& Stockli

A~ Personlich. Kompetent. Innovativ.

Medizinische Maske Typ Il R (3-Schichten Maske)
Medical Face Mask Type Il R (3 ply mask)

Masque médical Type Il R (masque 3 plis)

Characteristics Packaging
= 3-Schichten Maske, nicht gewoben = 50 Masken pro Box
(EN14683) = Grosse der Box: 18,5x10x8 cm
= BFE* >99%, unsteril = GewichtderBox: 175g
= Hypoallergen = 2’000 Masken pro Karton (40 Boxen pro Karton)
= Druck des Spritzwiderstands > 120 =  Grosse des Kartons: 52x38x34 cm
= Sehr geringer Atemwiderstand =  Gewicht desKartons: 7,5 kg
= Nasenriegel anpassbar
= CE

=  Grosse: 17,5x9,5 cm
= 50 masks per box

= 3 ply non woven mask (EN14683) = Size of box: 18,5x10x8 cm

= BFE* >99%, non-sterile =  Weightofbox:175g

= Hypoallergenic = 2'000 masks per carton (40 boxes per carton)
= Splash Resistance > 120 = Size of carton: 52x38x34 cm

= Very low resistance to breathing = Weight of carton: 7,5 kg

= Nose bar adaptable

= CE

=  Size: 17,5x9,5cm
= 50 masques par boite

=  Masque non tissé, 3 plis (EN14683) = Taille de la boite: 18,5x10x8 cm

= BFE* >99%, non-stérile = Poidsdelaboite: 175 g

= Hypoallergénique = 2'000 masques par carton (40 boites par carton)
= Résistance aux éclaboussures > 120 = Taille du carton: 52x38x34 cm

= Tres faible résistance a la respiration = Poids du carton: 7,5 kg

=  Barre nasale adaptable

= CE

=  Taille: 17,5x9,5 cm

*BFE: Bacterial Filtration Efficiency

Stockli Medical AG - Linggasse 4 - CH-6208 Oberkirch - Phone Direct: 079 214 42 45 - Phone: 041 925 66 55 - www.stoecklimedical.ch



EU Declaration of Conformity

Manufacturer:

European Luxus Lebenswelt GmbH

Representative: Kochstr. 1, 47877, Willich, Germany

DIMDI Code DE/0000047791

Tax Number DE305829099

Contact Person Lin Sun

Tel/Fax 0049-1715605732

E-mail Info.m@Iluxuslw.de

Product Name Disposable face mask/Disposable protective mask
Disposable Medical face mask

Test Article YY-1, YY-2, YY-3,YY-4,YY-5

Classification(MDD, Annex VIIl) : Class 1,Rule 1

We herein declare that the above mentioned products meet the transposition into national law, the provisions
of the following EC Council Directives and Standards. All supporting documentations are retained under the
premises of the manufacturer.it bears the mark

General applicable regulations, directives:
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,

amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC.

Applied standards, common specification, guidance:

EN 14683:2019+AC:2019, EN ISO 15223-1:2016, EN 1041:2008, EN [SO 14971:2012, ENG62366-
1:2015+AC:2015, I1SO 10993- 1:2018, ISO 10993-5:2009, ISO 10993-10:2010, ASTM D4169-2016, MDCG
2019-15.

13" Dec, 2019

Zhao J unnnn;/GeneraI Manager ; ‘



ﬁ-' Nelson Labs. Sponsor

A Sotera Health company

Synthetic Blood Penetration Resistance Final Report

Test Article: Disposable medical mask - 1
Disposable medical mask - 2
Disposable medical mask - 3
Disposable medical mask - 4
Disposable medical mask - 5
Study Number: 1289150-S01.1 Amended
Study Received Date: 16 Apr 2020
Study Completion Date: 27 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.SA.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0012 Rev 09
Deviation(s): None

Summary: This procedure was performed to evaluate surgical facemasks and other types of protective
clothing materials designed to protect against fluid penetration. The purpose of this procedure is to
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from
possible exposure to blood and other body fluids. The distance from the target area surface to the tip of
the cannula is 30.5 cm. A test volume of 2 mL of synthetic blood was employed using the targeting plate
method.

This test method was designed to comply with ASTM F1862 and 1SO 22609 (as referenced in
EN 14683:2019 and AS4381:2015) with the following exception: 1SO 22609 requires testing to be
performed in an environment with a temperature of 21 + 5°C and a relative humidity of 85 + 10%. Instead,
testing was performed at ambient conditions within one minute of removal from the environmental
chamber held at those parameters.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Number of Test Articles Tested: 32 per test pressure
Number of Test Articles Passed: 32
Test Side: Outside
Pre-Conditioning: Minimum of 4 hours at 21 + 5°C and 85 + 5% relative humidity (RH)
Test Conditions: 22.2°C and 21% RH
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Study Number 1289150-S01.1 Amended
’(S g NEISon Labsa Synthetic Blood Penetration Resistance Final Report

A Sotera Health company

Results: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when 229 of 32 test articles show passing results.

