Eindbeoordelingsformulier = FFP Mondmaskers {LOT-nummers)

Z
Datum e
Lotnummer 13d
Leverancier/LCH-nummer
Productnaam of naam fabrikant YN Protcchae MMorda .
[

Productiedatum

Type mondmasker (volgens de fabrikant) g 7/

Q1 Particle Penetration 0,3 | Percentage Type P1/P2/P3
Masker 1 ac - Y3

Masker 2 APT- Pz

Masker3 Jaas. Pz,
</

Q2 Fittest Zonder cli Met cli
Testpersoon 1
Testpersoon 2
Testpersoon 3
FFP2 O FaIL O PASS

Q3en Q4 + +/- -

Ocrdeel RIVM o

Oardeel AH/TOX| +j

Artikelnummer VWS | Quality Check

[ 957 (FFP1} [ Goedgekeurd
[ 958 (FFP2} B Afkeur
@& 571 (KNI5)

Algemene bevindingen:

Mok n nek ke herlaiden nogels. ripahlno
ﬂfkéuﬁ OF Deci wmpnlalize -

Logistiek Aankruisen Classificatle Clip Specs.
{Ja/Nee) PFE AT

Mand 1 ol Goedkeur: FFP2 "0 . >54% >100

Mand 2 Goedkeur: FFP2 met Instructle over | 4/ >94% 33<FIT<100
FIT

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

Mand 4 Afkeur: FFP1, bulten acute zorg, BO%<PFE<94% 33<FIT<100
met instructie aver FIT {Q57}

Mand 5 Afkeur: Alleen uitleveran blj hoge >94% <33
nocd

Mand 6§ Afkeur: Alleen uitleveren bij hoge BO%<PFE<94% <33
nood

Mand 7 Afkeur: Niet gebruiken <80 Ongeacht fit

* ingekocht FFP1 In mand 3 boeken als goedkeur

Disciaimer: Oeze rapportage bevat een onafhankelitk indicatief oordeef van de van de prodi Dik betek dat deze r slechts
een gedeellelijke weergave zijn van de kwallteit van de producten. De rapportage is alleen te gebruiken door het LCH en het ministerie YWS 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 verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwlfderen,
Het LCH en het ministerie VWS aanvaarden geen aansprakelljkheld voor schade, van welke aard ook, die verband houdt met risica’s verbonden aan
het elektranisch verzenden van berichten.
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Fittest by RIVM

1120727

Datum .
b
LOT/X-nummer 0 8% R
i t: Iti
A e X Ja, test alleen met Clip [ Nee, test zonder en met clip of kam
| test< 10
Zonder clip of kam Met clip of kam
Tester: Opmerkingen Score | Opmerkingen Score

10 bay hoeh-s 1o Hda

s UWpian= | hatn ’

1 .
Yo WAt i L')C’-d no o
€ Z o S wj)i(: Y 5 ? ’
Lo 5L
4,
Algemeen:
(ruim, krap, etc)
Verschuift bij Up & Down/Bending? \6‘\.
J Is één clip voldoendej? K

Extra opmerkingen {eventueel met pijlen waar lekkage is)

Sh Vi

Type FFP Masker

Fit test (FAIL of PASS) | ChGS

Disclaimer: Deze rapportage bevat een fhanke'ik Indicatlef oordeel van de van de producten. Dit betekent dat deze resultaten slechts
een gedeeltelijke weergave zijn van de kwaliteit van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerie VWS ter
ondersteuning blj het vrijgeven van praducten op de markt. Gegevens uit deze rapportage mogen nlet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelljk aan u is verzonden, wordt u verzocht dat aan de afzender te melden en da rapportage te verwijderen.
Het LCH en het ministerie VWS aanvaarden geen aansprakelljkhett voor schade, van welke aard ook, die verband houdt met risico's verbanden aan
het elektronisch verzenden van berichten.



Fittest by RIVM

1120727

| Datum

274/ %

LOT/X-nummer

/1§58

P
Fit factor real time .
test < 10 @l la, test alleen met Clip KNee, test zonder en met clip of kam
] Zonder clip of kam Met clip of kam
Tester: Opmerkingen Score | Opmerkingen Score

Algemeen:
{ruim, krap, etc)

/0

Lo

i)

(2.,

Gerscha 4% by “7-

lap&dowv\ ML:‘\QI

Verschuift bij Up & Down/Bending?

Is één clip voldoende?

Extra opmerkingen {eventueel met pijlep waar lekkage is)

matke 2.} Jfark

!

Type FFP Masker

| ko ags

Fit test (FAIL of PASS) | pecss

Disclaimer: Deze rapportage bevat een onafhankelljk indicatief oordee) van de kwaliteit van de producten. Dit betekent dat deze resultaten stechts
ven gedeeitelljke weergave 2ijn van de kwaliteit van de producten, De rapportage is alleen te gebruiken door het LCH en het ministerle VWS ter
ondersteuning bij het vrijgeven van producten op de markt Gegevens uit dere rapportage mogen niet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelijk aan v Is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwljderen.

il

Het LCH en het isterle VWS

het elektronisch verzenden van berichten.

geen aansprakelijkheld voor schade, van welke aard ook, dle verband houdt met risico's verbonden aan



Checklist prestatiecontrole adembeschermingsmaskers

1120727

Inkoopnummer

LOT-nummer

1850 .

Datum uitvoering check

26 6-70-

Leveringsdatum

Leverancier

Productnaam of naam fabrikant

KN 81.’\“ Bruk'u\ NeTaie

[A)

Productiedatum

Naam

Functie

Besproken met RIVIM

Advies:

Type masker bij vitgifte:

KN3$ £

Werkwijze:

RIVM voert 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 uitgegeven naar de ziekenhuizen.

Administratief (wordt ingevuld door RIVM)

Technical data sheet aanwezig? OiJa CINee
Garantiecertificaat aanwezig? (T CONee
Declaration of conformity aanwezig? | [J Ja CINee

Oordeel van RIVM

Prestatie levering

Oordeel arbeidshygienisten

Mmodber n Awk te he e clon nacr
che vespubng Cardere vorm , FEP2)

CP rena mace NOE ¢p Wenoallivg)

1
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BINNENDOOS/PLASTICZAK
1 | Aantal maskers per binnendoos/plasticzak?
]
2 | Algemene indruk binnendoos/plasticzak? {(Elintegriteit in orde
{vochtplekken, ingedeukt, verkleurd etc) T Integriteit niet in orde, omdat:
[ Extra stickers opgeplakt, nl:
3 | Welk product staat op de
binnegdoos/plasticzak? |l ! 9':)- prd{c’“ Ve Mgnda
4 | Welke leverancier staat op de = "
binnendoos/plasticzak? /\)l N gxic Hua{-u Medisca A
| o HdaAkin
5 | Staat een CE merk op de doos/plasticzak? Ja | O Nee sk
6 | Welke norm(en) staan op de 0 EN 149 (FFP) - o wﬁ{(ab
binnendoos/plasticzak? J N9S
DX KNS
{J P2 (Australia)
0 KMOEL- 2017-64 Korea
1 DS (Japan JMHLW--
[J £EN 14683 (Surgical)
] Y¥ 0469-2011 (Surgical)
[ YY/T 0969 (Face mask)
[R.GB2626-2006
[ Anders:....
[J Geen
7 | Iser een instructie bijgeleverd? P& Staat op de doos
J Los in de doos
J Ontbreekt
8 | Heeft de instructie betrekking op het masker | & Ja O Nee & N.v.t.
in de doos/piasticzak?
9 | Staat er een expiratie datum op [JJa

binnendoos/plasticzak (shelf life max. 5 jaar)

Phee

FHre [oe monley) meer n ek P Qe,]wb\m,\g |
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Bijzanderheden:
VERPAKKING OM HET INDIVUELE MASKER
1 | Zit er verpakking om het masker? I“S-Ja ] [ Nee
Zoja: f e:.!
2 | Hoe is de verpakking te openen? Er6emakkelijk
[ Lastig
[J Moeilijk
3 | Correspondeert de verpakking met de COlJa
informatie op de binnendoos? {J Nee, het volgende wijkt af:
Bijzonderheden:



HET MASKER

1 Algemene indruk masker?

dntegriteit in orde
[J Integriteit niet in orde, omdat:

2 Komt het masker overeen met de
foto/tekening op de binnendoos?

D la
[ Ontbreekt
[ Nee, het volgende wijkt af:

cpdnaa, vorm , fend.

