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Summary

* Product Brand: Sunway Medical, Inc.

*  Product Description: Disposable Medical Face Mask (non-sterile) Level 2 & Level 3
*  Supplier Ref Number:  SW-0614

* Product Country of Origin: China

*  Product Name Submitted: Disposable Medical Face Mask

* Name of Reg. Authority: Intertek / POSI/ EN / SGS

*  Product Standards:
Intertek: No. GZHT02337923 ASTMF2100-19
POSI: 1S013485 : 2016 Cert
EN: N0:20R000122MT  Ver: DXAO-4144-34
SGS: HKTDR2020071080

* Product Mktg Lic Number: 914403007992014 4/102/07
*  Product Shelf Life: 2yr
* Prod. Intended Use: Disposable Medical Face Mask
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Photos Of The Sample
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Disposable Medical
Face Mask (Non-sterile)

4 f&%IFCERTIFICATION
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[N a m el Disposable Face Mask

[ 4% 545 ] Sw-0614 (17.5x9.5¢m)

[M o dellswo614 (17.5x9.5cm)

[ = Eor ] LHA6T. 5%, BEmifE32. 5%

[ Main components] 67.5%non-woven fabric. 32.5%melt-blown

fabric

[T Fr1E] T/CTCA 7-2019

[ standard ] T/CcTCA 7-2019

[k ] soH /i

[ Packing spec.] 50pcs/hox

[ EUH] 246

[ validity] 2 years

[4:7=H 1 202047 H 21H

[ Production Date] 2020.07.21

[#Ei+5 1 k2007057

[ Production LOT] k200705Y

CAEP=RT Y SR T LT B P A & B A TR A W

[ mManufacturer] Sunway (Shenzhen) Products Limited

A =il 35 0ol B e [ 3837 Pyl S5 v X AL 25 B 16 5

laddress 1 @ap/vmlefi) f2101. 201. 301%K. 401. 501

101, 201, east of 301, 401&501 Building E, junxuan Company,
MNo.16 Yikui Road, Kuixin Community, Kuichong street,

Dapeng new district, Shenzhen.
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Packaging Information

Unit Package

50pcs/box

rFUECERTIFICATION
[ db # ] — Ik 6 SRR )

[N a m e] Disposable Face Mask

[ HEf% 415 ] SW-0614 (17.5x9.5cm)

[M o del] sw-0614 (17.5x9.5cm)

[ ] 6T, 5%, M3z, 5%

[ Main components ] 67.5%non-woven fabric. 32.5%melt-blown

fabric

[ ATkl ] T/cTCA 7-2019

[ standard 1 T/CTCA7-2019

[t ] s0H /8

[ Packing Spec.] 50pes/hox

[A 200 248

[validity] 2 years

[47=HIH] 202087 H21H

[ Production Date] 2020.07.21

L3tk 1 k2007057

[ Production LOT] K200705Y

LA 1 I i S & R A PR R

[ Manufacturer] Sunway (Shenzhen) Products Limited

L=ttt 1 3R I WS X 38 M AT i 2 3 X iR SE 16

Laddress 1 @ap/AmlelE) fE101. 201, 301%. 401. 501

101, 201, east of 301, 401&501,Building E, junxuan Company,
MNo.16 Yikui Road, Kuixin Community, Kuichong street,

Dapeng new district, Shenzhen.

(Pcs)
/Carton

2000 47.00 42.00

Length Width
(cm) (cm)

Height
(cm)
8.00

Disposable Medical
Face Mask (Non-sterile)

35.00 9.00
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Photos Of The Production Workshop
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Photo Of The Company
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Certificates of

the Company
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Certificates of

the Company
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Certificates of

the Company
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Certificates of
the Company
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MANAGEMENT SYSTEM CERTIFICATE

Certilicate No.: 117 20 QU 0V22-01 ROM
This is to certify the quality management systems of

Sunway (Shenzhen) Products Limited

Unified Social Credit Code  914403007992014738

Registered Address 101, kast of 301, 401, 501, llm mc«w—y
10# Yinkui Rood, Kuixin
Dapeng New District,

Auditing  Adklress 101, 201, Bst of 301, 401, 501, E Buliding, Junximan
Comnpany, |umn-a.m:mn.nm
New District, Shenzhen, Guangdong, China

has been assessed and registered as meeting the requirements of
GB/1T19001-2016/1509001:2015