Test Pressure: 120 mmHg (16.0 kPa)

Test Article Number Synthetic Blood Penetration

1-32 None Seen

Amendment Justification: At the request of the sponsor, the company name and address were
updated. Additionally, the initial report was separated into individual reports by test pressure.

FRT0012-0002 Rev 13
Page 2 of 2
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Sponsor:

Microbial Cleanliness (Bioburden) of Medical Masks Final Report

Test Article: Disposable medical mask -1
Disposable medical mask - 2
Disposable medical mask - 3
Disposable medical mask - 4
Disposable medical mask - 5
Study Number: 1289157-S01
Study Received Date: 16 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0036 Rev 15
Customer Specification Sheet (CSS) Number: 202002111 Rev 01
Deviation(s): None

Summary: The testing was conducted in accordance with EN 14683:2019, with the exception of
approximate wlumes of eluent used when performing the extraction procedure and a temperature range
of 30-35°C used for aerobic incubation.

When bioburden results are calculated using a software program, manual calculations may differ slightly
due to rounding. The counts determined on products are colony forming units and may not always reflect
individual microorganisms. The sponsor performs any statistical analysis and determines the acceptable
limits. Testing was performed in compliance with US FDA good manufacturing practice (GMP) regulations
21 CFR Parts 210, 211 and 820.

Carl Danielson electronically approved for 29 Apr 2020 17:53 (+00:00)
Study Director Robert Putnam Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com pv FRT0036-0010 Rev 10

Page 1 of 2

These resuits apply to the samples as received and relate only to the test aticle listed in this report. Reports may not be reproduced except intheir entirety. Subject b NL terms and conditions a www nelsonlabs.com



- Study Number 1289157-S01
'(‘ NEISon Labs Microbial Cleanliness (Bioburden) of Medical Masks Final Report

A Sotera Health company

Results:
Unit Number Weight (g) Aerobic Fungal Bioburden Bioburden
CFU/mask CFU/g
1 3.2 <3 <3 <6.1 <1.9
2 3.1 <3 <3 <5.8 <1.9
3 3.1 <3 <3 <6.1 <2.0
4 3.1 <3 <3 <58 <1.9
5 3.1 <3 <3 <6.0 <1.9
Recovery Efficiency utD?

< = No Organisms Detected

UTD = Unable to Determine

Note: The results are reported as colony forming units per test article.

2 UTD due to zero count on the first rinse. An altemative method or inoculated product recovery efficiency
is recommended.

Method Suitability:

Bacillus atrophaeus 88%

Test Method Acceptance Criteria: [f applicable, anaerobic controls are acceptable for the bioburden
test results. The number of masks to be tested shall be a minimum of 5 or more to meet an acceptable
quality level of 4%. The bioburden of the medical mask shall be < 30 CFU/g tested.

Procedure:
Positive Controls/Monitors: Bacillus atrophaeus
Extract Fluid:  Peptone Tween®
Extract Fluid Volume: ~300 mL
Extract Method: Orbital Shaking for 15 minutes at 250 rpm
Plating Method: Membrane Filtration
Agar Medium: Potato Dextrose Agar
Tryptic Soy Agar
Recowery Efficiency: Exhaustive Rinse Method
Aerobic Bacteria: Plates were incubated 3 - 7 days at 30-35°C, then enumerated.
Fungal: Plates were incubated 5 - 7 days at 20-25°C, then enumerated.

801-290-7500 |  nelsonlabs.com | sales@nelsonlabs.com v FRT0036-0010 Rev 10
Page 2 of 2



Sponsor:

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article: Disposable medical mask -1
Disposable medical mask - 2
Disposable medical mask - 3
Disposable medical mask - 4
Disposable medical mask - 5
Study Number: 1289151-S02
Study Received Date: 16 Apr 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.7 - 3.0 x 10° colony forming
units (CFU) with a mean particle size (MPS) of 3.0 + 0.3 um. The aerosols were drawn through a six-
stage, viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19
and EN 14683:2019, Annex B.

The Delta P test is performed to determine the breathability of test articles by measuring the differential
air pressure on either side of the test article using a manometer, at a constant flow rate. The Delta P test
complies with EN 14683:2019, Annex C and ASTM F2100-19.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test Side: Inside
BFE Test Area: ~40 cm?®
BFE Flow Rate: 28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Test Article Dimensions: ~177 mm X ~94 mm
Positive Control Average: 1.7 X 10° CFU
Negative Monitor Count: <1 CFU

MPS: 2.9 ym
Trang Truong electronically approved for 19 May 2020 00:42 (+00:00)
Study Director James Luskin Study Completion Date and Time
801-290-7500 | nelsonlabs.com | sales@nelsonlabs.com hmm FRT0004-0001 Rev 22

Page 1 of 2

These resuits apply to the samples as received and relate only to the test articlelisted in this report. Reports may not be reproduced except intheir entirety. Subject o NLterms and conditions at wwwnelsonlabs.com.