3 Wat staat er op het masker:

KNgT  FRPZ
ENt\.{g w2001 +Ad. Zr:os 5

Komt dit overeen met watopde | O Ja 1 Nee O Nt
verpakking van het masker staat? :
Komt dit overeen met wateropde | [J Ja 1 Nee O Nt
binnendoos staat?
4 | Is de stof is non woven? Bla | O Nee
5 | Aantal lagen van het masker: | 02 O3 O4 S
6 | Heeft het masker een nare geur? OJa [DQ.Nee
7 Hoe wordt masker op hoofd bevestigd? 0 Met hoofdbanden
DFvet oor elastieken
[ Losse touwtjes
8 Hoe zitten de touwtjes/elastieken aan het | ¥ Erop gestanst
masker vast? [ Erin gestanst
O Gelijmd
] Genaaid
O vast d.m.v.
9 Wat is de kwaliteit van de bevestiging van EGoed stevig vast

de touwtjes/elastieken? [ Bij een keer dragen geen probleem
O Bij extra kracht laat het los
10 | Neusstuk [J Metaal in de stof

O Kunststof met metalen kern in de stof
O Kunststof in de stof

20 Metaal aan de buitenkant

J Met filterdoek afgedekt

(] Rubber strip

O

Bijzonderheden:

1120727
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DE FiT VAN HET MASKER OP HET GEZICHT

1 | Hoe past het masker op het gezicht? ® Goed — Ry

O Ruimte bij de kin

[ Ruimte bij neusstuk na aandrukken
{3 slechte aansluiting bij wangen

(]
2 | Waar ontsnapt lucht bij de leaktest O Niet
Neus
BKin
01 Zijkant
DO N.v.t. (Chirurgisch)
3 | Kan het masker met de touwtjes en O la
elastieken strakker op het gezicht warden | &ZNee
getrokken? O N.v.t.

4 | Wat gebeurt er als het gezicht beweegt? [ Masker blijft op zijn plek -
b Masker verschuift 2cnclo. L.

O
5 | Behoudt de neusklem zijn vorm gedurende | &l la
circa 1 min? ONee
O Nt

6 | Chirurgisch masker: Wat is de hoogte van
het masker wanneer deze uitgevouwen is?
7 | Chirurgisch masker: wat is de lengte van de
neusklem?

Bij een chirurgisch masker

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

2

E]

4

5

]

7

8

9

10

11

12

Bijzonderheden:



Disclaimer; Deze rapportage bevat een onafhankelijk indicatief oordeel van de kwalitelt van de producten. Dit betekent dat deze resultaten slechts een
gedeeltelijke weergave zijn van de kwallteit van de producten. Oe rapportage is alleen te gebrutken door het LCH en het VWS ter

bif het vrijgeven van producten op de markt. Gegevens ult deze rapportage mogen niet gedeeld worden met derden, Indfen u niet de geadresseerde hent
of dit bericht abusievelljk aan u Is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwijderen, Het LCH en het ministerle
VWS aanvaarden geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan het elektronisch verzenden van
berichten,
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Particle Penetration by Kalibra

] Datum
r

Inkoopnummer

LOT/X-nummer

Q1 Particle Penetration

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

Masker 1

\()&53 Q%

Masker 2 i
Masker 3 \ﬂ '
Ciq[ O/Z Gss \?3‘
Ademweerstand:
| Gemeten (< Pa) Eis {< Pa) Conclusie
Masker 1 ‘Q
G SS
Masker 2 <240 Pa
s
Masker 3 V
asSy
Eindoordeel 2 0,3:

Beoordeling op basis van masker met het laagste filterrendement,

O fail
[0 voldoet P1
ﬂ voldoet aan P2

0 voldoet aan'P3

Disclaimer: Deze rapportage bevat een onafhankelljk indicatiel oordeel van de kwalite't van de producten. Dit betekent dat deze resul slechts
een gedeeltelljke weergave zijn van de kwalitelt van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerie VWS ter
ondersteuning blj het vrijgeven van producten op de markt. Gegevens ult deze rapportage mogen nlet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelljk aan u Is verzanden, wordt u verzocht dat aan de afzender te meiden en de rapportage te verwijderen.

Het LCH en het ministerle VWS aanvaarden geen aansprakelijkheld voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan
het elektronlsch verzenden van berichten.
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_ Inboekrappart VWS
Naam Ontvanger: ____ Datum: 7\ r)- "é
Aantal inkooporder/pakbon Lotnummer / 8 )J& ﬂ

Aantal pallets

Totaal stuks

Aantal samples I

Totaal aantal na samplesl

Aantal per pallet
Aantal per doos
Aantal per verpakkingseenheid .

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

Artikelnummer: ------- Inkonpnrder nummer

LCH-nummer ?)06;7 —23 ’6‘/

Kwaliteitscontrole RIVM JA [ NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: )Ly - Uy - oY ingeboekt door:
oo
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LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

1 Shipper / Absender { Afzender JcMR  AvC- 2002

Globenet as agent for : 5.1.2i |

ﬁef,@egwd__ o _ |Nu7essss

T  Netherlands B

2 Destinataire / Empfanger. 16 Transporter

Centraal Boekhuis - ) I

|Laanakkerweg 14 el - o _|lobenetBV G’“‘.,;}-r 1
- [sehiphol L LED AT

3 Delivery Place, Country / Auslieferungsort
Vianen/ 4131PB

17 Following Transporters

Schiphol Express

4 Receipts Place and Date / Ort und Tag Ubemahme
[Schiphol , 27-6-2020

18 Vorbehalt und Bemerkungen des Fahrers

IS Documents annexes / Bljgevoegde Documenten
MAWE nr764-13788434

[6 omschriving

JMASK

7Aantal 8 Verpakking 8 Soort |10 Statisf{11 wa_g_nrz Vol.

N '1-‘ EBkas

14 ankeﬂngsvoorschtiﬂan / Prescriptions: FRANCO

15 Remboursement 120 Bescndere afspreken
21 Plaats en Datum opmaken Vrachtbrief:  Schiphol, 22 JUN 2020 24 Goed Ontvangen / Piaats
Afzender Transporter |Date Place

Signature du Destinaire
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ST
UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL
Via A.Manzoni 29\a 24024 GANDINO -BG- ITALY
manufactured at
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO,,LTD
Building 9.Zane A,Electronic Industrisl Park, Anyuan City, Jiangxi, 337000, CHINA

are tested and evaluated according to

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

Based on the type examination conducied with the evaluation of test reports, technical file
according to Persanal Protective Equipment Repulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation.

Product Definition
Brand: GILANIA Medcl: GILOOI
Filtering half mask
Total Inwards Leakage: Class — FFP2

Here hy the manufacturer is allowed to use nolified body number {2163) ond can fix CE mark, as
shown below, on the Category U1 product models given above, with;

®  |ssuing an appropriate EU Declaration of Conformity according 1o Personal Proiective
Equipment Regulafion (EU) 2016/425 Annex 9.

