EC DECLARATION OF CONFORMITY

Name and address of the manufacturer: Gauke Healthcare Co.,Ltd
Chengnan Industrial Park, Tuanfeng County, HuangGang, Hubei

438800, China

Prolinx GmbH
Brehmstr.56
40239,Duesseldorf
Germany

European Authorized Representative:

We declare under our sole responsibility that

Medical mask

the medical device:
16366

umdns code:

of class: Class |

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it.

Conformity assessment procedure: Directive 93/42/EEC Annex VII

Huanggang,23,March.2020 \_
Place, date Name and functiori*:"";}ohnﬂy'“'Sui / General manager
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Products A TUVRheinland®
Priifbericht-Nr.: 60370784 001 Auftrags-Nr.: 244235801 Seite 1 von 14
Test Report No.: Order No.: Page 1 of 14
Kunden-Referenz-Nr.: 2021248 Auftragsdatum: 08.05.2020
Client Reference No.: Order date:

GAUKE Healthcare Co., Ltd.
é;;;t;"?ggeben Chengnan Industrial Park, Tuan Feng County, HuangGang 438800 Hubei China
Priifgegenstand: Disposable Medical Mask
Test item:

Bezeichnung / Typ-Nr.:
Identification | Type No.:

Non-woven 3ply

Auftrags-Inhalt: Type test

Order content:

Priifgrundlage: EN 14683:2019+AC:2019 (except for Clause 5.2.6 Biocompatibility)
Test specification:

Wareneingangsdatum:

Date of receipt:

12.05.2020

Priifmuster-Nr.:

A002825037-001

Test sample No.:

Priifzeitraum: 13.05.2020 to
Testing period. 28.05.2020
Ort der Priifung: See page 3
Place of testing:

Priiflaboratorium: TUV Rheinland

Testing laboratory: (Shanghai) Co., Ltd.
Priifergebnis*:
P
Test result™: ass
gepriift von / tested by. kontrolliert von / reviewed by:
. N
02.06.2020 Rainbow Pan/PE 02.06.2020 Xiaojun Ding/Reviewef'’“~ /) =" LDy
Datum Name/Stellung ~  Unterschrift Datum Name/Stellung Unterschrift
Date Name/Position Signature Date Name/Position Signature
Sonstiges/ Other.

The test report consists of EN 14683 test reportincluding this cover page (14 pages).
Clause 5.2.6 Biocompatibility is not evaluated in this report.

Zustand des Priifgegenstandes bei Anlieferung:

Condition of the test item at delivery:

Prufmuster wollstandig und unbeschadigt
Test item complete and undamaged

* Legende: 1=sehrgut

Legend: 1= very good

2=gut

P(ass) = entsprichto.g. Prifgrundlage(n)
2 =good

P(ass) = passed a.m test specification(s)

3 = befriedigend
F(ail) = entspricht nicht 0.g. Prifgrundlage(n) N/A =nicht anwendbar N/T = nicht getestet

3 = satisfactory
F(ail) = failed a.m test specification(s)

4 = ausreichend 5= mangelhaft

4 = sufficient 5 = poor
N/A = not applicable N/T =not tested

Dieser Priifbericht bezieht sich nur auf das o.g. Priifmusterund darf ohne Genehmigung der Priifstelle nicht
auszugsweise vervielfiltigt werden. DieserBericht berechtigt nicht zur Verwendung eines Priifzeichens.
This test report only relates to the a. m. test sample. Without permission of the test center this test report is not permitted to

Vo4

be duplicated in extracts. This test report does not entitle to carry any test mark.

