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Produk s . ®
Products TUVRheinland
Priifbericht-Nr.: GO379483 001 Auftrags-Nr. 168265694 Seite 1 von 12
Test Report No.: Order No.: Page 1 of 12
Kunden-Referenz-Hr.:  NfA Auftragsdatum:  May 20, 2020
Client Reference No.: Order dafe:

Diasia Biomedical Technology Co., Ltd.
Auftraggeber: 3th B, 4th Floor, Building No.4, Chuangfu Industrial Park, Xixiang Tiegang Reservoir
Client: Road, Bacan District, Shenzhen, China
Priifgegenstand: Dizposable Medical Mask
Test item:

Bezeichnung ! Typ-Nr.: 175mm = S4mm, 150mm x 65mm, 145mm x 94mm
Identification | Type No.:

Auftrags-Inhalt:

Order content: Type test

Priifgrundlage: EN 14683:2019+AC2019 except for clause 5.2 6

Test specification:

Wareneingangsdatum: gy 20 2020

Date of receipt.

Priifmuster-Nr.: 20200316

Test sample No.:

Priifzeitraum: May 21, 2020 to Jun. 01, 2020

T £ - See Attachment: Photo documentation for details.
Ort der Priifung:

Place of testing: Seepaged

Priiflaboratorium: TUV Rheintand (Shenzhen)

Testing laboratory: Co., Lid.

Prifergebnis™: P

Test resufi™:

gepriift von [ tested by- kontrolliert von | reviewed by:

Jun. 28, 2020 Lucy Jiang / Assistant Project Engineer  Jun. 28, 2020 Angela Chen / Department Manager

Datum Mame [ Stellung Unterschrift Diatum Mame [ Stellung Unterschrift
Date Mame | Position Signature Date Neame | Position Signature
Sonstiges ! Other.
- The test report consists of EN 14683 test repert including this cover page (12 pages) and attachment: Photo
documentation {9 pages).

- The Biocompatibility (clause 5.2 6) is not evaluated in this test report.

Zustand des Priifgegenstandes bei Anli ung: Prifmuster vollstandig und unbeschadigt

Condition of the fest item at delivery: Test item complete and undamaged

“legenge | -sehrgul Z=gut 3 = Defledigend 4 = Gusrsichiend £ = mangeman
Pjaes) = 0.g. Prifgn Flall) - entepr g3 A, = michi N = nichi gelestet

Legend:

4= suficlent 5=poor
NeA = nat appiicanie NIT = it fested
Dieser Priifbericht bezieht sich nur auf das o.g. Priiffmuster und darf ohne G i der Pri nicht
ise vervielfaitigt werden. Dieser Bericht berechtigt nicht zur Vi eines Prifzeich:
Thiz fest report only relates fo the a. m. fest sample. Withouw! permission of the test cenfer this test report iz not permitted fo be
e d in exfracfs. Thiz fest reporf doez nof entditle to camy any fesf mark.

TUV Rheinland (Shenzhen) Co., Ltd., East of F/1, Fi2 - F/4, Building 1. Cybio Technology Buiding. No. & Langshan No. 2 Road,
Morth Hitech Industry Park, Manshan District, P.R. China
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Requirements and test methods

EN 14683:2013+AC: 2019
Medical face masks —

Report Reference No. ..

60379483 004
See cover page
See cover page

TUV Rheinland {Shenzhen) Co., Ltd.

Addr 1F East & 2-4F, Cybio Technology Building Ne.1, No.16 Kejibei 2nd
Road, High-Tech Industrial Park North Nanshan District, 518057,
Shenzhen, China

Applicant's name . Diasia Biomedical Technology Co., Ltd.

Address.. 3th B, 4th Floor, Building No.4, Chuangfu Industrial Park, Xixiang
Tiegang Reservoir Road, Baocan District, Shenzhen, China

Test specification:

ol e Ty Te T ———— : EN 14683:2019+AC:2019

Test procedure Type test

Hon-standard test method.. MIA

Test Report Form No. ... .+ EN 14683:2019+AC2019_A

Test Report Form Originator ........ :  TOV Rh (5Z)

Master TRF . iiaii: :  2020-03

Test item description. : Disp ble Medical Mask

Trade Mark . i i i : DI m
— IIE

Manufacturer :  Same as the applicant

ModeliType reference woumwmm. : 175mm = 94mm, 150mm x 65mm, 145mm = S4mm

Classification.us et TYRE 1R

QMF-RT-320085HG Rewision number 1.0 Effective date: 2020-03-12




Mascarilla Quirurgica /
Quirargica Infantil BFE 98%

Certificado

A TUVRheinland” Page 3 of 12 Report No. 60379483 001

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

Attachment — Photo Documentation (9 pages)

Summary of testing:

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

Construction check according to: TUV Rheinland (Shenzhen) Co., Ltd.
Clause 5.1.1 Materials and construction 1F East & 2-4F, Cybio Technology Building

Mo 1, No.16 Kejibei 2nd Road, High-Tech
Industrial Park North Nanshan District, 518057,
Shenzhen, China

Clause 5.1.2 Design

Clause 5.2.2 Bacterial filtration efficiency (BFE) Pony Testing Group Shanghai Co., Ltd.
Clause 5.2.3 Breathability 2/31416/F ., Building 35, No 680, Guiping
Clause 5.2 4 Splash resistance Road, Xuhui District, Shanghai, China

Clause 5.2.5 Microbial cleanliness (Bioburden)

QOMF-RT-330085HG Revision number: 1.0 Effective date: 2020-03-12
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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.