Scope of approval

Production and Sales of Temts, Production and Export of Lighting Fixtures

Flest Certification: 13 Jan 2000
ey Dates 12 Jacs 2023

-
Shanghas Ingeer Cersficaion Assessment Co Ll (]2 ‘ o .
Cintonteon wed N owstns S one amamne of PN O R 0 " < - —
Tor 400152 00UVE0 301 P00 . ] |
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SUNWAY (SHENZHEN) PRODUCTS LIMITED
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S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

CE Certificate

- Certificate of Compliance

93/42/EU Protective Equipment

Centificate Number: TXB202003108Y01
Applicant: Sunway (shenzhen) Progucts Limited.
101 east of 3014015501 BuiMing E junxuan company,No .16 yinkui Road,
Kundn Community Kuichong street dapeng new District, shenzhen
Manufacturer: Sunway (shenzhen) Products Limited,
101, 301 East, 401, 501,E Buikling , Junxuan Company, 16¢ Ymnkui Road, Kuixin
Community, Kui Chong Street, Dapeng  District, Shenzhen,518119, China
Product Name: Disposable Medical Face Mask
Trademark SUN-V
Main Test Model: SW-0614
Sufficient samples of the product have been tested and found 1o be in conformity with

Address of Applicant:

Address of Manufacturer:

Test Standard: EN 14683:2005

As Shown in the

Test Report Number: TXB202003108Y(1

Conclusion

This Verification of Compliance has been issued on a voluntary basis.. TXB confirms that a Technical
Construction File ((TCF)) is existent for the above ksted The TCF ty covers the essentie
reguirements off the above Ested Direct Ceher relevant Oi have to be In case they are
applicable., This Document is only valid for the and confi and in ‘with
the TCF detaled above.. Wh the s off the ion off the and
not exernpled 1o perform all the necessary activities before placing the producti(s)) on the market,, The
Manufacturer is also responsible off the intemal production control to ensure the product({s)) are in compliance

production. & is only valkd i CoNnection with the test report above-mentioned. Copyright of this o
TXB soxd may 1ot Do mproducod other than in Rl and with the pror approved of I Goners! Manager.
TX8 Rheinland Testing Services Corp Limited
E-mail: lacy@ab-labcom  www.xb-iab.com
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CE Notification

Confirmation

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

(Syngo

CE Notification Confirmation

This is 1o confem that, scoording 1o the coundil directive SV42EEC (MDD), SUNGO
Europe B.V. performed the notfication duties and responsibilties as the Europesn
authorized represantative of.

SUNWAY (SHENZHEN) PRODUCTS LIMITED
101,East of 301,401&501,Building E, Junxuan Company,No.16
Yinkui Road, Kuixin Community, Kuichong Street, Dapeng New

District, Shenzhen, 518119,China

The Manufaciurer has provided SUNGO Eurcpe BV. with the EC Dedlaration of
Canformity confirming that the madical devica. &8 stipulaled here beiow, is fullling e
applicable requirements of the Eurapean Councl Directive SA42EEC

According to 9342/EEC (MDD), the European Databank on Medical Devices (EUDAMED)
15 established a5 of May 1 2011 The Netheclands Competent Authority is nosfied of the
manutacturer’s medical devices and has aliocated regisiration number.

Disposable Medical Face Mask
Class | according to Armex IX of S3M2EEC
GMON: 35177
CIBG Number: NL-CA002-2020-50600

Where the manufacturer affix's the CE marking to the product listed they must ersure that
al the requrements of the approprate EU directive(s) have and continue 10 be met.

This documan! shoukd e s Losfr it i compedance mthonty notfcencn feder and' the
Dectaraon of Conformity sssved by e Menwostwer ThIS documant wil Decome A0 e Mvialk! once e
modcation stefus js changed o e EAR agreament & leminefod

Rederonce Number. EUCANNI2SS 3 L 2
Iscvom datm: May 08, 200

SUNGO Europe B.V.
Otpmprsch Stadion 24, 1076DE e —ee I
Amuterdam, Netheriands Ox (00 s 193 LY

ocrepheungogroun. con e et i TiraAS)
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CERTIFICATE &

PUOUSsSI
CERTIFICATE

This is to certify that the Quality Management System of

SUNWAY (SHENZHEN) PRODUCTS LIMITED
Business license number: 91440300799201478B

Registered Address: 101, 201, East of 301, 401 &501, Building E, Junxuan Company, No.16 Yinkui Road,
Kuixin Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China
Audit Address: 101, 201, East of 301,401 &501, Building E, Junxuan Company, No.16 Yinkui Road, Kuixin

Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China
applicable to

Production and sales of disposable medical isolation clothing, medical isolation face
shield, medical isolation eye mask, disposable medical coverall isolation clothing, medical
isolation shoe cover(in the filing certificate); Production and sales of daily protective face

masks; Production and sales of disposable protective clothing(export only)

has been assessed and registered by POSI against the provisions of
1SO13485:2016
This registration is subject to the company maintaining a quality management system,

to the above standard, which will be monitored by POSI.

