
Eindbeoordelingsformulier - rrp Mondmaskers (LOT-nummers)

Datum 22.- 6-70
Lotnummer de.

Leverancler/LCH-nummer
i

Productnaam of naam fabrikant

Productiedatum

Type mondmasker {volgens de fabrikant) KNgY
-

Q1 Particle Penetration 0,3 | Percentage Type P1/P2/P3
Masker 1 Go /- 9 /-
Masker 2 Naas | Yala
Masker 3 rp als90; 30,

Q2 Fittest

Testpersoon 1

Testpersoon 2

Testpersoon 3

FFP2

Q3enQ4 + +/- -

Qordeel RIVIM —_

Qordeel AH/TOX) _—

Artikelnummer VWS | Quality Check

[1 857 (FFP1) [J Goedgekeurd

OJ 858 (FFP2) PB Afkeur

{8,971 (KNSS5}

Algemene bevindingen:

Logistiek Aankruisen Classificatie Clip Specs,

Ua/Nae) PFE AT

Mand 1 Goedkeur; FFP2 >94% >100

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

FIT

Mand 3 Afkeur: FFP1, filter van mindere 80%<PFE<94% >100

kwaliteit®

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

met instructle over FIT {Q57)

Mand 5 Afkeur: Alleen ultleveren bij hoge - >94% <33

r nood \ JAA -

Mand 6 Afkeur: Alleen uitleveren bij hoge
3

BO%<PFE<I4% <33

nocd

Mand 7 Afkeur: Niet gebruiken <80 Ongeacht fit

*

ingekocht FFP1 in mand 3 boeken als goedkeur

Disclaimer: Deze rapportage bevat een
deel

van de
itelt

van de prod . Dit betekent dat deze resultaten stechts

een gedeeltelijke weergave zijn van de kwalitelt van de producten. De rapportage is alleen te gebruken door het LCH en het ministerle VWS ter

ondersteuning 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 abusievelllk aan u Is verzonden, wordt u verzocht dat aan de afzender te melden en de rappartage te verwijderen.
Het LCH en het ie VWS

den

geen pi
kheid

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

het elektronisch verzenden van berichten.

1120401



Checklist prestatiecontrole adembeschermingsmaskers

1120401

Inkoopnummer LOT-nummer

190.
Datum uitvoering check 22% -6-20
Leveringsdatum

Leverancier

Productnaam of naam fabrikant

Productiedatum

Naam

Functie

Besproken met RIVM

Hiona cen = KINO".

Advies:

Type masker hij vitgifte:

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

Declarations of Conformities. De arbeidshygi&nisten beoordelen opdruk binnendoos, verpakking masker

op onregelmatigheden met behulp van deze checklist. Het masker zelf wordt gecontroleerd op aantal

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

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

Garantiecertificaat aanwezig? = Ja

¥

|

CNee
h

Declaration of conformity aanwezig? | LJ Ja Nee

Oordeel van RIVM

lie eandens boecondelingn lo} an AL 5.1.2i Toelichting

Prestatie levering

Oordeel arbeidshygienisten Tic = cnuddnde .



1120401

Bijzonderhaden:

VERPAKKING OM HET INDIVUELE MASKER

1 | Zit er verpakking om het masker? [5d Ja | O Nee

Za ja:

2 | Hoe is de verpakking te openen? SLGemakkelijk
[J Lastig
OJ Moeilijk

3 | Correspondeert de verpakking met de Ola

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

Bijzonderheden:



DE FIT VAN HET MASKER OP HET GEZICHT

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

| £1 Ruimte bij de kin

KL Ruimte bij neusstuk na aandrukken

I] Slechte aansluiting bij wangen
: [mn]L

—

| 2 | Waar ontsnapt lucht bij de leaktest £1 Niet

| B[ Neus

BR Kin

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

3 | Kan het masker met de touwtjes en OJa
|

elastieken strakker op het gezicht worden | Nee
getrokken? OO N.v.t

4 | wat gebeurt er als het gezicht beweegt? [1 Masker blijft op zijn plek

JI Masker verschuift

Od

5 | Behoudt de neusklem zijn vorm gedurende |3A Ja

circa 1 min? Nee

CO N.w.t.

6 | Chirurgisch masker: Wat is de hoogte van

het masker wanneer deze uitgevouwen is?

7 | Chirurgisch masker: wat is de lengte van de

neusklem? i

Bij een chirurgisch masker
;

:

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

2

3

a

5

6

7

8

8
a

10

11

12
=

Bijzonderheden:

1120401



Fittest by RIVM

1120401

Datum
23-06-2020

LOT/X-nummer
(07 41/2

(ruim, krap, etc)

Fit aay reavine Hs, test alleen met Clip OO Nee, test zonder en met clip of kam
test < 10

‘

Zonder clip of kam Met clip of kam

Tester: Opmerkingen
| Score | Opmerkingen Score

:
des. Realtime Kb i2,9.

le ts, ve bed © | 4 24s Ga2. :

3 ver! Jima Qo 16

4,

Algemeen:

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

Extra opmerkingen (eventueel met pijlen waar lekkage is}

Type FFP Masker

Fit test (FAIL of PASS} Gif 1
Disclaimer: Deze rapportage bevat een onafhankelljk indicatief oordeel van de kwalltelt van de producten. Dit

k

dat deze
resull

slechts
een gedeeltelifke weergave zijn van de kwalitelt van de producten De rapoortage is alieen te gebruiken door het LCH en het ministers VWS ter

endersteunting bij het vrijgeven van producten op de markt. Gegevens uit deze rapportage magen niet gedeeld worden met derden. Indien u niet de

geadresseerde bent of dit bericht abuslevelijk aan u is verzonden, wardt u verzacht dat aan de afzender te melden en de rappartage te verwijderen.
Het LCH 2n het ministerle VWS aanvaarden geen aansprakelifkheld voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan

het elektronisch verzenden van berichten.



Fittest by RIVM

1120401

Datum
22 Lo ~ReV

LOT/X-nummer
/ Jo 1 C

2 / 2 \

FiLiscIOrYRsl tine
[1 1a, test alleen met Clip [J Nee, test zonder en met clip of kam

test< 10 i

(
Zonder clipof kam Met clip of kam

Tester: Opmerkingen Score | Opmerkingen Score

Th verlaptenel | [Et wet GGoed (24

Tor §
bos § - faltne ¥

10 § 24.

Algemeen:
(ruim, krap, etc)

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

JA
Extra opmerkingen (eventueel met pijlen waar lekkage is)

kuwlidven. 1}

Zonde~ CLP

goat
“

p pe’ 6g

Her Jel na Kn

Type FFP Masker

Fit test (FAIL of PASS) E
|

Disel : Deze rapportage bevat een anafhankelljk
ind f

oordeel van de kwaliteit van de producten, Dit betekent dat deze resuitaten slechts
een

g

|

zijn van de
kwal van de producten. De rapportage Is alleen te gebrulken door het LCH en het ministerle VWS ter

ondersteuningbij het vrijgeven van producten op de markt. Gegevens uit deze rappartage mogen niet gedeeld worden met derden. Indlen u niet de
geadresseerde bent of dit bericht

Jk
aan u 5 ver , wordt u verzocht dat aan de afzender te melden en de rappartage te verwljderen.