See attachment.

QMF-RT-230085HG Revision member: 1.0 Effective date: 2020-03-12




Mascarilla Quirurgica /
Quirargica Infantil BFE 98%

Certificado

A TUVRheinland® Page 5 of 12 Report No, 60373483 001

Testing
Date of receipt of test item(s) ..ol
Dates of tests perf d

Possible test case verdicts:

- test case does not apply to the test object
- test object does meet the requirement .........
- 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.
“{Seeuppenﬁed!able} refers o 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 this report a [] comma / [£] point is used as the decimal separator.

Hame and address of factory (i£8) .. : Same as the applicant

General product information:

1. The tested medical mask classified as type lIR.

2, The Bi tibility (cl £.2.6) is not evaluated in this test report.

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

4, Three models are identical with each other except for the size, the sizes for three models are
175mm = 34mm, 150mm x 65mm and 145mm x 34mm. All the tests are performed on model 175mm
x S4mm.

OMF-RT-33MBSHG Revision number: 1.0 Effective date: 2020-03-12
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EN 14683:2019+AC:2019
Clause |Requ'rement + Test Result - Remark ‘Verdict

4 Classification P

Medical face masks specified in this European Type iR P
Standard are classified into two types (Type | and Type
11} according to bacterial filtration efficiency whereby
Type |l is further divided according to whether or not
the mask is splash resistant. The 'R" signifies splash
resistance.

5 Requirements

51 General
511 Materials and construction

The medical face mask is a medical device, generally | 3 ply designed with two layers of
composed of a filter layer that is placed, bonded or non-woven fabric and one layer
moulded between layers of fabric. of melt blown fabnc.

The medical face mask shall not disintegrate, split or P
tear during intended use.
In the selection of the filter and layer materials, P
attention shall be paid to cleaniiness.

5.1.2 Design P

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

Medical face masks may have different shapes and With nose clip P
constructions as well as additional features such as 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}

5.2 Performance requirements P

5.2.1 General P

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

5.2.2 Bacterial filtration efficiency (BFE) P

|||

When tested in accordance with Annex B, the BFE of | See appended table 52.2 P
the medical face mask shall conform to the minimum
value given for the relevant type in Table 1.

For thick and rigid masks such as rigid duckbill or cup | Mot such mask. MIA
masks the test method may not be suitable as a proper

seal cannot be maintained in the de 1 _In
these cases, another valid equivalent method shall be
used fo determine the BFE.

QMF-RT-330085HG Rewvision number: 1.0 Effective date: 2020-03-12
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EN 146832019+AC:2019

Clause |anuremm + Teat Result - Remark Verdict
When a mask consists of twe or more areas with Same characteristics and same NiA
different characteristics or different layer-composition, | layer-composition declared by
each panel or area shall be tested individually. manufacturer.

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

5.2.3 Breathability P
When tested in accordance with Annex C, the See appended table 5.2.3 P

differential pressure of the medical face mask shall
conform to the value given for the relevant type in Table
1.

If the use of a respiratory profective device as face MHiA
mask is required in an operating theatre andlor other
medical settings, t might not fulfil the performance
requirements with regard to differenfial pressure as
defined in this European Standard. In such case, the
device should fulfi the requirement as specified in the
relevant Personal Protective Equipment (PPE)

standard(s).
524 Splash resistance P
When tested in accordance with 1S0 226092004 the See appended table 5.2.4 P

resistance of the medical face mask o penetration of
splashes of liquid ghall conform fo the minimum value
given for Type IR in Table 1.

5.2.5 Microbial cleanliness {Bioburden) L

When tested according to EN 1SO 11737-1:2018 the See appended table 5.2.5 P
bioburden of the medical mask shall be = 30 CFUfg
tested (see Table 1).

5.2.6 Biocompatibility

According to the definition and classification in EN ISO | The biocompatibility is not
10993-1:2009, a medical face mask is a surface device |evaluated in this test report.
with limited contact.

The mar turer shall complete the evaluation of the
medical face mask according to EN ISO 10993-1:2009
and determine the applicable toxicology testing regime.
(The resulis of testing should be documented according
to the applicable parts of the EN |SO 10993 sernies.

The test results shall be available upon request.
6 Marking, labelling and packaging

Annex |, §13, of the Medical Devices Directive See attachment.
(9342/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.

