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DECLARATION OF CONFORMITY

Regarding Medical Device Directive(93/42/EEC)
including Directive 2007/47/EC

Manufacturer: Fujian Topcom Garment City Corp. Lid
Address: NO.758 Qian Road,Gaishan Town,Cangshan District, Fuzhou
city, Fujian province, China

EC Representative: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
Product Name: Disposable Medical Mask

Specification: 17*8.5cm. CM1010

Classification: Class | (MDD, Annex IX)

Conformity Assessment

Procedure: Annex VIl of Medical Device Directive(93/42/EEC)

We herewith declare that the above-mentioned products meet the requirements of
Medical Device Directive (93/42/EEC) and the following harmonized standards.

EN ISO 14971.2012 EN IS0 15223-1:2016
EN 1041:2013 EN ISO 10093-1:2018
EN IS0 10993-5:2008 EN ISO 10993-10:2013

On behalf uf SUNGO Europe office, I confirmed we are
EU REP of the compuny whe issue thix dociment,

3 CSungo i iiin

EN ISO 14683:2018

giobal sevce

. h 4 " "1 At Authorized Signature (5)
Name/ Position: Digongr plignoe Director

Place: no.756 Qian Road Gaishan Town,Cangshan District,Fuzhou city, Fujian province, China



Test Report

SL52025233818701TX

Date:April 21,2020

FUJIAN TOPCOM GARMENT CITY CORP_LTD
NO.756 QIAN ROAD, GAISHAN TOWN, CANGSHAN DISTRICT, FUZHOU

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

Sample Description

Style No.

Composition

Sample Color

End Use

Order No.
Manufacturer

Country of Destination
Country of Origin
Supplier

Proposed Care Instruction

Test Performed

Sample Receiving Date
Testing Period

Test Resuli(s)

Comment:

(A)Disposable Medical Mask (non-sterilized) (Claimed Type lIR)

CM1010

(A)Melt-blown fabric/Non-woven fabric
(A)White

(A)Medical protective

20031501

Fujian Topcom Garment City Corp.,Ltd
Europe/America

China

Fuzhou Spring Investment Corp.,Ltd

Selected test(s) as requested by applicant

Mar 31,2020
Mar 31,2020 - Apr 21,2020

For further details, please refer to the following page(s).
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TESTING
CNAS L0599

Page 1 of 3

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

Clause 5.2 2 Bacterial filtration efficiency (BFE)

Clause 5.2.3 Breathability

Clause 5.2 4 Splash Resistance

Clause 5.2_.5 Microbial Cleanliness

ZZZIE>

Remark: M=Meet EN 146832019 Type IIR requirement
F=Below EN 14683:2019 Type IIR requirement

Signed for and on behalf of

SGS-CSTC Standards Technical Services (Shanghai) Co., Lid Testing Center

s [

Sara Guo (Account Executive)
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Test Report SL52025233818701TX Date:April 21,2020 Page 2 of 3
Test Result

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

Clause 5.2.2 Bacterial filtration efficiency (BFE)™®

1# 24 3# Lt 5#
(BFE), % 99.8 999 998 999 99.9

Hemark: Performance Reguirement: Type 1=95%, Type 11=98%, Type |IR =98%
**: The test was carried out by external laboratory assessed as competent
@: This test method is not in CNAS accredited scope

Clause 5.2.3 Breathability
(EN 14683 2019 Annex C, How rate 8 l/min)

Sample: A
1# 2# 3# 44 5#

Differential pressure 138 410 a9 2 28 1 976

aP (Pafcm?)

Remark: Performance Requirement: Type |<40 Pafcm2, Type ll<40 Pa/cm?2, Type IIR<60 Pa/cm?

Clause 5.2.4 Splash Resistance
(150 22609 2004, Pressure 16.0 kPa)

Sample: A
Penetration on inside surface
1# 2# 3# A4 5# 6# T# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 14# 15# 16#
Pass Pass Pass Pass Pass Pass Pass Pass
17# 18# 19# 20# 21# 22# 234# 244
Pass Pass Pass Pass Pass Pass Pass Pass
25# 26# 27# 28# 294 304# 31# 324
Pass Pass Pass Pass Pass Pass Pass Pass
MNumber of Pass: 32
Overall result: Acceptable
Hemark:

1) Performance Requirement Type |- N/A, Type II- NfA, Type IIR:216.0kPa
2) Distance of the medical face mask target area surface to the tip of cannula is 300=10mm.
3) Condition and Test temperature (21+5)" C, relative humidity (85+10)%

4)  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
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Test Report SL52025233818701TX Date:April 21,2020 Page 3 of 3

Clause 5.2.5 Microbial Cleanliness
(EN 14683: 2019 Annex D)

1# 2# 3# A 5#
CFU/g <1 <1 <1 <1 <1

Remark: Performance Requirement: Type [£30 CFU/g, Type 11=30 CFU/g, Type [IR=30 CFU/g

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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