Het LCH en het ministerle VWS geen aansprakelljkheid voor schade, van welke aard ook, die verband houdt met risico’s verbonden aan
het elektronisch verzenden van berichten,



Particle Penetration by Kalibra

|

Datum

12-6b - Zo2or

i

EE5.1.1c
LOT/X-nummer

Rey -Q-

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

Masker 1

Diss ! on % Voss, Ca

Qisye 1 Aa Ze y Vs,
Masker 2

Masker 3

| Qs 4 49% (fr

ni, 0s

Ademweerstand:

f Gemeten (< Pa) Eis {< Pa) Conclusie

i
1

eS)
|

Q55
Masker 2

)

<240 Pa

Boss
Masker 3

Y& Qs,
1

Beoordeling op basis van masker met het laagste filterrendement.

O fail

OO voldoet P1

4. voldoet aan P2

4 voldoet aan P3

Disclaimer: Deze rapportage bevat sen or kelljk
Indicatief deel

van de kwalltelt van de prod Dit
betek

dat deze r slechts
een gedeeltelilke weergave zijn van de kwallteit van de producten. De rapportage is alleen te gebruiken door het LCH en het ministerte VWS ter

ondersteuning bij het vrijgeven van producten op de markt, Gegevens uit deze rapportage mogen niet gedeeld worden met derden. Indien u nlet de
geadresseerde bent of dit bericht abuslevelijk aan u is verzonden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwijderen.
Het LCH en het

I

ws
rden

geen aanspr i

d

voor schade, van welke aard ook, die verband houdt met risice’s verhonden aan
het elektronlsch verzenden van berichten,

|

Eindoordeel 2 0,3; 1

1120401
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Particle Penetration by Kalibra

-

[ Datum
23-0b 2070

LOT/X-nummer

Qog- 8 )

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

Masker¥ Z

Ouse 4 46% ss Cs
Masker¥ &

si ¢ al% wW {2

(esi ] R% ]

AY

|

{i
Masker 4

Ademweerstand:

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

Maskert 4
[

d7 as

Masker
A

< 240 Pa

5 Cs
Masker;2 & .

Zhi

9, Gor

Eindoordeel 2 0,3:

Beoordeling op basis van masker met het laagste filterrendement.

O fail

OO voldoet P1

® voldoet aan P2

O voldoet aan P3

Disclal
: Deze

rapp ge
bevat een {jk indicatiaf oordeel van de kwallteit van de producten. Dit dot deze r slechts

een gedeeitelijke weergave zijn van de kwalitelt van de producten. De rapportage Is alleen te gebruiken door het LCH en het ministerie VWS ter

andersteuning bi] het vrijgeven van producten op de markt. Gegevens ult deze rapportage mogen niet gedeeld worden met derden. Indien u nlet de

geadresseerde bent of dit bericht abuslevelijk aan u Is verzanden, wordt u verzocht dat aan de afzender te melden en de rapportage te verwljderen.
Het LCH en het ministerie VWS aanvaarden geen aansprakelijkheid voor schade, van welke aard ook, die verband houdt met risico's verbonden aan

het elektronisch verzenden van berichten,
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Inboekrapport VWS

Naam Ontvanger:
]

5.1.2 Datum:  [/4- {- 2.Q

Lotnummer / 80
1

Aantal inkooporder/pakbon

Aantal pallets

Totaal stuks

Aantal samples

Totaal aantal na sample:

Aantal per pallet
Aantal per doos

Aantal per verpakkingseenheic

Aantal komt overeen met inkooporder/pakbon JA / NEE

Zo niet Telling bevestigd door Naam:

Paraaf:

: GRRE

Artikelnummer: EN inkooporder nummer|
LCH-nummer Viys lk ewvreerk 20537 - 2316y - ob

Kwaliteitscontrole RIVM JA / NEE

GOEDGEKEURD / AFGEKEURD

Bijzonderheden:

Locatie: O24-\o9
-

o\
- ingeboekt door:

02y- 167-0



t

LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF
1

|

1 Shipper /Absender/ Afzender [cMR Avec. 2002

Globenetasagent for:EE |
I—

Heerhugowaard a. |INL 216910

The Netherlands EE —————

51.1c

2 Destinatire / Empfanger 18 Transporter
[Centraal Boekhuis CL

oo —

ne

Laanakkerweg 14
= el {Globenet BY GLO

-

yr

[Schiphol , NL
i

= er

A—

3 Delivery Place, Country / Ausfieferungsort
ki

17 Following Transporters
Vianen/ 4131PB I

Co oo _h
a

[Schiphol Express
2

4 Receipts Place andDate / Ort und Tag Ubemahme

|schiphol, 17-86-2020
i

5 Documents annexes/ Bijgevoegde Documenten
MAWB nr 7R4 43216910

18 Vorbehalt und Bemerkungen des Fahrers

— A —

©
|e Omschrjving 7 Aantal 8 Verpakking9 Soort [10 Stafist{11 Waigh{12 Vol.

[MASK (220crt= 237570 MASK) iil
VWSKENMERK: 3057-23164 |
Salus CT me

}

Bb

I

| ee
a.

13 Opmerkingen 19 Speciale{Afzender |Geidsoort|Ontvanger
i

reankomst

[DELIVERY 18JUN.1
i

Em
i ~

[Vrachtprijs

— Sr —
_ [fKotingea { |

ial

.

Saldo

-

Bijeenkomsten

|Totaal: |}
14 Frankeringsvoorschriften / Prescriptions:FRANCO

20 Besandere afspraken15 Rembourgement

JUN 2020

SIE

eee"

Transporier |DatE

Afd. bowl Goedesen

Getekend

Signature du CO

1120401
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SEF

UNIVERSAL
CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL

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

manufactured ot

PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD

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

are tested and evaluated according to

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

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

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

Product Definition
|

Brand: GILANIA Model: GIL0OI |

Filtering half mask

Total inwards Leakage: Class — FFP2

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

shown below, on the Category [1] product models given above, with;
* Issuing an appropriate EU Declaration of Conformity according to Personal Profective

Equipment Regulation (EU) 2016/425 Annex 9.

« Ongoing successful performance in fulfilment of Lhe requirements set out in Personal

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

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

regulation no later than § year from the beginning ofserial production

This certificate is initially issued on 09 / 05 /2020 and will be valid for5 years, ifthere is no

change in the relevant harmonised standard affecting the essential health and safety

requirements.

| 2163
f

!