«  Ongoing successful performance in fulfilment of the requirements set out in Personal
Prolective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module €2) or Annex 8 (Module D) of the
regulation no fater than 1 year from the beginning of serial production

This certificale 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.

& oo

Suat KACM.
UNIVERSAL CERTIFICATION
Director

Verify the vatidity with the QR

Necip Faxnl Bulvan Keyup Sitesi E2 Hlok Nu:4d/Bd Yukar Dudully Uniraniye - ISTANDUL - TURKEY  T'490 216 455 80 80
UNIVERSALCERT,COM
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N

UNIVERSAL

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE / ND : 68 15,2020 / KKD-2163.672

Client: CILANIA SRL

Cenlre Address: Via A, Manzoni 29\ - 24024 GANDING (BG) - ITALY

Manufacturer: PINGXIANG HUAFU MEDICALHEALTI]I MATERIALS CO., LTD.

Manufacturing Address: Buoilding 9, Zone A, Elecimonle industrinl park, Asyusin City, Jiangxi; 337000, CHINA

This report is 1o the above mentipnes! fimy with:the NATIONAL PROTECTIVE TESTING LLC firm's 25.04 2020 numbercd NPT200H0712685 iest
report and the test resulls which have been obtained according to the EN [49: 2001 + Al: 2009 siondards of the product specified in this teport, its
relation was evaluated with Cssentinl Requirements of Personel Protective Equipments and the resuils sere founc ko be appropriate

This repart is an panex and w inseparuble pan of the B4} Ty pe Exnmination Certificate No. 2163 - PPE - 672 issued to the company. The test results
ond issued certificate belong only Lo the tesled product, The technical repord consiats of = lotal of 7 pages.
Product Descripiinn : Pasticle Filtering Half Mask
Total nward Leaksge; Classification - FIF'P2
Trndemark : GILANIA
Moidel : GILODI

gedREesananeqnus

1 &%malm% P2
- ¥49:

2001-+A1: 2009

UFR-383 12.12.2012 Rev,00

!

UNIVERSAL SFRAIFIRASYON VI GOZETIM 11526 TIC, LTD. §TL Keyzp Tieares Merhes), Necip Fanl ulvan, E2 k! Mo dVE3 Y. Dudulls - Crreiye - ISTANDUL T, 100 206 433 B3 50 5440 216455 ) (2 infesfad versaloert oo
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9

=%
CERTIFICATION
THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS
L.1. Design principles
I.1.1. Ergonomics
PPE must be so designed and fi I that in the [ bl ditions of use for which it is inlended the nser can perform the risk related uctivity

normally whilst enjoying appropriate protection of the highest prossible levei.

1.1.2. Levels and classes of protection

1.1.2.1. Highest level of protection possible

‘The oplimum level of protection to be taken into account in the design is that beyend which the consiraints by the wearing of the PPE would prevent ils
effective use during the period of exposure to the risk or nonnal performance of the activity,

1.1.2.2. Classes ol protection appropriate lo difTerent levels of visk
Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished. appropriste classes of protection mast
be taken into account in the design of the PPE.

1.2. lnnocuousacess of PPE

1.2.1. Absence of risks and other Inherent nulsance fetors

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

1.2, 1.1. Suitable constituent materials

The materiats of which the PPE is made, including any of their possible decompesition products, must not adversely affect the health or safety of users.
1.2.1.2. Satisfactary surface condition of all PPE parts in contact with the user

Any par of the PPE that is in contact or is linble 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 Irritation or injuries

1.2.1.3. Maximum permessible user impediment

Any inpedimen! caused by PPE to movements to be made, postures (o be adopted and sensory perception must be minimized; nor must PPE cause
movements which endanger the user or other persons.

1.3 Comfort and effectiveness

1.3.). Adapiation of PPE to user morphology

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in place for the foresecable
perind of use, bearing in mind ambient factors, the actions to be carried out and the posiures to be adopicd, For this purpose, it must be possibie to adapt
the PPE to it the morphology of the user by all appropriale means, such as adequate mdjustment and attachment systems or the provision of an adequate
range of sizes.

1.3.2. Lightness nntl design strength

PPE mus! be as light as possible without prejudicing design sirength and cMiciency.

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

L4, Information supplied by the manufacturer )

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

a) In addition to the name and addressof the manufacturer and/or his uthorized representative established in the Community
b) Storage. use, cleaning, maintenance, servicing and disinfectinn, cleaning, maintenance or disinfectant prolection recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instruclions;
c) Performance es recorded during technical tests (o check the levels or classes of protection provided by the PPE In gucstion;
d)  Suitable PPE accessories and the characteristics of sppropriate sparc parts;
€) The classes of protection appropriate to difTerent levels of risk and the corresponding imits of use:
f)  The obsolescence deadlincor period of obsolescence of PPEor certain of its components;
£) The type of packzging suilable for transport;
h) The significance of any markings(sze 2.12)
)  Where appropriate the refercnces of the Directives applied inaccordance with ArticleS(6) (b).
J)  The name, nddress and identification number of the nutificd body involved in the design stage of the PPE
These notes, which must be preeise and contprehensible, must be provided at least in the official language(s) of the member state of destination

UFR-383 12.12.2012 Rev.00 5.1.2e

o

UNIVERSAL SURTIIKASYON VL GOZETIM HIZM TIC 1752 §T1. Keyap Tearct Merkes, Necwp Fard Iusivan, 2 Blok, Needd Y Duduily - Urmeatye - SSTANHULTYS0 216455 511 F ) 216 455 KO 0% sl universilorst coen




1120727



.

IVERSAL

CERTIFICATION

2, ADDITIONAL REQUIRENMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1. PPE incorparafing ndjustinent systems
I PPE incomorntes udjustment systens, the latler most be designed ond manufacwared so that, afler adjusknent, they do not become undone
unitdentionally i the foresceable condilions of use.

23. PPE Tor the Face, eyes and respiratory system

Any restriction of the user’s frce, eyes, field of vision or respiratary system by the PPE shall be mimimised.

The screens (or those Lypes of PPE must hove a degree of oplicsl neutmiity that is compatible with the degree of precision and the duration of the
activitics of the user.

il necessary, such PPE must be treated or provided willi nieans to prevent misting-up

Models of PPE intended for users requiring sight cormection must be campatible with the wearing of spectacles or contact lenses,

2.4. PPE subject to ngeing

IFjt is known that the design performance of new PPE may be significanly affecicd by ageing, the month and year of munufaciure ancor, il’ possible,
the month and year of obsolescence must be indelibly and unambiguously marked on each item of PPE placed on the marke! and on its packaging.

if the manufacturer is unable to give an undertoking with regard to the useful life of the PPE, his instructions must provide all the information necessary
to enable the purchascr or user 1o cstablish a reasonable obsolescence month and year, taking into account the quality level of the model end the
cffective conditions of storsge. use. cleaning. servicing and mainienance,

Where apprectable and tapid deteriorntion in PPE performance is [ikely to be caused by ageing resubting from the periotic use of a cleaning process
recommended by the munufecturer, the Jatter must, if passible, affix a marking to each item of PPE placed on the marked indicating the maximum
number of cleaning operations that muy be carried out before the equipment needs (o be inspected or discarded. Where such o marking is nol 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 explasive stmospheres must be designed and munufoctured m such a way that it cannot be the source of an electric,
elecirosiatie ot impact-induced arc or spark likely 10 cause an explosive mixiore to ignite

2.8, PPE for interveatlon In very dangerous situntions

The instructions supplied by the manufaciurer with PPE for intervention in very dongerous situatfons must include, in porticular, data intended for
competent, treined persons who are qualified to interpret them and cnsure their application by the vser.

