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Full black disposibel Medical Face Mask
Type IR

5 x 10 pcs retail packing
Splash Protection, non-sterile, EN 14683: 2019 + AC: 2019, CE

Medizinische Einwegmaske
Disposable medical face mask
Masque facial médical jetable

Maschera medica monouso

Type IIR - mit Spritzschutz

Full Black, 17.5x9.5 cm, 3ayer, non fibrof

cm, 3-ayer, non fibre/latex
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Priifbericht Empa Nr.: 5214025863-G B F E >9 8 %

SINGLE-USE MEDICAL FACEMASK

Gesichtsmaske | Masque | Mascarilla | Maschera_

NON-STERILE

TYPE IIR: Spritzschutz / Splash protection c €
EN14683:2019+AC:2019 TYPE IIR

VA U
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Aspop®
SINGLE-USE MEDICAL FACE MASK

Gesichtsmaske | Masque | Mascarilla | Maschera ’

Prafbericht EMPA Nr.: 5214025863-G G 5 X 1 O
Date: 29.10.2020 SHEeE

PCS/BOX

+ Type IIR - Medium splash protection

- For single use only

- High quality 3-layer non-woven

- Highest protection (Bacterial Filtration Efficiency BFE > 98%)
*With nose clip and ear loop, easy fitting & best comfort EN14683:2019+AC:2019 TYPE IR

* Glass fibre free & latex free Size : 17.5*9.5cm
Iimporteur: ILB Helios Holding AG, Chamerstrasse 175, 6300 Zug, Schweiz - Ry
AT 1sos www.ilb-helios-medical.com Ce /f T N ® @

Disposable Medical Face Mask — Type IIR,— EN 14683: 2019 + AC: 2019

e Checked and approved by Swissmedic as a medical type IR mask, Swissmedic

final decision reference No. 102641265

According Type IIR — EN 14683: 2019 + AC: 2019

Bacterial filter efficiency (BFE): > 98 % for 3pm particle

1SO 9001 / 14001 / 45001 und CE EC-REP

Fulfill the Swiss National COVID-19 Science Task Force recommendation for

community mask

- BFE > 70% for 1pm particle

Swiss EMPA Test Report: No.: 5214025863-G, Date : 29.10.2020 ( www.empa.ch)

Type IIR Splash Resistance according 1SO 22609: 2004

Packed with 5 x 10 pieces, with practical plastic bags with Velcro fastener

Protects the wearer and other people with a highly effective 3-layer non-woven

fabric

High quality fleece, manufactured using the melt-blown process

e Specially splash-proof outer coating to protect against blood and other body fluids
with 30g / m2 coated non-woven fabric

e Test report from SGS, a world leading Swiss company for product test, verifications
and certificates with headquarter in Geneve ( www.sgs.ch )

e Permanent quality monitoring by means of production lot tests carried out by
ILB at SGS

e Packaging in 4 languages and user manual

e Amfori BSCI certified by BVQ / world class tools for managing the social and
environmental performance of the whole supply chain & manufacturing
www.amfori.org

Technical Data:

e EN 14683: 2019 + AC: 2019 Type IIR disposable protective masks with ear elastics
e Type IR Splash Resistance according ISO 22609: 2004 to protect the use from blood
and other liquid splash

ILB Helios Holding AG Kontakt: -
Chamerstrasse 175 Mail: info@ilb-helios-medical.com B8 e k@a
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e Checked and approved by Swissmedic as a medical type IR mask, Swissmedic final
decision reference no. 102641265
e Swiss EMPA Test Report: No.: 5214025863-G, Date : 29.10.2020
e Non-sterile, disposable
e Bacteria Filter Efficiency - BFE): > 98 %
e SO 9001 /14001 /45001 and CE EC-REP
e High quality folded design with elastic ear loops
o Effective 3-layer type IIR protection made of non-woven fabric
- 1. Layer: Leak-proof non-woven fabric (light blue, 30g / m2
- 2. Layer: High-density melt blown filter fabric
- 3. Layer: soft non-woven fabric for smooth skin contact
e Integrated bendable, sealed nosepiece
e Latex and fiberglass free
Very comfortable to wear, can also be worn by people who wear glasses
The lightweight ear hook mask is easy to put on and remove
It is comfortable and easy to breathe
Mask size: 17.5x 9.5 cm
Packaging unit: 5 x 10 pcs = 50 pcs in each box, 2,000 pcs / carton, 32,000 pieces /
pallet, packaging with EAN bar code, quality confirmation with lot no. on each box
Carton 2°000 pieces, gross weight 9.8 kg, carton size 63*37.5*44cm
e Shelf life 2 years, date printed on each box