~~SustKACMAZ
UNIVERSAL CERTIFICATION

Director

Verify
the

validity
with
the

OR

Necip Fazil Bulvan Keyup Sitesi £2 Blok Nottd/B4 Yaban Dudully Cinraniye - ISTANBUL- TURKEY T:490 216 455 80 80

UHIVERSALCERT,COM
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UNIVERSAL
CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE/NO : 08.05.2020 KKD-2163-672

Client: GILANIA SRL

Centre Address: Via A. Manzoni 2% - 24024 GANDING (BG) -1TALY
Manufacturer: FINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO, LTD

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

This repon is to the above mentioned firm with the NATIONAL PROTECTIVE TESTING LLC firm's 25.04 2020 numbered NIT20040712685 test

report and the test results which huve been obtained decording to the EN 149: 2001 + Al: 2009 stundards of te product specified in this repon, its

relation was evaluated with Essenlin! Requirements of Persunel Protective Equipments am the resufts were found to be appropriate

This repart is nn annex and an inseparable pan of the'EN Type Examination Cenificate No. 2163 - PPE - 672 issued to the company. The test resulls

und issued certificate belong only to the tesled praduet. The technical repot consists of a tela! of7 pages,

Product Description : Particle Filtering Hall Mask

Total Inward Leokege: Classification - FFP2

Trademark : GILANIA

Mole : GILODL

(£2163K
ERLA0¢

UFR-38%3 12.12.2012 Rev.00

La
hdd

“

:

UNIVERSAL SERTIFIRASYON VIF GOZETIM HEZM. TIC LTD), STE. Keyop Thenrei Merkel, Nevin Fazal Bulvan, £2 nk. No 4481 Y, Dodulu-~ Ormromiye = 1S TARBULT «40 216.453 50 B03 14) 216 439 Ki) OF infolrimdveralcrn.cnn
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UNIVERSAL
CERTIFICATION

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

EU 2016/425 REQUIREMENTS

1.1, Design principles
{.1.1. Ergonomics
PPE must be so designed and manufactured that in the foreseeable condilions of use for which it is intended the user can perform the risk related activity

nonnadly whilst enjoying appropriate protection of the highest prossible level.

1,1.2. Levels and classes of pratection
L121, Highest level ofprotection possible
The oplimum level of protection to be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent its

effective use during the period ofexposure to the risk or normal performance of the activity.

1.1.2.2. Classes of pratection appropriate fo different levels of risk

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

be taken into account in the design of the PPE. |
1.2. lnnoenousness of PPE

1.2.1. Absence of risks and other inherent nuisance factors

PPE must be so designed and manufactured as to preclisde risks and other nuisance factors under fore seeable conditions afuse.

12.1.1, Suitable constituent malerials

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

1.2.1.2, Salisfactory surfuce condition of all PPE paris in contact with the user

Any part of the PPE thal is in contact or is liable to come into contnet with the user when the PPE is wom must be free of rough surfaces, sham edges,

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

12.1.3, Maximnm permessible user impediment

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

movements which endanger the user or other persons. |

13 Camfurt and effectiveness

1.3.1. Adupiailon of PPE to user morphology
PPE must be designed and manufactured in such a way es to facHitate its correct positioning on the user mud lo remain in place for the foreseeable

period of use, bearing in mind ambient factors, the actions ta be carried oul and the postures (o be adopted, For this purpose, it must be possible to adapt
the PPE to fit the morphology ofthe user by all appropriate meuns, such as adequnte adjustment and attachment systems or the provision ofnn adequate
range ofsizes.

1.3.2. Lightness nnd design strength
PPE must be as lightas possible without prejudicing design strength and efficiency.

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

must be capable of withstanding the effects of ambient phenomena intierent ander 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 nidevant information on:

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

b) Siorage. use, cleoning, maintenance, servicing ond disinfection. cleaning, maintenance or disinfectant protection recommended by
manufacturers must have no adverse effect an PPE or users when applied in accordance with the relevant insinictions;

©} Performance as recorded during technical tests to check the levelsor classes of protection provided by the PPE in guestion;

d) Suitable PPE accessories and the chameleristics ofsppropriaie spar parts;

€} The classes of protection appropriate to different levels ofrisk and the corresponding limits ofuse;

f) The obsolescence dendlinear period of obsolescence of PPEar certain ofits components;

8) The type of packnging suitable for transport:

h) The significance of any markings{see 2.12)

0) Where appropriate the referentes of the Directives applied inaccordance with AnticleS(6) (b):

J) The name,
oddress

and
identificati ber

ofthe notified body involved in the design stage of the PPE

These notes, which must be precise and comprehensible, must be provided at least in the ofTicial language(s) of the member state ofdestination

UFR-383 12.92.3013 Rev.00 5.1.2e

. »
UNIVERSAL SERTIFIKASYON YI GOZITOMHEZS TIC. TU. STL, Keyap Vieaser Merkeed. Neo asd Hulvas, £7 Friok, Nob Y Duduily - Urrstripe - SSTANTIUL Tiel) 216 455 5050 Fi 680) 316-455 NOUS info smivernonom
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UNIVERSAL
CTCERTIFICATION

2. ADDITIONAL REQUIREMENTS COMMON TOSEVERAL CLASSES ORTYPES OF PPE

2.5. PPE incorporating adjusiment systems
if PPE incorporstes udjustment systems, the Inller must be designed and manufactured so that, afier adjustinent, they do not become undone

unintentionally in the foreseeable conditions nl use.

2.3. FPE lor the face, eyes and respiralory system

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

The screens for ose types of PPE must have n degree of optical neutrality that is compatible with the degree of precision and the duration of the

netivitics of the user.

IEnecessary, such PPE must be treated or provided with means to prevent misting-up
Models of PPE intended for users requiring sight comection must be compatible with the wearing of spectacles or contact lenses.

2.4. 'PE snbjeel tn ngring
If it is known that the design performance of new PPE may be significantly affected by ageing. the month and year of manufsciure andlor, if possible,
the month and year ofdbsolescence must be Indellbly and enombiguousty marked on each ilem of PPE placed on the market md on its packaging.
Ifthe munufecturer is imable to give an undertaking with repard to the useful life of the PPE, his instructions must provide all the information necessary

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

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

Where appreciable and rapid deterioration in PPE performance is likely to be cnused by ageing resulting from the periodic use ofa cleaning process

recommended by the manufacturer, the Intier must, if possible, affix 0 marking 10 ench item of PIE placed on the market indicating the maximum

number of ¢leaning 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 tint information in his instructions.

2.6. PI'E for use in potentially explosive nimaspheres
PPE intended (or use in potentially explosive atmospheres must be designed and manufactured Bn such # way that it cansol be the source of an electric,
clectrostalic or impact-induced arc or spark likely to cause an explosive mixture to ignite

2.8, PPE for intervention in very dangerous siluntions

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

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

‘The instructions must nlso describe Lhe procedure to be adopted in order (o verify tat PPE is comeetly adjusted and functional when wom by the user.

Where PPE incorporates an alarm which is activated in the nhsence ofthe level of protection normnlly provided, the alarm must be designed and placed
sa {hat it cin be perceived by the user in the foreseeable conditions of use.