TUV Rheinland (Shanghai) Co., Ltd. TUV Rheinland Building, No. 177, Lane 777, West Guangzhong Road, Jing’an District, Shanghai 200072, P.R. China
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Page 2 of 14 Report No. 60370784 001
EN 14683:2019+AC: 2019
Medical face masks —
Requirements and test methods
Report Reference No.................. :  Seecower page
Date of issue.......coccvvruirrniinnnennns :  Seecover page
Tofal number of pages................ :  Seecover page
Testing Laboratory..................... :  TOV Rheinland (Shanghai) Co., Ltd.
Address.......coeoiieiiiiieirrreeeas i No.177, 178, Lane 777 West Guangzhong Road, Jing'an District,
Shanghai, China
Applicants name..........ccccceeuneens :  GAUKE Healthcare Co., Ltd.
ADAIESS. oo . Chengnan Industrial Park, Tuan Feng County, HuangGang 438800
Hubei China
Test specification:
Standard..........cccooiiiiiiiiiees : EN14683:2019+AC:2019
Test procedure.........cc.cceevenennen. :  Type test
Non-standard test method............ N/A
Test Report Fom No.................. : EN14683:2019+AC:2019 A
Test Report Form Originator....... : TUVRh (S2)
Master TRF ..o :  2020-03
Test item description.................. : Disposable Medical Mask
Trade MarK.......cccoeuiieiieiinnninnnnns : GAUKE
Manufacturer.........ccoccveveniennennes :  Same as applicant
Model/Type reference................. :  Non-woven 3ply
Classification.........c..ccoovveieniennns : TypellR

QMF-RT-33008SHG Revision number: 1.0 E ffective date: 2020-03-12



A TUVRheinland® Page 3 of 14 Report No. 60370784 001

List of Attachments (including a total number of pages in each attachment):

N/A

Summary of testing:

Tests performed (name of test and test clause): Testing location:

Construction check was performed according to: TUV Rheinland (Shanghai) Co., Ltd.
Clause 5.1.1 Materials and construction; No.177,178, Lane 777 West
Clause 5.1.2 Design Guangzhong Road, Jing'an District,

Shanghai, China

Other tests were performed: Pony Testing Group Shanghai Co.,Ltd.
Clause 5.2.2 Bacterialfiltration efficiency; 2/3/4/6/F ., Building 35, No.680, Guiping
Clause 5.2.3 Breathability; Road, Xuhui District, Shanghai, China

Clause 5.2.4 Splash resistance;
Clause 5.2.5 Microbial cleanliness

Note: All tests listed as above have been conducted in the
competent external lab under the supenision of a TUV
engineer.

Copy of marking plate

The artwork below may be only a draft. The use of certification marks on a product must be
authorized by the respective NCBs that own these marks.

Box:

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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180x100x70mm

Kidg uanom-uoN
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e wess | Disposable Medical Mask | o=
GAUKE a GAUKE
_ Disposable Medical Mask _ Disposable Medical Mask
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Remark: According to information from applicant, there are 50pcs medical face masks including

in final small package during mass production.

Front view of face mask:

Effective date: 2020-03-12

QMF-RT-33008SHG Revision number: 1.0
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Back view of face mask:

Open view of face mask:

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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Open view of face mask:

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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Testing

Date of receipt of test item(s)........cc.ccevvuiirnninnnnes ' See cover page

Dates of tests performed.........c..ccoeveiieiieiinnenne. ' See cover page

Possible test case verdicts:

- test case does not apply tothe test object ............. : N/A

- test object does meet the requirement................... : P (Pass)

- test object was not evaluated for the requirement ... : N/E (collateral standards only)

- test object does not meet the requirement............. : F (Fail)

General remarks:

"(See Attachment #)" refers to additional information appended to the report.

"fee appended table)" refers to a table appended to the report.

The tests results presented in this report relate only to the object tested.

This report shall not be reproduced except in full without the written approval of the testing laboratory.
List of test equipment must be kept on file and available for review.

Additional test data and/or information provided in the attachments to this report.

Throughout thisreport a [1 comma/[X pointisused as the decimal separator.

Name and address of factory (ies).......................: Same as applicant

General product information:

The submitted samples are type IIR, non-sterile disposable medical mask whichis intended to protect the
human body from harmful substance such as germs and viruses. It is mainly for protection and isolation.

Clause 5.2.6 Biocompatibility is not evaluated in this test report.

The test results are for reference only. Relevant certification may be needed if the mask is intended to be
sold in Europe.