What Details Remarks

China Ministry of Commerce

White List Producer Yes CE

CE Certificate Lotus BVINL as EU EC REP
Representative

Test Report by SGS Swiss certification

institution
Applied standard EN 14683:2019+AC2019 Type IR
Fulfill the Swiss National COVID. 19 L L
Science Task Force recommendation EMPA Test Report: No.: 5214025863-G, Date : 29.10.2020
for community mask
Factory ISO Certificates 9001 / 14001 / 45001
Product classification Medical Use
Sterile / Non Sterile Non Sterile

5x 10 pcs = 1 box 32’000 pcs per
Packaging 2’000 pcs / carton

9,8 kg / carton palette
ILB Helios Holding AG Kontakt: -
Chamerstrasse 175 Mail: info@ilb-helios-medical.com B8 e %]
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e According Type IIR —EN 14683: 2019 + AC: 2019
- Bacterial filter efficiency (BFE): > 98 % for 3pum particle

e Test report according the Swiss National COVID-19 Science Task Force
recommendation for community mask
- Bacterial filter efficiency (BFE) > 70% for 1pm particle

** Empa just test 1 lot and not have done a factory certification, please see test report
point 8

- Technical Know-How about Type | and Il and IIR

Test Typ I TypIR Typ II Typ IL R
BFE =95 % =95 % =98 % >98 %
Pressure differance Pa < 20,4 < 49,0 < 29,4 < 49,0
Pressure of the splash not =120 not >120
resistance mm Hg applicable applicable

resistance to liquid Yes Yes
splashes

~ Type Il is better than Type | and R means the masks has a higher resistance to liquids and aerosols

Disposable Medical Type IR with splash protection

Medical face masks reduce the wearer's contact with large, ejected particles from a diseased
person (e.g., virus, bacteria’s); they also protect the wearer from blood and / or other body
fluids from the patient or from the work environment.

Masks of type IR - EN 14683: 2019 + AC: 2019 are suitable for situations in which the
medical staff is at risk of contact with the patient's blood and / or other body fluids or from the
work environment or for private use for self-protection and protection of others.

ILB Helios Holding AG

We are a former ABB company specializing in PPE and disposable medical product supply
management, manufacturing, quality assurance and logistics. Thanks to our many years of
experience and our international network, we guarantee a high-quality supply chain and
distribution. We are also ISO 9001 / 140001 certified. We supply major customers worldwide
with PPE and medical products.

As a wholesaler, we have a central warehouse in Switzerland. To fight pandemics, we always
have several million masks at our Swiss warehouse and guarantee fast and reliable delivery.

ILB Helios Holding AG Kontakt: —
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SGS -Test EN 14683: 2019 + AC: 2019 and ISO 22609:2004 (Splash residency)
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Test Report SL52045300358001TX Date:October 30,2020 Page 1 of 5
SHANDONG POP JEANS INTELLIGENT MANUFACTURING CO.LTD
NO. 188, GENGJIAO ROAD, HUANTAI, ZIBO, SHANDONG, CHINA
The following sample(s) was/were submitted and identified on behalf of the client as:
Sample Description : (A)SINGLE-USE MEDICAL FACE MASK
Composition :  (A)Polypropylene
Brand . ASPOP
Sample Color . (A)Black
Style No. : SN2020000301
Batch Number : 2020080813
Manufacturer ' SHANDONG POP JEANS INTELLIGENT MANUFACTURING CO. LTD
Country of Destination : EUR
Test Performed . Selected test(s) as requested by applicant
Sample Receiving Date : Oct15, 2020
Testing Period : Oct 21, 2020 - Oct 30, 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).