Please consult the website: www.posicert.com
The certificate information is also available on the CNCA official website: http://cx.cnca.cn.

ACCREDITED

MANAGEMENT SYSTEMS

CERTIFICATION BODY General Manager

Certificate Registration No: 381200045R0M
Initial issue date : 2020.06.11 Issue date : 2020.06.11  Valid until: 2023.06.10

Shanghai POSI Certification Co., Ltd.
Room 1002A, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@posicert.com
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Test Rﬂl]ﬂl't (Electronic werzion)

Verification Website: www.gttc.net_cn
Verification Code: DRAD-4144-34

EN TeSt Report No:20R000122MT Issue Date: 2020-07-20

Applicant: SUNWAY (SHENZHEN) PRODUCTS LIMITED
] Address: 101, 201, EAST OF 301, 401&301, BUILDING E. JUNXUAN COMPANY, NO.16 YINKUI
No0:20R000122MT ROAD, KUIXIN COMMUNITY, KUICHONG STREET, DAPENG NEW DISTRICT,
SHENZHEN, 518119, CHINA

Ver: DXAQO-4144-34 Infirmation confirmed by applicant:
Disposable madical face maskinon-sterila)
Quantity eighty pieces
Lot mmmber: 20200410
Model: SW-0614
Size: 175mmex95nmm
Classification: Type [ R

Standard Adopted:

EN 14683:2019+AC:201% =Medical face masks-Requirements and test methods=
Drate Recaived/Date Tast Smarted: 2020-04-22

Conelusion:

Bacterial filtration efficiency (BFE)

Microbial cleanimess

Differential prassure

Splash resistance pressure

Materials and construction

Desizn

(eneral

Tpoz: "M-Mzat the standards requirement "F"-Fail to meet the standand's requirement "—-"-Xo comment

EEEREERERE

Femari:

Modified content: modified applicant address.

This report replaces test report JOR0001X2MO which has become myvalid autemancally.

All the tested rems are tested umder the standard condition (except for mdication).

Capies of the report are valid eoly re-stmmped.

The experiment was carried ont at No. 1. Zmjiang Read. Panyu District. Guangzhou, Guangdongz. PR China.

Approved By Zishen Guo

Pazel of 13

A HEREERTE S iR DR0-G 1204 HREE 1 BO45A5
TE L T AT R O M I T Wik 020-3TT 2B 1/EGI4HE38
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Test Report (Electronic wersion)
No: 20R000122

EN Test Report

No:20R000122MT
Ver: DXAO-4144-34

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR China. Tel: +86-20-61994598 61994599
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EN Test Report

No:20R000122MT
Ver: DXAO-4144-34

Test Report (Electronic versiam)
No: 20R000122

Bacterial filtration efficiency (BFE)
Test method: EN 14683: 20194AC: 2019 Annex B

Test principle:

A specimen of the mask material is clamped between a six-stage cascade impactor and an aerosol chamber. An aerosol
of Staphylococcus aureus is introduced into the aerosol chamber and drawn through the mask material and the
impactor under vacuum. The bacterial filtration efficiency (BFE) of the mask is given by the number of colony forming
units passing through the medical face mask material expressed as a percentage of the number of colony forming units
present in the challenge aerosol.

Test equipment:

Incubator

Electronic balance

Autoclave

Experimental system for bacterial filtration efficiency (BFE) of mask

The environmental conditions of the laboratory and test condition:
Total bacteria: 0 CFU/plate

Total fungi: 0 CFU/plate

Blank experiment; Aseptic growth

Test environment temperature: 24.5°C, Relative humidity: 50.5%
Culture medium: TSA agar medium

Culture temperature: 37°C, Culture time: 48h

Test bacteria : staphylococeus aureus ATCC 6538

Congentration of bacterium: 5.0:105 CFU /ml

Positive control average (C): 1.9=10% CFU

Negative monitor count: <=1 CFU

Test area: 40 cm®

Dimensions of the test specimens: 15¢m>d Sem

Flow rate: 28.3 l/min

Pretreatment: Condition each specimen for 4 h by exposure to a temperature of (2125)°C and a relative humidity of
(B545)%

Mean particle size: 3.0 pm

The medical face mask in contact with the bacterial challenge: inside

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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TESt Report (Electronic wersion)
No: 20R000122

Results:

EN TeSt Rep Ort Sample T ':;';: R“"‘:;:"““‘ Classification| Conclusion

No0:20R000122MT ; 5 e
Ver: DXAO-4144-34 : ﬁ 3:?? EN I4683:22(?139+AC:2019 Tope R fass

For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
B={C=T)/Cx100

where

B is bacterial filtration efficiency (BFE), %;

C is positive control average;

T is the total plate count for the test specimen.