{-' Nelson Labs.

A Sotera Health company

Results:

Study Number 1289151-S02
Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article Number Percent BFE (%)
1

99.8
99.6
99.9
>09.9
99.8

a B WON

Test Article Number Delta P (mm H,O/cm®) Delta P (Pa/cm®)
4.4

1

a B WON

43.6
4.2 41.5
4.3 421
4.7 46.4
4.2 414

The filtration efficiency percentages were calculated using the following equation:

% BFE =

801-290-7500

C = Positive control average

x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request
nelsonlabs.com | sales@nelsonlabs.com hmm FRT0004-0001 Rev 22
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The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description . (A)Disposable face mask

SGS Intemal Ref No. : O-CQAFL202000392405

Sampie Color . (A)Blue

Test Performed . Selected test(s) as requested by applicant

Sampie Receiving Date :  Apr 26, 2020

Testing Period : Apr 26, 2020 - May 15, 2020

Test Resuit(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

it e

Sara Guo (Account Executive)
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SGS

Test Report

Test Resuit

SL52025245933401TX Date:May 15,2020

Medical Face Masks-Requirements and Test Methods

(EM 14683:2018)

Clause 5.2.2 Bacterial filtration efficiency (BFE)

{EN 14683 2019 Annex B)

(BFE), %

44
998

#
99.6

3#
996

12
996

Remark: Performance Requirement: Type | =95%, Type ll=98%, Type IR=595%

* This test standard is not within the accredited scope in SG5 Shanghai testing cenfre, it is carried out by external

laboratory accredited by CMA (China Metrology Accreditation).

Clause 5.2.3 Breathability (Differential Pressure}

{EM 14683 ;20129 Annex C, Flow rate 8 l'min)

1 2% 3# <= 5#
Differential pressure AP
{Balem?) 34 24 37 36 35
Remark: Performance Reguirement: Type [<40 Palcm?, Type l1=40 Palem?, Type lIR<60 Pa/cm®
Clause 5.2.4 Splash Resistance
(150 22609 2004, Pressure 16.0 kPa)
Penetration on inside surface
1# 28 = 4% oE B T# 5
Pass Pass Pass Pass Pass Pass Pass Pass
o9 108 11# 128 13 14% 158 168
Pass Pass Pass Pass Pass Pass Pass Pass
17# 168 15 20% 218 224 23 248
Pass Pass Pass Pass Pass Pass Pass Pass
258 268 27E 288 258 30 3# 328
Pass Pass Pass Pass Pass Pass Pass FPass
Number of Pass: 32
Overall result: Acceptable
Remark:

1) Performance Requirement Type |: NiA, Type Il: WA, Type lIR: 216.0kPa

2)
3)
4)

Distance of the medical face mask target area surface to the tip of cannula is 3002 10mm.
Condition and Test temperature (2125)° C. relative humidity (B5+10)%
An acceptable quality Amit 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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SGS

Test Report SL52025245933401TX Date:May 15,2020 Page 3 of 3
Clause 5.2.5 Microbial Cleanliness
(EN 14683: 2019 Annex D)
Sample A

1# 28 3% = 58
CFUlg 1 <1 <1 <1 <1
Remark: Performance Requirement: Type 1=30 CFU/g, Type 11=30 CFU/g, Type IIR<30 CFU/g

Sample Photo

== === - 4 Sy

Theslatementofoonfocmutymﬂustesheporttsonlybasedonmeasmedvaluabymelaborahoryanddoesno’t
take their uncertainties into consideratio

***End of Report™*
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TEST REPORT

VERIFICATION WEBSITE: www.gttc.net.en
VERIFICATION CODE: MFSD—8322-54

No: 200076624 ISSUE DATE:2020-04-20
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TEST REPORT (Electromic versiam)

No:200076624
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TEST REPURT (Electronic versim)

No:200076624

BACTERTAL FILTRATICN EFFICIENCY (%)

{¥Y 0469-2011 ANNEX B, TEST BACTERIA: STAPEYLOCOCCUS AUREUS ATCC 6538, TEST AREA:
40cm* , FLOW RATE: 28 3L/min, MEAN PARTICLE SIZE: 3.0 im, RESULT OF THE POSITIVE
CONTROL: 1.9%10" CPU, BRESULT OF THE NEGATIVE CONTROL: < 1CFU)

FEQUIREMENT
EFE, 996 =395
EFE. 994 {r/cTca 7-2019)

EFE; 99.2
PARTICLE FILTRATION EFFICIENCY (%)

(¥Y 0469-2011 5.6.2, AIR FLOW: 30L/min, AEROSOL: NaCl, AEROSOL CONCENTRATION:
15mg/m” , TEMP: 23.2°C, EH: 36 3%)