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12



A TUVRheinland®

Page 8 of 14

Report No. 60370784 001

EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark

Verdict

Classification

o

Medical face masks specified in this European
Standard are classified into two types (Type | and Type
I) according to bacterial filtration efficiency whereby
Type Il is further divided according to whether or not
the mask is splash resistant. The 'R’ signifies splash
resistance.

Type lIR

Requirements

5.1

General

5.1.1

Materials and construction

The medical face mask is a medical device, generally
composed of a filter layer that is placed, bonded or
moulded between layers of fabric.

Composed of a filter layer
between layers of fabric

V(T |TV|TO

The medical face mask shall not disintegrate, split or
tear during intended use.

Complied

In the selection of the filter and layer materials,
attention shall be paid to cleanliness.

Considered

5.1.2

Design

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 the sides.

Fitted closely over nose

Medical face masks may have different shapes and
constructions as well as additional features suchas a
face shield (to protect the wearer against splashes and
droplets) with or without anti-fog function, or a nose
bridge (to enhance fit by conforming to the nose
contours).

With a nose bridge

5.2

Performance requirements

5.2.1

General

All tests shall be carried out on finished products or
samples cut from finished products.

Complied

5.2.2

Bacterial filtration efficiency (BFE)

When tested in accordance with Annex B, the BFE of
the medical face mask shall conform to the minimum
value given for the relevant type in Table 1.

See appended table 5.2.2

For thick and rigid masks such as rigid duckbill or cup
masks the test method may not be suitable as a proper
seal cannot be maintained in the cascade impactor. In
these cases, another valid equivalent method shall be
used to determine the BFE.

Not thick and rigid mask

N/A

QMF-RT-33008SHG

Revision number: 1.0

Effective date: 2020-03-12
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Report No. 60370784 001

EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark

Verdict

When a mask consists of two or more areas with
different characteristics or different layer-composition,
each panel or area shall be tested individually.

No such condition

N/A

The lowest performing panel or area shall determine
the BFE value of the complete mask

N/A

5.2.3

Breathability

When tested in accordance with Annex C, the
differential pressure of the medical face mask shall
conform to the value given for the relevant type in Table
1

See appended table 5.2.3

If the use of a respiratory protective device as face
mask is required in an operating theatre and/or other
medical settings, it might not fulfil the performance
requirements with regard to differential pressure as
defined in this European Standard. In such case, the
device should fulfil the requirement as specified inthe
relevant Personal Protective Equipment (PPE)
standard(s).

No such respiratory protective
device

N/A

524

Splash resistance

When tested in accordance with ISO 22609:2004 the
resistance of the medical face mask to penetration of
splashes of liquid shall conform to the minimum value
given for Type lIR in Table 1.

See appended table 5.2.4

5.2.5

Microbial cleanliness (Bioburden)

When tested according to EN ISO 11737-1:2018 the
bioburden of the medical mask shall be < 30 CFU/g
tested (see Table 1).

See appended table 5.2.5

5.2.6

Biocompatibility

N/E

According to the definition and classification in EN ISO
10993-1:2009, a medical face mask is a surface device
with limited contact.

N/E

The manufacturer shall complete the evaluation of the
medical face mask according to EN ISO 10993-1:2009
and determine the applicable toxicology testing regime.

N/E

The results of testing should be documented according
to the applicable parts of the EN ISO 10993 series.

N/E

The test results shall be available upon request.

N/E

Marking, labelling and packaging

Annex |, §13, of the Medical Devices Directive
(93/42/EEC) or Annex |, §23, of the Medical Device
Regulation (EU) 2017/745 specifies the information that
should be specified on the packaging in which the
medical face mask is supplied.

Checked and complied

The following information shall be supplied:

a) number of this European Standard;

Marked on the label

QMF-RT-33008SHG Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
b) type of mask (as indicated in Table 1). Marked on the label P
ENISO 15223-1:2016 and EN 1041:2008+A1:2013 Considered P

should be considered.