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

M {r} Yoy 4 Helew  fuor

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)
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SGS

Test Report SL52045300358001TX Date:October 30,2020 Page 2 of &
Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial Filtration Efficiency (BFE)
(EM 14683:2019+AC:201% Annex B)

Sample: A
Test Side : Inside
Test Area :  Approximately 60 cm?
Flow Rate © 28.3 Limin
Pre-Conditioning : Minimum of 4 hours at 21£5°C and 8525% R.H.
Dimensicns of test specimen : ~170mm x 160mm
Pogitive Control Average ;2501 CFU
Negative Monitor Count : =1CFU
Mean Particle Size ;3.0 20.3uym
Test bacteria . Staphylococcus aureus ATCC 65358
Test ltem Specimen Mo. Result
1 99.5%
Bacterial Filtration Efficiency 2 99.9%
(BFE) 3 99.9%
4 99.9%
5 99 9%

Remark:

1} Performance Requirement: Type 1=95%, Type 12298%, Type IR =098%

2} The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL{Acceptable Quality Level) of 4%.
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SGS

Test Report SL52045300358001TX Date:October 30,2020 Page 3 of §
Clause 5.2.3 Breathability
(EM 14883 :2018+AC:2018 Annex C)
Sample: A
Test Side :  Randomly test in different location (1 around and 4 away from the centric
point) on each of the 5 masks
Pre-Conditioning : Minimum of 4 hours at 21+5°C and B5£5% R.H.
Test Area ;4.9 cm?
Flow Rate : B lmin
Specimen Mo. Test Area Mo, Different Pressure for each The average value for each test
tested area (Palcm?) specimen (Palem?)
1-1 44.9
1-2 48.1
1 1-3 45.0 48
1-4 51.0
1-5 47.6
2-1 44.0
2-2 45.7
2 2-3 48.7 47
2-4 47.4
2-5 48.2
31 47.6
32 47.1
3 33 45.9 47
-4 47.4
3-5 45.7
41 4.7
4-2 511
4 4-3 47.8 47
4-4 48.9
4-5 44.2
5-1 47.0
52 47.6
5 5-3 51.4 48
54 48.7
45.9
Remark:

1} Performance Regquirement: Type I<40 Pajcm?, Type Il<40 Palom?, Type lIR<80 Palcm®
2} The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL{Acceptable Quality Level) of 4%.
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SGS

Test Report SL52045300358001TX Date:October 30,2020 Page 4 of 5

Clause 5.2.4 Splash Resistance
(IS0 22609 :2004)

Sample: A

Test Blood Pressure : 16.0kPa

Pre-Conditioning - Minimum of 4 hours at 21£5°C and 8525% R_H.

Distance of the mask to the tip of cannula : 3D00+10mm

Test Penetration on - Test Penetration on )
Specimen# inside surface Conclusion Specimen# ingide surface Conclusion
1 Mone Seen Pass 17 None Seen Pass
2 None Seen Pass 18 Mone Seen Pass
3 Mone Seen Pass 19 MNone Seen Pass
4 Mone Seen Pass 20 None Seen Pass
5 Mone Seen Pass 21 MNone Seen Pass
B Mone Seen Pass 22 MNone Seen Pass
7 None Seen Pass 23 Mone Seen Pass
8 Mone Seen Pass 24 MNone Seen Pass
9 Mone Seen Pass 25 None Seen Pass
10 Mone Seen Pass 26 MNone Seen Pass
11 Mone Seen Pass 27 None Seen Pass
12 None Seen Pass 28 Mone Seen Pass
13 Mone Seen Pass 29 MNone Seen Pass
14 Mone Seen Pass 30 MNone Seen Pass
15 Mone Seen Pass 31 None Seen Pass
16 Mone Seen Pass 32 None Seen Pass
Mumber of Pass: 32
Owerall result: Acceptable
Remark:

1) Performance Requirement Type |: NFA, Type II: NIA, Type IIR: 216.0kPa

2) Testwas conducted within 602 after removal from conditioning chamber.

3) An acceptable quality limit of 4.0% iz met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results.
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Test Report

'SL52045300358001TX Date:October 30,2020 Page 5

Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN I1SO 11737-1:2018)

Seite 9 von 20

of 5

Sample: A
. Total Bioburden, Total Bioburden,
Test Specimentt Mask Weight(g) (CFUImask) (CEU/q)
1% 3.27 6 1.83
2% 3.28 18 5.49
34 3.28 <3 <0.91
4% 3.25 27 8.31
5% 3.24 <3 <0.93

The statement of conformity in this test report is only based on measured values by the |laboratory and does not
take their uncertainties into consideration.

ILB Helios Holding AG
Chamerstrasse 175
6300 Zug, Schweiz

***End of Report*™~
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CE & EC-REP declaration

" ! PONNNBILENN Z

Dpaes

NX77 R
X

DECLARATION OF CONFORMITY

Y

According to Medical Device Regulation (MDR) 2017/745 Annex IT and Annex I11.