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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EN Test Report

No:20R000122MT
Ver: DXAO-4144-34

(Electronic wersionm)

Test Report
No: 20R000122

Microbial cleanliness
Test method: ENISO 11737-1:2018, Membrane filtration

Test principle:

Take the required samples from the original packaging. Weigh a certain amount of sample and placed in a sterile

500 ml bottle containing 300 ml of extraction liquid (1 g/l Peptone, 5 g/l NaCl and 2 g/l Tween 20). The bottle is laid
down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 100 ml of the extraction liquid
is filtered through a 0.45 pm filter and laid down on a TSA plate for the total viable aerobic microbial count. Another
100 ml aliguot of the same extraction liquid is filtered in the same way and the filter plated on Sabouraud Dextrose
agar (SDA) for fungi enumeration. The plates are incubated for 3 days at 30°C and 7 days at (20 10 25)C for TSA and
SDA plates respectively. The total bioburden is expressed by addition of the TSA and SDA counts.

Test equipment:

Constant temperature incubator
Electronic balance

Pressure steam sterilizer
Biosafety cabinet

The environmental conditions of the laboratory and test condition:
Test environment temperature: 24.5°C, Relative humidity: 56.0%%
Test environment monitoring: total bacteria: O CFU/plate, total fungi: 0 CFU/plate, blank experiment: aseptic growth

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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Test Rep()l.t (Electronic versionm)
No: 20R000122
Results:
E N Te S t Re p 0 r t Microbial Mc‘:mg‘;ﬂm Micml::ﬂ::}:;nlmcss Rc;]clirsg;:nt Classification| Conclusion
N0:20R000122MT mown | s i .
. EN [14683:2019+AC:2019
Ver: DXAQO-4144-34 Fungi 3

Type IR Pass

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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Test Report (Electronic versiam)
No: 20R000122

Differential pressure

EN TeSt Report Test method: EN 14683:2019+AC:2019 Annex C

Test principle:
. This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the
No:20R000122MT ‘ : . : 1

air exchange pressure through a measured surface area at a constant air flow rate.

Ver: DXAO-4144-34 Toat oquipmwont

GTTC-YLC-1 Apparatus for measuring differential pressure

The environmental conditions of the laboratory and test condition:

Air flow: 8 I/min

Test area: 4.9cm?

Pretreatment: Condition each specimen for a minimum of 4 h by exposure to a temperature of (2125)C and a relative
humidity of (8535)%

General location of the areas of the mask the differential measurements: specimen center

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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Test Report
No: 20R000122
Results:
Measured . . .
E N Te S t Re p 0 r t Sample value Dlﬂe:;r:::;r;sm R:]g:::]?;“ Classification| Conclusion

No:20R000122MT -
Ver: DXAO-4144-34

B8

82
() <260

95 18.0 EN 14683:2019+AC:2019 | Type IIR Pass
93

| e —

Average B

Guangzhou Inspection Testing and Certification Group Co.,Ltd.

Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR China. Tel: +86-20-61994598 61994599
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EN Test Report

No:20R000122MT
Ver: DXAO-4144-34

Test Report (Electronic versiam)
No: 20R000122

Splash resistance pressure
Test method: 150 22609:2004

Test principle:

A specimen medical face mask is supported on an apparatus. A volume of synthetic blood is sprayed horizontally at the
specimen mask to simulate the scenario of a mask being splashed by a punctured blood vessel. The volume of fluid,
distance to impact, orifice size and fluid velocity are defined in this method and intended o be consistent with this
health care scenario. Any evidence of synthetic blood penetration on the side of the medical face mask contacting the
wearer's fuce constitutes ailure, Results are reported as “pass/fail”. Specimen medical face masks are evaluated at a
total of three different velocities corresponding to human blood pressures of 10,6 kPa, 16.0 kPa, and 21.3 kPa. Test
results are reported at each velocity and the medical face mask is rated at the highest corresponding blood pressure for
which medical face mask specimens demonstrate an acceptable quality limit of 4.0,

Test equipment:

