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Premium FFP2 Maske, nicht steril, CE 0598

Verpackung 4 x 5 Stlck
EN 149:2001+A1:2009 (NR)

kEyou FFP2 NR

EN149:2001+A1:2009

. 4x5pcs
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Premium Quality
Atemschutzmaske
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Additionally incl.: 20 x practical mounting hooks

20pcs
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FEP2 Maske, nicht steril / CE 0598 / EN 149:2001+A1:2009 (NR)

Zertifizierte Premium FFP2 Einweg-Schutzmaske, weiss, mit elastischen
Ohrenbdnder, nicht steril

EN 149:2001+A1:2009 (NR), CE 0598

BFE > (Bacteria Filter Performance): 94% fir 0.6 pm Partikel

Testbericht von SGS, fuhrendes akkreditiertes Schweizer Priflabor mit Hauptsitz in
Genf www.sgs.ch

3D Form mit integrierten Nasenclip

PSA Produkt nach (EU) 2016/425 Regulierung

5 hochqualitative Vliesschichten / hergestellt im melt-blown Verfahren

Nicht gewebt / kein Fiber-Glass / kein Silicon

Box mit 4 x 5 Stiick, die Masken sind verpackt in Plastikbeutel zu 4 x 5 Stlick mit
4 sprachiger Gebrauchsanleitung beiliegend in der Box.

Sehr angenehm zu tragen und enthalt zuséatzlich 20 praktischen Hinterkopf-
Tragehaken

20 Stick per Box, verpackt zu 4 x 5 Stlick, 1,200 Stiick. Per Karton, 12 kg per
Karton, 7,200 Stuck per Palette

Ablaufdatum: 3 Jahre ab Produktionsdatum

Technische Daten

FFP2 Maske mit CE 0598 von SGS als akkreditierte Prufstelle fir PSA-Produkte
FFP2 Einweg-Partikel-Filter-Maske mit elastischen Ohrenbander mit Nasenclip
zum Schutz vor festen und flussigen Aerosolen

e Filterleistung geméss EN 149:2001+A1:2009 (NR), BFE > 94% von 0.6 um Partikel
e Hersteller mit ISO 9001 ausgestellt von SGS
e Anpassbarer Nasen-Clip
e Stabil und angenehm zu tragen, kann auch von Brillentrdgern gebraucht werden
e Masken-Grosse: 10.7 x 2 x 16 cm
e Hochqualitatives 5-fach-Vlies hergestellt im melt-blown Verfahren:
e 1. Schicht: Hochqualitatives Vlies
2. Schicht: Hochqualitatives Schmelzspriihgewebe mit hoher Dichte
3. Schicht: Statisches Baumwollvlies
4. Schicht: Hochqualitatives Schmelzspriihgewebe mit hoher Dichte
5. Schicht: Hochqualitatives Vlies
Verpackung: Box mit 20 Stiick, verpackt zu 4 x 5 Stiick / 1’200 Stiick per Karton,
7°200 Stuck per EUR-Palette
ILB Helios Holding AG Kontakt:
Chamerstrasse 175 Mail: info@ilb-helios-medical.com R fieo
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Was Details Bemerkung
Zugelassen von: China Ministry of
Commerce Ja CE
White List Producer
CE Zertifikat SGS NB 0598
Gemal PSA Regulierung ,
Produkte Klasse (EU) 2016/ 425 Kategorie IlI
Prifbericht SGS Swiss certification
institution
Standard EN149:2001+A1: 2009 (NR) FFP2/NR
Hersteller ISO Zertifikat 9001 von SGS
Produkteklassifizierung PSA Einweg
steril / nicht steril nicht steril
Farbe weiss
Ventil keines
20 Stlck / Box
Verpackung 1200 Stuck/ Karton
12 kg / Karton

Wichtiger Hinweis: Medizinischen OP-Masken vom Typ IIR mit Spritzschutz nach (EN
14683: 2019 + AC: 2019) mit CE, sowie FFP2-Masken (EN 149:2001+A1:2009 (NR)) mit
CE von einem akkreditierten Priflabor bieten eine deutlich héhere Schutzwirkung als
Hygienemasken oder normale Community-Masken. VVoraussetzung ist allerdings, dass sie
auch Partikel unter 1 pm gut filtern und es sich um zertifizierte Produkte handelt welche
Testreport von autorisierten Priifstellen haben und dass sie ein gultiges CE besitzen und die
Masken richtig angewendet werden.

ILB bietet nur korrekt zertifizierte Masken mit einer erhdhten Schutzwirkung an.