N7 00
Y,

Manufacturer: Whose Authorized Representative: %
Name:Shandong POP Jeans Intelligent Name:: Lotus NL B.V. \i(
Manufacturing CO.,.LTD Address: Koningin Julianaplein 10, 1¢ Verd, ;:\
Address: 188, Gengjiao Road, Huantai,  2595AA, The Hague, Netherlands. %
Zibo, Shandong, China E-mail: peter@lotusnl.com §
E-mail:michael@aspop.com.cn %

R

X

We, the manufacturer, herewith declare that the products
Product Product ID | Medical ; UMDNS | Basic || 5
Name Number Device Lolar Qv | Nindet Code UDI-DI \;\:(
S:Séei;ilse RIS st 2
s il SN2020000301 | Masks Black (Annex ¢ 12447
, VIl of MDR) | YP®
(non-sterile)

Passed the test conducted by SGS, with a test report Number of SL52045300358001TX, and meet
the provisions of the Medical Device Regulation (MDR) 2017/745 which apply to them.

NN
NN

Conformity Assessment Route: Annex [T and Annex I1I according to MDR 2017/745,

00
0

LN

Applicable Standards:

EN 14683:2019+AC:2019 IS0 13485:2016 ISO 10993-1: 2018 ;\:(
ENISO 10993-5: 2009 ENISO 10993-10: 2013 ISO 14971:2019 ),\}
EN 1041:2008 EN 29073-1:1992 EN ISO 9073-15-2008 2

EN 15223-1:2016

We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet/s the provisions of the Medical Device Regulation (MDR) 2017/745.We agree to develop,
implement and maintain a documented post-production monitoring process.

AN TP NN AT v

¥
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Signed:2020/11/02

, Place: Shandong, China
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The manufacturer is certified by Bureau Veritas according to amfori - BSCI Code of
Conduct

Producer : ::andoog Aspop Costumes Group amfori @ 8SCl
DD - 351051 wedd Audit i - 158200 Auckt Date 03070209 Trede wilh purposs
Audt Type | Folowap Audt
Audnee Shandong Aspop Costumes Group Inc.
Audt Date From 0500712019
Audit Date To 05007720139
Expiry Date of the Auait Please refer to the producer profile in the amfort BSCI platform
Audting Company : BureauVeritas
Audtior's Name(s) Michael Ma(Lead), Jordan LI

Audning Branch (If appicable)

amfori () 8sc

Trade with purpose

This Is an extract of the on line Audit Report. The compiete report Is avaliadle in the amfort BSCI Platform
Access www.bsclpiatform.org, for entitied users only

Al g maarved he et of e pUbSCEon Fary 26 MEFTOLCeS. Farmistec. Mowd I 8 (e sysert o Farmesitac, b ety 15TT o By ey, FmaT e mctrTo
Mecharical IACOCEEYTS, TCDUENG O STerwise e ert. wack hired st o Shwrwiee 3TLAEC WP Te WTRY| Dot et

This & an etruct of P arvior! DACH AaSt Regor. which & svalstie n e arvior BICT Patorn O srriod 2008 - The Dnglsh sersion i the agaly Snarg Cre

amfori @ eso e oy Page 125
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1SO Certificates 9001 / 14001 / 45001

GUOJIAN CERTIFICATION CO., LTD.

QUALITY MANAGEMENT SYSTEM CERTIFICATION

No: 174Q200145R0M

This is to certify that the quality system of

SHANDONG POP JEANS
INTELLIGENT MANUFACTURING CO.,LTD.

NO.188,GENGJIAO ROAD, TANGSHAN TOWN,HUANTAI COUNTY,ZIBO CITY,SHANDONG PROVINCE

Unified Social Credit Code: 913703213342969729

Quality Management System

Has been awarded this certificate for compliance with the standard

GB/T 19001-2016/ISO 9001:2015

This Quality Management System is valid for the

RESEARCH & DEVELOPMENT,PRODUCTION AND SALE OF
PERSONALIZED CUSTOMIZED CLOTHING;PRODUCTION AND SALE OF ASPOP
BRAND CLOTHING;PRODUCTION AND SALE OF NON-MEDICAL DISPOSABLE ISOLATION GOWN

(if the above scope involves p | i this certificate
Date of issue:2020-06-22
Term of validity of this certificate:from 2020-06-22 to 2023-06-21

a:  This certificate remains valid only if the certified organization accepts and passes regular surveillance audits.

ly covers products/ inthe certified scope.)

