Attestation

of Conformity

No. ICR Polska/M63 c €

Name and address
of Registered Manufacturer:

Product name: Medical Face Mask

Product type/model: Flat Shape, Arch Shape, Folding Type, Binding Belt Type, Ear
Hanging Type

Trade mark: n/a

This Attestation confirms that the product meets the requirements of the following
normative documents and within limits of its documents gives presumption of conformity
with essential requirements of Directive 93/42/EEC.

Relevant EC Directive: Medical Device Directive 93/42/EEC

Conformity assessment EC Declaration of Conformity (Annex VII of Directive
procedure: 93/42/EEC)

Classification: Class I according Rule 1 of Annex IX of Directive 93/42/EEC
Applied normative documents: EN 14¢ :2019

Applied Quality n/a

Management System

This AoC will remain valid only if Quality Management System Certificate remains valid.
The assessment process has been carried out in accordance with the program PC-P-07-07.

Evaluation has been carried out in accordance with test report made by:
¢ SHENZHEN CTO TECHNOLOGY CO., LTD

No. of test report: CTO200316:
Issue date: 24.03.2020
Expiration date: 23.03.2025

The mutual obligations and rights of the certification are regulated by the contract
No. ICR Polska/2020-3125.

This Attestation applies to products having the same attributes (parameters), intended use, that have
been evaluated and meet the requirements of the aforementioned standard.

Director: Rafat Kalinowski E.- e

Warsaw, 24. 03. 2020.

ICR Polska Co. Ltd.
ul. Plac Przymierza 6, 03-944 Warszawa
www.icrpolska.com, e-mail: icrpolska@icrga.com
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No:

Prepared For

Product Name

Model

Prepared By

Test Date

Date of Report

Report No.

APPLICATION FOR TEST REPORT

On Behalf of

Medical Face Mask

Flat Shape, Arch Shape, Folding Type, Binding Belt Type, Ear Hanging

"~ Type

. SHENZHEN CTO TECHNOLOGY CO., LTD

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town,
Bao'an District, Shenzhen City, Guangdong Province, China

Feb. 26, 2020 ~Mar. 16, 2020

Mar. 16, 2020

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China

Web: http:// www.cto-cert.com

Tel: +86 755-29113135 E-mail: cto_service@163.com Page 1 of 6
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No:

MDD TEST REPORT

EN 14683: 2019

Surgical masks - Requirements and test methods

Report Reference No............................

Compiled by (+ signature)............... I

Approved by (+ signature)......................

Date of issue..........ccocoiiiiiiiiiiii !
Testing Laboratory.............................0

AdAresS.. ..ot s :

Laurent Wu

Mike Wang

Mar. 16, 2020

SHENZHEN CTO TECHNOLOGY CO., LTD

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan
Town, Bao'an District, Shenzhen City, Guangdong Province,
China

Applicant’sname...............................0

AdAress. ...t

Test specification:

Standard...................o

EN 14683: 2019

N/A

Testitem description.............................0
Trade Mark. ... :
Manufacturer...............ooooiiiiiiiiiiiiinn!

AdAress. ... et

Model/Type reference.........................t

Classification

Medical Face Mask

N/A

Flat Shape, Arch Shape, Folding Type, Binding Belt Type,
Ear Hanging Type
Type Il

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China
Web: http:// www cto-cert.com Tel: +86 755-29113135 E-mail: cto_service@163.com Page 2 of 6
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No:

Possible test case verdicts:
- test case does not apply to the test object... N (Not apply)
- test object does meet the requirement......... P (Pass)

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

Testing ..o
Date of receipt of testitem ... Feb. 26, 2020
Date(s) of performance oftests ..................... Feb 26 2020 —Mar. 16. 2020

General remarks:

The test 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 Issuing testing laboratory.
*(See Enclosure #)” refers to additional information appended to the report.

“(See appended table)” refers to a table appended to the report.