The instructions must alsa describe the procedure to be adopted in arder to verify it PPE is Iy mdjusted ond functional when wom by the user.
Where PPE incorporates an alarm which is activated in the absence ol tlie level of prot=etion normally provided, the alanm must be designed and placed
s0 that it can be perccived by the user in the foresecoble conditions of e,

2.9, PPE incorporvating components which can be ndjusted or removed by the user
Where PPE Incorparates 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, adjusied and removed without fools.

2.12. I'PE hearing ane or mare identification oy recognition marks direclly or Indirectly relating to health and safety

The identificétion or recopnition marks directly or indirectly relating to health and safety affixed to these types or classes o must preferably take the
form of hermonized pictograms or ideograms and st rem ain perfectly legible throughoul the foresceableuselul life of the PPE. In addition. these
marks must be complete, precise and comprehensible so es to prevent any misinterpretation; in panticular, where such marks incorporaie wonls or
seniences, (he latter must appear in the official language(s) of the Member State where the equipment is to be used,

If PPE {or a PPE component) is too small to aflow &) for part ol the necessary matking to be affixed, tlie relevant information must be menlioned on the
packing and in the manulacturer’s notes.

3, ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Prutection against cuinncous amd oculor contact

PPE inended 1o peevent the sutface contact of all or pan of the body with subsionces and mixtures which arc hazardous to health or with hannful
biological ngents must be capable of preventing the penctration or permeation of such substances andt mixtires and agenis through the protective
integument under the foresseable conditions of use for which the PPE is intended.

To this end, the constituent ials and other comy of those types of PPE must be chosen or designed and incorporated so as o ensure, as far as
possible, complete leak-tightness, which will alfow where necessary prolonged daily use or, failing this, limited leak-lightness necessitating B restriction
of'the period of wear.

Where, by virtue of their nature and the foresceable conditions of their use, certain substances and mixtures which are hazardous to health or iaemful
biological agents possess high penetrtive power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected ta siandard iesis with a view to their classification on the basis of their performiance. PPE which is considered to be in confurmily with the test
specilications musi bear o marking indicating, in particular, the names or, in the sbsence of the names, the codes of the substances used in the tests and
the corresponding siandard period of protection. The manufactvrer’s instructions mesi also contain, in particular, an explanation of the codes (if
necessary), » detailed description of the standard tests and all appropriste information for e delermination of the maximum permissible period of wear
under the different foresceable conditions of use.

UFR-21EK2 . 1222012 Rev. .00
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: UNIVERSAL

T CERTIFICATION

Technical Assesstient of EN 149: 201 + Al 2009 Sisadurd and other Standards 1t refers to. Clauses Corresponding to the

{EL) 20164425 Directive G
J St Boeagquircnents |
Artide | Clossifention : Particle Filtering Hall Mask 1
5 Total Inwanl Leaknge: Claasification - FFP2 |
Arincte Packing © Paticle Miering lall masks are packopsl 10 proiect them from contnminaion before ise sad with curdbeard boxes 1o prevent 1
14 mechanical dunage.
" Materiol : Materinls useil in panticle fikering half masks, ing 0 the simulated wearing and 1 conditioning reports; Il is |
dAmele utdersigod withstand hondling s wenr over Wre peviod for wikiel the particle filienng hatl mosk is designed 10 be used, salfered inechanical
7.5 fallure of the facepicce or straps, any maolerial from the filler media relensed by the nir Aow throuph e filler has nol conatitule @ hazard or !
nuisanee [or he wearer, }5
'.::M"' Cleaning and DislafecHon : Palicke fillering hall eask is not designed to be as re-usable. ]
Practical Performance : |
B, s " Requirements in accordance with EN 1
Assesser] Elemsuts Pesitive Negative 148:2001 + A1.2009 and Resuh ?
¥ The face piecs Mting 2 [] J
Aty 2 Heml liamiess comlort 2 0 Pesitive results ehould be obtained from the
1.7 3 Security of fasfenings 2 o perfonnance lests related to the | )
A.Speech cleamess 2 a impl ion undes real condili ‘
5.Fiedd of vision 2 a |
& Materials campatitnlity 2 0 Na imperfections H
with akin i
| . Conditioning : (A 1) As Recetved, otiginal
| Adimithe | Finish of Parts: Patticle (lering half masks, which are likely 1o come into contact with the user, do not have sharp edges and do not comain
T8 urrs.
| Totol Inward Leakage:
' Test | Mool o Tiead ~ Head
Subject | sampl Condition 1.Walk 1A Jriuht s Specch 2 Walk Average
1 2 AR 488 5.58 5.83 5,64 4,81 .35
| i AR 1.8 5.8 3.90 5.69 49 340
] XY AR 4.9 5.6 94 3.75 49 546
d 5 AR 4.77 342 61 557 4.7 .22
: 36 AR a8 K0 3 56 E) 530
16 3 335 63 19 61 532 .
Articte 7 C. 529 EX 30 .27 527 E%
791 C. 341 5 56 5 538 X
L 532 52 233 .35 539 5.36
] 20 T.C 520 5435 5.24 530 5,14 [¥7
Averase 09 5.85 559 551 506 531
Min 4.77 542 .24 527 4.4 322
| Max A1 309 5.94 3.69 538 551
| Conditlening : (A R.) As Receivedd, originnt Results P{%) Leakage Value
‘ |T.L.) Tempemiure camedtioning
| B - _ Resulws meet with FFP2 requirenients
| Pencteation of Aller material: Sodium Chloride Teating
Conditl No.of Sodium Chloride Testing Requireinents in aceordance with] Result
Sample 85 Limin max (%) EN 149:2001 + A1:2009
(AR) 3] LT
4 385 Fitering kalf niasks Fulfill the
EL) 376 FFEI<20% requircments of Hic standard
friicte ! 4.18 ENEN 1492001 + A1'2009 | |
‘7 o3 1 3196 FFP2<6% givenin 7.92 in munge af the | |
= 3 4,13 first and sccond protectian
7 1,66 FFP351% class ‘
B 4,57 (FFP1, FFP2)
| | i 432
| Candftlonfng : (M.5) Mechanical Strengt! 53 Limin = 1,6 dm) sn |
l (T.C.) Teinpersure Conditioning |
(A.R) As Reveived. oniginel
 {5.W.) Simudated weating treatmeat
UFR-383 12 K2.2012  Rev.00 D28
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#
TCERTIFICATION
! 1 Petietration of filer material: : Pasllin Oil Testing
i Mo, of Parffin O Testing Requirements in necotdance
Celii Sample | 9 VAninman (%) | with EN 149.200) + AL 2000 i
R % 307
(AR} 27 418 Fillering half masks [utfill thel
(AR) b3 403 TFM £20% retjuirements of the stomdzrd
Article (£W,) 1 395 N EN 149:2001 + A1:2009
7792“ (S.W) 5 388 FFP226% piven in 7.9 2 in range ol the
£ (W) 6 3,86 first znd second pritection
, IM5.TC) 10 105 FRPIS | % class
(MS.TCY 11 4,17 (FFPI, FFP2)
{MS. TC) [H] 308
Conditinning : (IM.S ) Meslianfeal Strenpth
1T.C.) Temperniure Conditioning
(AR ] As Reseived, origival
(5.W.) Sheuloted wentiy treatment .
| Asicle Compatibility witls skin; [z Preciicel Perfermisnce report, the likelilood of mask materinls in comact with the skin eansing Enitation or olher
7in adverse ellect o healtls was not reporeed
| Flawmabiiiry 1
| T No. ol : : Requirements in accordance with EN
| Conditian Siits Visual insprection 149.2001 + AL2000 e
AR) R [ Fihering half nask Tawsed
J dviizle (AR} . 3 13 shail not bum or not
2Lk (Te) 2l 12 rontinue to bum for Filterimy holf masks fulfill
o) n 11 mors thim 5 & after fequirements of fhe
s reeaval fiom the Aanie standard
| eaditioning : {A.R.) As Recuivid, criginal
ITL) Temperniure Conditioning
Covbon dioxhde eosttent of e inhalafion air:
An avernpe
Conditien No.of { CO; content of e inhalation nir | CO, coment of| Requirements in accordance with s
Sample %] by volume tha inhalation EN [49:2001 + A1.2009
¢Irtiche sir
12 AR) ] 08 Passed
L—(AR) _| 42 084 €O conlen) of the inkalaton e | oo
2 086 shall not excevd an averaps of Fulﬁll
{AR) (11,2 1,0% by volume requirements of the
standard
Canditioning : (AR} As Received, original
Article Ilead harness: In Practical Performiance tepon, Bo sdverse effects bave been reponted for botding the mask of e head hamess Nanly in
713 pasition. for il invand leahage propentics
Aricle « ’ .
244 Field 4T viston £ In Practical Perfunnance repor. No odvetse elfects were repotied for the field of vision features.
cali [T} "X RL 3 Talcalabs. —a
3 " Reyuiremenls w Result
Condition | No.of Flons Rase o Flow Rate sccordmce with
Sample 30 Limin ‘ 95 Limin EN 1492001 +
1492001 + A1:2009 .
Al:2009
. AR} & 0l [E]
, (AR} 03 12 5
Anicie AR} Y] 6.5 EFP1 £0.6 14 Frp 22l
716 (SW,) 1 5 id
W) —% o5 FFP2 50,7 13 FFP2<24 Passed
(SW) ¥ 06 = e
eyl . ﬂjﬁ FFP3< 1,0 ) FFM <30
1L i L R 14
{T.C) (& K] 13
Conditianing : (A.R ) As Recened, oniginal
(S.W.) Simulated wearing treaiment
(T.£.) Temperanire Conditinniig
UFR-38§3 12.12.2012 Rev.00O
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CERTIFICATION
Beoathloe Resistance : Exldution ="
iy Nu.ofl o Requirements in Result
| Condition Semgle The dinory Jiead position ﬂ;wl Eu:r ik A ek BN
= 1 149:2001 +AL:2009
I | Facing directly a0
| Facing vertically upwards 20
Artirte {AR} 2% | Facing vertically downwands ol ] Fip1 =13
716 | Lying cm the tefl sude pAy
| | Lyiy o he righ side 20 FF2 <3 Fued
| Facing tirectly [
| Faeing vestically upwards A Frpz=3
{ARY k] | Feging vertically downwands 2,1
! | Lying on the Al side 2
Jaacots. | 1 | _mignlhnnﬁlnd« pii] i3
Conditioning R.:l As Iucuiwd, origh:al
& MNo. of g Renuirements in Resuly
Condition Ssimple The dummy heod position {-:wlﬁ“n:: accontanice with EN
] S _ 149:2001 + A1:2000
Facing dinesily 23
Fucing vertically upwards 2.1 |
. [AR} H Fozing vertically dowmvards 0 FEPY <2
"1";‘6' Lying on the fefl side 22 '
| : Lying on the righ side 20 FFP2<3 Passed
Fazing direcily 21
Fackg vertically npwards 22 FFP3 =)
| {S.W) | Fu:mn sertically downwards 22
22
20 _
Conditionkng :{AR ) As Recc
- {5.W.) Simulated w wum; Freatinent B .
mmanmm Lshalation
3 Mo, of = . . i Requirements in | Resul
Condition Sumple Tz dummy head position | m\ﬂ:: kel with EN
—— ——— _' i 149:2001 + A1:2009
Fecing dmaly B
Fn:img verucally upwards 22
& ©
Aricle (S3 Z i'é P €3
116 g FEP2<) Feied
Facing dircetly 20
Eaclng vertically umvards 15" FFP3 =3
(3W) d Fumg \mul‘l)' dowmvards 13
| g o tlie ide 2l
| | . Lzu. oa lhe tight side 12 =
|_Canditioning : (5.W.} Simalsted wenning lmnnlnl
5.1.2e
UFR-382) B e (B R 1 o) Rev 0D
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Ariicle
7172