5
(=] 5
Scan the QR code to check
‘he validity of the certificate

o [§ hA]
B BR 1A
TR

MANAGEMENT SYSTEM
CNAS C169-M

The validity of this certificate could be confirmed via official Website Of CNCA (www.cnca.gov.en) Or the Website Of Certification Body (www.ccsge.ce). or contact 0531-67618299
ROOM 801, JIUCHENGSHANGDUBUILDING, NO.217CENTRAL SHUNGENG ROAD, JI'NAN CITY, SHANDONG PROVINCE, CHINA ( 250002 )
SHANDONG GUOJIAN CERTIFICATION CO., LTD.

ILB Helios Holding AG Kontakt:
Chamerstrasse 175 Mail: info@ilb-helios-medical.com
6300 Zug, Schweiz Web: www.ilb-helios-medical.com
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GUOJIAN CERTIFICATION CO., LTD.

ENVIRONMENTAL MANAGEMENT SYSTEM CERTIFICATE

No: 174E200089R0M

This is to certify that the Environmental Management system of

SHANDONG POP JEANS
INTELLIGENT MANUFACTURING CO.,LTD.

NO.188, GENGJIAO ROAD, TANGSHAN TOWN, HUANTAI COUNTY,ZIBO CITY,SHANDONG PROVINCE

Unified Social Credit Code: 913703213342969729

EnvironmentalManagement System

Has been awarded this certificate for compliance with the standard
GB/T 24001-2016/ISO 14001:2015

This Envir [ Manag System is valid for the

THE RELATIVE MANAGEMENT ACTIVITIES OF RESEARCH & DE' VELOPMENT,PRODUCTION
AND SALE OF PERSONALIZED CUSTOMIZED CLOTHING;PRODUCTION AND SALE OF ASPOP
BRAND CLOTHING;PRODUCTION AND SALE OF NON-MEDICAL DISPOSABLE ISOLATION GOWN

(I the above scope involves pr lof i y certi this certificate only in th
Date of issue:2020-06-22
Term of validity of this certificate:from 2020-06-22 to 2023-06-21

w This certificate remains valid only if the certified organization accepts and passes regular surveillance audits

po.)

Scan the QR code to check
the validity of the certificate

ER OF MULTy o A AT
N T R B 53\
A 50 CNAS -
Repi of y Oy S v MANAGEMENT SYSTEM
3, o ON ARE CNAS C169-M
Q1037015

The validity of this certificate could be confirmed via official Website Of CNCA (www.cnca.gov.cn) Or the Website Of Certification Body (www.cesge.cc). or contact 0531-67618299
ROOM 801, JIUCHENGSHANGDUBUILDING, NO.217CENTRAL SHUNGENG ROAD, JI'NAN CITY, SHANDONG PROVINCE, CHINA (250002 )
SHANDONG GUOJIAN CERTIFICATION CO., LTD.
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GUOJIAN CERTIFICATION CO., LTD.

OCCUPATIONAL HEALTH AND SAFETY MANAGEMENT
SYSTEM CERTIFICATE

No: 1745200086R0M

This is to certify that the Occupational Health and Safety Management system of

SHANDONG POP JEANS
INTELLIGENT MANUFACTURING CO.,LTD.

NO.188,GENGJIAO ROAD, TANGSHAN TOWN,HUANTAI COUNTY,ZIBO CITY,SHANDONG PROVINCE

Unified Social Credit Code: 913703213342969729

Occupational Health and SafetyManagement System

Jr—

Has been awarded this certificate for ipli with the st d
GB/T 45001-2020/I1SO 45001:2018

This Occupational Health and Safety ManagemeniSystem is valid for the

THE RELATIVE MANAGEMENT ACTIVITIES OF RESEARCH & DEVELOPMENT,PRODUCTION
AND SALE OF PERSONALIZED CUSTOMIZED CLOTHING;PRODUCTION AND SALE OF ASPOP
BRAND CLOTHING;PRODUCTION AND SALE OF NON-MEDICAL DISPOSABLE ISOLATION GOWN

(Hfthe ab Y lof ietrats d o this certificats only inth d | certified scope.)