ILB Helios Holding AG Kontakt: —
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Technisches Knowhow FFP 1/2/3 Unterschiede

Filter classes

Protection

When should | use?

FFP1

80%

These masks should never be used for protection! - only for
comfort or hygiene, for example in the building or food
industry.

FFP2

94%

These will only provide protection against non-hazardous,
nuisance particles, such as smoke, fog and some aerosols.
These are often used in the metal and mining industry.

FFP3

99.95%

This offers protection from any kind of particle that could
damage your lungs, including poisonous or harmful dust,

smoke, aerosols, or even pathogens and radioactive
substances. These are used in any chemicals industry.

FFP1, FFP2 & FFP3 filters will only protect against particles and not gas or vapour.

Based on this comparison, it is reasonable to consider China KNS5, AS/NZ P2, Korea 1st Class, and Japan DS FFRs as
“equivalent” to US NIOSH NS5 and European FFP2 respirators, for filtering non-oil-based particles such as those resulting

from wildfires, PM 2.5 air pollution, volcanic eruptions, or bicaerosols (e.g. viruses). However, prior to selecting a respirator,

users should consult their local respiratory protection regulations and requirements or check with their local public health

authorities for selection guidance.

Korea 1% DS (Japan
Certification/ N95 KN95 Class JMHLW-
Class (NIOSH-42C FFP2 (EN (GB2626-20 P2 (AS/NZ (KMOEL - Neotification
(Standard) FRB84) 149-2001) 08) 1716:2012) 2017-64) 214, 2018)
Filter = 95% = 94% = 95% = 94% = 94% = 95%
performance -
(must be = X%
efficient)
Test agent NaCl NaCl and NaCl NaCl NaCland NaCl
paraffin oil paraffin oil
Flow rate 85 L/min 95 LYmin 85 L/min 95 L/min 95 L/min 85 L/min
Total inward MN/A s B% leakage = B% leakage s B% leakage s B% leakage Inward Leakage
leakage (TIL)* - (arithmaetic (arithmetic (individual and | (arithmetic measured and
tested on mean) mean) arithmetic miean) included in User
human subjects mean) Instructions
each
performing
exercises
Inhalation 5343 Pa = 70 Pa (at 30 3 350 Pa = 70 Pa(at 30 s 70 Pa(at 30 sTOPa
resistance - L/ min) L/min) L/min) {w/valve)
max pressure % 240 Pa (at 95 £240Pa(at95 | =240Pa(at95 | =50Pa(no
drop L/ min) L/min) L/min) valve)
% 500 Pa
(clogging)
Flow rate 85 L/min Varied - see 85 L/min Varied - see Varied - see 40 L/'min
above above above
Exhalation =245 Pa = 300 Pa = 250 Pa 5120 Pa s 300 Pa =70 Pa
resistance - (w/valve)
max pressure 550 Pa (no
drop wvalve)
Flow rate 85 L/min 160 L/min 85 L/min 85 L/min 160 L/min 40 L/'min
Exhalation Leak rate 5 30 | N/A Depressurizatio | Leak rate s 30 visual Depressurizatio
valve leakage mL/min nto OPaz20 mL/min inspection after | nto O Paz15
requirement sec 300 L /min for | sec
30 sec
Force applied -245Pa N/A -1180 Pa -250 Pa N/A -1,470 Pa
COsclearance | N/A s 1% s 1% s1% s % s 1%
requiremant

*Japan JMHLW-Natification 214 requires an Inward Leakage test rather than a TIL test.

ILB Helios Holding AG
Chamerstrasse 175
6300 Zug, Schweiz

Kontakt:

Mail: info@ilb-helios-medical.com

Web: www.ilb-helios-medical.com
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Gebrauch von FFP2 Masken

Fur die korrekte Verwendung lhrer FFP2-Maske halten Sie sich bitte unbedingt an die
ortlichen gultigen Arbeitsschutzbestimmungen und lesen Sie die Bedienungsanleitung
sorgfaltig durch. Wenn Sie nicht sicher sind, ob die Maske Sie in der vorhandenen
Arbeitsumgebung oder Anwendung ausreichend schitzt, fragen Sie bitte die zustandige
Arbeitsschutzbehorde, bevor Sie sie verwenden.

Die Maske ist zum einmaligen Gebrauch bestimmt. Reinigen Sie die Maske nicht, waschen
Sie sie nicht. Wenn die Maske defekt oder verschmutzt oder nass ist, verwenden Sie sie nicht
und ersetzen Sie sie sofort.

FFP2-Masken ohne Ventil schutzen den Trager und die Umwelt / andere Personen.