Articke
7173

Article
7.18

Article

Arircle
10

S

Articte
716

Arcle
7.16

UFR-323

|
| . No. of fis Requirements m
Condition Sample The dummmy head position I:L(‘:'\\[r Jnate soccadance will BN
. min 4 1492001 + A):2000
] Facing directly 21
| _Facing venically upwanls 2!
(TC) 13 Facing venseally dowuwanis 20 FFPL<3
Lying ou the left side 20 i
| = s ; - - | Pesed
Lm on the ng side 20 FFP2<} i
| Faciny directly 20 i
Facing vertically upwards 21 FFP3<3 i
) 2] | Fming verticatly downwands P |
I.ying on the el side 12
£ e ying on the igh pide 12 i
Conditioning : (T.C.) Tempemture Conditioning
Reeathing Resistance ; Exlialalion
o No.of 7o Requirements in accordance Resull
| Condition Sample “The dummy head pesition Flow Rate gt
| ! = AlL2009
v SO Facing dueetly 20 FEPI=3
g 2,1
(T.C) 15 |- Fosiie sy doviovards z-g FHELSS Lot
Lving on the Jch side b
Ling.n s sghlside 20 e

| Condlfioning : (T.C.) Temperature Conditioniny

Clogging : This test is not 2pplied o Particle Filering Hell Mask wiich is not reusable,

| {Tur single shif} wse devicra, the clagpiug tost I spitenad st For pensuble deviees test b tmpiliory )

Penciration of Mller materinl: This tesi is not applicd to Particie Filtening Hall Mask which is not reusable

| Demauntable Parts: There arc 0o demountable parts on the produal.

Marking — Packaging: N y markings ane avoifable on the product ol its packaying,

In ench of the smoll ik

lied by the -

3

13.12,2¢12

Is, warning and usage limitations, storage and

of the product, haplementation

} presuse

Rev. 00

of symbole / |

are defined.

Fage 7|7

o
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Inboekrapport VWS

1
Nazim Ontvanger: v lce

Aantal inkooporder/pakbon

Aantal pallets

Totaal stuks

Aantal samples

Totaal aantal na sample

Aantal per pallet
Aantal per doos
Aantal per verpakkingseenhei

1120727

Datum:

230
Lotnummer /g 3 8 B

Aantal komt overeen met inkooporder/pakbon

Zo niet Telling bevestigd door

JA / NEE

Naam:

Paraaf:

Artikelnummer: n__ _______ o

50579‘7\3/57

LCH-nummer

Kwaliteitscontrole RIVM

JA [/ NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: | L{ . (5 6 -6/
79

ingeboekt door:
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1

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

fﬁh‘&"ﬁ! g SR

1 Shipper / Absender / Afzender |cMR  Ave - 2002

Globenet as agent for ]

Hearhugowaard ~ |NL 788445

The Netherlands B i

2 Destinataire / Empfanger 16 Transporter

Centraal Bookhuis o WY, | S———

Laanakkerweg 14 ) - _Elobenet BV GLOBE B
e Meeean or I ~ _|Schiphol  NL.