QMF-RT-33008SHG Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
5.2.2 TABLE: Bacterial filtration efficiency (BFE) P
Batch/ |Test |Dimension (test area|Flow rate| Mean of the Mean BFE for each| Remarks
lotno.: |Speci| ofthe test | 2 (I/min) total plate plate test
-men | specimen counts of the | countof | specimen
no.. |LxW (mm two positive the (%)
X mm) controls negative
controls
A00282 |1 175%x95 | ®11cm 28.3 1116 0 99.3 P
5037-
001 2 175%x95 | ®11cm 28.3 1116 0 99.8 P
3 175%x95 | ®11cm 28.3 1116 0 99.7 P
4 175x95 | ®11cm 28.3 1116 0 99.6 P
5 175%x95 | ®11cm 28.3 1116 0 99.5 P

Supplementary information:
1, Each specimenwas conditionedat 21+5 °Cand 8515 % relative humidity for _4 h to bring theminto
equilibrium with atmosphere prior to testing.
2, The side of the test specimen was facing towards the challenge aerosdl:__ face

3, The plate count collected by the cascade impactor.

Remark:

Limit value: Type | 295%; Type [1298%; Type IIR 298%.

5.2.3 TABLE: Breathability (Differential pressure) P
Batch/ | Test Differential pressure for The Flow rate Remarks
lot Specimen each testarea averaged (I/min)
no.: number- (Palcm?) differential

Testarea pressure for

number each test

specimen
(Pa/cm?)

A0028 |1-1 23.4 24.4 8.0 P
25037-

1-3 24.5 8.0 P

14 24.6 8.0 P

1-5 24.2 8.0 P

21 22.0 22.2 8.0 P

2-2 20.5 8.0 P

2-3 22.6 8.0 P

24 22.3 8.0 P

2-5 23.4 8.0 P

31 21.1 21.4 8.0 P

QMF-RT-33008SHG

Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
3-2 231 8.0 P
3-3 19.4 8.0 P
34 22.6 8.0 P
3-5 21.0 8.0 P
41 21.9 21.9 8.0 P
4-2 20.0 8.0 P
4-3 23.8 8.0 P
44 21.2 8.0 P
4-5 22.8 8.0 P
5-1 16.5 16.8 8.0 P
5-2 16.8 8.0 P
5-3 17.9 8.0 P
5-4 15.7 8.0 P
5-5 17.0 8.0 P

Supplementary information:

Each specimen was conditioned at_23+5 °Cand _85t5 % relative humidity for _4 h to bring them into
equilibrium with atmosphere prior to testing.

Remark:

Limit value: Type | <40; Type Il <40; Type IIR <60.

5.2.4 TABLE: Splash resistance P
Batch/ lot no.: Test mask| The material of tested Testresult Remarks
no.: mask (Pass/fail)
A002825037-001 1 Polypropylene fused jet Pass -
filter layer
2 Polypropylene fused jet Pass -
filter layer
3 Polypropylene fused jet Pass -
filter layer
4 Polypropylene fused jet Pass -
filter layer
5 Polypropylene fused jet Pass -
filter layer
6 Polypropylene fused jet Pass --
filter layer
7 Polypropylene fused jet Pass --

