective devices, fillering half masks to protect against particles manufaciured for

GILANIA SRL

Via A.Manzoni 2%a 24024 GANDINO-BG- ITALY

manufactured at

PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD

Building 9,Zone A,Electronic 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 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: GILOO

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, en the Category 1 product models given above, with;
* Issuing an approprinte EU Declaration ofConformity according lo Personal Protective

Equipment Regulation (EU) 2016/425 Annex 9.

* Ongoing successful performance in fulfilment ofthe requirements set out in Personal

Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured

by assessments based on Arnex 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
requirements.

2163

Verify
the

validity
with
the
QR

Neeip Pazil Butvar Keyop Sitesi £2 Blok No:4/Bd Yuka Duduliu Ommniye -ISTANBUL - TURKEY T-490 216 455 80 8¢

UNIVERSALCERT.COM
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UNIVERSAL
“CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE NO: 08,05.2020 / KKD-2163-672

Client: GILANIA SRL

Centre Address: Vin'A. Manzoni20\-24024 GANDINO (BG)- ITALY
Manufacturer: PINGXIANG HUAEU MEDICAL HEALTH MATERIALS CO, LTD.

Manufacturing Address: Building 9, Zone A, Etecimnlc industrind park, Anyuan City, Jiangxi, 337000. CHINA

This report is 10 (he above mentioned firm with the NATIONAL PROTECTIVE TESTING ELC finn's 25.04.2020 numbered NIFT2HH07 12685 lest

report ond the test results Which hive been obtained according to the BN 149: 2001 + Al. 2009 standards of the product specified in this report, its

relation was evilitnled with Essential Requiremeiils of Persone! Protective Equipments nail the results were found to be appropriate

This report is an onfex and wi’ inseparable part of the F1J Type Exnmination Cedificate No. 2163« PPE - 672 issued to the company. The test resulis

and issued cerificaie, belong only to the tesied product, The technical rept consists ofn tial of 7 pages.

Proiluct Descriptinn : Particle Filtering Hall Mask

Total‘ Inward Leaknge: Classification — FFP2

Trndemark : GILANIA

Maddel : GH.00I

siehamasaanorREs

Stasntens

UFR-383 12.13.2012 Rev.00
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UNIVERSAL
CERTIFICATION

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

EU 2016/4425 REQUIREMENTS

L.1. Design principles
1.1.1. Ergonomics
PPE must be so designed ond manufactured that in the foreseeable conditions of use for which it is intended the user can perform the rish related uctivity

normally whilst enjoying appropriate protection of the highest prossible level.

1.1.2. Levels and classes of pratection
1.1.2.1. Highest level of protection possthie
The oplimum level ofprotection lo be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent ils

effective use during Ihe period of exposure fo the risk or normal performance of the activity.

1.1.2.2. Clnsses of protection appropriate lo different levels of risk

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

be taken into account in the design of the PPE,

1.2. lnnocuousness of PPE

1.2.1. Absence of risks and other Inherent nuisance factors

PPE must be so designed and manufisciured as lo preclude risks and ather nuisance fisctors imder fore seeable conditions of use

1.2.1.1. Sujtnble constituent materials

The materials ofwhich the PPE is mad, including any oftheir possible decomposition products, must not adverscly affect the health or safety of users

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

Any pari of the PPE that is in contact or is liable to come into contact with the user when the PPE is wom must be free of rough surfaces, sharp edges,

sharp points and the like which could cause excessive imitation or injurics

1.2.1.3. Maximum perinessiblc user impediment

Any inpediment caused by PPE to movements to be made, postures lo be adopted and sensory perception must be minimized; nor must PPE couse

movements which endanger the user or other persons.

13 Comfort and cifectiveness

1.3.1. Adaptalion of PPE to user morphology
PPE must be designed and manufactured in such a way as to fucilitate ls correct positioning on Ue user and to remain in place for the foreseeable

period of use, bearing in mind ambient factors, the actions to be carried out and the postures to be adopted. For this purpose, it must be possible to adapt
the PPE to fit the morphology of the user by all appropriate means, such as adequate adjustment and attachment systems or the provision ofon adequate

range of sizes.