Alle Masken mit Ventil schiitzen nur den Tréger, da die Luft ungefiltert durch das Ventil
entweicht. Generell schiitzen die FFP2 Masken vor schadlichen Partikeln auf Wasser- und Ol-
Basis, jedoch nicht vor krebserregenden Substanzen, radioaktiven Partikeln, luftgetragenen
biologischen Wirkstoffen der Risikogruppe 3 und Enzymen.

Die Gesamtleckage (Leckage) betragt maximal 8%, mindestens 94% der Schadstoffe werden
aus der Luft herausgefiltert. Typische Anwendungen fur eine FFP2-Maske sind Arbeiten mit
Weichholz, Glasfasern, Metall, Kunststoffen (nicht PVC) und OI-Nebel.

Das Robert Koch Institut Deutschland (RKI) und die Schweizerische BAG empfehlen FFP2-
Masken und FFP3-Masken zur Behandlung und Pflege von Patienten mit einer Infektion mit
dem SARS-CoV-2-

Corona-Virus: Locker sitzende Gesichtsmaskenmasken verhindern nicht, dass Menschen ihre
Umgebung mit ausgeatmeten Tropfchen kontaminieren oder dass sie Partikel einatmen. Der
Tréger selbst ist nur in begrenztem Umfang geschiitzt, da die Maske keinen 100%-tigen
Schutz gegen Aerosole (die feinsten Tropfchen in der Luft) bietet.

Eng anliegende FFP-Masken schiitzen den Tréager zuverléssig vor Partikel oder Viren, bieten
jedoch auch keinen 100%-tigen Schutz. Diese Atemschutzmasken filtern aber selbst kleinste
Partikel und Aerosole aus der Luft. Masken mit Ausatemventil sind bequemer zum Atmen.
Atemschutzmasken ohne Ausatemventil verhindern jedoch, dass der Maskentréger seine
Umgebung nicht mit ausgeatmeten Trépfchen kontaminiert. FFP-Masken sind in
verschiedenen Schutzstufen erhaltlich.

ILB Helios Holding AG

Wir sind ein ehemaliges ABB-Unternehmen, das sich auf Herstellung, Supply-Managment,
Qualitatssicherung und Logistik von PSA und Medizinprodukten spezialisiert hat. Dank
unserer langjahrigen Erfahrung und unserem internationalen Netzwerks garantieren wir eine
qualitativ hochwertige Lieferkette und Distribution. Wir sind nach ISO 9001/140001 fur die
Herstellung und den Import/Export von PSA und medizinischen Produkten zertifiziert.

ILB Helios Holding AG Kontakt: -

Chamerstrasse 175 Mail: info@ilb-helios-medical.com B8 e h@)
BUREAU VERITAS

6300 Zug, Schweiz Web: www.ilb-helios-medical.com cecte
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1SO 9001 Zertifikat von SGS

Certificate CN20/11335

The management system of

Qingdao Junhaoyujia Medical
Technology Co., Ltd.

Business Registration Address: J4-3-555, the North of Longquanhe 1,
the West of Fenghuangshan 3 Road, Jimo District, Qingdao City,
Shandong Province, P.R. China

Business Operation Address: 1 Longquanhe 1¢' Road, Jimo District,
Qingdao City, Shandong Province, P.R. China

Unified Social Credit Code 91370282MA3RREX88A

has been assessed and certified as meeting the requirements of

ISO 9001:2015

For the following activities
Manufacture of Personal Protective Respirators

This certificate is valid from 2 November 2020 until 1 November 2023

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date.
Issue 1. Certified since 2 November 2020

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH653EN UK

t +44 (0)151 350-6666 f +44 (0)151 350-6600 www.sas.com

The certification information can be verified on the web site of Certification and Accreditation
Administration of the People's Republic of China www.cnca.gov.cn

HC SGS 9001 2015 0118

Page 10of 1

This document is issuad by the Company subject o its General Conditions of
Cartification Services accessible al www.sgs.comterms_and_conditions.htm.
Attention s drawn to the kmitations of §abilty, ndemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
Hitp/fwww.sgs.comyen/certified-chents-and-products/certified-client-drectory. Any
unauthorized ateration. forgery or falsification of the content or appearance of
this document is unlawful and offenders may be prosecuted to the fullest extent
of the law,

ILB Helios Holding AG Kontakt:

Chamerstrasse 175

Seite 7 von 20

L4y,
%
&
¢

e
‘coc ’ “_‘gf'
NITIoN ARRANC

UKAS

MANAGEMENT
SYSTEMS

0005

Mail: info@ilb-helios-medical.com

6300 Zug, Schweiz

Web: www.ilb-helios-medical.com

150 9001
1S0 14001

BUREAU VERITAS
Certification



mailto:info@ilb-helios-medical.com
http://www.ilb-helios-medical.com/

@ Seite 8 von 20

CE Zertifikat von SGS NB 0598

Certificate FI20/966471

Qingdao Junhaoyujia
Medical Technology Co.,
Ltd.