Test apparatus for synthetic blood penetration LFY-227
Air compressor

Graduated cylinder

Electronic balance

Targeting plate

The environmental conditions of the laboratory and test condition:

Condition each specimen for a minimum of 4 h by exposure to a temperature of (2125)C and a relative humidity of
(8545)%

Surface tension of synthetic blood: 0.042 N/m

Pressure: 16.0 kPa

Velocity: 550 cm/s

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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(Electronic version)

Test Report

No: 20R000122

Results:
EN Test Report ol
p Sample Pressure Req(lz;:r)nent Classification| Conclusion
No0:20R000122MT 16.0 kPa
. 1 pass
Ver: DXAO-4144-34 > pass
3 pass
4 pass
5 pass
f pass
7 pass
b pass
9 pass
10 pass
11 pass
12 pass
13 pass
14 pass
15 pass
16 pass
17 pass =16.0 Type IR Pass
18 pass EN 14683:2019+AC:2019
19 pass
20 pass
21 pass
22 pass
23 pass
24 pass
25 pass
26 pass
27 pass
28 pass
29 pass
30 pass
3l pass
32 pass
Final result pass
Remarks:

show "pass” results.

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, PR.China Tel: +86-20-61994598 61994599
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Test Report (Electronic versiam)
No: 20R000122

Materials and construction

EN TeSt Report icstMcthod: EN 14683:2019+AC:2019 5.1.1

N 0: 20 R000122 MT Reguirement Conclusion

. The medical face mask is a medical device, generally composed of a filter layer that
Ve r: DXAO-4144-34 is placed, bonded or moulded between layers of fabric. Pass

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

Pass

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

. Pass
cleanliness.

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599
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EN Test Report

No:20R000122MT
Ver: DXAO-4144-34

Test Report

Design
Test Method: EN 14683:2019+AC:2019 5.1.2

(Electronic wersionm)

No: 20R000122

Requirement Conclusion
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 Pass
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 Pass

droplets) with or without anti-fog function, or a nose bridge (to enhance fit by
conforming to the nose contours).

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.

&

Inspection & Testing services

Tel: +86-20-61994598 61994599
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Test Report (Electronic versiam)
No: 20R000122

General

EN TeSt Report i‘“i’“""d: EN 14683:2019+AC:2019 5.2.1

No:20R000122MT Requirement Conelusion
Ver: DXAO'4144'34 ?rltl,dl:;:: shall be carried out on finished products or samples cut from finished Pass

End of Report

Guangzhou Inspection Testing and Certification Group Co.,Ltd.
Add: No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China. Tel: +86-20-61994598 61994599




Test Report

No. GZHT02337923
ASTMF2100-19

/A SUNWAY

intertek

Total Quality. Assured.

Test Report
Number: GZHT02337923
[ Report Ref: [ GZHT02337923
| Date Received: | sep 14, 2020 | Date Issued: | Oct 09, 2020
Company Name: SUNWAY (SHENZHEN) PRODUCTS LIMITED
Address: 101, 201, EAST OF 301, 401 &501
BUILDING E, JUNXUAN COMPANY
NO.16 YINKUI ROAD, KUIXIN COMMUNITY
KUICHONG STREET, DAPENG NEW
DISTRICT, SHENZHEN, CHINA
Contact Name: )

The Following Sample Was Submitted And Identified By/On Behalf Of The Applicant As:

End Uses :| Medical Face Mask

Ratings H Level 3

Sample Name :| Disposable Medical Face Mask
No. Of Sample :| One(100 pieces)

Size L=

Colour : Blue

Standard : ASTM F2100-19*

Date received/ Test Started : Sep 14, 2020

Ref : Type No.: SW-0614

Test was conducted on specific items, at our client's request.

Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

Lin Lin
General Manager

*HTJ2337923% Faseiors

QIN / hilaryxu
Intertek Testing Services 3 f uangzhou Branch
S PR dbin BARI 54T
)
Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60 WET( g7 | Hengyun Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzig bcoflomic & Te ical D 1t District, G China

101,
E201. E301. E401. E501. E601. E701. E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663
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Test Report
Number:  GZHT02337923

Original Sample Photo

Test Report

No. GZHT02337923
ASTMF2100-19

Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

Lin Lin
General Manager

*HTJ2337923% rase20rs

QIN / hilaryxu
Intertek Testing Services 3 245 uangzhou Branch
FRURHEET RAE 5227
Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60: g7 | Hengyun Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzig coflomic & Te ical D District, Gi China
BFEAR LI 7B 2% 1-8/2 02 . . R

PESCNEFEAFRRBPREBINR 75228 1-8% 025 2 AR T S A 2352 EEAE 3
101, +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode: 510730

E201. E301. E401. E501. E601. E701. E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663
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Test Report

No. GZHT02337923

intertek

Total Quality. Assured.