1.3.2. Lightness rnd tesign strength
PPE must be as Jight as possible without prejudicing design strength and clliciency.

Apan from the specific additional requirements which they must satisfy in order to provide adequate protection against the risks in question (sec 3), PPE
must be capable of withstanding the effects of ambient phenomena inherent under the foreseeable conditions of use

Ld. Information supplied by the manufacturer

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

8) In addition to the name and atdressofthe manufactures and/or his nuthorized representative established in the Community

b) Storage. use, clenning, maintenance, servicing end disinfection. cleaning, maintenance or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with ihe relevant instructions;

€) Performance es recorded during technica! tests to check the levels or classes of protection provided by the PPE in guestion;

d) Suitable PPE accessarics and the chamcteristics of appropriaic sparc parts;

€) The classes ofprotection appropriste to different levels ofrisk and the corresponding limits ofuse;

f) The obsolescence dendlineor period ofobsolescence ofPPEDT certain ofits components;

g) The type of packaging suitable for transport:

h) The significance of any markings{see 2.12)

i) Where appropriate the references ofthe Directives applied innecordance with ArticleS(6) (b):

J) The name, address and identification nmiber of the notified body involved in the design stage ofthe PPE

These notes, which must be precise ond comprehensible, must be provided at least in the official languageds) ofthe member stule ofdestination

UFR-333 13:.42.2012 Rev.00
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UNIVERSAL
CERTIFICATION

A

LESe EET

Technical Assessment.of EN 149: 2081 + Al: 2009 Standard and other Standards it refers to, Classes Corresponding to the

(EU) 20167425 Directive

\.

Arthde Classification : Particle Filtering HallMask

5 Total Inwarl Lesknge: Classification - FEP2

Arrwcte Packing : Particle filtening hall masks nee packaged to protect them from comlpminntion before use and with cardboard boxes lo prevent

74 mechanical damage.

Material : Materials used in particle filtering hall’ masks, ding to the
lated

wearing
treatment

and
lemy conditioning reports; 11 ix

Anicle understood withstand handling and wear aver the period for which the particle filtering half mask is designed 10 be used, sullired mechanical

5 failure of the facepiece or simps, any material from the filter media released by the air flow through the fiter hos not constitute 0 hinzard of

nuisance for the wearer,

a Cleaning nnd Disinfection : Particle Filtering half mask is not designed to be as re-usable.

Practical Performance:
on Requiresnentsin accordance will EN

Assessed Hloment Peallivg Neguiie *19:2001 + A1-2009and Ress
1 The face piece fiting 2 0

Arid 2.Head lames colon 2 0 Pesitive results should be pbiained from the

13 3.Secturity of fastenings 2 [1] performance tests relatedto the

4.5peech cleamess 2 0 implementntion under zeal conditions.

5 Fieldof vision 2 0

# Materials compatibsiliny 2
5

Ne imperfections
with skin

Canditioning : {A R.} As Received, original

Artrefe Finish of Porta: Particle fliering hall masks, which are likely to coma into contxt with the user. do not have sham edges and do not contain

73 trures,

{

Total taward Leakage:

Pini Nal | Condition | 1. walk ye hot Speech | 2 Walk | Average

: AR 4,85 34 3 5.64 4.5 35

3 AR 157 5 90 5.69 19 0
3 M All 4.95 x 94 5.75 4.9 5.40

4 3 A. 4.7 42 61 5 4.74 522

§ pl A.R 4.8 niki Nh) £6 4.80 530
16 TC. 338 rE a9 61 532 5,18

Artic. T 529 5 30 37 327 333
791 xs. 541 5.6 56 53 538 5.5]