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

Where PPE Incorporates camponenis which can be aiteched, adjusted or removed by the user for replacement purposes, such componenis nuist be

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

2.12 PPE hearing nne or more identification or recognition marks directly nr Indirectly relating to health and safely
The identification or recognition marks directly or indirectly relating to health and safety affixed to these types or classes of must preferably take the

form of harmonized pictograms or idengrams and must rem ain perfectly legible throughout the foresceshleuselul life of the PPE. In addition, these

nnrks must be complete, precise and comprehensible 20 as to prevent ony misinterpretotion; in particular, where such marks incorporate words or

sentences, the latter must appear in the official langunge(s} ofthe Member Stale wire the equipment is to be used.

ITPPE {or a PPC component) is too small to ollow al [or part of the necessary marking to be affixed, the refevant information must be mentioned on the

packing and in the manufacturer's notes.

3. ADDITIONAL REQIMREMENTSSPECIFIC TO PARTICULAR RISKS

3.10.2. Prodeclion against cufancous and ocular contact

PPE intended to prevent the surface contact of ail or part of the body wilh substances and mixtures which are hazardous to health or with harmful

biologic! agents must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective

integument under the foreseeable conditions ofuse for which the PPE is intended,

To this end, the constituent materinlsand other components of those types of PPE mustbe chosen or designed and incorporated so as to ensure, os far as

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

ofthe period of wear.
Where, by virlue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are hazardous to health or hamaful

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

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

specifications must bear a marking indicating. in particulnr, 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 manufacturers instructions must nlso contain, in particular, an explanation of the codes (iff

necessary|, a detailed description ofthe standard tests and all appropriste information for the determination of the maximum pemissible period ol wear
under the different foreseeable conditions of use.

UFR-233 12.12.2012 Rev 00

UNIVERSAL SERTIFIKASYON VE GOZETIM MEZA. TIC LTD. §11. Keysp Thong Merkezl, Nerip Fand Hulvars, 22 Blok, Nos Y Dudalte - Cmeaiys -ITANGULTIA 216 455 50 BT +00 218 453 1 (8 infsb taniaian

1120401



SET

UNIVERSALCT

CERTIFICATION

Technical Assessmenl ofEN 149: 2601 + Al: 2009 Standard and other Standards Jt refers to, Clauses Corresponding to the

(EU) 2016/4425 Directive

dard Regan dings

Clnasification : Particle Filtering 1lalf Mask
Ed Total Iword Leakage; Classilication

- FFP2

Article Packing : Paticke Miltering hall masks are packogsd 10 protect them from contamination before use and with cordboard boxes ta prevent

14 mechanicaldamage.
"Material: Materials used in partiche filtering hall masks, according to jhe

simulated

wearing and
temp conditioning reports; II is

Artrele umlersiond withstend landing anil wear wer the period Tor which the panicle [dering hall mask is designed 10 be ned, suffered mechanical

7.5 failure of te fucrmece or stmps, any moles] frum the ilter media released by the air flow through the filler has not constitvie a hazard or

nuisance For the wearer.

Jka Cleaning and Dlsinfectbe : Particle flicaing hall niask is not designed to be aa re-usable,

Practical Performance:

- Requirements in accordance with EN
Asseased Elements Positive Negative 149:3001 + A1.2009 and Reals

| The face piece Diling z [1] —

driche 2 Head rateseomfon 2 0 Positive results should be obialued from the

7 3.Security af fastenings 2 a performance lests related to the

4Speech clones 2 o implementation under real conditions,

5 Fiekd of yosion 2 0

| 6 Materials compatibilicy 2
0

No imperfections
| with ski

_ Conditioning : (A.R.)As
Received,

original
]

Artie Fintsh of Parts: Particle filtering half masks, which are likely 1e come into contact with the user, do not have sham edges and do pol contain

!

78 burrs.

Total inward Leakage:

Test Ma.ol Head Head ;

|Subjecs|smmple Condition Walk Jef right wre Ty Speech 2 Walk Average
3): AR ABS 3.58 83 5.64 33

y 33 AR 4.87 3.61 90 5.69 40

3 M Al 499 5.69 9H 15 46
3

3 A 77 5.42 Yi 37 22
i

36 Al 4.81 349 Fi Ir 30

[.C. 33s 3.6 49 G1 AB

Artletee IC =A x: 30 77 33
f

al fl EXT] Xi 56 S58 31

| . 532 5.52 33 3: 36

| 10 30 Fil 530 3.43 3.34 330 27

i
i

Avemee ii 3.35 55% S54 5.86 531

Min 4.77 541 324 3.27 474 5,22

Max Al 3.59 3.94 3.69 538 5.51

Comfitioning : (AR) As d, nriginal ResultsP (93) Leakage Value

(T.C.) Tempemiure conditioning

L a ___ Resolts meet with FFF2 requirements

Penetration of filter material: Sodium Chloride Testing
|

Sodium Chloride Testing Reguireinents in accordance with

Goasfilion hed 95 Limin ma [%) EN 149:2001 + A1:2009
Betilt

(AR) n 391

{AR 2 385 Filtering half masks fulfill the] |

(AR) 5 3.76 FFPL=30% requirements ofthe standard | |

ih
(SW. 1 4,18 i

EN EN 149:2001 + A1:2009 | |

sinate,
(SW) 2 196 FFP256% given in 7.9.2 in mage af the |

|

a2
_8.W) 3 415 First anil second protection | |

MS.TC) 7 4.66 FFP3=1% clogs

IMS. TC) B 4,57 (FF®1, FFP)

{MS.T.C) 9 432

Ci ning ; (M.S)
Medianleal

Sircah B35 [min= 6 dm an
7

{T.C.} Tempermuure Conditioning

{AR}As Recsived, original

2

(S.W.) Simulated
vesting

treatment

UFR-383 32.02.2012 Rev.0D
5.1.2e

_/
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L

Articte

EA]

Anicle

Tin

desiele

71

UFR-J3B3

|
adverte elect on health ves nol reporied

Flammability :

]

ied No. of : : Requirements in accordance with EN

Condition Simp
Vignal inspection 149.7001 + AL200%

Real

(AR) EE] [I] Filtering hall mask Passed

AR) | 1 13 shall nol bum or not

(rt) 21 12 continteto bum for Filtering hall masks fll
re n il more than 5 8 after requirements of the
Te)

remon al from the (ome stadonl

“onditloning 1 {AH} As Recvived, onginal

_{T.C.) Tempermture Conditioning
Carbon dioside enmtent of the inhalation sir:

An average

Condition No.of | CD; content of the inhalation air | CO, content off  Regquircinents in accordance with
Result

Sample [%] by volume the inhatatforns EN 149:2001 + A1:2009

Bir

{AR) 41 oa Passed

Tal) en oa C0; content oF the inkalation aie

4
08s shall not exceed gn averape of Fihariog ulWass

(AR} 05% 1.8% by volume
requirements of the

standard

SET
UNIVERSAL
CERTIFICATION

Penetration of filler material: : Para(lin Oif Testing

Paraffin Oil Testing Requirements in accordance

Condition Lid 95 Lhnin max {%) | with EN [49,2001 + A200
Resuly

(AR) % 307

(AR) 27 4,18 Filtering all mnsks FulBll thie
(AR) ® 4,13 FFM £20% requirements of the standard

(SW) 4 395 EN EN 142:2001 + A1:2009

{5.W) 5 338 FFP2 shu piven in 7.9.2 in mage of the

[CRA [3 3.86 first and second protection

MS. TC) 10 4,08 FFP3 1% class

MS.TC) n 417 (FFP, FFF2)

{MS TC) 12 3.98%

Conditioning : {M.5 1 Methanical Strehpih
{T.C.] Temperature Conditioning
(AR) As Recetved, original
15.0] Sinulated wearing tremtment

Computiliifity with ski: In Practical Perfonwnnce report, Whe likelihood of mask meterioks in contact with the skin cansing irfigtion or silver

Conditioning {AK ) As Received,orginal
Head harness: In Practical Performance repon, No adverse effects have been regoned for halding the mask of the head harness finsdy in

position, for total inward leakage propoties

Fléld af vision ¢ In Preclical Performances rept, No advetse effects were repatted (or the field of vision lanes.

