EC REP CERTIFICAT

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/28102020.2

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized
Representative of
Baoji Taidakang Medical Technology Co., Ltd
No.2 Workshop, Tianwang Town, Baoji High-Tech Development Zone,
Shanxi Province, China

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on
medical devices as amended.

The products in Annex [ was registered in Spanish MOH with number RPS/2476/2020

Issued on: 28/10/2020 Valid until: 27/10/2021

Authorized Signatory
CMC Medical Devices & Drugs SL

www.cmcmedicaldevices.com




EC REP CERTIFICATE

ANNEX 1 Medical Device Products

Protective Face Mask for Medical Use
Surgical Mask

Single-Use Medical Face Mask

www.cmcmedicaldevices.com




Sl.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: ~ BAOJI TAIDAKANG MEDICAL FEARIA RET R R A
TECHNOLOGY ]
CO., LTD PLES
No.2 workshop in the courty T
of Shaanxi Taihua Logistics Industry Co.,, &#HHEX
Ltd. KFH
Tianwang Town Bk P R AT PR A B 2 T
Baoji High-tech Development Zone fR%: 721305
Shaanxi
721305
China

Holds Certificate No: MD 730516

and operates a Quality Management System which complies with the requirements of 1ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The manufacture and distribution of Protective Face Mask For Medical Use, Surgical Mask and
Single-Use Medical Face Mask.
B A B PR RO SR — R O SR RS 2

O, < 3. . 13

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-09-11 Effective Date: 2020-09-11
Latest Revision Date: 2020-09-11 Expiry Date: 2023-09-10
77N\ Page: 1 of 1
N
MGMT.SYS. . o
RA C 177 ..making excellence a habit.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated gnline.
Printed copies can be validated at www,bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.



bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 730518 R000

Manufacturer: BAOJI TAIDAKANG MEDICAL TECHNOLOGY CO., LTD

By Royal Charter

Address:

No.2 workshop in the courty

of Shaanxi Taihua Logistics
Industry Co., Ltd.

Tianwang Town

Baoji High-tech Development Zone
Shaanxi

721305

China

Single Registration Number: Not Available

EU Authorised Representative: CMC Medical Devices & Drugs S.L.

Address:

C/ Horacio Lengo N°18
CP 29006

Malaga

Spain

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex XI part A,
the quality system meets the requirements of the Regulation. For the placing on the market of Class III and Class IIb
devices an additional Annex X certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

crm C_Saed ¢

Gary E Slack, Senior Vice President Medical Devices

Frst Issued: 2020-10-01 Date: 2020-10-01 Expiry Date: 2025-09-30

..making excellence a habit’
Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required st ance activities

31 (0) 20 346 07 80

), John M. Keynesplein 9, 1066 EP, Amst el: + 3
0ad, London, W4 4AL, UK.

ered in England under number 05435540 at 3




bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 730518 R0O00

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification
Protective Face Mask For Medical Use Class Is

Surgical Mask Class Is

Single-Use Medical Face Mask Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to
establishing, securing and maintaining sterile conditions.

First Issued: 2020-10-01 Date: 2020-10-01 Expiry Date: 2025-09-30
..making excellence a habit’
Page 2 of 3

Validity of this certificate is conditional on the Manufacturer's quality system being maintained to the requirements of the Regulation as demonstrated
through the required eillance activities of the Notified Body
This certificate was issued electronically and is bound by the conditions of the contrac

NB Contact: BSI Group The Netherlands B.V, Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK
Member of the BSI Group of Companies.
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EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

=2 L':;ml L
By Royal Charter

MDR 730518 R000

Certificate History

ipplicable
£

eiow certificate

Date Reference number Action
Current 3222026 Arst Issue.