Fl 532 K; 33 533 530 536|
10 20 .C. 5.20 343 35.24 5.30 §.14 321

Avemge 3 5.55 5.59 5.54 5.06 $37

Min 4.77 342 3.4 53] 4.74 50

Mx 341 5.69 3.94 3.68 532 5.51

Conditioning 1 (AR ) As Rectived, original Results P{%3) Leakage Value

(T.C.) Temperature conditioning

RTT 3

_____

Reals meet with FFP2 requirements
Penetration of filter miterfal: Sodium Chloride Testing

Sodium Chloride Testin wirenienis in accordance with)

Comin laid 95 Linnmax (30) ir + A12000
Rosilt

AR) n 390

- AAR) HM 385 Filtering half casks fulfill the] |

(AR) 25 3,76 FFPI 20% requirements ofthe standard | |
Ariel Sw.) ! 4.18 EN EN 149-2001 + AL2009| |
2932 (S.W.) 3 396 FFP2 56% given in 7.9.2 inmnge of the | |

a

3 A415 first add seeomd prolestion
7 4,66 FFP3 =z 1% class

H 8 4,57 (FFPL, FFP1)
i 9 4.32

Conditionting : (M.S ) Mechanical Strength 93 Limin = 1,6 dem”sn 7
(T.C.) Temperature Conditioning

(A.R) Ax Reegived. original

Ee {5.W.} Simulated wearing treatment
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EaiN)VERSAL
——

ETE

SEA
Ede

Tp Cl eee ;

[
| ES

tek No.of ar

| Requirements in Result |

|
Condition Sard

The dummy head position

Flow Rae tance witli EN
{

ne

ia
149.2001 + A1-2009 i

Facing directly 23 {

i
Facing verieally upwards i

Auticte (rey 13 | Faxing vertically downwards 20 FFP <3
Tle

| Lyingoi the let side 2
|

Lyla on the right side 20 #Fr2=3
Panel

| Facing ditscily 10

| Facing vertically upwards 21 Fp3c3

{TC) 4 Facing vertically downwards 2.1

Lying on the lef side 2 ||Lyingontherightaide 32

Condiloning : (T.C.) Temperature Conditioning

Rreathing Resistance : Exbplation
=

;

|

No.of ; Requirements fn recordance Result
Condition Sonple

The dummy head pasition Ble Bule with BN 149:2001 +
min

pis
ALIN9

Aritcle Facing dircetly 20 FFP <3
7.16

Facing vertically upwnsls kA|
(tC) 15 Fasiug venicllv dowd 30

FFP2<3 Passed
Leving on the lef) side I

Ld tte rights 1g
FFP1=3

| Conditieniag : (T.C.) Temperature Conditioning
i

Article | Clogging : This test is not applied to Particle Fillering Hall Mask which is not reusable. ]

7172 (For single vil wre devices, the shegging teat h uptisnsdfest. Far re usnble devices tes §s mvsslatory )

1
pi Penetration of Aller material: This test is not npplied to Particle Filtering Holl Mask which is not reusable

|
J

]

dAriicle DeisTig
ountable Parts: There are no demonndableparts on the product.

|
|| Juke Marking Packaging: Necessary markings anc avilableon the product and ts packaging.

| - ? |

Article
taf ion

lo be supplied by the 7 In each ofhe
small

tally available
pack

of the produc, inplementation
10

{installation i ion)

pre-use Is, warning and usage limilations, siorape and meanings of symbol / pictograins are defined.

UFR-323 12.12.2012 Rev. 00 Page 717
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Breathing Reshvance : Exhalation |
Exltfaton Resistor

Conditien Yost The dummy head position
SowsRate inn

Rei

|
»