The following information shall be supplied:

a) number of this European Standard; P
OMF-RT-330085HG Revision nsmber: 1.0 Effective date: 2020-03-12
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EN 14683:2019+AC:2019
Clause  |Requirement + Test

Result - Remark Werdict
b) type of mask (as indicated in Table 1). P
EN ISO 15223-1:2016 and EN 1041:2008+41:2013 5
should be considered.

COMF-RT-330085HG Revision number: 1.0 Effective date: 2020-03-12




Mascarilla Quirurgica /
Quirargica Infantil BFE 98%

Certificado

/A TOVRheiniand®

Page Bof 12

Report No. 60379483 001

EN 14683:2019+AC:2019

Clause  |Requirement + Test Result - Remark | verdict
522 |TABE_E: Bacterial filtration efficiency (BFE) | P
Baichi/ |Test Dimension | test area | Flow rate | Mean of the | Mean plate BFE for | Remarks
lot no.: |Specimen | of the test fem?) {imin) total plate count of each test

no.: specimen counts of the specimen

LxW({mm the t?m' negative (%)
x mm) positive controls
controls

2020051 |1 164x144 95.0 28.3 99.4 =
]

2 164=145 95.0 283 99.8 =

3 163=144 95.0 28.3 1729 0 99.6 -

4 164=144 95.0 283 99.6 -

5 165%145 95.0 28.3 99.8 =

Supplementary information:

!,Eamspe:inmmqorﬂﬁmed&tﬂ'Candﬁi%mhﬁvehumﬂhfwj_hmmm into equilibrium with

atmosphere prior to testing.

2 The side of the test specimen was facing towards the challenge aerosol: the inside of the {est specimen.

QMF-RT-330085HG

Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2018+AC:2019

Clause  |Requirement + Test [ Resutt - Remark [ verdict
5.2.3 | TABLE: Breathability (Differential pressure) [ »
Batch/ | Test Differential pressure for The Flow rate Remarks
ot Specimen each test area averaged (Umin}
no.: number- (Palcm?) differential

Test arsa pressure for

number each test

specimen
(Paicm®)

202005 [1-1 26.2 8.0 2
16 12 28.2 8.0 s

13 26.9 26.9 8.0 —

14 28.4 8.0 =

15 25.1 8.0 -

21 32.0 8.0 -

22 3.9 8.0 i

23 329 32.2 8.0 =

24 313 8.0 e

25 334 8.0 i

341 29.6 8.0 i

32 27.9 8.0 e

33 30.3 292 8.0 s

34 276 8.0 s

35 0.7 8.0 -

41 3.9 8.0 i

33.4 8.0 s
318 123 8.0 s

44 A 8.0 =

45 33.2 8.0 =

51 I8 8.0 -

52 32.3 8.0 2

53 29.9 B 8.0 i

54 33.0 8.0 s

55 M9 8.0 i

Supplementary information:

Each specimen was conditioned at 21 °C and 85 % relative humidity for 4 h to bring them into equilibrium with

QMF-RT-X20085HG

Revision number: 1.0

Effective date: 2020-03-12
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EN 14683:2019+AC:2019
Clause  |Requirement + Test Result - Remark | verdgict
| atmosphere prior to testing.
524  |TABLE: Splash resistance | e
Batchl lot no.: Test mask no.: | The material Test result Remarks
R

20200516 1 Pass =

2 Pass -

3 Pass -

4 Pass -

5 Pass —

L] Pass -

T Pass -

& Pass -

9 Pass -

10 Pass -

1" Pass -

12 Pass =

13 Pass -

14 See clause Pass -

15 514 Pass &

16 Pass -

17 Pass -

18 Pass -

19 Pass -

20 Pass -

21 Pass =

22 Pass -

23 Pass -

24 Pass -

25 Pass -

26 Pass -

27 Pass -

28 Pass -
OMF-RT-330085HG Revision number: 1.0 Effective date: 2020-03-12
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EN 14683:2019+AC:2019

Clause |Req1.i¢emmt +Test Result - Remark Verdict
29 Pass -
30 Pass =
53 Pass -
32 Pass -

Supplementary information:

1, Each specimen was conditioned at 21 *C and 85 % relative humidity for 4 h to bring them into equilibrium with
atmosphere prior to testing.

2, The description of target area tested: the cenfre of the specimen.

3, Any technigue used o enhance visual detection of synthetic blood: coifon gbsorbent swab.

4, The temperature and relative humidity for testing: 21 “C and 85 %.

5, Description of any pre-treatment techniques used: NiA,

525 TABLE: Microbial cleanliness {Bioburden) P
Batch/ lot no.: Mask{under Weight of | Total bioburden Remarks

test) no.: each mask per individual

(o) mask
(CFU/g)

20200516 1 3.00 13 -

2 3m 15 -

3 M 25 -

4 299 Fal =

5 3.00 16 -
5 " PR

e X
End of EN 14683 test report

QMF-RT-J300E5HG Revision nember: 1.0 Effective date: 2020-03-12