1 Longquanhe 1st Road, Jimo District,
Qingdac, ShanDong Province,
China

Wi cartiod Bt o maoufachmer's technical fle and Ba PPE product detaied o
pitge 2 hawo boen assessed and found to be in acoordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 27 August 2020 unfil 27 August 2025
1, Certified since 27 August 2020

| o
= FINAS

p Finnish Accreditation Service
.3 ( J B $003 (EN ISO/IEC 17065)
U QA
SGS FIMKO OY, Notified Body 0598
Takomode 3, FHI0300, Helwaw, Fisnd

14350 9635 351 £+358 692 5474 www.age.com
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Certificate FI20/966471, continued

Qingdao Junhaoyujia
Medical Technology Co.,
Ltd.

Regulation (EU) 2016/425

Module B, EU type-examination

Issue 1

PPE Product

KEYOU (logo) KY2020777, single use particie fillering half mask.

Itis certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex || of Regulation (EU) 2016/425 Personal
Protective Equipment

The following have been applied:

EN 148:2001 + A1:2003 (Respiratory protective devices — Fitering half o
masks to protect against particles) for a performance classification FFP2

“  FINAS

Finnlsh Accreditation Service
This certificate is issued on the strict condition that appropriate checks on $003 (EN ISO/IEC 17065)
manufactured PPE, as detailed in Articke 19 (c) of the Regulation are =
implemented and maintained while the model is in production
Certification is based on technical file reference: KY2020777, Version 3
dated 2020-07-30
SGS Reference Number UKICRS 241402
mawmmmmmmnmasssmmbmumumw
request.
PagaZal2
ILB Helios Holding AG Kontakt: G
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Certificate CN20/42275

The managemant system of

Qingdao Junhaoyujia Medical
Technology Co., Ltd.

1 Longquanhe 1st Road, Jimo District, Qingdao,
Shandong Province, China
has been assessed and cersfied as mestng the raquirements of

Regulation (EU) 2016/425

Module C2
For tha following attities

Manufacture of KEYOU(logo) KY2020777 single use particle filtering
half mask.

(Note: All products marked CE0598 must have a valid EU type-
examination certificate issued under Module B or a valid EC type-
examination certificate issued under Article 10 of Directive
B9/686/EEC.)

This certificale ts valid from 14 September 2020

and remains valid subject fo satisfactory surveillance audits,
Issue 1. Certified since 14 September 2020

Authonised by

:A (&
SGS FIMKO QY, Notified Body 0598

Takamebe §, 7100380 Helsnki, Finlag
14358 9696 361 14353 3692 5474 www.5)3.com
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FINAS

Finnish Accreditation Service
S003 (EN ISONEC 17065)

W
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SGS Test-Bericht fur FFP2 Maske nach EN149: 2001 + Al: 2009 (NR)

SXA RERA 0]

M CNAS

(. ?2@\ v TESTING
A CNAS L0599
% P

Test Report SL52035261142001TX Date: June 23,2020 Page 1 of 10

QINGDAO JUNHAO YUJIA MEDICAL TECHNOLOGY CO.,LTD
LONGQUANHE ROAD NORTH, FENGHUANG SHAN SAN ROAD WEST, JIMO DISTRICT, QINGDAO CITY,
SHANDONG PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A) Protective face mask

Sample color ¢ White

Style no : KY2020777

Sample Receiving Date  :  Apr 13, 2020

Testing Period : Apr 13, 2020 - Jun 23, 2020

Test Result(s) ¢ Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Test Performed :  Selected test(s) as requested by applicant
Conclusion:

Sample No. Recommendation Level

(A) FFP2 NR

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

bk (g

Sara Guo (Account Executive)

Unless otherwise agreed in wrting, this document |s |uuea by llm Cumnmy subqva 10 its Goneral Condtlons of Service printed
overlead, svailable on mvul or accessible 3t hitp we Go lw-l-uvwm: hvmu docum-nlu
Fubiect fo omwcom tions forEhcnonbc Dot nI l px.