149.2001 + A1:2009

|. Facing directly 0 |
Facing vertically upwards 0

Auticte AR) 29 Facing vertically downwards 0 FFP <3

| T14 Lyingen jhe eft side 0
|

[ Lying on the right side 2.0 FFP2<3 Passel |

Facing direcily 20
Fring vertically upwards 21 FFPI=3 |

{AR) 30 Facing vertically downwards 21
| Lyingca the kit side 4 I

Lyingon the npht side 24

Conditlaning ¢ {A.A}As
Received,

orfghial —

Arrathing Re ‘E
7

Condition |
No.of

The dey hen pasion Flow Rate Requirements in Reset

i 160 Limsin
aceardance with EN |

| 149:2001 + Ab2009
Facing directly 23

| Facing venieally upwards 21

Arty (AR) 31 Facing vertically downwards
|

20 FRI <3

i Lying on lhe left side 22

Lying on the right side 0 ] FFP2<3 Passed

Facing directly }

13
1

Fasing vertically upwards 22 |
FFP} 53

(5.w1 | Frcing vertically dowmyards 2 |

|

Lying on the left side
_

|
| !

Lyng oa the right side
=

20 H
_

}

Ci 2: (A.R.)As Received, original
Rp {5W}Simulated wearing iresfinent a < -

+ Exhalation

| |
Hoof TE —| " 0.0 ; i in Result

|
Condition |C5 The dummy head position

Flawfue | Bc omn 5

_ oi 149:3001 + A1:2009

Facing directly 20
|

Facing vestically upwards 22

i
Ai

(SW) 1 Facing vertically dowmwards 22 FFPI <3

or Lyingoa th cf side |
L

Lying on the right side 10 FFP2<3
Passed

Facing directly 0

_Eeingvertically upwards r= FFRIs3

(5.9) 3 Feeing vertically downwards 13

Living on thé Ic side 21

Lyingoa the right side BE RT

Ib

Comdlitiening :(S.W.) Simulated wearing treatment

UFR-3E83 F3.A2.20102 Rev 00
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CERTIFICATION

Penetration ofMtr material: 1 PacalMin Cif Testing

: Paraffin Oil Testing Requirements in necosdonce

Coad Jou 95 Lininmas (%) | with EN [49:2001 + A1-2009
Resilt

ALY % 307
(AR} 27 4,18 Filtering half masks fulfil the
(AR) pS 4,03 FPP) < 2H requirements af the standard

with
(SW. 4 395 EN EN 149-2001 + A)2009

8

pri
<

SW) 5 388 FFP1< 6% piven in 7.9.2 in mange of the
792

(EW) 6 3.86 first and seconel protection
(MS. TC) [1] 4,05 FFP3 S19 clos

(MS. TC) 1} 4,17 (FFP1, FFP2)

(MS, TC) 12 1.98
| Canditioalng : (M.S ) Mechanical Steength
|

|T.C.} Temperatore Conditioning
J

(AR) As Reczived, original
i

15W) Shimntaled weaHij thentmend

Artrele Compatibility with skin: In aciicnl Performer rego, the fikelihood of mask malciinls in contact with the skin causing inilation or other

710 adverse effect on healthy was il Reported,
|

Flammalility

Coon | Ton | Vemligion | PmREeO
TR) | 3 [E} Filtering hall ask Tavied

| elesiche
(AR) Ly 13 shall not bts or pot

EL
(TC) al 12 continue to buen for Filtering: kal (masks fulfill

Te N
n Lt more tha 5 5 after requirements ofthe

:

removal fom the ane _Soudan]
Conditioning: (A.R.) As Heeeived, original

17.00) Tonpeipites ConllimingCarben diexile content of the inlulatian air

An avenge

Condition Mo.ef | CO; content of the inhalation air | CO; content off Requirements in accordance with
Result

Sample [*5] by: valine the inhalation EN 149:2001 + A1:2009

rtrele wir

7.12 (AR} 41 082 Passed

AR 42 0,86 Fe Fi

foes a fe = C0; content of the inhalation air :

PE 0,80 shall not excaed an average of Fesing halkuke
(AR) 04 1.0% by volume

requirements ofthe
staralarnd

eee |.Conditioning: (AR ) As Received, original . .