REQUIREMENT
MINDMUM 96. 02 =80 _
(T/CTCcA 7-2013)

ATIRFLOW RESISTANCE (Pa)

{¥Y¥ 0469-2011 3.6.2, AIR FLOW: 30L/min, AEROSOL: NaCl, AEROSOL CONCENTRATION:
15meg/m* . TEMP: 23.2°C. FH: 36.3%)
REQUIREMENT
MAXIMUM 40.0 =80
(T/CTCA T-2019)

End of Report
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Test Report (Electromic versicm)

Verification Website: www.gttc.net.cn
Verification Code: FVMR-0184-54

No:20R000519 Issue Date: 2020-04-24
Applicant
Address:

Information confirmed by applicant:

Disposable medical mask(non-sterile)

Quantity: sixty pieces

Lot mumber: 042020

Model: YY-101 YY-102 YY-103(submission no.: YY-101)
Size: 175mm>95mm

Classification: Type |IR

Standard Adopted:
EN 14683:2019+AC:2019 <Madical face masks-Requirements and test methods

Date RecervedDate Test Started- 2020-04-09

Conclusion:

Bacterial filtration efficiency (BFE) M
Microbial cleanliness M
Differential pressure M
Splash resistance pressure M
Materials and construction M
Design M
General M

Notz: "M"-Meet the standard's requirement "F"-Fail to meet the standards requirement "-—"-No comment
Remark:

All the tested items are tested under the standard condition (except for indication).

Copies of the report are valid only re-stamped.

The expenment was carried out at No.1, Zbujiang Road, Panyu District, Guangzhou, Guangdong, P.R_China

Approved By: Zl SAAA Gio b
ZiShan Guo Senior Engineer prvsst I ol by

Page 1 of 13

Guangzhou Inspection Testing and C ertification Group Co. Ltd.

Ztmgiang Road, Panyu District, Ceangzhos, Geangdong, P.R.China Tel: + 862061994508 61994590
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Test Report (Electromic versicam)
No: 20R000519

Guangehou lnspection Testing and Certification Group Co, Lad,
Add: No I, Ziwgiang Rood, Panyn District, Crangehow, Guangdong, PR China, Vel «BA200 190450K 610904599



GTTC

Test Report (Electromic versian)
No: 20R000519

Bacterial filtration efficiency (BFE)
Test method: EN 14683: 2019+AC: 2019 Annex B

Test principle:

A specimen of the mask material 15 clamped betwesn a six-stage cascade impactor and an aerosol chamber. An aerosol
of Staphylocorens aurens 1= mtroduced into the aerosol chamber and drawn through the mask material and the
impacter tnder vacunm The bacterial filtration efficiency (BFE) of the mask is given by the number of colony forming
units passing through the medical face mask material expressed as a percentage of the number of colony formng wnits
present m the challenge aerosol.

Test equipment:

Ineubator

Electromic balance

Autoclave

Experimental system for bacterial filtration efficiency (BFE) of mask

The environmental conditions of the laboratory and test condition:
Total bacteria: O CFU'plata

Total fimgi: O CFU/plate

Blank experiment: Aseptic growth

Test environment temperature: 24.5°C, Relative humidity: 56.0%
Culture mediom- TSA agar medium

Culture temperature: 37T, Culture ime: 48h

Test bacteria : staph¥lococens aurens ATCC 6538

Concentration of bacterium: 5.0=10% CFU /ml

Positive control average (C) 1.9=10% CFU

Megative monitor count- <=1 CFU

Test area: 40 ¢m *

Dimensions of the test specimens: 15em=]15em

Flow rate: 28.3 l'mun

Pretreatment: Condition each specimen for 4 h by exposure to a temperature of (21+5)T and a relative bumadity of
(85=5)%

Mean particle size: 3.0 pm

The medical face mask in contact with the bacterial challenge: inside

Guangzhow Inspection Testing and C ertification Group Co. Lid.
Auld: Mo I, Zhvagiang Road, Panya Disirict, Creangzhos, Geangdong, P.R.China Tl 40 200 19 SUE G 4300
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Tf‘&t Repﬂl.f (Electromic versim)
No: 20R000519

Results:
Sample T ]{3.:_‘ REQT::;JRM Clazsification | Concluzion
1 g 99.53
2 8 99 58
3 ] 9968 =98 Type IE Pass
4 99.42 EM 14683:2019+AC:2019
5 14 99.26
Remarks:

For each test specimen calculate the bacterial filtration efficiency B, a5 a percentage, using the following formmla:
B=(C-T)/C = 100

where

B 1= bactenal filtration efficiency (BFE), %::

C 15 positive control average;

T 15 the total plate count for the test specimen.