:

TE Requirements in | Result

Condition No.of Flow Rote bionic rd Flow Rate accondence with

Sample 30 Limin
sccondance

wil

95 Limin EN 149:2001 3

119-2001 + A1:2009
Pasi

wdAR) Ed os 13
AR. 3 a3 12

El 3 05 FFPI £06 14 FFP £20

ASW) J 5 ;

Id
;

snd
& os

FFP 50,7 13 FFP2<24 Passed

SW 3 85 14 <

CF 3 FFPIZ 10
iu

FFP <30

{LC} b 95 Id
Fe) i 0.5 13

Conditioning= (A R ) As
Received,

orignal

15.W.} Simulated wearing treatment

(T.C Teniperature Conditioning

5.1.2e
12.12.2012 Rev.00
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UFR-383

UNIVERSAL
CERTIFICATION

+ Exllatign

a The duinmy head position FlowRate | a — Result
160 Lismin |

|ay.2001+ AL:2009

Facing directly x0 |

| Facing vestically upwards 20

Article » Facing vertically downwards 28 FFP1=3

7.16 |
Lyfug om the lel 2ide 28

| Lying onthe igh sid 20 POSTER
|

| Facing dicecily 20
|

| Facing vertically upwards 21 FFPIZ3

{AR} 30
|

Facing vestically downwards 2.1

| Lying on the le) side 2
 ENEE—— _ I Lying on the eight pide 3 tm

Conditioning : {A.R.) As Recrived, original —

Breathing Resistance : Exhialption
eT

OES Kt in ki i EE RE
ad No, of ir Rexuirements in Result

Condition Sumph | “The dummy head position Siow fue oe with EN

mint
H 149:2001 + A1:2009 -

“|

Facing directly 41

Facing venically upwards 21
{AR} 3 Facing vestically downwards 0 EFR1 <3

dAnticle Lyingon the lef sie 22 |

Lo Lying on the side 10 1 FEP2 <3 Passed

Facing direcily 12

Facing verticallyupwards 22 | FFP £3

(SW) t Facing vertically downswands 22
Lyingon the le side 22

|

Lying

on the
right

side 10
:

d

Conilitloning : (A.R.) As Received, original

[5.W.) Simulated wearing

Brathine Resistance + Eihalation

Condition | Sool, The dumm lad position Flo te Reniteoiain
Resull

id

149.2001 + A1:2009

Facing directly 20

Facing vertically upwards a2

y
(5.W) 2 Facing vertically downwards

22 FPL 3

Aris Lying on the fel side 22
Bt

Lying on the cightsie 20 FFP2<)
Passed

Facing directly 20

Frcing vertically upwards 3 FFP3=3

(5.W) 3
_Facing vertically downwards 23

| Lylngon the left side pA}
Lying on the sight side 22

_.L Conditioning  (5.1.} Simulated wearing treatment W

12.12.2042 Rev QOD
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TT )

in wLINTVERSAL |

| CERIIGICATION

|

i Na. of
N

ih
; Requirements ho Resylt

|
Condition Sample

The duniny head position Flos Rie sasuke aiih EN

|
on

149.2001 + A1:2009

|
:

Facing directly EA

Facing ventically upwards 2
Amete (TC) 13 Facing vertically downwands 20 FFPIS3
T18

Lyingoa the left side 20

Lying gn the right side _20 FFP2S3
Passed

20

21 FFP <3

rey 14 2,1

22
Lyiny on the right side 33

Conditlonlag : (T.C.) Temperature Conditioning

| Areathing Resistance : Ealipintion
] d TT LY }

: _

Ealalatiuns Resin

” No. of" . Requirements in sevondance Resuly
Condkiion Sample The dummy [read position Flow Rate wilh EN 149:2001 +

180 Limin
AL2009

Article Fact daeetly 20 FFPE 53
7.16 Encing vertically opomneds FN]

(T.C) 5 |-Fnaine vertically dovmeeds =
Prppes Passed

Living ot th left side 2

Lai Ji sath ci 0
FFPA=)

| Conditionlag1 (T.C.) Temnermuro Conditioning

Article | Clogging : This test ia not npplicd 10 Particle Filtering Hall Mask which is not reusable,

111.2 | (Fur shugle shift wie deviess,the choseing festFo ptimaal fest. Foe re-sesable devices festbs hushed)
|

pd Penetration of filter material: This test is not npplicd Lo Particle Filtering Half Mask which is not reusable.

| Aricie
.

| 1.18 |
Demountable Parts: There are no demountable parts on the product,

Fad Marking

- Packaging: Necessary markings are
avaiable

on the product and its packaging,
|

:
RRBAL

|

Articie Information to be supplied by the fi 3 In each of the
smakl

inlly
availnble

packaging of the product, implementation
12

{installation i ion)

pee-nse
control

ing nnd usape fimitations, storage and
ings

of
symbols

/ pi wre defined

|

PREPARED BY | APPROVED BY
|

UFR-183 12.12.2612 Rev 00 Page 717
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LETTRE DE VOITURE - DOCUMENT DE TRANSPORT-VRACHTBRIEF-VERVOERSDOCUMENT-FRACHBRIEF

1 Shipper / Absender/ Afzender [cMrR  Avc- 2002

Globenet as agent for :

{Heerhugowaard oo NL 788412

The Netherlands

2 Destinataire / Empfanger 16 Transporter

Centraal Boekhuis~~ oo rr
-

Laanakkerweg14 _ oo
_ |ewbenetev Jomer

ee ~~ |schiphol ,NL
oe LN A

3 Delivery Place, Country/ Auslieferungsort 17 Following Transporters

Vianen / 417 remap me & ord
= _ ,

Schiphol Express
4 Recy «and Date / Ort und Tag Ubemahme

o

|Schipho: 7-6-2020 : —_— i

|| i]

Co

18 Vorbehait undBemerkungendes Fahrers

—
.a

- :
—

——

8 Omschrijving 7 Aantal 8 Verpakking 9 Soort [10 Statist] 11 Weigh{12 Vol

SRC01 — N_
VWS KENMERK: 3057-23164

|
ile i

iis
a

NE

— =
emer ys e———inten Nee— ee ——

 - een

+ Status "C" *™* |
a

-

A A—
BEIT. I.| J

13 Opmerkingen [re Speciale{Afzender |Geldsoort|Ontvanger

S————— S—— S —— nkomst

ELIVERY 18JUN.| el §.__ IR— 1!