First Issued: 2020-10-01 Date: 2020-10-01 Expiry Date: 2025-09-30
..making excellence a habit”

Page 3 of 3

y system being maintained to the requirements of the Regulation as demonstrated

ns of the contract

ohn M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK

ontact: BSI Group The Netherlands B.V, Say Bu
te Contact: BSI Grou rance Limited, reg
A Member of the BSI Group of Companies.
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BAOJI TAIDAKANG MEDICAL TECHNOLOGY CO.,LTD.

NO.2 WORKSHOP, TIANWANG TOWN, BAOJI HI-TECH DEVELOPMENT ZONE, SHAANXI PROVINCE,
CHINA

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

Sample Description . (A)Protective Face Mask For Medical Use

Sample Color . (A)White

Lot No. . T20200926

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

Sample Receiving Date . Oct 29, 2020

Testing Period : Nov 02, 2020 - Nov 12, 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

5 i Yo " PP

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 to Terms and Conditions for Electronic Documents at tts: www.sgs.com/en/Terms-an -CondItIonslTerms-e-Document.ast.
Attention is drawn to the limitation of liability, ind. ification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company's findings at the time of its 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
i 4 & appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the

2 S . . results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.
<z(;slnspecllon&TestmgSewlces S Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
2 or email: CN.Doccheck@sgs.com
3"Building,No.889, Yishan Road, Xuhui District Shanghai,China 200233 t (86-21)61402666  f (86-21) 64958763 WWW.Sgsgroup.com.cn
E - L - HITKEUNHCBISISHE  HBMH: 200233 t (86-21)61402666 _ f (36-21) 64958763 S chinaiaonoon

]
Member of the SGS Group (SGS SA)



Test Report SL52045301495801TX Date:November 12,2020 Page 2 of 4
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 ;o ~189mm x 155mm
Positive Control Average . 2451CFU
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%
0,
Bacterial Filtration Efficiency i ggg;’
(BFE) 22D
4 99.9%
5 99.9%

Remark:

1) Performance Requirement: Type 1=95%, Type [1==98%, Type IIR =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 to Terms and Conditions for Electronic Documents at ttg: www.sgs.com/en/Terms-an -Conditions/Terms-e-Document. ast
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company's findings at the time of its 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, for%ery or falsification of the content or
sk 4 & 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.
” lnspecnon&Testmg Serwces S Aﬂennon To check (he nnlhenhclty of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,

3" ButldngNoBBQYlshan Road)(uMDmShanghalChna 200233 t (86-21)61402666  f (86-21) 64958763 WWW.Sgsgroup.com.cn
iE - i - HCKE 1L2889S3S#  HB4: 200233 t (86-21)61402666  f (86-21) 64958763 e sgs.china@sgs.com
|

Member of the SGS Group (SGS SA)




Test Report SL52045301495801TX Date:November 12,2020 Page 3 of 4

Clause 5.2.4 Splash Resistance
(1ISO 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 concliision Test Penetration on concliision
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 None Seen Pass 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: 32
Overall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type Ill: N/A, Type IIR: 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.

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 ng: www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is
advised that information contained hereon reflects the Company's findings at the time of its 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
Ly except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
i 4 & appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
73 | e T i 5 5 e results shown in this test report refer only to the sample(s) tested and such sample(s) are retained for 30 days only.

‘(('7) nspection & Testing Services Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
A, or email: CN.Doccheck@sgs.com

3"Buikding,No.889, Yishan Road,Xuhui Distrct Shanghai,China 200233 t (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn
iE - Hif - HiLKEL%89S3S 8  HB4: 200233 t (86-21)61402666  f (86-21) 64958763 e sgs.china@sgs.com

Member of the SGS Group (SGS SA)




Test Report SL52045301495801TX Date:November 12,2020 Page 4 of 4

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

Sample: A
. . Total Bioburden, Total Bioburden,
Test Specimen# Mask Weight(g) (CFU/mask) (CFUJg)
1# 6.51 3 0.46
2# 6.51 21 3.23
3# 6.39 21 3.29
4# 6.41 6 0.94
5# 6.47 21 3.25