Date of issue:2020-06-22
Term of validity of this certificate:from 2020-06-22 to 2023-06-21

T A
¥4
Scan the QR code to check
the validity of the certificate

A o 5] A A
CNAS s
v MANAGEMENT SYSTEM
CNAS C169-M
‘The validity of this certificate could be confirmed via official Website Of CNCA (www.cnca.gov.cn) Or the Website Of Certification Body (www.ccsge.ce). or contact 0531-67618299

ROOM 801, JIUCHENGSHANGDUBUILDING, NO.217CENTRAL SHUNGENG ROAD, JI'NAN CITY, SHANDONG PROVINCE, CHINA ( 250002 )
SHANDONG GUOJIAN CERTIFICATION CO., LTD.
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Empa - Swiss Federal Laboratories for Materials Science test report

- @ Empa

Lercherfeldstrasse 5 Materials Science and Technalogy,
CH-9014 5t. Gallen

T +471 58 7R5 74 74
F +41 58 765 74 99

wwwi. empaich

ILE Helios AG,
Chamerstrasse 175,
CH-6300 Zug

Priifbericht Nr. 5214025863-G

Priifauftrag Analyse von Materialien filr Community Masken
Auftraggeber ILB Helios AG, Chamerstrasse 175, CH - 6300 Zug
Probenahme durch Auftraggeber
Priifobjekt Aspop Masken, LOT 20200080813
Kundenreferenz Franz Portmann
lhr Auftrag vom 13. Oktober 2020
Eingang des Priifohjektes 13. Oktober 2020
Ausfihrung der Prifung 14. Oktober 2020 bis 27, Oktober 2020
Anzahl Seiten 6
Beilagen Regelung Werbung
AGE Dienstleistungen
Dokument SwissMedic
Empfehlung Mational COVID-19 Science Task Force

Archivierung Material Das restliche Prifmaterial wird wahrend 2 Jahren archiviert.

401 - ell/zep/bjoy/mha/riv/hego # Kontroll-Visum: :{‘,P

Empa, Swiss Federal Laboratories for Materials Science and Technology,
Laboratory for Biomimetic Membranes and Textiles
St. Gallen, 29. Oktober 2020

Priifleiterin

Nl

Leanie El Issawi-Frischknecht

Anrereung D Uckersuchungsergrbes e bt nur GUtGR fGr das gepr s Gkjekt Berioht uhd Unimlagen werden 10 Miie mchives

b i1 _remasd 57 T40E55]_Ib hefics eg\S2M02505] g it Rafos W
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Ermpa, Laboratory for Biomimetic Membranes and Textiles Seite2 /6
Auftraggeber ILE Helios AG, Chamerstrasse 175, CH - 6300 Zug Prifbericht-Nr, 5214025863-G
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Empa, Laboratory for Biomimetic Membranes and Textiles Seite3/6
Auftraggeber ILB Helios AG, Chamerstrasse 175, CH - 6300 Zug Prifbencht-Nr. 5214025863-G

1. Gepriiftes Material (dekl.)

- Empa Farbe Materialbeschrieb
Name Nummer
Einweg medizinische OP Gesichtsmaske
Aspop Masken, \ . %
1 schwarz | Hersteller: Shandong POP Jeans Intelligent
LOT 20200080813 .
- ) Manufacturing Co., LTD
Erhaltenes Material 1 50 Masken

1.1  Bilder des Materials

Aspop Masken, LOT 20200080813
Aussenseite

Abbildungen Massstab in {mm)

2. Bestimmung der Luftdurchldssigkeit in Anlehnung an ISO 9237 (inkl. Berechnung der
Druckdifferenz in Anlehnung an EN 14683:2019-10)

Mit einem Sauggebldse wird ein definierter Unterdruck erzeugt. Dies fiihrt zu einem Luftfluss durch
das aufgelegte und fixierte Material, welche gemessen wird, Basierend auf 10 Messungen wird der
Ergebnisbereich bestimmt, welcher die Messunsicherheit der Methode mitberiicksichtigt.

2.1 Priifbedingungen

Art der Messung Luftdurchflussmessung

Unterdruck 30Pa / 150Pa / 250Pa

Priiffliche 49 cm?

Priifklima > 4h bei (21. £ 3) °C und (85 £ 5)% rel. Lf.