3 Delivery Place, Country / Auslieferungsort 17 Following Transporters

Vianen/ 4131PB S - B -

Schiphol Express »
4 Recsipts Place and Date / Ort und Tag Ubemahme ' B 7 B - i _ -

18 Vorbehait und Bemerkungen des Fahrers

SAWE e THS-13THEME

r Documents annexes / Bijgevoegde Documenten

|8 Omschrijving 7 Aantal 8 Verpakking ]9 Soort |10 Statis 11wuﬂ12 Val.
sk DGR curopaLETs [
VWS KENMERK: 3057-2316 S

o e R B N A
pAL T = -
13 Opmerkingen ‘ Geldsoort|Ontvanger
[DELIVERY ASAPI o - R

14 Frankeringsvoorschrifien / Prescriptions: FRANCO

15 Remboursement 20 Besonders afspraken
21 Plaats en Datum opmaken Vrachtbrief:  Schiphol,, 22 JUN 2020 (24 God Ontvangen / Plaats

|Afzend

Transparter |Date

Place

Signature du Destinaire
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UNIVERSAL

CERTIFICATION

NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

Respiratory proteciive devices, liltering half masks to protect against particles manufactured for

GILANIA SRL
Via A.Manzoni 20t 24024 GANDINO -BG- ITALY
manufactured at
PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO,,LTD
Building 9,Zone A,Electronlc Industrial Park, Anyuan City, Jiangxi, 337000, CHINA
arc tested and evaluated according to

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

Based on the type examination conducted with the evaluation ol test reports, technical file
according to Personal Pratective Equipment Regulation (EU) 2016/425 Annex §, it is approved
that the product meets the requirements of the regulation.

Product Definition
Brand: GILANIA Model: GILQ0!
Filtering half mask
Total Inwards Leakage: Class — FFP2

Here by the manufacturer is allowed to usc notified body number (2163) and can fix CL mark, as
shown below, on the Category 111 product models given above, with;

¢ Issuing an appropriate EU Declaration of Conformily according to Personal Protective
Equipment Regulation (EU) 2016/425 Anncx 9.

¢  Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU} 2016/425 and harmonised standards, ensured
by asseasments based on Annex 7 (Module C2) or Annex 8 (Moduie D) of the
regulation no later than | year from the beginning of serial production

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

| G oot

Suat KACMAZ
UNIVERSAL CERTIFICATION

Director

Verify the validity with the QR

Necip Fazil Bulvan Keyap Sitesi F2 Blok No:dd/84 Yukan Dudollu Usisaaiye - ISTANBUL - TURKEY  T-4+90 216 455 B0 80

UNIVERSALCERT.COM
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UNIVERSAL

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE/NO : 08032020 / KKD-2163-672

Clieat: GILANIA SRL

Centre Address: Vin A. Manzoni 29 « 24024 GANDING (BG) - ITALY

Manufacturer: PINGXIANG HUAFU MEDICAL HEALTH MATERIALS €O, LTD

Manufacturing Address: Building 9, Zone A, Electronic industrial park, Anyuan City, hangxi, 337000, CHINA

This report 15 to Lhe above mentioned firm with the NATICNAL PROTECTIVE TESTING LLE finw's 25 (4 2020 nimnbered NPT20040712685 test
repart and the kest resulls which have been obtained occording to the EN 149: 2001 + Al 2009 stuxdards of the product specified in this repon, its
relation was evalualed with Essential Requirerents of Personel Protective Equipments and the resulls were found o be appropriute

This report is an annex and an inseparable pant of the E1) Type Examination Certificate No. 2163 - PPE - 672 issued to the company. The test results
and issued certificale belong only to the tested priduct. The technical report consists ol u total of 7 pages
Product Deseripiton : Pasticle Filtering Hall Mask
Total Inword Leakage; Classification - FFP2
Trademark : GILANIA
Model : GILOOI

y
-
.
4

S KNS5 Frre
o009

UFR-3813 P02, 2082 Rev.00
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UNIVERSAL

*ERTIFICATION

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

1.1, Design principles

111, Ergonomics

PPE must be so designed and manufactured that in the foresceable conditions of use for which it is inlended the user can perform the risk retated nctivity
normally whilst enjoying approprinte protection of the highest prossibie level.

1.1.2. Levels and classes of prolectinn

1.1.2.1. Highest level of protection possible

The optimum tevel of protection 1o be taken inte account in the design is that beyond which the constraints by the wearing of the PPE would prevent its
effective use during the period of exposure 1o the risk or normal performance of the activity,

£.1.2.2. Classes of protection appropriate to differeni levels of risk
Where dilfering foreseenble conditions of usc are such that several Jevels of the same risk can be distinguished, appropriate 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 Inherenl nuisance factors

PPE must be so designed and manufactured as to preclude risks and other nuisence [actors under fore seeable conditions of use

1.2.1.1, Suitable constituent materinly

The naterials of which the PPE is made, including any of their possible decomposition praducts, must not sdversely alfect the health or safety of users
1.2.1.2. Satisfaciory surface condition of all PPE parts in contact with the user

Any pant of the PPE that is in vonlact or is liable 1o 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 irritation or injuries

1.2.1.3. Maximum per iblc user imp
Any inpediment caused by PPE 1o movements o be made, postures to be adopted and sensory perception must be minimized, nor must PPE eause
movements which endanger the wser or other persons.

1.3 Comfort and cfTectiveness

1.3.1. Aduptation of PPE to user morphology

PPE must be designed and manufoctured in such a way as to facilitate its correct positioning on the user and to remain in place for the forescenble
period of use, bearing in mind ambicnt factors, the actions to be carried out and the postures 1o be adopied. For this purpose, it musi be possible to adapt
the PPE 1o it the momphology of the user by all appropriule menns, such as adequate adjustment and attachment systems or the provision of un adequate
range of sizes.

1.3.2, Lightness and design strength

PPE must he as light as possible without prejudicing design strength and efficiency.

Apart from the specific additional requirements which they must satisfy in order to provide adequale protection ageinst Uie risks in question (see 3), PPE
must be capable of withstanding the effects of ambient phenomena inherenl under the toreseeable conditions of use

1.4, Information supplied by the manufacturer

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

a) Ineddition to the name and addressof the manufecturer and/or his authorized representative estahiished in the Community

b) Storoge, use, cleaning, mainienance, servicing and disinfection. cleaning, maintenance or disinfectant protection recommended by
manufaciirers must have no adverse effect on PPE or users when applied in nccordance with the refevant instructions;

¢) Performance os recorded during technical tests to check the levels or classes of protection provided by the PPE fn guestion:

d) Suitablc PPE ics and the characteristics of appropriate spare parts:

€) The classes of protcction opproprinte to different levels of risk and the corresponding limits of use:

f)  The obsolescence deadlincor period of obsolescence of PREor certain of its components;

g) ‘The type of packaging suitable for transport:

h)  The significance of any markings(see 2,12)

i) Where sppropriate the references of the Directives applied inaccordance with ArticleS(6) (b).

J)  The name, address and identification number of the notified body involved in the dusign stage of the PPE
These noles, which must be precise ond comprehensible, must be provided at least in the officiol language(s) of the member stale of destination

UFR-383 12,13,3012 Rev.00D dilet
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UNIVERSAL

CERTIFICATION

2, ADDITIONAL REQUIREMENTS COMMON T0O SEVERAL CLASSES OR TYPES OF I'PE

2.1. PPE incorparating adjusiment systems
If PPE incomporates pdjugtment systems, the |otter must be designed and manufaciured so thal, aficr adjustment. they do not become undone
ionaliy in the [ ahle condilions of use.

2.3. PPE Tor the face, eyes and resplratory system

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

The sereens for those 1ypes of PPE must have a degree of optical neutrality that is compalible with the degree of precision amd the duration ol the
activities ofthe user.