d y n

fommkm contalned nurenn mﬂous the Companyi 'Imﬂnqs m m ume of ns Inmmtbn ann wmﬂn mo leu 01
Chent's mnm»nl If any. The Company’s sole responsibxiity is to s Client and thes document coes not exonerate parties to 8
transaction from o-:ordalnq all their rights and obli wnder the This L cannol be d
sacept in full, without prior writtan spproval of the Company. Any forgery or of the contant or
appearance of this document Is unlawful and offenders may be proseculed to the fullest extent of the law. Unless otherwise stated the
results sho-n inthis test raport rvlcr only 10 the sample|s) tosted and such sample(s) are n:umad |nr 30 days only.
Attention: To check the authonticity of testing finspection report & certificate, please contact us at telephone: (B8.755) 8207 1843
or emall CN DaccheskiDsgs. cc’n

(0 L1 |3k o 880 Yern R o it SanghaCrina 200233 1 (85-21) 61400666 r(sw]mm wwwsgsgrop com. o
|- 1 HTERILMEIZOHE MMH: 201233 1 (952161400686 1 (86-21) 4568763 e sgs.chnafisgs com

Member of the SGS Group {SGS SA)

ILB Helios Holding AG Kontakt:
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SGS

Test Report SL52035261142001TX Date: June 23,2020 Page 2 of 10
Test Result

Respiratory Protective Devices- Filtering Half Masks to Protect against Particles- Requirements, Testin

Marking
(EN 149:2001+A1:2009)

Clause 7.4 Packaging
(EM 149:2001+A1:2008 Clause 8.2)

Test Requirement Results Comment
Particle filtering half masks shall be offered for sale packaged in such a way
that they are protected against mechanical damage and contamination Comply Pass
before use.

Clause 7.5 Material*
(EM 149:2001+A1:2008, Clause 8.2 & B.3.1 & 8.3.2)

Test Requirement Results Comment
Materials used shall be suitable to withstand handling and wear over the Comply
period for which the particle filtering half mask is designed to be used.
After undergoing the conditioning described in 8.3.1 none of the particle
filtering half masks shall have suffered mechanical failure of the facepiece Comply
or straps. Pass
When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering C |
half mask shall not collapse. omply
Any material from the filter media released by the air flow through the filter Compl
shall not constitute a hazard or nuisance for the wearer. i
Clause 7.6 Cleaning and Disinfecting®
(EN 149:2001+A1:2000, Clause 84 & 8.5 & 8.11)
Test Requirement Results Comment
If the particle filtering half mask is designed to be re-usable, the materials
used shall withstand the cleaning and disinfecting agents and procedures to Not applicable

be specified by the manufacturer.

With reference to 7.9.2, after cleaning and disinfecting the re-usable particle
filtering half mask shall satisfy the penetration requirement of the relevant
class.

(Mot designed to | NLA.
be re-usable)

Clause 7.7 Practical Performance*
(EM 149:2001+A1:2009, Clauze §.4)
Tast Requiremeant Results Comment
The paricle filtering half mask shall undergo practical performance tests
under realistic conditions. These general tests serve the purpose of
checking the equipment for imperfections that cannot be determined by the
tests described elsewhere in this standard.

Mo imperfections | Pass

Clause 7.8 Finish of Parts
(EM 149:2001+A1:2008, Clause 8.2)

Test Requirement Resulis Comment
Parts of the device likely to come into contact with the wearer shall have no | Mo sharp edges Pass
sharp edges or burrs. of burrs

Uniless mheﬁm:: agresd in writing, this decument (s Issued by the Company subject to s General Conditlons of Service printed
overisad, available on mnuutu’uuumuomﬂl L, I:'fumun 1urm:-anu¢onullli|ns BEDg and. ﬂ:rnlpc‘rwluiﬂrrra'luoa.lmunm
subject lo Tapme and Conditiors for Elacimes m hi

Alanticn is drawn ba the unmllun af liabllity, Inﬂumnlﬂcnhcn and Jurisdiction faau aa ] tharain m

advisad that intarmation cantaingd haraan rafects the C ampany’s findings at tha tima of its intarvanticn un] and W||h|l| |hn Iumh: M
Clent's Insiruciions, if any. The Company’s sole responsihiity is o Hs Cliend and ihis document does nol exonerale parties 1o a
tramsacfion from sxercising all Bvair rights and obligabions under the trarsaciion documesis. This docwment canrcl be reproduced
excepd in full, without prior writben approval of e Company. Any unauthcrized altsration, forgsry or falsification of te comlent ar
wpwrunw o this decument ls unlawlul and affenders may B prosacaisd io Be ulleat sxtant of the e, Unlses othariss stabsd ihe
T In:hlatu"apm mrnrnnlyh:lhesampms]wma amj such samglals) af.rslulmd‘m'.!l:- days nnl;