Anzahl Messungen 10

Lage der Probe Innenseite gegen Unterdruck

Zustand der Proben Anlieferungszustand
ILB Helios Holding AG Kontakt:
Chamerstrasse 175 Mail: info@ilb-helios-medical.com R0 ik 5'“‘ \
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Empa, Laboratory for Blomimetic Membranes and Textiles Seite d / 6
Auftraggeber ILB Helios AG, Chamerstrasse 175, CH - 6300 Zug Prifbericht-Mr, 5214025863-G

3. Druck des Spritzwiderstandes in Anlehnung an IS0 22609

Das Priifobjekt wird auf einem Objekthalter, wie in 150 22609 beschrieben, aufgebracht. Eine
definierte Menge an eingefirbtem synthetischem Speichel (2.01 + 0.04 g) wird horizontal auf die
Aussenseite des Priifobjekts gespriht (gesichtsabgewandte Seite). Zusatzlich zur Fliissigkeitsmenge
ist die Entfernung zum Aufprall, die Grosse der Blende und die Geschwindigkeit der Fllssigkeit in
kontrolliert, Das Prifobjekt wird bei 12kPa gepnift, was dem Druck beim Husten entspricht.

Das Durchdringen von synthetischem Speichel bis auf die Innenseite (Gesichtsseite) des Priifobjekts
wird visuell mit Hilfe eines Kosmetiktuchs festgestellt. Wird das Kosmetiktuch befeuchtet, gilt der
Test als "nicht bestanden”. Bleibt das Kosmetiktuch trocken, gilt der Test als "bestanden”.

3.1  Priifbedingungen

Prifflache 49 em?

Prifklima z 4h bei (21 £ 3) "Cund (85 + 5)% rel. Lf.
Priifdruck 12kPa

Priffliissigkeit Synthetischer Speichel rot eingefarbt
Flissigkeitsmenge 201 £ 0.04 g

Anzahl Messungen 10

Lage der Probe Aussenseite gegen die Spritzdise
Zustand der Proben Anlieferungszustand

4, Partikelfiltrationseffizienz

Ein kreisfGrmiges Muster des Prifobjekts/textilen Flache mit Durchmesser von 4.6 cm
{Probendurchmesser 6 cm) wird gemessen. Ein neutralisiertes und getrocknetes Aerosol aus
Zuckerpartikeln mit einer GréBenverteilung Uber 20 bis 3000 nm Durchmesser und einer
Konzentration von 8-9 -10° dN/dlogDp/cm? (normierte Partikelanzahl (iber die Detektorbandbreite)
bei der PartikelgréBe héchster Intensitat (240 nm) wird (ber die Probe geleitet. Durch gin
Pumpensystem wird ein konstanter Luftdurchfluss von 8 I/min (8 emy/s) durch das Prifobjekt/die
textile Fliche gewahrleistet, welcher dem Atemminutenvolumen bei leichter physischer -
Beanspruchung entspricht und sich an der Morm DIN EN 14683 orientiert. Die durch das
Prifobjekt/die textile Fldche diffundierenden Partikel werden in Echtzeit (ber ein Partikelmessgerit
'Cambustion DMS500" quantifiziert. Die Partikelfiltrationseffizienz ergibt sich aus den festgesteliten
Partikelflissen ohne und mit Priifobjekt/textile(r) Fldche, nachdem sich ein konstanter Partikelfluss
eingestellt hat (nach ca. 2.5 Minuten Exposition) und wird in % Ober die Bereiche 100 (B7-205) nm,
500 (205-750) nm, 1000 (750-1540) nm und 2000 (1540-2740) nm angegeben. .

4.1  Priifbedingungen

Prifflache 16.6 cm?

Prifluftfluss 8 I/min (8 cm/s)

Prifaerosol Zuckerl@sung (1.5 g/ml} in 24 I/min Luftfluss, neutralisiert

Prufdauer ca. 3 min; davon letzte 30 <

Prifkonzentration 8-9-10° dM/dlegDy/em? pro Sekunde bei 240 nm Maximurm

Anzahl Messungen 5

Lage der Probe Aussenseite (farbig/glatt/markiert) Richtung Einlass

Zustand der Proben Anlieferungszustand
ILB Helios Holding AG Kontakt: -
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Ermpa, Labaratory for Blomimetic Mermbranes ang Testiles Seite 5/
Auftraggeber LB Helios A.G. Chamerstrasse 175, CH = 6300 Zug Prifbericht-Mr, 5214&25553—&'

5. Resultate
5.1 Anforderungen gemiiss Nationalen COVID-19 Science Task Force

Die Maske erfiillt die Anforderungen, wenn folgende Vorgaben erfillt werden:
Druckdifferenz < 60 [Pajem®

Druck des Spitzwiderstandes 10 von 10 bestanden bei 12kPa
Partikelfiltrationseffizienz (1pym)  =70% .