General product information:
The all models are same except their model number, and all tests are based on Flat Shape

Copy of marking plate:

ﬂedical Face Mask \

Model: Flat Shape
Classification: Type Il
Standard: EN 14683:2019

q

\ Made in Chinaj

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China
Web: http:// www.cto-cert.com Tel: +86 755-29113135 E-mail: cto_service@163.com Page 3 of 6
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No:

EN 14683
Clause Requirement — Test Result - Remark Verdict
4 Classification =
Medical face masks specified in this European Standard
are classified into two types (Type | and Type II)
according to bacterial filtration efficiency whereby Type Il | Type |l P
is further divided according to whether or not the mask is
splash resistant, The ‘R’ signifies splash resistance.
5 Requirements -
5.1 General P
511 Materials and construction P
512 Design P
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 mask may have different shapes and
constructions as well as additional features such as a face | Type II;
shield(to protect the wearer against splashes and to enhance fit by conforming P
droplets) with or without anti-fog function, or a nose bridge | to the nose contours
(to enhance fit by conforming to the nose contours).
5.2 Performance requirements P
521 General P
All tests shall be carried out on finished products p
or samples cut from finished products.
Sample 1: 98.6%
Sample 2: 98.8%
. . . Sample 3: 98.8%
522 Bacterial filtration efficiency (BFE) Sample 4: 99.2% P
Sample 5: 99.3%
Sample 6: 99.2%
Sample 1: 28.4Pa/cm”
Sample 2: 28.0Pa/cm§
o Sample 3: 27.8Pa/cm
523 Breathability Sample 4- 27 5Pajom? P
Sample 5: 26.1Pa/cm?
Sample 6: 27.8Palcm’
524 Splash resistance Not required P
Sample 1: 17cfulg
Sample 2: 21cfulg
. . : . Sample 3: 21cfu/g
525 Microbial cleanliness (Bioburden) Sample 4: 21cfulg P
Sample 5: 20cfu/g
Sample 6: 18cfu/g
. I classification in EN 1ISO
526 Biocompatibility 10993-1. P
527 Summary of performance requirements P
6 Marking, labelling and packaging [ -

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China
Web: http:// www.cto-cert.com Tel: +86 755-29113135 E-mail: cto_service@163.com

Page 4 of 6
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No:

EN 14683

Clause

Requirement — Test

Result - Remark

Verdict

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 packaging

The following information shall be supplied:

a) number of this European Standard;

EN14683:2019

b) type of mask(as indicated in Table1).

Typell

ENISO 15223-1: 2016 and EN1041: 2008+A1:
2013 should be considered.

T | 0| T|O

Table 1 — Performance requirements for medical face masks

Test Typel2 Type ll TypelIR

Bacterial filtration ;
efficiency (BFE), (%) 295 =98 =98
Differential pressure

< 40 <40 <60
(Pa/cmz)
Splash resistance

P stan Not required Not required 216,0

pressure (kPa)
Microbial cleanliness <30 <30 <30
(cfu/g) ) ) )

3

Type I medical face masks should only be used for patients and other persons to
reduce the risk of spread of infections particularly in epidemic or pandemic
situations. Type [ masks are not intended for use by healthcare professionals in an
operating room or in other medical settings with similar requirements.

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China

Web: http:// www.cto-cert.com Tel: +86 755-29113135 E-mail: cto_service@163.com
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SHENZHEN CTO TECHNOLOGY CO., LTD REPORT No: CTO2

ANNEX A: Photo-documentation

Photo 1
view
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Photo 2
view
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Cltop
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[ Ibottom