2 chach Ehe authenticity of tesiing tnapaciian repert & cerbificats, pleass centach us 31 telephens: ([E-755) 8307 1443
heck@ngs,com

| ls‘&iiwﬂs.ﬁﬁmﬁndhtum&wﬁnﬁm 023 1 [B6-21) B1002658 1 (B6-D1) B4B5ATED WWW.AGEGTOUP CaMLEN
- b STETUEIROEISE EE: 20005 | 6B BINEREE 1 [B6-21) BAOSETED ¢ sgschina@egs.com
]

B L ol
a - 5
i Inspoction & Testing Seraes

Lo Jfa

Member of the SGS Group (SGS SA)

ILB Helios Holding AG Kontakt:

Chamerstrasse 175 Mail: info@ilb-helios-medical.com 120 301 @
BUREAU VERITAS
6300 Zug, Schweiz Web: www.ilb-helios-medical.com cortncain

1528

BU R
=



mailto:info@ilb-helios-medical.com
http://www.ilb-helios-medical.com/

@ Seite 13 von 20

Test Report SL52035261142001TX Date: June 23,2020 Page 3 of 10

Clause 7.9.1 Total Inward Leakage*

(EN 149:2001+A1:2009, Clause 8.5)

Test Requirement Results Comment
The total inward leakage consists of three components: face seal leakage,
exhalation value leakage(if exhalation value fitted) and filter penetration.

For particle filtering half masks fitted in accordance with the manufacturer's
information, at least 46 out of the 50 individual exercise results (i.e. 10
subjects x 5 exercises) for total inward leakage shall be not greater than: Detail refer to Meet FFP1,
25% for FFP1, 11% for FFP2, 5% for FFP3 Appendix 1 Meet FFP2

and, in addition, at least 8 out of the 10 individual wearer arithmetic means
for the total inward leakage shall be not greater than:
22% for FFP1, 8% for FFP2, 2% for FFP3

Appendix 1: Summarization of Test Data

Inward Leakage Test Data

Subject | Sample | Condition | Walk(%) Head Head Talk(%) | Walk(%) | Mean(%)
No. Sidefside(%) | up/down(%)

1# 1 AR, 4.5 5.2 5.3 5.3 47 5.0
2# 2 AR. 4.2 4.8 4.7 5.0 4.3 4.6
3# 3 AR. 4.5 56 58 5.7 5.0 53
4% 4 AR. 4.2 4.8 5.0 5.0 4.5 4.7
5# 5 AR. 4.5 52 54 5.6 4.7 51
6# 6 T.C. 5.1 6.0 6.3 6.4 56 5.9
T# ¥ T.C. 49 5.1 53 5.5 49 5.1
8i 8 T.C. 4.1 49 48 5.0 44 46
9t 9 T.C. 42 49 5.3 5.4 45 49
10# 10 T.C. 45 5.2 54 5.3 4.8 5.0

50 out of the 50 individual exercise results < 11 % Pass

10 of the 10 individual arithmetic means < 8%

Facial Dimension

Subject Face length{(mm) Face Width(mm) Face Depth(mm) Mouth Width(mm)
1# 120 130 109 59
24 122 140 115 65
3 119 160 139 55
4if 112 122 119 63
5if 110 130 118 60
6 115 119 110 59
T# 112 123 113 55
8# 103 130 100 50
Ot 118 139 130 63
10%# 120 135 125 50
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Clause 7.9.2 Penetration of Filter Material*
(EN 149:2001+A1:2009, Clause 8.11 & EN 13274-7:2019)

Test Requirement Results Comment
The penetration of the filter of the particle filtering half mask shall meet the
requirements of the following table.
Classifica Maximum penetration of test aerosol
tion Sodium chloride test 95 Paraffin oil test 95 l/min
Ilr;)m % Detail refer to Meet FFP1,
Appendix 2 Meet FFP2
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1

Appendix 2: Summarization of Test Data

Penetration of filter material

Aerosol Condition Sample No. Pen?gtsr:;ltlon

1 0.1
As received 12 0.2
13 0.1
14 0.1
Sodium chloride test Simulated wearing treatment 15 0.1
16 0.1
Mechanical strer!gth +Temperature 1; gg

conditioned :
19 0.2
20 1.0
As received 21 0.8
22 0.9
23 1.0
Paraffin oil test Simulated wearing treatment 24 1.0
25 1.1
Mechanical strquth +Temperature gg g?,
conditioned 28 23

Flow conditioning: Single filter: 95.0 Limin
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Clause 7.10 Compatibility with Skin*

(EN 149:2001+A1:2009, Clause 8.4 & 8.5)