Test Report

Number:  GZHT02337923

Summary of testing:

ASTMF2100-19

With reference to following standard:

ASTM F2100-19¥! Standard Specification for Performance of Materials Used in Medical Face Masks Level 3

Materials Used in The Submitted Sample Were Found To Comply With The Level 3 Requirements of ASTM F2100-
19°'with respect to Bacterial Filtration Efficiency (BFE), Differential Pressure, Sub-Micron Particulate Filtration,
Resistance to Penetration by Synthetic Blood and Flammability tests.

Prepared And Checked By:
For Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

Lin Lin
General Manager

*HTJ2337923* reesors
QIN / hilaryxu
Intertek Testing Services 3 uangzhou Branch
FRURHEET GLRLE S
Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60: § g7 | Hengyun Building, 235 Kaifa Ave., Guangzhou
Ecoflomic & Te i D 1t District, G China

101,
E201. E301. E401. E501. E601. E701. E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663
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Number: GZHT02337923
Tests Conducted (As Requested By The Applicant)

1 Differential Pressure (ASTM F2100-19!, Section 9.2, Testing Refer to EN 14683:2019+AC:2019 Annex C):
Air flow: 8L/min, Test Area Diameter 25 mm, Test Area: 4.9 ¢ .

TeSt Rep Ort Tested Result (mm H0/cm?)* Performance

Sample Requirement for Medical
Face Mask (mm
No. GZHT02337923 Ha0/cm?)

Specimen 1 | Specimen 2 | Specimen 3 | Specimen 4 | Specimen 5
ASTMF2100-19 Location 1 5.4 6.0 5.2 6.1 5.4 Level| 3 <6.0
Location 2 5.1 5.6 6.8 6.3 5.4
Location 3 6.2 5.6 6.6 6.0 6.1
Location 4 5.9 5.6 6.0 6.3 6.5
Location 5 6.1 6.2 5.1 5.0 5.8
Average 5.7 5.8 5.9 5.9 5.8

* = All the locations were evenly taken from the main mask body.

QIN / hilaryxu
Page 4 Of 8
Intertek Testing Services 3 uangzhou Branch
RUNRF LA
Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60:. | Hengyun Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangz Ecofomic & Technological Development District, Guangzhou, China

PEMWEFRAF ERBEHP NG 78228 1-8% 02F.| ¢
101,

E201, E301, E401, E501, E601, E701. E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663
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Test Report

No. GZHT02337923
ASTMF2100-19

intertek

Total Quality. Assured.

Test Report

Tests Conducted (As Requested By The Applicant)

Number: GZHT02337923

2 Resistance to Penetration by Synthetic Blood (ASTM F2100-1% , Section 9.4, Testing Refer to ASTM
F1862/F1862M-17, Test Pressure: 160 mmHg, Velocity: 635 cm/s):
Condition test specimens for a minimum of 4 hours in an environment of temperature (21+5) °C and relative
humidity (85+5)% and conduct the test within 1 minute of removal from conditioning chamber.
Test Environment Condition: Temperature 24.0°C, Relative Humidity 86.0%

Tested Sample Observation

Pass/Fail Performance

Requirement for
Medical Face Mask
Level 3: No Penetration

at 160 mm Hg
Specimen (1) No penetration Pass
Specimen (2) No penetration Pass
Specimen (3) No penetration Pass
Specimen (4) No penetration Pass
Specimen (5) No penetration Pass
Specimen (6) No penetration Pass
Specimen (7) No penetration Pass
Specimen (8) No penetration Pass
Specimen (9) No penetration Pass
Specimen (10) No penetration Pass
Specimen (11) No penetration Pass
Specimen (12) No penetration Pass
Specimen (13) No penetration Pass
Specimen (14) No penetration Pass
Specimen (15) No penetration Pass
Specimen (16) No penetration Pass
Specimen (17) No penetration Pass
Specimen (18) No penetration Pass
Specimen (19) No penetration Pass
Specimen (20) No penetration Pass
Specimen (21) No penetration Pass
Specimen (22) No penetration Pass
Specimen (23) No penetration Pass
Specimen (24) No penetration Pass
QIN / hilaryxu
Page 5 Of 8

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60!
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangz

PEMWEFRAF ERBEHP NG 78228 1-8% 02F.| ¢

101,
E201, E301, E401, E501, E601, E701. E801

Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663

uangzhou Branch
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“. Test Report

Number: GZHT02337923
Tests Conducted (As Requested By The Applicant)

Specimen (25) No penetration Pass

Specimen (26) No penetration Pass

eSt ep Ort Specimen (27) No penetration Pass

Specimen (28) No penetration Pass

Specimen (29) No penetration Pass

No, GZHT02337923 Specimen (30) No penetration Pass

Specimen (31) No penetration Pass

ASTMF2100-19 Specimen (32) No penetration Pass
Conclusion*: Accepted

* = 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.