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

Maodels of PPE intended for users requiring sight correction must be campatible wilh the wearing of speciacles or contac Jenses,

2.4, PPE subject to ageing

{fit is known that the design performance of new PPE may be significonlly afTected by ageing. the month and year of manufacture amlfor, iT possible,
the month and year ol abscleseence must be indelibly and unambiguously marked on each item of PPE placed on the market and on its packaging.

IT the manufacturer is unable Lo give an undenaking with regard to the useful life of the PPE, his instructions must provide all the information necessary
to cnahle the purchaser or user to establish a reasonable absolescence month and year, taking into account the qualily level of the model ond the
effective conditions of storage, use, cleaning, servicing and maintenance.

Where apprecinble and mpid deterioration in PPE performance is likely to be caused by ageing resulting from the periedic use of a cleaning process
recommended by the manufacturer, the latter musy, il possible, affix a marking to ench item of PPE ploced on the market indicating the maximum
number of cleaning operations that may be carried out before the equipment needs (o be inspected or discarded. Where such a marking is not affixed, the
manulacturer must give that information in his instructions.

2.6. PPE for usc in potentially cxplosive nimospheres
PPE intended lor use in potentially explosive atmospheres must be designed and maniifoctured i such 3 way that it cannot be the source of an eleciric,
electrosintic or impact-induced arc or spark likely to cause an explosive mixiure 1o ignile

2.8. PPE for intervention In very dangerous sitaations

The instructions supplicd by the manufecturer with PPE for intervention in very dangerous siluations must inclide, in panticular, data intended (or
competenl, tmined persons who are qualified to interpret them and ensure their application by the user,

The instructions must also describe the procedure to be ndopled in order to verify that PPE is correctly adjusted and functional when wom by the user.
Where PPE incorporates an elarm which is activated in the absence of the level of protection normally provided, the alanm must be designed and placed
sa hat it can be perceived by the user in the foreseenble conditions of use.

2.9. PPE Incorporating components which can he ndjusted or remaved by the user
Where PPE incomporates components which can be anached, adjusted or removed by the user for replacement purposes, such componenis must be
designed and manufactured so that they can be ensily attached, adjusted and removed without fools.

2.12. PPE hearing nne or mare Idenlification or recognition marks directly or indirectly relating to health nnd safety

‘The identification or recopnition marks directly or indirectly relating to health and safety affixed to these types or classes of must prefernbly take the
form of harmonized pictograms or ideograms and must rem ain perfectly legible throughoul the foresceableuseful life of the PPE. In rddition, these
marks must be complete, precise and comprehensible sv as o prevent any misinterpretation: in porticular, whers such marks incorporate words or
sentences, (he latter must appesr in the official Innguage(s) of thie Member State where the equipment is to be used,

IEPPE {or a PPE component) is toa small 1o allow al lor part of the necessary marking to be affixed, the refevant information must be mentioned on the
packing and in the manufaciurcr’s nates.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS
3,10.2, Protection agninst eutancous and ocular conlact

PPE intended to prevent the surface contact of ell or part of the body with substances and mixtures wihich are hazardous 10 health or with hasmful
biological agents must be capable of preventing the penctration or permeation of such substances and mixtures and agents through the protective
integument under the foreseeable conditions of use for which the PPE is intended

To this end, the constituent materinls and other components of those 1ypes of PPE must be chosen or designed and incorporated so us (o ensure, as far as
possible, complete Jeak-tightness, which will allow where necessary prolonged dely use or, failing this, limited |eak-tightness necessitating e restristion
of the period of wear,

Where, by virtuc of their nnture and the foreseeable conditions of their use, centain substances and mixiures which ore hazardous 1o health or harmful
biological agents possess high penctrative power which lintits the duration of ihe protection provided by the PPE in question, the latter must be
subjected to standard tests with a view 1o their classification on the basis of their performance. PPE which is considered to be in conformity with the test
specifications must bear a marking indicating. in panticular, the names or, in the absence of the names, the codes of (he substances used in the tests and
the corresponding standand period of protection. The manufacturer’s instructions must also contain, in particular. an explanation of the codes (if
necessary), @ detuiled deseriptinn of the standard 1esis and nll approprinte intonnation For the determination of the maximum permissible period of wear
under the different foresceable conditions of use.
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g
CERTIVFICATION
Teehnical Assessment of EN 149; 2001 + Al: 2009 Siandord and other Standards it refers to, Clanses Corresponding to the
(EU) 2016/125 Directive
B Wi B
Artlife Classification : Panicle Filtering 1all Mask
5 { Tolal Inward Leakage: Classification - FFP2
drtite Packing 1 Perticle fillenng lalf masks are packaped to protect thein from contaminalion befe use and with curdbaurd buxes 1o prevent
T mechanical damoge.

Material : Matcrials used in particle fillering half masks, ding 1o the simutated weanng and lemp condilioning reports, It is
drtrcle undersiood withstand hondling amd wear over e geriod for which the particle filtering hall mask is designed to be med., suffeced mechanical
7.5 failure of the fzcepicce or siraps, any material from the filier medin releosed by the mr flosy through the filier hns ret constituie n hazard or

nuisance for the wearer,

';:h 2 Cleonlng anil Disinfection : Paiticle filtering half nsask is not designed (o be as re-usable.
Practieal Performanee :
o it : Requiretnents in accordance with EN
Assexsed Elements Positive Negative 149:3001 + A1-2009 and Result
1.Tlre Face phece fitling 2 a
Article 2 Head hnmesz comfart 2 0 Positive results should be obtained fram the
7.7 3 Security of fasenings 2 0 performance tests related 1o Ihe
4 Speesd cleamess 2 0 implementation under real condiffons
A.Ficld of vision 2 0
& Materials eoinpranibiliy d 0 Na imperfections
with skin

Condltioning : (A R } As Received, arigial
Ay Finish of Paris: Panicle {illening half inasks, which ore likely to come into contact with the user, do not have sham edges oad do pot contain
18 bums.

| Total Inward Leaknges
Test No.ol i Head Head
| Sublect | soompke Candifion | Walk iiaght | ophtoan Speceh 2. Walk Average
32 AR 4,45 58 5.83 5,64 4.43 535
3 AR 447 .6 5.90 5,69 4.9 340
4 AR 4.9 65 .94 5 4,95 346
AR 1. 42 X T 17 532
36 AR 4 EL) 66 180 530
5 T 538 .63 49 61 .32 5,48
Artrele | 7 TC. 29 P 5.30 .27 537 5.33
7.5.1 | TI.C. A1 5.6 56 S8 [T 55
| T.C. 32 .52 333 35 539 536
10 20 T.C. 5.20 4 5.24 530 5.4 527
Averape 500 5.55 5.59 5,54 5,06 3.37
Min .77 542 3.4 27 4.74 32
Max 341 360 594 69 538 5.51
Coniligloning : (AR ) Ax Receiverl, onginal Results P (%5) Leakage Yalue
(T C ) Temperature conditioning
| R - Results meet with FFP2 requirements
Penetration of filter materinl: Sodium Chlcride Testing
No. of Sedium Chloride Testing Renuirements in aceordance with
Cenibdiog Sl 93 Limin max (%) EN 149:2001 + AL.2008 Resal
{AR) 23 39
(AR} b 3,85 Filtering hatf masks futfill the
| (AR) 25 376 FFP1 520% requirements of the standard | |
Inticte Sw) ! 4,18 ENEN [49:2001 + Al 2009
Lt (5.W) 2 39 IFr2<6% given in 79.2 in range of the | |
5.W) 3 A, 15 first mid secand protection |
{MS.TC) 1 .66 FFP3z 1% clazs
(MS5.TC) 3 4,57 (FFP1, FFP1) ‘
| iMS. T.C) 9 4.32
| Caaditioning : (M.5.) Mechanleal Steenpil 95 LAmin = 1,6 dem® s’
| (T.C.) Tempernture Condilioniny |
[ (AR} As Ruccived, onipinal
| :;s.w.] Simnll_lefi weating trealtment |
UFR-J3E) V2.1 . 202 Rev.00 5.1.2e
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CERTIFICATION

f Penetration of filter material: 1+ Paraffin OQil Testing

it Mo, of Paruftin Oil Testng Requirements in ncemdance
S Sample 95 Linin max (%) | witl EN 149,200 + Al 2009 i
AR) 3 107 o
(AR 21 418 Filtening hall masks Fulfill the
::m ﬁl -‘l;i FFP1 £20% reyuirements of the stondard
o A.93 EN EN 149:2001 « A1:2009
(W) 5 388 FFM2=6% given fn 7.9 2 i mnge of the
N:!;\:z)c 'f:’ :‘ﬂ; - first ond sezw profection
(M5, 2| K 3zl % class
(MS.T.CY 1 4,7 {FFPI, FFP2)
{MS.TC) i2 1938 B