Test Reguirement Resulis Comment

Materials that may come into contact with the wearer's skin shall not be

Mo irritation or

known to be likely to cause irritation or any other adverse effect to health. any other adverse | Pass
effect to health
Clause 7.11 Flammability*
(EN 149:2001+A1:2009, Clause B.6)
Test Requirement Results Comment
The material used shall not present a danger for the wearer and shall not be
of highly flammable nature Detail refer to p
When tested, the particle filtering half mask shall not burn or not to continue Appendix 3 ass
to burn for more than 5 s after removal from the flame.
Appendix 3: Summarization of Test Data
Flammability
Condition Sample No. Result Assessment
As received 29 Bumn for 0.15
30 Burn for 0.1s Pass
Temperature 31 Burn for 0.1s
conditioned 32 Burn for 0.1s
Clause 7.12 Carbon Dioxide Content of The Inhalation Air*
(EM 149:2001+A1:2009, Clause 8.7)
Test Requirement Resulis Comment
The carbon dioxide content of the inhalation air (dead space) shall not Detail refer to Pass
excead an average of 1.0 % (by valume) Appendix 4
Appendix 4: Summarization of Test Data
Carbon Dioxide Content of The Inhalation Air
Condition Sample No. Result Assessment
33 0.7125%
As received 34 0.7130% Mean value :0.71% Pass
35 0.7101%

owerlead, available on request or accessibbe a1 Fllpc e, 5ge. comy's 'I’wmn-qnd-ﬁqn
subject in Tarms and Condtivrs for Ele m::Eo:u mze-na'll; iz ||-
Alanton is drawn 10 the umullnn af Imhlhly Indomnlncnllun A Jur
advgad that infarmation contained haraon raflacts the C mp\nnyl
Chent's instructians, if any. The I:ummnys sole responsidiity

ald m.;,rhm thIl.h.lEanS‘lw#:l,ﬂIn b 1]

|UJ'W M.I' ard

Unless cﬂhcﬂﬂ:: agresd In writing, this decument is issued by the Company subject to Hs General Conditlons of Service printed
f\cl'ulemmuhrrrwldm.lmunbu
ity | 2

BM
ndlngl nl 1h|| |Imn| mlu Inlnn-nnunn ml and wllhln |hn Iumhn ul'
i %0 Hs Cllerd and this decument does not exonerate parties 1o a
transaciion from nxum—:lng all their rights and obligations under the transaction documesds. This docwment cannol be reproduced
exgepd in full, without peior written approval of the Company. Any unauthorized alt=ration, fo
appearance of this documssnt s unlawiul and alfendars may be prosecobed 1o e fullast sstant
F99l|||$ W-" "HMQ m‘ FQP@"' ralar anly bo e anmpdss) taela Qnd sich jamglals) are relslmd'ar A daya anly,

.:.-,—-.‘-p. 1g (napaciian raport & certificate, pleass centact us a1 telaphene; (36

ry or faisification of the conlent ar
the kw, Linlsss cihiarwiss slabsd the

~THE) B30T 1443

| BEZGICEE | [BE-2) BB W AEToU Com 2
| (B2 GIICEE 1 [BE-2) B & sge.chinaffisge:com
Member of the SGS Group [S6GS SA)

ILB Helios Holding AG Kontakt:

Chamerstrasse 175

Mail: info@ilb-helios-medical.com

IS0 9001
1S0 14001

6300 Zug, Schweiz

Web: www.ilb-helios-medical.com

BUREAU VERITAS
Certification



mailto:info@ilb-helios-medical.com
http://www.ilb-helios-medical.com/

Seite 16 von 20

Test Report SL52035261142001TX Date: June 23,2020 Page 6 of 10
Clause 7.13 Head Harness*
(EN 149:2001+A1:2009, Clause 8.4 & 8.5)
Test Requirement Results Comment
The head harness shall be designed so that the particle fitering half mask Compl
can be donned and removed easily. Ply
The head harness shall be adjustable or self-adjusting and shall be
sufficiently robust to hold the particle filtering half mask firmly in position and Comply
be capable of maintaining total inward leakage requirements for the device.
Clause 7.14 Field of Vision *
(EN 149:2001+A1:2009, Clause 8.4)
Test Requirement Results Comment
The field of vision is acceptable if determined so in practical performance Comply
tests.
Clause 7.15 Exhalation Valve(s)*
(EN 149:2001+A1:2009, Clause 8.2 & 8.9.1 &8.3.4 & 8.8)
Test Requirement Results Comment
- T ; Not applicable
(a) A particle filtering half mask may have one or more exhalation valve(s), :
which shall function correctly in all orientations. due tov:)l(vhealatlon
(b) If an exhalation valve is provided it shall be protected against or be | Not applicable
resistant to dirt and mechanical damage and may be shrouded or may | due to exhalation
include any other device that may be necessary for the particle filtering half valve
mask to comply with 7.9.
(c) Exhalation valve(s), if fitted, shall continue to operate correctly after a dlr:leo::zs:;?;lizn
continuous exhalation flow of 300 I/min over a period of 30 s. ke
(d) When the exhalation valve housing is attached to the faceblank, it shall Ht applicab!e
3 : due to exhalation
withstand axially a tensile force of 10N applied for 10 s. vake
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Clause 7.16 Breathing Resistance”
(EMN 149:2001+A1:2009, Clause 8.9)