Remark: Performance Requirement: Type I<30 CFU/g, Type [I<30 CFU/g, Type IIR<30 CFU/g

Sample Photo

“35“}3 8“*4“4\41&‘5“

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***

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. comIeanerms-and-Condilions aspx and, for electronic format documents,
subject to Terms and COndItIons for Elec(ronlc ocuments al s.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the li of liability, ind: ification and jurisdiction issues defined therein. y holder of this document is
advised that information contained hereon reﬂects the COmpany s findings at the time of its intervention only and within the limits of
Client's instructions, if any. The C s sole r bility is to its Cllent and this document does not exonerate parties to a
transaction from sxerclsing all their rlghts and obligaﬂons under the tr t cannot be reproduced
except in full, without prior written approval of the Company Any unauthorized alteration, for?ery or falsification of the content or
appearance of this tis and to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer only to the sample(s) testecr and such sample(s) are retained for 30 days only.

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

3Buikding,No.889,Yishan Road Xuhui Distrct Shanghai China 200233 t (86-21)61402666  f (86-21) 64958763 WWW.SgSgroup.com.cn

i - Eiff - LK EILK889S3SH  HBL4: 200233 t (86-21)61402666  f (86-21) 64958763 e sgs.china@sgs.com
I
Member of the SGS Group (SGS SA)
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Products

A TUVRheinland®

Priifbericht-Nr.: 60373866 001 Auftrags-Nr. 168264851 Seite 1 von 12
Test Report No.: Order No.: Page 1 of 12
Kunden-Referenz-Nr.:  N/A Auftragsdatum: May 14, 2020

Client Reference No.: Order date:

BAOJI TAIDAKANG MEDICAL TECHNOLOGY CO., LTD.

Auftraggeber: NO. 2 WORKSHOP, TANWANG TOWN, BAOJI HIGH-TECH DEVELOPMENT ZONE,
Client: Baoji, Shaanxi, 721305, P.R. China

Priifgegenstand: Protective Face Mask For Medical use

Test item:

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

15.5cmx10cm

Auftrags-Inhalt:
Order content:

Type test

Priifgrundlage:
Test specification:

EN 14683:2019+AC:2019 except for clause 5.2.6

Wareneingangsdatum: \jay 18, 2020
Date of receipt:
Priifmuster-Nr.: T20200513

Test sample No.:

Priifzeitraum:
Testing period:

May 19, 2020 to Jun. 01, 2020

See Attachment: Photo documentation for details.

Ort der Priifung:
Place of testing:

See page 3

Priiflaboratorium:
Testing laboratory:

TUV Rheinland (Shenzhen)
Co., Ltd.

Priifergebnis*:
Test result™:

Pass

gepriift von / tested by:

Jun. 03, 2020 Lucy Jiang / Assistant Project Engineer

kontrolliert von / reviewed by:

Ange K ol

Jun. 04, 2020 Angela Chen / Department Manager

Datum
Date

Name / Stellung
Name [/ Position

Unterschrift
Signature

Datum
Date

Unterschrift
Signature

Name / Stellung
Name | Position

Sonstiges / Other:

- The test report consists of EN 14683 test report including this cover page (12 pages) and attachment: Photo
documentation (4 pages).

- The Biocompatibility (clause 5.2.6) is not evaluated in this test report.

Zustand des Priifgegenstandes bei Anlieferung:
Condition of the test item at delivery:

Prifmuster vollstandig und unbeschadigt
Test item complete and undamaged

* Legende: 1 = sehr gut

P(ass) = entspricht 0.g. Prufgrundlage(n)

Legend: 1 = very good

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

4 = ausreichend
N/A = nicht anwendbar

3 = befriedigend
F(ail) = entspricht nicht o.g. Prufgrundlage(n)

5 = mangelhaft

N/T = nicht getestet
5 = poor

N/T = not tested

2 =gut

4 = sufficient
N/A = not applicable

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

2 = good

Dieser Priifbericht bezieht sich nur auf das o.g. Priifmuster und darf ohne Genehmigung der Priifstelle nicht
auszugsweise vervielfaltigt werden. Dieser Bericht 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 be
o4 duplicated in extracts. This test report does not entitle to carry any test mark.