5.2  Druckdifferenz in Anlehnung an ISO 9237 und in Anlehnung an EN 14683:2019-10

Druckdifferenz [Messbereich]
Art. Name [Pa/cm?]
Aspop Masken, LOT 20200080813 425 [40.0; 45.0)

Tabelle 1: Resultate Druckdifferenz. Der Messhereich gibt den Streuungsbereich der Daten an (+/- 1 Standardabweichung
festgestellt bei 10 Messungen) Die Anforderung ailt als erfillt, wenn der Messbereich die geforderte Druckdifferenz
mindestens miteinschliesst, Messergebnisse, welche nicht den Anforderungen entsprechen, sind gelb markiert.

5.2  Druck des Spritzwiderstandes in Anlehnung an ISO 22609

Bestandene Muster bei einem Druck des
Art. Name _Spritzwiderstandes von 12kPa
Aspop Masken, LOT 20200080813 10 von 10 bestanden

Tabelle 2; Resultate Druck des Spritzwiderstandes. Messergebnisse, welche nicht den Anforderungen entsprechen, sind
gelb markiert,

Bild Druck des Spritzwiderstandes
Aspop Masken, LOT 20200080813
Innenseite

ILB Helios Holding AG Kontakt:
Chamerstrasse 175 Mail: info@ilb-helios-medical.com N
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Ermpa, Leboratory for Biomimetic Membranes and Textiles Lerte & f 6
Auftraggeber ILB Helios AG, Chamerstrasse 175, CH — 6300 Zug Prifbericht-Mr. 5214025863-G

5.4  Partikelfiltrationseffizienz

Ergebnis Partikelfiltrationseffizienz [Messbereich] in % fiir
Art. Name
100 nm 500 nm 1 pm 2 pm
Aspop Masken, 930 96.6 99.5 100.0
LOT 20200080813 [92.2; 93.8] | [96.7; 97.0] [99.4; 99.56] [100.0; 100.0]

Tabelle 3: Resultate Partikelfiltrationseffizienz. Der Messbereich gibt den Streuungsbereich der Daten an {+/- 1
Standardabweichung festgestellt bei 5 Messungen) Die Anforderung gilt als erflllt, wenn der Messbereich die geforderte
Filtrationseffizienz mindestens miteinschliesst. Messergebnisse, welche nicht den Anforderungen entsprechen, sind gelb
markiert,

6. Ergebnis der durchgefiihrten Messanalysen

Das geprifte, ungewaschene Material entspricht, in Bezug auf die drei durchgefihrten Tests und
unter Berlicksichtigung der Messunsicherheiten, der Empfehlung der Nationalen COVID-19 Science
Task Force. Die Waschbarkeit (Reusability) sowie die Biokompatibilitat (Innocuity of the materials)
wurden in diesem Priifauftrag nicht untersucht.

7. Sorgfalt und Haftung:

Die Empa leistet Gewadhr fiir eine sorgfaltige, dem aktuellen 5tand von Wissenschaft und Technik
entsprechende Ausfiihrung der Materialanalysen. Die Messergebnisse beziehen sich nur auf das
vom Auftraggeber zur Verflgung gestellte bzw. auf das von der Empa untersuchte Probematerial.
Die Empa dbernimmt keine Gewahr dafir, dass die Messergebnisse auch fir andere Lieferungen
des gleichen Materials, Stoffes usw. zutreffen. Die Haftung, gleich aus welchem Rechtsgrund,
insbesondere flr leichte Fahrlassigkeit, indirekte Schaden und Folgeschaden, wird wegbedungen,
soweit dies gesetzlich zuldssig ist.

B. Verwendung des Berichts

Die vorliegende Materialanalyse stellt keine Zertifizierung des Produktes des Auftraggebers dar.
Der Bericht kann vom Auftraggeber gegeniber Dritten verwendet werden, um darzulegen, dass
das Prifobjekt von der Empa nach den Empfehlungen der Nationalen COVID-19 Science Task Force
mit den hierin gemachten Ergebnissen analysiert wurde. Bei der Verwendung des Berichts und
insbesondere bei Hinweisen in Werbematerialien ist die "Regelung Werbung mit Empa-
Priifberichten” (vgl. Beilage) einzuhalten. Die Werbebewilligung wird mit dieserm Bericht flir ein Jahr
ab Unterzeichnungsdatum erteilt.

* * * % * *
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