QMF-RT-33008SHG

Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark Verdict

filter layer

8 Polypropylene fused jet Pass -
filter layer

9 Polypropylene fused jet Pass -
filter layer

10 Polypropylene fused jet Pass --
filter layer

1 Polypropylene fused jet Pass --
filter layer

12 Polypropylene fused jet Pass --
filter layer

13 Polypropylene fused jet Pass --
filter layer

14 Polypropylene fused jet Pass -
filter layer

15 Polypropylene fused jet Pass -
filter layer

16 Polypropylene fused jet Pass --
filter layer

17 Polypropylene fused jet Pass --
filter layer

18 Polypropylene fused jet Pass -
filter layer

19 Polypropylene fused jet Pass -
filter layer

20 Polypropylene fused jet Pass -
filter layer

21 Polypropylene fused jet Pass --
filter layer

22 Polypropylene fused jet Pass --
filter layer

23 Polypropylene fused jet Pass --
filter layer

24 Polypropylene fused jet Pass -
filter layer

25 Polypropylene fused jet Pass --
filter layer

26 Polypropylene fused jet Pass -
filter layer

27 Polypropylene fused jet Pass --
filter layer

QMF-RT-33008SHG

Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict

28 Polypropylene fused jet Pass -
filter layer

29 Polypropylene fused jet Pass --
filter layer

30 Polypropylene fused jet Pass -
filter layer

31 Polypropylene fused jet Pass --
filter layer

32 Polypropylene fused jet Pass -
filter layer

Supplementary information:

1, Each specimen was conditionedat _23+5 °Cand _85+5 % relative humidity for _4 _h to bring theminto
equilibrium with atmosphere prior to testing.

2, The description of target area tested: _The center of outside
3, Any technique used to enhance visual detection of synthetic blood:__cotton swab
4, The temperature and relative humidity for testing: _23t5 °Cand _85t5 %

5, Description of any pre-treatment techniques used:__constant temperature and humidity machine was used
Remark:

Limit value: not required for Type | and Type II;

Type lIR face mask should have splash resistance when splash resistance pressure 216,0 performed.

5.2.5 TABLE: Microbial cleanliness (Bioburden) P
Batch/ lot no.: Mask(under Weightof | Total bioburden Remarks

test) no.: each mask per individual

(9) mask
(CFU/g)

A002825037-001 1 3.06 3 P

2 3.05 <1 P

3 3.05 <1 P

4 3.04 <1 P

5 3.06 <1 P
Supplementary information:
Remark:
Limit value: Type | <30; Type Il <30; Type IR <30.

End of test report

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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GAUKE HEALTHCARE CO., LTD.
CHENGNAN INDUSTRIAL PARK TUANFENG COUNTY HUANG GANG HUBEI CHINA 438800

THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52035297472601TX
DATE: September 15,2020 ISSUED BY SGS (SHANGHAI)
UPDATED TEST INFORMATION

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

Sample Description : (A)Children Disposable Medical Mask(Claimed Type IIR)

SGS Internal Ref.No. : CQ21135845-2.1/2.2

Sample Color : (A)Blue

Lot No. ;20200902

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

Sample Receiving Date . Sep 04, 2020

Testing Period . Sep 04, 2020 - Sep 15, 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).

Comment:

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

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial filtration efficiency (BFE)

Clause 5.2.3 Breathability

Clause 5.2.4 Splash Resistance

Y

Clause 5.2.5 Microbial Cleanliness

Clause 5.2.6 Biocompatibility EXCLUDED

Remark: M=Meet EN 14683:2019+AC:2019 Performance Requirement (Type |IR)

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

: E ‘,f) = Helow  Fuor

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

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject fo Terms and Conditions for Electronic Documents at [Twww.sgs.com/en. erms an Condmonsrrerms e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification an iction issues defin erein. Any is document is
advised that information contained hereon reflects the Company’s findings at the time of |ts intervention only and within the limits of
Client's instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, 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. Unless otherwise stated the
results shown in this test report refer only to the sampls(s) tested and such sample(s) are retained for 30 days only.
Attention: To check the authenticity of testing /inspection report & certificate, please contact us attelephone: (86-755) 8307 1443
'Jl email: CN.Doccheck@sgs.com

3"Building No.839, Yishan Road Xuhui Distrct Shanghal,China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.Sgsgroup.com.cn
E - B - fRICEE L8898 35H#  HE%: 200233 t (86-21)61402666  f (86-21) 64956763 e sgs.china@sgs.com
!

Member of the SGS Group (SGS SA)
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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
(EN 14683:2019+AC:2019 Annex B)

Sample: A

Test Side : Inside

Test Area . Approximately 60 cm?

Flow Rate : 28.3 L/min

Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.