3 Sub-Micron Particulate Filtration (ASTM F2100-19', Section 9.3,Testing Refer to ASTM F2299/F2299M-17):

Particle size in aerosol: 0.1 pm, Aerosol: Polystyrene Latex Spheres (PSL), Test area: 100 cm 2 Airflow: 5.33
cm/s, Sampling time: 1 min.

Laboratory Condition: Temperature 21.0°C, Relative Humidity 47.0%

Tested Sample/Component Result (%) Performance
Requirement for Medical
Face Mask (%
Specimen (1) 99.3 Level 3: 298
Specimen (2) 99.4
Specimen (3) 99.5
Specimen (4) 98.7
Specimen (5) 98.8
QIN / hilaryxu
Page 6 Of 8

uangzhou Branch

LA

Intertek Testing Services 3
RUIRH R

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60:. }
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangz Ecofomic & Technological Development District, Guangzhou, China
PEMWEFRAF ERBEHP NG 78228 1-8% 02F.| ¢
101,

E201. E301. E401, E501. E601, E701, E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663
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' Test Report

Number: GZHT02337923
Tests Conducted (As Requested By The Applicant)

4 Flammability Test (ASTM F2100-19°, Section 9.5, Testing Refer to 16 CFR Part 1610 (As Amendment In 2008)):

Test Report

No. GZHT02337923 X | Plain Surface | | Raised Surface

Burn Direction : 6 Length
ASTMF2100-19 Width

Prelim Plain Surface :

Length: IBE

Width: DNI
Original* Requirement
(seconds) Class 1

1. IBE

2. IBE

3. DNI

4. DNI

5. DNI

6. -

7. -

8. -

9. -

10. -

Average : -

Classification : 6 Class 1, Normal Flammability

Class 2, Intermediate Flammability, Raised Surface
Class 3, Rapid And Intense Burning

Explanation Of Flammability Results:

DNI [ Did not ignite.
IBE | Ignited but extinguished.
*  The disposable fabrics and garments need not to be refurbished in accordance with 16 CFR Part 1610.35
(a@).
QIN / hilaryxu
Page 7 Of 8
Intertek Testing Services 3 uangzhou Branch
RINKER GIRELE |
Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E60:. | Hengyun Building, 235 Kaifa Ave., Guangzhou
No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangz Ecofomic & Technological Development District, Guangzhou, China
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Test Report

Number: GZHT02337923
Tests Conducted (As Requested By The Applicant)

5 Bacterial Filtration Efficiency (BFE)

I eSt Rep Ort As per ASTM F2100-19* Standard Specification for Performance of Materials Used in Medical Face Masks

Section 9.1 and ASTM F2101-19 Standard Test Method for Evaluating the Bacterial Filtration Efficiency (BFE) of
Medical Face Mask Materials, Using a Biological Aerosol of Staphylococcus aureus.
No. GZHT02337923

Performance
0, =
ASTMF2100-19 Test Item Results (%) Reauirement for
Specimen Specimen Specimen Specimen Specimen Medical Face
1) (2) (3) ) (5) Mask (%)
Bacterial
Filtration
Efficiency 99.9 99.9 99.9 >99.9 >99.9 Level 3: > 98
(BFE)
Remarks:

1 Biological Aerosol: Staphylococcus aufRTEC 6538).

2 Testing side: Inside of the test specimen was facing towards the challenge aerosol.
3. Test area: 78 cn?

4. Flow rate: 28.3 L/min

5 The average plate count results of the positive controls: 2.6x1) CFU

6 The average plate count results of the negative controls: < 1 CFU

7 CFU = Colony Forming Unit

This item was conducted in Caipin Road, Guangzhou Science City, GETDD, Guangzhou, Guangdong.