—_—_— si
_

Jvrechtpris
i

yet
ss She Lad mu ~

[Kortingen
I ee

~~

|saldo
_

EE B ry Bijeenkomstan

[Totaal: |
14 Frankeringsvoorschrifien / Prescriptions: FRANCO

15 Remboursement
=

120 Besondere afspraken

21 Plaats en Datum opmaken Vrachtbrief: Schiphol , 17 JUN 2020 24 Goed Onivangen / Plaats

Afzender Transporter {Date Place

SIE Centraal uis BY

Afd. Inkom

Getekend v

Signature d
PETTITT TLR
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SEG

UNIVERSAL
CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 672

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

GILANIA SRL

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

menufactured at

PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO.,LTD

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

are lested and evaluated according to

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

Masks to Protect Against Particles - Requirements, Testing, Marking

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

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

Product Definition

Brand: GILANIA Model: GILOOI

Filtering halfmask

Total Inwards Leakage: Class— FFP2

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

e Issuing an appropriate EU Declaration ofConformity according to Personal Proiective

Equipment Regulation (EU) 2016/425 Annex 9.

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

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

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

regulation no later than 1 year from the beginning 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
I

KACM

UNIVERSAL CERTIFICATION

Director

Verify
the

valicitywith
the

QR

Neeip Fazil Dulvan Keynp Sitesi E2 Blok No:ddsd Yuk Dudully Onimniye -ISTANBUL - TURKEY T-490 216 455 80 80

UNIVERSALCERT.COM
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\.

UNIVERSAL

TECHNICAL ASSESSMENT REPORT

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

Client: GILANLA SRL

CERTIFICATION

Contre Address: Via A. Manzoni 29a - 24024 GANDINOG (BG) -11ALY
Manufacturer: PINGXIANG HUAFU MEDICAL HEALTH MATERIALS CO, LTD.

Munufncturing Address: Building 9, Zone A, Elecimnlc industrial park, Anyuan City, Jiangxi, 337000. CHINA

This report is to the above mentioned firm with the NATIONAL PROTECTIVE TESTING LLC Ginn's 23.04 2020 numbered NPT20040712685 test

report and the fest results which hove been obiained according to the EN 149. 2001 + Al: 2009 standards of the product specified in this repr, iis

reldion was evaleoted with Essential Reguinements ol Persime] Protective Eyuipments and the results were found (0 be appropriate

This repart is ni annex ond an inseparable pad of the EF Type Exnmination Centificiie Ne. 2063 - PPE - 672 issued to the company The test results

and issued eenificale belong only to the tested pmduct. The technical repoil consists afo tolal of7 pages,
Product Description 3 Particle Filtering Holl Mask

Total Inward Leskege: Classification

Trademark : GILANIA

Martel : GILODT

- Fre2

asEnGusananEaREs

€ €2163KN00
FiPe

$29: 2001 +A1 : 2009

UFR-383 12.72.2042 Rev a0
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UNIVERSAL
"CERTIFICATION

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

EU 2016/425 REQUIREMENTS

L.L. Design principles
1.1.1, Ergonomics
PPE musi be so designed and manufactured that in the ft

ble

conditions of use for which it is imended the user can perform the risk related activity
nurmally whilst enjoying appropriate protection of the highest prossible level.

1.1.2. Levels and classes uf protection
1.12.1. Itighest level of protection possible
The optimum level of protection to be taken into secount in the design is that beyond which the constraints by tlie wearing of the PPC would prevent its

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

1.1.2.2, Classes of proleclion appropriate (0 different Tevels of risk

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

be token into account in the design of the PPE.

1.2. lnnocuonsncss of PPE

12,1, Abseace of risks and other inlierent nuisance factors

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

1.2.1.1, Suitable constituent materials

‘The materials ofwhich the PPE is made, inchiding any of their possible decomposition products, must not adversely affect the health or safety of users.

1.2.1.2. Satisfactory surface condition ofall PPE paris in contact with the user

Any pant of the PPE that is in contact or is linble to come into contact with the user when the PPE is worn must be free of rough surfaces, sharp edges,
sharp points and the like which could cause excessive irritation or injurics

1.2.13. Maximum permessible user impediment

Any inpediment caused by PPE 1o movements to be made, postures to be adopted and sensory perception must be minimized, nor must PPE couse

movements which endanger the user or other persons.

13 Comfort and effectiveness

1.3.1. Adaptation of PPE {ao user morphology
PPE must be designed ond manufactured in such a way as to facilitate lis correct positioning an the user mud lo remuin in plave {or the foreseeable

period of use, bearing in mind ambient factors, the actions to be carried cut and the postures to be sdopied. For this purpose, it must be possible to adopt
the PPE to fit the morphology of the user by all appropriate means, such os adequate adjustment snd attachment systems or the provision of un adequate

range of sizes.

1.3.2. Lightness and design strength
PPE must be as light as possible without prejudicing design strength and efficiency.
Apart from the specific additional requirements which they must satisly in order to provide adequate protection against the risks in question (see 3), PPE

must be capable of withsiasnding the effects ofambient phenomena inherent under the foreseeable conditions ofuse

Ld. Information supplied by the manufacturer

Tlie 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) In addition to the name end addressofthe manufacturer and/or his authorized representative established in the Community

b) Storage. use, clemning, maintenance, servicing and disinfection. cleaning, maintenmmee or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in necordanee with the relevani instructions;

©) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion, |

d) Suitable PPE accessories and the characteristics ofappropriate sparc paris:

€) The classes ofprotection appropriate to different levelsof risk aad the carresponding limits of use;

f} The obsolescence deadlineor period ofobsolescence ofPPEor certain of its componenis;

B) The type of pucknging suitable for transport:

h) The significance of any markings(see 2.12)

0) Where appropriate the references ofthe Directives applied inoccordance with ArticleS(6) (b):

J) The name, address and identificalion number of the notified body Involved in the design stage of the PPE

These noles, which must be precise and comprehensible, must be provided at least in the official language(s) ofthe
ber

state of desti

UFR-383 12.12.2012 Rev.00
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UNIVERSAL
"CERTIFICATION

L ADDITIONAL REQUIREMENTS COMMON TD SEVERAL CLASSES OR TYPES OF PPE

LL. PPE Incorporating adjustment syslents
IF PPL. incorporates adjustment systems, the latter must be designed and manufactured so that, after adjustinent. they do not become undone

unintentionally in the foreseeable conditions of use,
2.3. PPE lor the nce, eyes and respiralory system

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

The screens for those lypes of PIPE must have a degree of optical neutrality that is compatible with the degree of precision ond the durntion of the

activities of the user.

It necessary, such PPE must be treated ar provided with means to prevent misting-up
Models uf PPE intended for users requiring sight comection must be compatible with the wearing of speciacles or contact lenses.