Dimensions of test specimen : ~140mm x 150mm

Positive Control Average . 2262.5 CFU

Negative Monitor Count : <1CFU

Mean Particle Size : 3.0+0.3um

Test bacteria . Staphylococcus aureus ATCC 6538

Test Item Specimen No. Result

1 99.9

Bacterial Filtration Efficiency (BFE), g ggg

% .

4 99.9
5 99.9

Remark:

1) Performance Requirement: Type 1==95%, Type [1==98%, Type IR =98%

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%.

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject fo Terms and Conditions for Electronic Documents at [Twww.sgs.com/en. erms-an Condmons!Terms e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues de erein. Any Is document Is
advised that information contained hereon reflects the Company’s findings at the time of |ts intervention only and within the limits of
Client's instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written approval of the Company. Any unauthorized alteration, 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. Unless otherwise stated the
results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us attelephone: (86-755) 8307 1443,
or, email: CN.Doccheck@sgs.com

3"Building No.839, Yishan Road Xuhui Distrct Shanghal,China 200233 t (86-21)61402666  f (86-21) 64956763 WWW.SgSgroup.com.cn
E - B - fRICEE L8898 35H#  HE%: 200233 t (86-21)61402666  f (86-21) 64956763 e sgs.china@sgs.com
|
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Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 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 85+5% R.H.
Test Area : 49cm?
Flow Rate ;8 1/min
Specimen No. Test Area No. Different Pressure for each The average value for each test
tested area (Pa/cm?) specimen (Pa/cm?)
1-1 33.6
1-2 38.3
1 1-3 35.3 35
1-4 32.7
1-5 36.5
21 37.4
2-2 36.5
2 2-3 38.3 36
2-4 34.6
2-5 34.2
3-1 34.9
3-2 34.4
3 3-3 37.0 36
3-4 38.5
3-5 35.4
4-1 36.7
4-2 35.4
4 4-3 33.6 35
4-4 34.7
4-5 36.5
5-1 38.7
5-2 39.0
5 5-3 36.4 38
5-4 36.5
5-5 37.2
Remark:

1) Performance Requirement: Type 1<40 Pa/cm?, Type 11<40 Pa/cm?, Type [IR<60 Pa/cm?
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%.

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documents at E: Wwww.sgs.com/en/Terms-an -Condi1ionsrrerms-a-Documam.ast.
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Clause 5.2.4 Splash Resistance
(ISO 22609 :2004)

Sample: A

Test Blood Pressure . 16.0kPa

Pre-Conditioning : Minimum of 4 hours at 21+£5°C and 85+5% R.H.

Distance of the mask to the tip of cannula : 300+£10mm

Test Penetration on Conclusion Test Penetration on Conclusion
Specimen# inside surface Specimen# inside surface
1 None Seen Pass 17 None Seen Pass
2 None Seen Pass 18 None Seen Pass
3 None Seen Pass 19 None Seen Pass
4 None Seen Pass 20 None Seen Pass
5 None Seen Pass 21 None Seen Pass
6 None Seen Pass 22 None Seen Pass
7 None Seen Pass 23 None Seen Pass
8 None Seen Pass 24 None Seen Pass
9 None Seen Pass 25 None Seen Pass
10 None Seen Pass 26 None Seen Pass
11 Seen Fail 27 None Seen Pass
12 None Seen Pass 28 None Seen Pass
13 None Seen Pass 29 None Seen Pass
14 None Seen Pass 30 None Seen Pass
15 None Seen Pass 31 None Seen Pass
16 None Seen Pass 32 None Seen Pass
Number of Pass: 31
Overall result: Acceptable

Remark:

1) Performance Requirement Type |: N/A, Type Il: N/A, Type lIR: 216.0kPa

2) Test was conducted within 60s after removal from conditioning chamber.

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

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

. Total Bioburden, Total Bioburden,
Mask Weight(g) (cfuimask) (cfulg)
Sample Number
1# 2.71 3 1.1
2# 2.68 9 3.36
3# 2.70 12 4.44
4# 2.67 12 4.49
5# 2.72 3 1.10

Remark: Performance Requirement: Type 1=30 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g
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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.

***End of Report***
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