Article {lead
h

in Practical Perf report, Nu pdverse ellects lave been seponed fur holding the mash of the head hriness linaly in

713 position, for total inwnrd leakage properties

Ariiele v
"

5

714
Field of vislon : In Proctical Pesfonnance report, No adverse elects were reported for the Feld of vision feaures

Breathing Resistance: nksalatioe
So

iE F

"
Renuirentenls in

Condition Flew Rate accordance with

Sample 30 Limin 95 L/min EN 1492001 +

Al2009

34 [7] 13

i by os
FFPL S06

2
FFP 52,1Articke 3 05 EH

14
mo

nis

! 93
FFP 507 14

FP<2d | passed
yr DE 13

06 ——

a 0s
FFPIZ 10

¥
FFIr3<3o

IE 0.5 1d
15 0.5 13

Conditioning : {A.11.} As Reven ed; original
(5.0) Simulated wenring treatment

_

(T.C.}) Tempesanue Conditianing

UFR-383 12.03.2012 Rev.00
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UNIVERSAL
CERTIFICATION

2. ADDITIONAL REQUIREMENTS COMMONTOSEVERAL CLASSES OR TYPES OF PPE |

2.1. PPE incorporating adjustment systems
If PPE incorporates udjustment systems, the latter must be designed and manufactured so that, after sdjustment, they do not become undone

uninientionally tn the foreseeable coadilions of vse.

2.3. PPE for the (ce, eyes and respiratory system |

Any restriction of the user's face, eyes, field ofvision or respiratory system by the PPL shall be minimised.

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

activities of the user,

1Fnecessary, such PPE musi be treated or provided with means to prevent misting-up
Madels of PPE intended for users requiring sight correction must be compatible with the searing of spectacles or contact lenses. |

24. I'PE subject to ngelng
If it is known that the design performance of new PPE may be significantly affected by ageing. the month and year of manufacture and/or, if’ possible,
the month and yenr nf obsolescence must be indelibly and unambiguously marked on cach item of PPE placed on the marke! and on its packaging. |

iFthe manufacturer is unable to give an undertaking with regard to the useful life of the PPE, his instructions must provide all the information necessary

lo enable the purchaser or user to establish a reasonable obsolescence month and yeor, 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 the manufacturer, the latter must, if possible, affix ® marking to ench item of PPE placed on the market indicating the maximum |
number of cleaning operations that may be carried out before the equipment needs to be inspected or discarded. Where such a marking is not affixed, the

manufacturer must give that information in his instructions.

PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such a way that it cannot be the source of on electric,

|

2.6. PPE Tor use In potentially cxplosive atmospheres

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

1.8. PPE for intervention in very dangerous situntions

The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must include, in particular, data intended for |

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

The instructions must also describe the procedure to be adopted in order to 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 thie level of protection normally provided, the alann must be designed and placed |
so that it can be perceived by the user in the foreseeable conditions of use,

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

Where PPE Incorporates components which can be attached, adjusted or removed by the user for replacement purposes, such components must be |

designed and manufactured so that they can be easily attached, adjusted and removed without tools.

2.12, PPE hearing ane or more Identification or recognition marks directly or indivectly 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 rust rem ain perfectly legible throughout the foresceablenseful life of the PPE. In addition, these

narks must be complete, precise and comprehensible sv as to prevent any misinterpretation; in particular, whens such marks incorporate words or

sentences, the latter must appear in the official tangunge(s) of the Member Stole where the equipment is lo be used.

IF PPE (or a PPL component) is too small to allow a! lor part ofthe necessary marking to be affixed, the relevant information must be mentioned on the

packing and in the manufacturer's noles.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3,10.2, Protection against cutancous and ocular contact

PPE intended to prevent the surface contact of all or part ofthe body with substances and mixtures which arc hazardous to health or with henmful

biological ngenls must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective
integument under the fores¢enble conditions of use for which the PPE is intended.

Tao this end, the constituent materials and other components of those types of PPE must be chosen or designed and incorporated30 as to ensure, as far as

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

afl the period ofwear.

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

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

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

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

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

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

|under the different foreseeable conditions of use,

5.1.2e
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