TUV Rheinland (Shenzhen) Co., Ltd., East of F/1, F/2 - F/4, Building 1, Cybio Technology Building, No. 6 Langshan No. 2 Road,

North Hi-tech Industry Park, Nanshan District, Shenzhen, P.R. China
http://www.tuv.com




A TUVRheinland®

Page 2 of 12

Report No. 60373866 001

EN 14683:2019+AC: 2019

Medical face masks —

Requirements and test methods

Report Reference No. ........cccceeeu... :
Date of issUe.......ccccerrieierrriniineennnns :

Total number of pages .................. :

60373866 001
See cover page

See cover page

Testing Laboratory .........ccccceveneee :
Address.......ccceviiiiiiirininirerererereen :

TUV Rheinland (Shenzhen) Co., Ltd.

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

Shenzhen, China

Applicant’s name.......ccccceveveveeeeens :
Address.......ccoooiiiiiiiees :

BAOJI TAIDAKANG MEDICAL TECHNOLOGY CO., LTD.

NO. 2 WORKSHOP, TANWANG TOWN, BAOJI HIGH-TECH
DEVELOPMENT ZONE, Baoji, Shaanxi, 721305, P.R. China

Test specification:

Model/Type reference.................... :

Classification......ccccccoeveeeiiieenniirnenn. :

Standard ..o, : EN14683:2019+AC:2019
Test procedure..........cccoeeeerernnnnnnes : Type test
Non-standard test method............  N/A
Test Report Form No. .................... :  EN 14683:2019+AC:2019_A
Test Report Form Originator ........ : TUVRh(S2)
Master TRF ..o 1 2020-03
Test item description..................... :  Protective Face Mask For Medical use
Trade Mark........ccceeereeeeureeccseeeeanns : tw .lll.l_l*
TAIDA KANG
Manufacturer ..........cccoceveennniinennnne :  Same as the applicant

15.5cmx10cm
Type IR

QMF-RT-33008SHG

Revision number: 1.0

Effective date: 2020-03-12
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A TUVRheinland Page 3 of 12 Report No. 60373866 001

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

Attachment — Photo Documentation (4 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

No.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 2/3/4/6/F ., Building 35, No0.680, Guiping
Clause 5.2.4 Sp|ash resistance Road, Xuhui DiStriCt, Shanghai, China

Clause 5.2.5 Microbial cleanliness (Bioburden)

QMF-RT-33008SHG 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-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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Testing
Date of receipt of test item(s).........cocevvvsiseneneneneil Sge cover page
Dates of tests performed............ccooernrnnnnnneenesl Sge cover page

Possible test case verdicts:

- test case does not apply to the 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.

"(See 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 this report a [ | comma / [ point is used as the decimal separator.

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

General product information:

1, The tested medical mask classified as type IIR.

2, The Biocompatibility (clause 5.2.6) 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.

QMF-RT-33008SHG Revision number: 1.0 Effective date: 2020-03-12
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Report No. 60373866 001

EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark

Verdict

4

Classification

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 IIR

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.

5 ply designed with two layers of
polypropylene non-woven fabric,
one layer of polypropylene hot
air cotton and two layers of
polypropylene melt spray cloth.

|V |V | O

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

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

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.

Medical face masks may have different shapes and
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).

With nose clip

5.2

Performance requirements

5.2.1

General

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

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 such mask.

N/A

QMF-RT-33008SHG Revision number: 1.0

Effective date: 2020-03-12
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Report No. 60373866 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.

Same characteristics and same N/A

layer-composition declared by

manufacturer.

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

See above

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 in the
relevant Personal Protective Equipment (PPE)
standard(s).

N/A

5.24

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 IIR in Table 1.