Liusngzhow Inspection lesting and U ertilicabion Liroup Lo, Lid.
fidd: o i, Ehvgriang Iood, Manyo Disirict, Creangehow, Geangdong, IEChin Tk e D061 RS RE 1A
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No: 20R000519

MAcrobial cleanliness
Test method: EN IS0 11737-1:2018, Membrane filration

Test principle:

Take the required samples from the crigmal packaging. Weigh a certamn amount of sample and placed in a sterile

500 ml bottle containing 300 ml of extraction liquid (1 21 Peptone. 5 g/l WaCl and 2 g/l Tween 20). The bottle 15 laid
down on an orbital shaker and shaken for 5 mum at 250 rpm.  After this extrachon step, 100 ml of the extraction Ligmd
iz filtered through a 0.45 pm filter and laid down on a TSA plate for the total viable aerchic microbial count. Another
100 ml aliguet of the same extraction hiqud 15 filtered m the same way and the filter plated on Sabouwraud Dextrose
agar (3DA) for fing enumeration. The plates are incubated for 3 days at 30T and 7 days at (20 to 25)T for T5A and
SDA plates respectirvely.  The total leoburden 15 expressed by addition of the TSA and SDA counts.

Test equipment:

Constant temperature incubator
Electronic balance

Pressure steam sterilizer
Biosafety cabinet

The environmental conditicns of the laboratory and test condition:
Test emaronment temperature: 24.5C, Relatrve hunudity: 56.0%
Test environment monitoring: total bacteria: () CFU'plate, total fimg: O CFU/plate, blank experiment: aseptic growth

".{’i‘:.'li' wd i,
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No: 20R000519

Results:
X 2 Measzured value | Alicrobial cleanliness Fequirement o ; :
Microbial (CFUig) (CFUlg) (CFUg) Classification| Concluzion
Bacteria o =30
e 0 EN 14683:3019+aC:2019 | TPe IR | Pass
mngl 0

Guangzehow Inspection Testing amd C ertification Group Co. Lid.
Addd: Boi, Ehragiang Read, Panya Disirict, CGraangehos, Guangdong, R .China Tel- BBt 19hd 50K 6] Bodd00
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Test Report (Electronic versien)
No: 20R000519

Differential pressure
Test method: EN 14683:2019+AC:201% Amnex C

Test principle:
This procedure was performed to evaluate the differential pressure of the medical face maszk material by measuring the
air exchange pressure through a measwred surface area at a constant awr fow rate.

Test equipment:
GITC-YLC-1 Apparatus for measuning differential pressure

The environmental conditions of the laboratory and test condition:

Aar flowr: 8 Lmin

Test area: 4.9¢cm *

Pretreatment: Condition each specimen for a mumimum of 4 h by expesure to a temperature of (21+5)C and a relative
bomdity of (8525

General location of the areas of the mask the differential measurements: specimen center

=
=1
=
=
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&
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(Electromic wersicn)
Test Report et :

No: 20R000519

Besults:

Measured
Sample value
(Pa)

167
163
172 <60
150 5.7 EM 14683:2019+AC:2019 | Type [IR Pass
174

Differential pressure FRequirement

{Pajem® ) (Pajem?® ) Clazsification | Concluzion

on | e | s | B3 ]

Average 165

Cnangrhan Inpection Trating and ertification Gmap o Tid
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TE&t R‘Epﬂl.t (Electromic wersiom)
No: J0R000519

Splaszh resistance pressure
Test method: 150 226092004

Test principle:

A specimen medical face mask 15 supported on an apparatus. A volume of synthetic blood 15 spraved honzontally at the
specimen mask to sumulate the scenano of 2 mask bemng splashed by a2 punctured blood vessel. The volume of flhud,
distance to mpact, orifice size and fimd velocity are defined in this method and intended to be consistent with ths
health care scenano. Any evidence of synthetic blood penetrahion on the side of the medical face mask contacting the
wearer "5 face constitutes failure Fesults are reported as “pass/fal”. Specimen medical face masks are evaluated at a
total of three different velocties corresponding to human bleod pressures of 10.6 kPa, 16.0 kPa, and 21.3 kPa. Test
results are reported at each velocity and the medical face maszk is rated at the highest corresponding blood pressure for
which medical face mack specimens demonstrate an acceptable quality it of 4.0,

Test equipment:

Test apparatus for synthetic blood penetration LFY-227
Air compressor

Graduated cyhmder

Electronic balance

Targeting plate

The environmental condition: of the laboratory and test condition:

Condition each specimen for 3 mimimum of 4 b by exposure to a temperature of (2125} T and a relative bummdity of
(85£5)%

Surface tension of synthete blood: 0.042 Nim

Pressure: 16.0 kPa

Veloctty: 550 em's

Guangzhow Inspection Testing and C ertification CGroup Co. Lid.
Add: Mo i, Flegiang Foad, Panyo Disirict, Guangrhow, Guangdong, PR.China Tl = B0t 1950 30K 61004400
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Test Report