Test Requirement Results Comment

The penetration of the filter of the particle fitering half mask shall meet the
requirements of the following table.

Classification Maximum permitted resistance (mbar)
- . ) Meet FFP1,
Inhalation Exhalation Detail referto |\ FEP2
- - - Appendix 5 '
30 Ifmin 95 l'min 160 1/min PR Meet FFP3
FFP1 0.6 21 30
FFP2 0.7 24 30
FFP3 10 3.0 3.0

Appendix 5: Summarization of Test Data

Breathing resistance (mbar)
As received Flow rate Specimen No.36 Specimen No.37 Specimen MNo.38

A|/B|C|D|E|A|B|C|D|E|A|B|C|DI|E

Inhalation ADUmin | 04 |04 |05 [04 |04 |04 |04 |05 |05 |04 |05 |04 |05 |04 |04
o5min | 18 |17 | 16 [18 |17 [17 |17 |18 |17 |18 |17 |18 |17 [18 |17
Exhalation 160 ¥min | 22 | 23 | 22 |23 | 22 |23 |25 |22 |22 |22 |22 |23 |22 |22 |23

Simulated Flow rate Specimen Mo.35 Specimen Ma.40 Specimen Na.41
wearing slB|lc|p|E|la]lB]C|D]E|A|lB]C]D]E
treatment

Inhalation A0Wmin |04 |04 |05 [04 |04 |04 |04 |04 |05 |04 |04 |05 |04 |04 |05

a5 I'min 1718 |17 (18 (17 |17 |16 [ 18 [ 17 (17 |17 (18|17 |18 | 1.8
Exhalation 160 Pmin | 23 | 238 | 22 | 23 [ 22 |23 [25 | 22 | 22 |28 | 25 |23 | 22 | 235 | 25

Temperature Flow rate Specimen No.42 Specimen Mo.43 Specimen Mo.44
conditioned A[B|[C[D[E|A[B|C|[D|E|A[B|C]|D]E

Inhalation 30 Umin | 06 | 04 [ 04 |05 |04 |04 |05 [0F |04 |04 |05 |04 |04 |05 |04
95 Wmin |18 17 [ 17 [1& [ & (e[ 7 [T 18 [ 18 [ 1B 1T [ 1E 17T
Exhalation 160 'min | 22 | 22 | 2.8 |23 |22 |22 |23 |23 |22 |23 |23 |23 | 22 |23 | 23
Assessment Pass

A: facing directly ahead; B: facing vertically upwards; C: facing vertically downwards; D: lying on the left side; E:
lying on the right side
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Clause 7.17 Clogging*
(EN 149:2001+A1:2009, Clause 8.9 & 8.10)

Test Requirement Results Comment
ause 7.17 reathing resistance
Valved particle filtering half masks:
After clogging the inhalation resistances shall not exceed:
FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow
The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous | Optional for single NA
flow. shift device only '
Valveless particle filtering half masks:
After clogging the inhalation and exhalation resistances shall not exceed:
FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow
Clause 7.17.3 Penetration of filter material
All types (valved and valveless) of particle filtering half masks claimed to
meet the clogging requirement shall also meet the requirements.
Classificatio Maximum penetration of test aerosol
n Sodium chloride test 95 I/min | Paraffin oil test 95 I/min Optional for single NA
% % shift device only i
max. max.
FFP1 20 20
FFP2 6 6
FFP3 1 1
Clause 7.18 Demountable Parts
(EN 149:2001+A1:2009, Clause 8.2)
Test Requirement Results Comment
All demountable parts (if fitted) shall be readily connected and secured, c
, omply Pass
where possible by hand

Test Uncertainty
Total inward leakage 2.98%
Penetration of filter material 1.00%
Flammability 1.00%
Carbon dioxide content of the inhalation air 0.93%
Breathing resistance 1.90%

*:This test standard is carried out by external laboratory accredited by CNAS (China National
Accreditation Service for Conformity Assessment) L10118.
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