2. PPE subject tu ngeing
IF it is known thot the design performance of new PPE may be significantly affected by ageing, the month and year of manufeciure sdfor, i7 possible,
the month and year of obsalescence must be indelibly ond unambiguously marked on cach item of PPE placed on the market and on its packnging.
[fthe manufacturer is unable to give on undenakiog with regard to the useful life of the PPE, his instructions must provide all the information necessary

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

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

Where appreciable aml mpid deterioration in PPE performaee is likely Lo be eoused by ageing resulting from the periotlic use of a cleaning process

recommended by Ue manufacturer, the lalier must, if possible, affix a marking to each item of PPE placed on the market indicating the maximum

number of clenning operations thal may be carriedaid before the equipment needs (o be inspected or discarded, Where such a marking is not affixed, the

mony faciurer nest give that information in his instructions.

2.45. PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such 1 way that it cannot be the source ofan electric,

elecimstalic or impact-induced arc or spark |ikely to cmuse an explosive mixture to ignite.

2.8. PPE for intervenilon in very dangerous situntions

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

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

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

Where PPE incorporates an alarm which is activated in the absence ofthe level of protection normally provided, the atanm must be designed and placed
sa [hat It can be perceived by the user in the foreseeable conditions of use.
2.9, PPE incorporating componcats which ean he adjusied or removed by the user

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

designed and menufactured so that they can be easily nitached, adjusted and removed without tools,

2,12, PPE. hearing ane or more identification or recognition marks directly or indirectly relating to health nnd safety
The identificatidn or recognition marks directly or indirectly relating to health and safety affixed to these types or clnsses of musi prefersbly take the

form of harmonized piclogmms or ideograms and nwst rem zin perfectly legible throughout the foreseeablenselul life of the PPE. In addition, these

marks must be complete, precise ond comprebensible so as to prevent ony misinterpretotion; in particular, when: such marks incorporate words or

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

Ir PPE {or n PPE component) is toa small to allow al lor part ofthe necessary marking to be affixed, the relevant information must be mentioned on the

packing and in the manufacturer's notes.

3. ADDITIONAL REQUIREMENTSSPECIFIC TO PARTICULAR RISKS

3.18.2. Protection against cutaneous and ocular contac!

PPE intended to prevent the surface contact of all or part of the budy with subsiaices and mixtures which are hazardous to health or with harmful

biclogicnl agents must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective

integument under the foreseeable conditions of use for which the FPE is intended.

To this end, the constiment materials and other components of those typesof PPE must be ¢hosen or designed and incorporatedso es to ensure, as fras
nassible, comgleie lenk-tighiness, which will allow where necessary prolonged daily use or, failing this, limited [eak-tightness necessitating 8 restriction

of the period ofwear,

Where, by virtue oftheir nature and the foreseeable conditions of their use, certain substances end mixtures which are hazardous 1o health or harmful

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

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

specifications mus bear a marking indicating. in particular, the nines or, in the ohsence of the names, the codes of the substances used in the tests and

the corresponding standard period of protection. The manufacturer’ instructions must also contain, in particular, mm explanation of the codes (if

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

under the different loresceable conditions of use.

UFR-231 12.32.2012 Rev 00
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CERTIFICATION

Technical Assessment ofEN 149: 2001 + At: 2009 Swndard and other Standards it refers to, Clauses Corresponding to the

{CU) 2016/4125 Directive

|

Classification : Particle Filicring ! tallMask

] Tetnl InwardLeakage:Classification- FFP2
rtd Packing; Pasticke filtering hall inasks sre packaged to profes) them from contamination before use and with cardboard boxes to prevent

|

Ta mechanical damage. |

Material ; Materials used fn panicle Gliering hall masks, according to the simulated wearing treatment and lemipersture conditioning reports; It is

drticle understood withstend handling aml weir wver ths period (or which the particle Mliering half mask is designed to be used. mlTeres) mechanical

1.5 failure ofthe loeepices or straps, any matedial from the Tiller neds released by the air flow through the hier hes not constitate o hazard of

auismee for thie wearer. |
a Cleaning and Divinferclian : Particle filtering half sk is not designed to be ns re-usable

Practical Performance 1

i

i Requirements fn aceortanie with 1EN

Assepseid Elements Taositive Negative 149-2001 + A1:2009 ad Resoh

1 The Face piece filling > []

Arde 2 Hiemuk homes colon 2 n Positive results should be abralned fram the

13 3 Seclrityof fastenings 2 [}] performanceLests mined to the

4.Speech cleamess 3 [i] implementation under real conditions,

_5,Fietd of visio 2 [1]

& Materiale conpatibiliry 2
0

Na imperfections
with skin

|

Candltioning : (A.R.) As Received, originat

Arle Finish of Parts: Particle filtering lialf masks, which are likely ta come into contact with the uses, do not have sham edges and da not contain

74 burrs,
g

Total Inward Leakage:

Test ‘Nef Head Head

Subject | sample Candition 1. Waik
lef Jright wold Speech 2 Walk Avemge

3 Al 4.88 5.58 5.83 5.64 4,8 5.35

y Al 4.87 5.61 5.90 5.69 49 40

3 3 Al 4.99 69 RE] 5.75 4.9 46
. A 1.37 7 41 57 37 Fr]

3 I AR FE] 3.49 7 18 30]
F. 533 53 39 61 32 a8

Article > T 529 51 30 27 527 533

181 dh SA! 5 S56 8 38 551

| ff 53 5 33 335 29 536 |

| i 10 20 fo) 5.20 3.45 5.24 30 14 527

| : Average 29 3.35 1.33 53 5,06 5.37

Min 437 541 324 5327 474 522|
Max Al 5.69 SH 3.69 538 5.51

Cunilitioning : (AR ) As Recewed, nrigmal Resulis I' (%4) Leakaype Value

(T.C) Tempernture combtioning

Results meet with FFL requirements
n

Penetration of Alter materinl: Sodivm Chloride Tesling

Sodium Chloride Testing Reruircinents in accordance with
|

Condition
He,of

95 Lin max (%) EN 149:2001 + A1:2009
Sool

Sarmple
TAR) FT] 3.61

AR) MH 3,35 Filtering half niasks Rlfill the]
|

(AR) 25 3.76 FFP) <20% requirementsof the standsrd | |
: 5.W) i 4,18 EN EN 149:200] + A):2009

|

riety (5.W.) 2 39 FFP2S6 % given in 7.9.2 in rangeof the | |

79:2
SW) 3 4,18 first end second protection
(MS. T.C) 7 4,66 FFP3S 1% class
IMS. TC) # 4,57 (FFP1, FFP2)

(MS. T.C) g 432
:

Conditioning : (M.S.} Mechanical Strength 85 [Amin = 1,6 dm’sn
(T.C.} Temperature Condltioning
{AR ) As Received, original
(S.W.) Simulaled weating treatment

UTFR-1E} 1 E.2002 Rev.00
5.1.2e
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Aru

792

Artech
|

110

eArricle
|

2.00

rice

2

Article

713

Arircle

TH

Arifele

716

UFR-1B1

\

SEF

UNIVERSAL
"CERTIFICATION

Penetration of filler materfali : Paraffin Oil Testing
"

Pueaftin Off Testing, Requirements itt accordance

Condliion ey 95 min mas 3) | willEN 160:2000 + AL-2009
Rell

ARY 26 307

(AR) 1 4,8 Filtering half masks Nulfill the

(AR } pL] 4,13 FPPI S20% requirements of the standard

SW.) 4 395 EN EN 149:2001 + Al 2009

(SW) 5 3.88 FFP26% given in 7.9.2 in range of the

SW) [ 3.86 first and second protection
ME. TC) 10 1,05 FFPIS | 8) class

(MS. TL) n 4,17 (FFP, FFF2}

MS. TC) 12 198

Canditioning ; {M.5.) Mechanical Strenph
IT.C.] Temperalure Conditioning
{AR 1 As Received. ongsual

(5.W] Sinnlated wearing freatment

Compatibitity with skin: In Practical Performance report, the likelilioad of mask mataials in contact with the skin consing imilation ur other

adverse ellect on health was not repented.