No: 20R000519

Results:
MAMeazured value
Sample s Req?;;i?em Claszsification| Concluzion
16.0 kFa
1 pass
2 pass
3 pass
4 pass
5 pass
6 pass
7 pass
3 pass
9 pass
10 pass
11 pass
12 pass
13 pass
14 pass
15 pass
16 pass
v pass =16.0 Type IR Pazz
18 pass EN 14683:2019+AC-2019
19 pass
20 pass
21 pass
22 pass
23 pass
24 pass
25 pass
26 pass
27 pass
28 pass
29 pass
30 pass
31 pass
32 pass
Final result pass
Remarks:

An acceptable quality limat of 4.0 % 15 met for a single sampling plan when 2% or mare of the
show "pass" results.
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Test Report

Materialz: and construction
Test Method: EN 14683-2019+AC:2019 511

+ - !
'I]er:i'_"mxc Werelon )

No: 20R000519

Results:
Requirement Coucluzion
The medical face mask 15 2 medical device, generally composed of a filter layer that o
iz placed, bonded or moulded between layers of fabric. A
The medical face maszk shall not dismtegrate, split or tear during intended use. P
55
In the selection of the filter and layer matenials, attenfion shall be paid tof P
55

cleanlmess.

CGuangzhown Inspection Testing and Certification Group Co. Lid,
Aadd: Mo, Eheagiang Road, Panyo District, Craangzhow, Geangdong, P.R.Ching

Tl e 00y 1 5590 0K 03] 024590
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Tf&t Rfl]ﬂl.t (Electromic versim)
No: MREM005]19

Desizn
Test Method: EN 14683:2019+AC:20195.1.2

Besults:

Fequirement Concluzion
The medical face mask shall have a means by which it can be fitted closely over the|
nose, mouth and chin of the wearer and which ensures that the mask fits closely at Paszs
the sides.

Medical face piasks may have different shapes and construchions as well as|
addittonal features such as a face shield (to protect the wearer against splashes and|
droplets) with or wathout ant-fog funchion, or a nese bndge (to enhance fit by Pass
conforming to the nose contours).

and and
<x.-1's."5-. L "--"._‘,:_'.__-

Guangrhow Inspection Testing and Certification Group Co. Lid.
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TE‘SI’ Repﬂl.t (Electromic wersim)
No: 20R000519

Ceneral
Test Method: EN 14683:2019+-AC:201% 521

Results:

Fequirement Concluzion

"y Pass

All tests shall be camed out on fimished products or samples cut from ﬁnﬁhad]

psind 10¢ O

End of Report

Guangehow Inspection Testing and Certification Group Co., Lid.
Al ML, Zreglang Raad, Panyva Disrier, Cmnge
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ZERTIFIKAT 4 CERTIFICATE @

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

as completed the FDA Establishment Registration (as manufacturer) and Device
Listing with the US Food & Drug Administration, through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications: 6050 W EASTWOOD AVE APT 201, CHICAGO,

ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com

Owner/Operator Number: 10063634
Device Listing#:
Listing No | Code | Device Name

ACCESSORY, SURGICAL APPAREL
(Mask)

D376832 LYU

SUNGO Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
terminated after issuance of this certificate. SUNGO Technical Service Inc. makes no other
representations or warranties, nor does this certificate make any representations or warranties to any
person or entity other than the named certificate holder, for whose sole benefit it is issued. This
certificate does not denote endorsement or approval of the certificate-holder’s device or establishment
by the U.S. Food and Drug Administration. SUNGO Technical Service Inc. assumes no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration
number does not in any way denote approval of the establishment or its products. Any representation
that creates an impression of official approval because of registration or possession of a registration
number is misleading and constitutes misbranding.” The U.S. Food and Drug Administration does not
issue a certificate of registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration, SUNGO Technical Service Inc. is not affiliated with the U.S. Food ayd Drug
Administration.

Sungo ﬁ

— global service




D Medizinprodukte Information X

(& @ portal.dimdi.de/mpi/servlet/FlowController/MpiDisplayDocuments?uid=28&docld=1&id=2 & % ‘ < » e

Ubersicht

Kontakt

Suchergebnis

55 @ DIMDI- Stantseite

Medizinprodukte v

Anzeigen Medizinprodukte (MPA)

@ FDAindustry syst.. B Product Classifica.. @8 Product Classifica.. [ (SERT: @AF.. I WebTrader

Medizinprodukte - Informationssystem (% Abmelden

In-vitro-Diagnostika v Klinische Priifungen v  Adresse v  Firmenfusion v  Nutzereinstellungen