See appended table 5.2.4 P

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 P

5.2.6

Biocompatibility

N/E

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

The biocompatibility is not N/E

evaluated in this test report.

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 1ISO 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.

See attachment.

The following information shall be supplied:

a) number of this European Standard;

P

QMF-RT-33008SHG Revision number: 1.0
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Result - Remark

Verdict

b) type of mask (as indicated in Table 1).

EN ISO 15223-1:2016 and EN 1041:2008+A1:2013
should be considered.

QMF-RT-33008SHG Revision number: 1.0

Effective date: 2020-03-12
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5.2.2 TABLE: Bacterial filtration efficiency (BFE) P
Batch/ |Test Dimension | test area | Flow rate | Mean of the | Mean plate BFE for Remarks
lot no.: |Specimen | of thetest | (2 (I/min) total plate count of each test

no.: specimen counts of the specimen

Lx W (mm the two negative (%)
X mm) positive controls
controls

T20200 |1 125%120 95.0 28.3 99.9% --
513

2 125%120 95.0 28.3 99.9% --

3 124x121 95.0 28.3 1044 0 99.9% --

4 124x121 95.0 28.3 99.9% --

5 124%120 95.0 28.3 99.9% --

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 side of the test specimen was facing towards the challenge aerosol: the inside of the test specimen.
3, The plate count collected by the cascade impactor.

QMF-RT-33008SHG

Revision number: 1.0
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5.2.3 TABLE: Breathability (Differential pressure) P

Batch/ | Test Differential pressure for The Flow rate Remarks

lot Specimen each test area averaged (/min)

no.: number- (Palcm?) differential
Test area pressure for
number each_ test

specimen
(Pa/cm?)

T2020 |1-1 25.0 8.0 -

0513 1-2 26.8 8.0 -
1-3 24.6 25.2 8.0 -
1-4 243 8.0 -
1-5 25.2 8.0 -
21 27.4 8.0 -
2-2 26.3 8.0 -
2-3 29.0 27.4 8.0 -
24 28.3 8.0 -
2-5 26.2 8.0 -
31 31.1 8.0 -
3-2 32.0 8.0 -
3-3 32.9 31.9 8.0 -
34 33.1 8.0 -
3-5 30.3 8.0 -
41 39.4 8.0 -
4-2 40.7 8.0 -
4-3 38.6 39.3 8.0 -
4-4 394 8.0 -
4-5 38.3 8.0 -
5-1 394 8.0 -
5-2 38.6 8.0 -
5-3 37.5 38.8 8.0 -
5-4 38.3 8.0 -
5-5 40.0 8.0 -

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

QMF-RT-33008SHG
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atmosphere prior to testing.

5.24 TABLE: Splash resistance P

Batch/ lot no.: Test mask no.: The material Test result Remarks

of tested (Pass/fail)
mask

T20200513 1 Pass -
2 Pass --
3 Pass -
4 Pass --
5 Pass --
6 Pass --
7 Pass --
8 Pass --
9 Pass --
10 Pass --
1 Pass --
12 Pass --
13 Pass --
14 See clause Pass -
15 5.1.1 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 --

QMF-RT-33008SHG

Revision number: 1.0
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29 Pass -
30 Pass --
31 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 centre of the specimen.

3, Any technique used to enhance visual detection of synthetic blood: cotton absorbent swab.

4, The temperature and relative humidity for testing: 21 °C and 85 %.
5, Description of any pre-treatment techniques used: N/A.