Flam ninbiiity :

n No. of Requirements in accontance with EN
Condition Semple

Visual snsprection 142:200) + A1:2009
Result

AR) 32 [FE Filtering hall mask Tased

(AR) 13 13 stall not hum or not

(T.L) 3 I continue w bum for Filtering half masks fulfill

(tC n Ll nore than 5 5 after requirements of the
tel remon] from the flame stmelond

Conditioning : {AR} As Received, oueginal

__ TC) Temperature Contfitioring
Carben dipxite content of the inhalation airs

An nvemnge

Condit No.of | CO; conient ofthe inhalation nir | CO, content off Requirements in accordance with
Hesuit

LJ Sample 1%} by volume the inkatation EN 149:200] + A1:2009

air

AR] 41 DB2 Prsged

(is) a oe CO, content of the inhalation sir2

: :

A it

a 0.86 shall not exceed an average of FacingIfans
(AR) 0b? 1.0% by volume

requiremenis of the

standard

Candifianing : (A RK ) Ax Received, orginal

Field of vision : In Pmetical Peforinante report, No adverse effees were reported for the field of vision fenwes

slancr tba}

| Hest harness: In Practical Performance repoet, No adverse elects have been repotied for holding the mask of the bead hares firmly in
|

position, for tal inward leakage properties

a

: i Requirements in Result

Céndition | Ho.af Flow Rate Rene Flow Rate peconcewihSample 30 Limin
iro Vs

95 L/min EN 14%: ;
149:2001 + A1:2009 AL2009

_— 04 1.3
, 1

pe FFPI S06 a FER E20

3% FRR 507 i FP2<2d | paused

BY z 14 gs

os
FEP3Z 10

i FFr3<30
05 “

14

0.5 13

1 {A.R.)As
Received,

origined
5.0.) Simulated wenring treatment

~ _ {T.C) Temperature Conditianing

5.1.2e

L3.132.3012 Rev.00
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UNIVERSAL
CERTIFICATION

Breathing Reshtance : Exhalntion

adit Ne. of " Requirements in Result
Condition Sample The dummy lead position

| Flow Rais oii with BN

a
| We.20001 AL2009 ||

| Facing directly
I”

2a

| Facing vertically upwards 0

Anicte (AR) 29 | Facing vertically downwards 20 FFPL <3

716 | Lyingon the le side 10

| Lying on theright side 20 FFE 43
Passel

| Facing directly 0
| Facing vertically apwards fH] FFP <3

{AR) P30
| Facing vertically downwards 21
. Lyingon the lef} side 21

Le

|

Lying on the night side 1
20 eerie

Conditioning : (A.R.) As Received, original " "
pe

Breathing Revistance :
i

:

SRR

Codln

| Sg | Tedemeybedpeion | fie | pcmenihi
149:2000

+ Al 2089

Facing direcily 22

Facing vertically upwards 2,1

(AR) 3 Facing vertically downwards 20 FFPI<3
ile

Lyingon the ke wide 22
116

Lying on the righ side  — FFP2S3
Panel

Facing directly 22 1
| Facing vemneallyupwards 22 ]

FFP)

| {5.W) 1 Facing vertically downwards 22 |
|

Lying on the lel side 22

[Lying on the right side 20 J

Conditioning ; {A-R.) As Received, onginal
|

{ {5.W.)Simulated weariaytreatment
[

|

+ ixhalation

|
” No. of

,

i Requirements in Result
Condition Sample The dummy head position Blow Rake ateaaaieWit ENV

140:3001 + A}:2009

Facing directly 2.0
{

Facing vertically upwords 22
i

i (5.W) 2 Facing verically downwards 22 FFPl £3 |

Antile Lying on the lefl side 12
1.16 I

Lying on thie dpi side 20 FFP2<3
Passed

Facing directly 2.0

Facing vertically gard 1
—

FFP <3

{(8W) 3 Faring venically downwards J23

Lyingon the lefl sule zl

Lying on the tight sikke 23

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

UFR-383 12.12.2012 Rev 00
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'

VLa
rama INIVERSAL

| Condition [ok The dummy bend position Flinw Rate Degman
|

CL

10% 0Jin
149:2001 + A1:2009

Facing direetly 3!
Feinvenicallypmyads 3

Aiticte (TC 13 |Facingverticallydowmvanls 20 FEPL<3 |
|

T.16
Lylogon the feltside 20 i

’ Lying oa theright side 20 FFP253 | EN

TT

Facing dirscily 0 i

i | Facing vertically upwards EA] FFP3 3
{

i

(TC) [£] | Facingverticallydownwards 1
;

|

|

|Lyingonthe efi side 23 i
|

L {“Lyingon the right side 12 |

Conditiening:(T.C.) Tehmermiue Conditioning

Areathing Resistance : Exlalnlion
Y

i Ha, of m Requirements in accondance

Comite Sample Tip divas impdvasiiivn
Ton fue with BN 149:2001 +

ALY

Hilo
:

F

Facing direetly 20 Fir £3
.

{

; Enciag vertically upwards 21M
mn

(TC. 15 Fie ipl danas. [22
FER <3 Passed

".

hiss cn he lB.mn, | 10
FFP <3

i Conditioning : aC.,J TemperateFE —
Article Clogging:This text is tot applied to Particle Fillering Half Mask which is not reusable,

7172 {Fir single SKY ieevicen, thie lngeling #631a mptlouat best. Foe-re-sbsnbledviee fest Ta hwsladoryJ

hide Tenctration of Mier material:This test is not applied to Particle Fillering Half Mask which is not reusable.

Articte ; EAR EacE "

118 Demagntabie Parts: There are no demountable parts on the product.

ga Alarkiig~ Pickaing: Necisiary markiigs see avaliableon the product and ite packaging,

drirele
Ink ian

la be supplied by the facturer: bo each of the
smal

ially
available

packaging of the product, implementation
1g {instoliation

i in)

re-use
:

ing nnd usage
limitations,

storage and
meanings

ofay hawe defined.

i i—
.

a

PREPARED BY | APPROVED BY

UFR-383 12.12.2042 Rev. G0 Fage 7|7
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