Merkliste

1 von 1 BfArM: MP Anzeigen (MPA) © DIMDI

Dokumentummer

Anzeige

Registrierdatum
Registriernummer
Formblatttyp

Anzeigender nach § 25 MPG
Formularnummer

Frihere Formularnummer

Angaben zum Anzeigenden

Code
Bezeichnung
Staat

ort

Postietzahl
Strale, Haus-Nr.
Land

Telefon

E-Mall

Zustandige Behorde

Code
Bezeichnung
Zusatz

Staat

Land

Ort

Postieitzahl
StraBe, Haus-Nr.
Telefon

Telefax

E-Mail
Bearbeiter
Bearbeiter Telefon

Hersteller

Bezeichnung
Stast

ort

Postleitzahl
Strale, Haus-Nr.
Telefon

Telefax

E-Mail

Medizinprodukt

Produkttyp

Klasse

App (Software auf mobilen
Endgeréten)

Handelsname

Allgemeine Produktbezeichnung

Nomenklaturcode
Nomenklaturbezeichnung

Kategorie

Kurzbeschreibung

Kurzbeschreibung in Englisch

001626839

2020-06-18
DE/CA20/01-Luxuslebenswelt-468/20
Erstanzeige Medizinprodukt
Bevollmachtigter

00304495

00304496

DE/D000047751

Luxus Lebenswelt GmbH
Deutschland

willich

47877

Kochstr. 1
Nordrhein-Westfalen
00458-1715605732
info.m@luxuslw.de

DE/CAZ0
Bezirksregierung Dusseldorf
Dezernat 24

Deutschland
Nordrhein-Westfalen
Disseldorf

40474

Cecilienallee 2
+409-211-4750
+49-211-4752671
dez24 . mpg@brd.nrw.de
Frau Nadine Schlingmeier
0211-475-3853

nichtaktives Medizinprodukt

Nein

Disposable Face mask

Disposabla Face mask

15-230

Maske, sonstige

10

Produkte zum Einmalgebrauch

Es kann von Arbeitern in der Umwelt mit hoher Partikelkonzentration getragen werden und kann
grundlegende Mikroorganismen und Keime isolieren. Es besteht aus schmelzgeblasenem Stoff und
Polypropylen-Vliesstoff.

1t can be worn by workers in the environmant with large particle concentration, and can isolate basic
microorganisms and germs. It is composed of melt blown cloth and polypropylene non-woven cloth.