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

test) no.: each mask per individual

(9) mask
(CFU/g)

T20200513 1 3.68 4 --

2 3.66 <1 -

3 3.65 2 -

4 3.67 1 -

5 3.65 2 -

Supplementary information:

QMF-RT-33008SHG

Revision number: 1.0
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Product: Protective Face Mask For Medical use
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Figure 1 Front view of packaging bag
(The marking shown above will be replaced by the marking in Figure 3 in final packaging bag)
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Figure 2 Back view of packaging bag
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Product: Protective Face Mask For Medical use

Type Designation: 15.5cmx10cm
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TAIDA KANG
EN 14683:2019+AC:2019
Filter Efficiency =98%

Product Name:FProtective Face Mask For Medical Use
Product specification and model: 1piecebag of tolding ear hanging 15 5cm x 10cm
Product structure: The product consisis of mask body, nose chip and mask belt. This product consists of outer PP non-woven fabric
middie layer PP hot air colton, ilter layer PP malt spray cloth, inner layer PP non—woven fabne five layers
The product is sterilized by ethylene oxide and provided in stenle form
Product Usage Description
Serviceable range:The scope of application s applicable to the face ol a person wearing contact with a virus matertal In a medical
nstitution and is used 10 prevent the transmission of the virus from the patient 1o the medical staff
Usage method
1) Open the mask and face the side of the mask without 4 nose clip so that the nose chp s above the mask
2) Both hands hoid each side of the ear band, with a mask against the chin
3} To hang the earband after the sar. adjust the earband 10 teel as comfortabie as possible
4) Piace both fingers in the middie of the metal nose clip, press inward while moving the fingartips along the nose chp to both sides until
the nose clip 1s completely pressed into the shape of the nose beam. Only one hand pinch mask nose clip may affect the mask tighinass
5) Must check the tightness of the mask and face belore entenng the work area
Contraindications to no
Warnings
1) 1s not suitabie tor respiratory protection agamst harmiul gases and vapors, Not suitable for anoxic environment, underwater operation
escape and lire breathing protection equipment. e.g. the concentration of vapor, oty gas solution, asbestos. arsenic. cadmwm, lead. etc
of the gas exceeds 10 imes the allowable exposure limit or occupational exposure imit (PEL/OEL), etc. This protective mask does not
produce oxygen
2)Betore use, please check whether the packing 8 in good condition, confirm the outer packing mark, production date, validity penod
and use it dunng the stenlization validity penod
3} Should ensure that the mask s spread over the nose beam to the mandibie 1o achieve the desired protective effect
4) This product is dispasable, it is torbidden to reuse
5) This product has been steriiized by ethyiene oxdde, If the packaging s found damaged before use, 1 1S stnolly prohibited 10 use
6) Allergec 10 non-woven fabnics with caution
7) i the masks worn smudgy or breathing resistance grows. please ieave the contaminated area and replace the use of respirators
8) Products, should be in accordance with the requirements of hospitals and the environmental protection department for processing
Storage conditions: The product should be stored at room temperature air relative humidity is not higher than 75%In an environment
free of corrosive gases, keep away from fire and in-flammabies
Production Date / Serial Number: See package
Sterilization valid: 202005
Execute the standard code - GB 19083-2010
Production License No. :Shaanxi pharmaceutical supervision machinery production lloense No. 20200014
Registration Certificate No .& Product Technical Requirements No. : Shaanw Machinery Injection No 20202140026
Registered person / name of manufacturing enterprise / after-sales service unit - Baoy tadakang Medical Technology Co  Lid
Reg d p / Production Enterprise Residence / Production Enterprise Address: No 2 workshop in the courtyard of Shaanxi
Talhua logistics industry co., LTD., Tianwang Town, Baojt high-tech development zone, Shaanxi Frovince.

90002

Tel: 09176786999 676299% Posteode: 721305
E-mail: Taidakang@ 163 com

Before use see instructions
RS |STERILE | EO| ® ”H ““”
Disposable Use 61973165

2

Made in China

Figure 3 Front view of packaging bag
(The LOT number and manufacturing date are used in the back of packaging bag)
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Type Designation: 15.5cmx10cm
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Figure 4 View of face mask
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Figure 5 View of face mask
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Type Designation: 15.5cmx10cm
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Figure 6 View of face mask

- oc Oy 05 09 0L 08 06 AL
o 06 00C0} 02 OE OF 05 09

Figure 7 View of face mask (5-ply)
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