End of Report

This report is made solely on the basis of your instructions and/or information and materials supplied by you. It is not intended to be a
recommendation for any particular course of action. Intertek does not accept a duty of care or any other responsibility to any person other than

the Client in respect of this report and only accepts liability to the Client insofar as is expressly contained in the terms and conditions governing
Intertek's provision of services to you. Intertek makes no warranties or representations either express or implied with respect to this report save

as provided for in those terms and conditions. We have aimed to conduct the Review on a diligent and careful basis and we do not accept any
liability to you for any loss arising out of or in connection with this report, in contract, tort, by statute or otherwise, except in the event of our
gross negligence or wilful misconduct. No copy of the test report(except for full text copy) shall be made without the written approval by

Intertek.
QIN / hilaryxu
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Intertek Testing Services 3 uangzhou Branch
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Business Trade
Name : sunway
(shenzhen)
Establishment
Registration or FEI
Number : 3014331592

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

New Search®

Establishment
Name Registration Sl
7 Registration
Number
8 Yr
SUNWAY (SHENZHEN)
PRODUCTS LIMITED® CHINA 3014331592 2020
e  accessory, surgical apparel - Accessory,Surgical Apparel; SUN-V
Blocklite/ Sunvia/ Sun Valley, Disposable Medical Protective Gowns,
size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun Valley, Manut
Disposable Protective Clothing, size 165/175/185/190/195; SUN-V anufacturer
Blocklite/ Sunvia/ Sun Valley, Medical Disposable Goggles 1©
e  respirator, surgical - SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Medical Face Mask Manufacturer
e  cap, surgical - Cap,Surgical 12
Manufacturer
e  cover, shoe, operating-room - Cover,Shoe,Operating-Room 13
Manufacturer
e  dress, surgical - Dress,Surgical *
Manufacturer
e non-surgical isolation gown - Non-Surgical Isolation Gown 1°
Manufacturer
e  suit, surgical - Suit,Surgical ¢
Manufacturer
e  mask, scavenging - Face mask; Protective mask KN95 17
Manufacturer




S SUNWAY  gynway (SHENZHEN) PRODUCTS LIMITED

FDA

m A SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Protective Clothing, Size
165/175/185/190/195; SUN-V Blocklite/

Sunvia/ Sun Valley, Medical Disposable

Goggles
» Respirator, Surgical - SUN-V Blocklite/ Sunvia/ Manufacturer

1 resuit found Sun Valley, Disposable Medical Face Mask
for Establishment New Search
Registration or
Business Trade
Name : sunway
(shenzhen)

Establishment

Name Registration Current Can't findwhat you're looking for? Try a new search

Registration
Number
A Yr
v

SUNWAY (SHENZHEN) s
INA Noni
Fon T CHI 0 number listed 2020

o Accessory, Surgical Apparel - SUN-V Blocklite/ Manufacturer mA
Sunvia/ Sun Valley, Disposable Medical
Protective Gowns, Size 165/175/185/190/195; B
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FDA

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

New Search

Proprietary Name:

Classification
Name:

Product Code:
Device Class:

Regulation
Number:

Medical Specialty:
Registered

Establishment
Name:

Back To Search Results

SUN-V Blocklite/ Sunvia/ Sun Valley, Disposable Medical
Protective Gowns, size 165/175/185/190/195; SUN-V
Blocklite/ Sunvia/ Sun Valley, Disposable Protective Clothing,
size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun
Valley, Medical Disposable Goggles

ACCESSORY, SURGICAL APPAREL

W

1
878.4040

General & Plastic Surgery

SUNWAY (SHENZHEN) PRODUCTS LIMITED

Owner/Operator:  SUNWAY (SHENZHEN) PRODUCTS LIMITED

Owner/Operator 10064363
Number:

Establishment

Operations: Manufacturer

Page Last Updated: 03/30/2020

Note: If you need help accessing information in different file formats, see Instructions

for Downloading Viewers and Players.

Language Assistance Available: Espaiol | #5486 37 | Tiéng viét | 3=

Of | Tagalog | Pycckmit | 4s.- | Kreyol

Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B A58 | 5 | English

FOA

New Search

Proprietary Name:

Back To Search Results
SUN-V Blocklite/ Sunvia/ Sun Valley,




&

SUNWAY  syuNWAY (SHENZHEN) PRODUCTS LIMITED

FDA

SUN-V Blocklite/ Sunvia/ Sun Valley,
Disposable Protective Clothing, Size
165/175/185/190/195; SUN-V Blocklite/
Sunvia/ Sun Valley, Medical Disposable

Goggles

o Respirator, Surgical - SUN-V Blocklite/ Sunvia/ Manufacturer
Sun Valley, Disposable Medical Face Mask

Can't find what you're looking for? Try a new search

FOA
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