[Anderungsanzeige | [Widerruf] /P




Typ II R alle Sprachen

4q panquisp

€89¥1L NI — ¥ || dAL ussepy ayasiuizips|p

X0S
S)Se|l @d>e4 |edIpaAl
| SYdIP3IAl dulIdYydse|Al

| [} XnedIpa|Al sonbse
! %j ua)se\l aydsiuIzZIpa\l

Leistungsanforderungen fiir Medizinische Masken

Produkthinweise  Informations sur les Informazioni sul Product information Anwendungsinformationen Informations sur la demande Informazioni sull‘applicazione Application Information Exigences de performance pour les Masques Médicaux distributed by
produits prodotto S c - Requisiti di prest per le Mascherine Mediche b a HY, PP
b o e Zo e . - a e laver les mains avec du Lavare le mani con sapone o i 7 o : . Y& Stocklilieqica
* Hohe Qualica: und SN G S e * High quality and e e e savon ou du désinfectant avant disinfettante prima di?r?dossare Wash hands with soep or dis- Performance requirements for Medical Masks ¥ Persalich. Kompetent. Innovativ
Filterleistung mance prestazioni del filtro filtration capacity die Hénde mit Seife oder dm s ant av | <ch P infectant before putting on ' ' N
T - - - s - - - € mettre e masque. m ra.
* Hoher Tragekomfort de filtration élevée « Elevato comfort vearing comfort Desinfektionsmittel waschen. € masq @ mascnera the mask. Kiassifizierung / Classification / Classificazione / - moen I
* Geringer Atemwider- o Confortable & porter Bassa resistenza * Low breathing resistan- __ Classification YP ¥P ype e o .
el e bt mos o puemkomrioeind | o edizinische Masken
% . . . 9% latex- : u'i uv sulla bocca. Lato blu fuori. i ; iiterie: t
* 100% latex- und faible e Senza lattice e senza  * 100% latex-free legen. Blaue Seite aussen. qui reee A - - mouth. Blue side outside. The rienne / Prestazioni del filtro batterico / Bacterial Filtration  BFE 295%  298%  =298%
; f = bouche. Coté bleu a I'extérie- arte rinforzata con filo metallico : . P
fiberglasfrei  100% sans latex fibra di vetro and fiberglass-free Der mit Draht verstarkte Teil ist bt : P | o wire rein-forced part is above Efficiency -~ .
E o ) 5 2 = = 2 i i 3 :
* Hypoallergen etsans fibre de verre o Ipoallergenico * Hypoallergenic oben iiber dem Nasenriicken. ;r }-8 parue renfc[)rcge par du fil :ﬂ‘fg"a sopra :?°|'|‘|te el "85‘3 the bridge of the nose. asq u es e I Ca ux
 Hypoallergénique Ohrschlaufen um jedes Ohr 2ETEEI I R SUErs un occhie™a per orec Place earloop around each ear. Druckdi / Pression différentielle / Dif di
P 3 2 5 2 <40 <40 <60
platzieren de I'aréte du nez. Placez une chie ad ogni orecchie. pressione / Differential pressure pa/cm ° -
Warnhinweise Avertissement Avvertenze Warnings fication auriculaire €lastique M asc e rl n e M e I C e
Diese Maske ist kein Ce masque n'est pas Questa mascherina This mask is not & respi- autour de chaque oreille. Druck des Spritzwiderstands / Pression de |2 résistance
: " . . . . Eope ! ) - : . . .
Atemschutz. Sie schiitzt  une protection respira- non & una protezione  rator. t does not protect . e ?‘g’;g‘;}:’%’;ﬁ:‘xg 3,'2::.',32* e icssasap=s iEe =ik .
den Trager nicht vor an- toire. |l ne protége pas  respiratoria totale. Non the wearer from contagi- Unteren Teil der Maske bis unter Tirez la partie inférieure du Tirare la parte inferiore della Pull the lower part of the mask e I‘ a a‘ e a s s
E T 2 it . masque jusqu’en dessous du i A )
stgckepden Kran(vhev(en son utilisateur contre les protegge chi la indossa ous dlsegses such as the das Kinn ziehen und den Nasen- Ctl J‘t qe lor | o maschera fino a sotto il mento e up to under the chin and adjust Mikrobiologische Reinheit / Propreté microbienne / ) )
wie Gn_ppeA Nur fur den maladies contagieuses da malgme contagiose flu. For single use onl bigel in die richtige Passform menton "_ reglerle Ff' C_" _ez regolare la barra nasale in modo the nose bar to the correct fit so Purezza microbiologica / Microbial cleaniiness cfu/g =30 =30 =30
einmaligen Gebrauch.  telles que la grippe. come l'influenza. Solo Do not use masks that bringen, sodass die Maske &fin que le masque s'adapte che la maschera aderisca perfet- that the mask fits tightly against E O
Bgsc"asi_ngte odermit  Seulement & usage uni- monouso. Non utilizzare are damaged or soiled all eng an der Haut anliegt. parfaitement & la peau. tamente alla pelle ovunque. the skin everywhere. “Typ Il R ist ein fissigkeitsresistenter Typ. / Le type I R est un type résistant aux liquides X
Korperflussigkeiten be- que. Ne plus utiliser les maschere danneggiate  with body fluids. 1 o Tipo Il R & un tipo resistente ai liquidi. / Type Il R is a liquid resistant type.
A ich a : i flui Eswi £oh Y est recommandé de changer ; ialia di ; .
scfj}r‘nuvtzte“ NlZSkfn el masqqfans’erédon?"r.‘l;ges o sporche di fluidi Es wird empfol le_n, ‘_j'e “'15*8 = le masque dés qu'il est mo?_,||é Si consiglia di camb_lare la Itis recommended to change Die in dieser Verpackung enthaltenen medizinischen Masken dienen vor zllem dem Fremdschutz und schiitzen
B e UtlenE o M sy el wechseln, wenn sie feucht wird. T e ey, e maschera quando si bagna. La the mask as soon as it becomes das Gegeniiber des sgers vor der Exposition maglicher infektiéser Tropfchen. Primire Zweckbestim- .
corporels. Die Maske kann im Haushalts- q J maschera puo essere smaltita wet. The mask can be disposed mung: Anwendung im medizinischen Umfeld um die Patienten zu schiitzen. Diese medizinischen Masken schitzen M ed 1ZIN |sch e M aske n Typ I I R - E N 1 468 3

abfall entsorgt werden. les ordures ménagéres. nei rifiuti domestici. of in household waste. bei festem Sitz begrenzt auch den Trager der Maske, dies ist jedoch nicht die primare Zweckbestimmung.
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Produkt Medizinische Masken Typ Il R, EN14483:2019, 3-Schichten, Ohrschlaufe
Masques Médicaux Type Il R, EN14683:2019, 3-plis, fixation auriculaire élastique
Maschere Mediche Tipo Il R, EN14683:2019, 3-strati, occhiella per orecchie
Medical Face Mask Type Il R, EN14683:2019, 3-layers, Ear Loop

Medische maskers, 3 lagen, oortje / Medicinska masker, 3 lager, 6ronslinga
Maski medyczne, 3 warstwy, petla na ucho / Medicinske maske, 3 sloja, usna petlja
Medicinska masker, 3 lager, 6ronslinga / Orvosi maszkok, 3 réteg, fi hurok
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Importour Stockli Medical AG, Langgasse 4, CH-6208 Oberkirch
info@stoecklimedical ch, +41 41 925 66 55
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Luxus Lebenswelt GmbH, Kochstrasse 1, 47877, Willich, Germany