9/F, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Bao'an District, Shenzhen City, Guangdong Province, China
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Quotations From Shelly(19/04/2020)
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Medical 25gsm PP 50 pcs/bag
Face Mask [+ blue 1 bags/box
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e SHENZHEN CTO TECHNOLOGY CO, LTD REPORT No —a— SHENZHEN CTO TEGHNOLOGY GO, LT REFORT o 5 SHENZHEN CTO TECHNOLOGY CO., LTD v
Attestation — ——————————
. [ 0 TEST RE | Clouse | Rocuiremant—Test Resut- Ramark Verat |
of Conformity | PORT i Thooss 3 15 of o DR DI !
| EN 14683: 2019 | | (@us2rEEC) or Amex 1 523, o the Medical Device |
B Surgical masks - Requirements and test methods. | Reguiaton(EU) 20177745 specitos the rformation tha | See packaging [
APPLICATION FOR TEST REPORT I —— | ‘should be specified on the packaging in which the medical |
No. ICR Polska/M63 c E Report Reference No
On Behalf of | The folowing information shal be suppbed: B
oo and o Comphisty ¢+ ot [— 9 number of s Ewropean Sancare Enses2018 3
of Registred Mamutacturer: ') type of mask(as incated i Taviet) [Typet G
Product name: Medicl Face Mask Prepared For ENISO 15223-1: 2016 and ENTOAT: 20087AT .
Approved by (+sgnatur) Wike Warg 2013 showidbo consdered. |
Product type/model Flat Shape, Arch Shape, Fodng Type, Binding Bt Type, Ear
E— :1"“““’ ies Dete o ssue Mar 16, 2020 Table 1 — Performance requirements for medical face masks
This Attestation confirms that the product meets the requirements of the folowing Tasting Laboratory SHENZHEN CTO TEGHNOLOGY CO., LTD Test Typel: Typell Type IR
normative documants and within imits of iz documents Gves presemption of conformity
e doctments 4 wibln i of e decuments sives o Product Name Medical Face Mask naross. 9, bock B, SME ncubation cnter, Tangtou Avenu, Shiyan Bacterial filtration Los Las og
Relevant EC Directive: Medical Device Directive 93/42/€EC Model Flat Shape, Arch Shape, Folding Type, Binding Belt Type, Ear Hanging Town, Bao'an Disrict, Shenzhen Ciy, Guangdong Province, efficiency (BFE), (%)
€€ Deciaat Vi of brecive Type Crin Differential pressure
procedurer SSrasieee) Appiicants name 2 <40 <40 <60
(Pa/cm?)
Classiicaion: Clss 1 according Rule 1 of Annex IX of Diective SY42/€EC Adress. P ———
jash resistance
Applied normative documents:  EN 14l 12019 Prepared By SHENZHEN CTO TECHNOLOGY CO., LTD D‘:mm Fa) Notrequired | Not required 2160
sopiedqutty wa 9IF, block B, SME incubation center, Tangtou Avenue, Shiyan Town, Tostspocitication Y —— -
Bao'an District, Shenzhen City, Guangdong Province, China " <30 <30 <30
s standard EN 14683:2019 (cfu/g)
The essessment process hs been cried out i accordance with he program PC.-07-07.
Evaluation 1o been carie aut 1 sckordance wih tes eport made oy Non-standard st mthod A = Type | medical face masks should only be used for patients and other persons to
2 SHENZHEN CTO TECHNOLOGY CO. LTD Test Dt e 26, 2020 Mar 16, 200 reduce the risk of spread of infections particularly in epidemic or pandemic
No. of test report: CT0200316: est Date eb. 26, ~Mar. 16,2020 Test tem descriptin. Medical Fece Mask situations.Type [ masks are not ntened fo use by heaKcar prfesionls i an
operating room or i other medical sotings with similar requirements
Tosue date: 20.03.2020 Date of Report  © Mar. 16,2020 Trade Mark A e = s
Expiration date: 2032025
Manfactuer
rights of by the contract Report No.
No. 1CR Poika/2020-3175 Addross
1 Atetaton appies to roducts avingthe same kbutes (garameters), ntended us, hat ave
Deen evaliates A meet he. recorements of he iorementioncs standard
ModelType reference. & FistShae, Arch Shape. Folding Type. Binding Bet Type
Ear Hanging Type
Ciassfcation el
IR E
Director:Rafal Kalnowsis
X bt e Targo: A S Yo 8o D Saraer iy o
Warsaw, 24,03, 2020 S G SUE b o T e Sy Town 55587 Do Serren Gy Gargiors P G T S o g e S o RSO S o e o o TR Em SIS o EAH
ot Co. 14, s T o o Fa ot % >
P Praymierza 603 944 Warszowa
e om, - KIpOBKHOIAcom

Eco Charge Japane Co.,LTD
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