Conhitinning : {M.5.) Mechnnical Strenpth
(TC) Temperaiure Conditioning
(A.R ) As Received, onpinal
(5.W ] Sknulaled wearing teeatinent

Conmpntibiliey with shin: 11 Praclical Pesformance report, the likelihood of inask maletials in eoniael with the skin causing initation or other
alverse eflcet an heakil was nol reposied

Flammabillty ;
- No. of . 7 Redquitemnents in sccordance with EN
Condition Somnle Visuonl inspection 1492001 + AL3009 Result
AR) iz 14 Filtering half mash; Passed
(AR} 33 13 shall noi bith or not
ey 21 12 continue 1o bum for Filtering half masks fulfill
TC) 2 N more than § 5 afier requircments of the
s repnyal from the Nanie standard
Condifioning 1 {A.R.) As Received, onyinal
| (T.L } Temperalure Conditioning
I Carbon dipxide content uf (ke inhatation air:
An average
Condition No.of CO;z cantent of Hie balation air | CO, content of|  Requirements in accordance with Resul
Sample [%] by volume the inhalation EN 1492001 + A 2009
ir
AR) 0 5 Passed
)
() e L CO; conlent of the nfalation ais | o oLl
056 shall not exceed on average of IR %
| Kt : e e flfil
I (AR) 089 1,0% by volume requirements of the
| stamdard

Canditioning ; (A R.} As Received, originat
Head harness: In Praciical Performance repoa. No adverse effects iave been reponied for batding the miask of the bead hamess finaly in |
position, for latal inward Jeakags propentics

Field af vislen : In Praclical Perfortnance repoct, No ndverse ¢lfects were reported for the field of vision features

l
| " : |

' :
Condition No.of Rexjuirements in !
’ = iﬁm‘f Z".‘-'io‘i"q 95 L/min EN 1492001 + |
: Al:2009 i e
S B 84 | K]
(AR, kY 05 2 )
R. k1] 05 | FFPLz06 L FFPI <L
i w. : g; | FFR2507 i | P28 | pagen
. | |
| 133 3;2 : FFP3< 10 H | Fepac3o
14 05 .': 4
15 2.5 13

Conditlaning ; (A R.) As Recaived, oniginal
(5.W") Simulated wearing treaimeni |
(T.C ) Tanperatme Comditioning

13022012 Rev.0O
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Breathine Reaistance : Exllation » |
Condition | o3 Thie iy tiead ialilon | Fow Reimeel Result
™) w00l eAb2009 || |
{ Facing directly 20 | | |
‘ Facing vertically upwards 20 S
Attt AR} 29 | Frcing vertically downwands | 20 FFPI =3 H |
116 Lying on the Jefl side 20 ] | |
L\';ng o the n'&l side 20 FEpI<3 | Pasaemd i |
Facing direcly 0 |
Foeing vertically upwards 2.1 FFPi=} |
{AR) T Facing vcm:aﬂy downwards P
Lying on 21
Lying on Ilr.' n -'l 30 =

. origiial

R:qmmnenu n Result

= No. of i 7
Condition Somple Thie damimy: head pasitian llizw L:nn e necordance with EN
n 149:2001 + A1 2008
Faeing directly R
Tacing vertically upwands 24
e (AR) N Facing vertically downwards 20 FEP) =3
**;"I‘G Lying on the lefl side 22
: Lyinyt on the righ! side 2.0 FFP2<3 Fassell
Facing direcily 2
Facing \‘tﬂl:i"} upwards 22 FFPI=3
{5.W) 1 _Facing vertically downwards 22
Lying on le lefl side e
Lying on the ngll side 20
Conditioning : (A.R.} As Recelved, priginal
S e (8.W,) Simulated wearing trealiment
Breathing Resistance : Exhalation
Condition Ns:l;l:‘ The dummy head gosition fgmge R et BN
EREEUHENE 1 A 149.2001 + A1:2009
. Fociny dirccily 20
| |_Facing vatically upwards 22 i
kit (sw) 1 Facing ventically dow dmvmvard; ;.i | FFPI <3
L 20 ‘ FEP2S3 Passed
Fucmg dizectly 20 |
Facing ventically upwords 23 FFPI<3
5w 3 acing venically downwards 23
_Lying an the left :ldc 21
= Lying on the right sisle L 22 s =
S 1 Conditluning : (S.W.) Simulated wearing freaiment A
5.1.2e f
UFR-383 12.12.2012 Rew 00 e
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g ™
?Ed'EIIEIﬂA‘I'IILM
[ [ & Mo of 4 © Hequircmests in Result
o Condition Sample The thimmy head position II-':;\: jln!c steardanee with EN
e ok 149:2001 + A1:2009
| Facing direcily X
’ | Fcing vertically upwanls p | |
dnicle | (TC) 3 Facing vertically dowawaunds 20 FEPLS3 {
716 | Lying on the kefl side 20 {
Lying: on the right side 20 FFP2<3 Pasail |
Facing ditcetly 20 |
Fcing vertically upwards 3 FFPI =3 |
{TC) ] Facing vertically downwards 1 |
Lying on the lefl sile 32 |
| Lyitig et the nght side 22 |
| Condltioniog : (T.C:) Temperaure Conditioning
HAreathing Resistonce : Exholation
T [ |
s No. ol o . Requirements in accordance I Result
Comdition Sample The dummy head posilion 'l;tlr:t!)“l..Ri:‘u with EN 149:2001 + :
L 0 A1.2009 ;
Article Facing dircetly 10 FFPI 23 |
716 ing vetis 21
(tC) s Easing venically donnwigds 20 FER =3 Tasise i
Lying on the left side 20
| | el ibiss i FFP <) \‘
| | Conditioning : (T.C.} Temperaiute Conditirming '
Articte Clogging : This test is not spplied (o Particle Filtering Hall Mask which is not reusable |
1171 Fur single shift use devices, the alogging tr by sptionl seal. For ressable devoes fest s wanduiory j
| 1'":;!; Penetration of filter mnterial: This test is not npplied (o Particle Fillering Half Mask which is rot reasable. |
1
| e D ble Parts: 1 demountable the prod '
718 emuuntable Parts: Tere ore no demoun! paris on the product. :
1
fele {
grmh Marking — Packaging: N v markings ane available on the product aad its packaging. ;
;
Anticke Information to ke supplied by the nanufacturer: In each of the small il ilabk 3 of the product, implementation ]
10 {ivstallztion i ion) pre-ise ls, waming and usage limilations, storage and meanings of symbols / piclograms are defined. {
PREPARED BY
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