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SUNWAY (SHENZHEN) PRODUCTS LIMITED

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:  ISO13485 : 2016 Cert

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

• SGS:  HKTDR2020071080

• Product Mktg Lic Number:  914403007992014       4/02/07

• Product Shelf  Life:  2yr

• Prod. Intended Use: Disposable Medical Face Mask 
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Packaging Information 

No. Unit Package Qty                   
（Pcs）
/Carton

Measurement N.W.                
(KGS)

G.W.              
(KGS)

Length 
(cm)

Width 
(cm)

Height 
(cm)

1 50pcs/box 2000 47.00 42.00 35.00 8.00 9.00



SUNWAY (SHENZHEN) PRODUCTS LIMITED

Photos Of  The Production Workshop
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Photo Of  The Company   
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CE Certificate
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CE Notification

Confirmation  
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Shanghai POSI Certification Co., Ltd.

Room 1002A, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@posicert.com

General Manager

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

ISO13485:2016

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.

Certificate Registration No：381200045R0M

Initial issue date：2020.06.11    Issue date：2020.06.11     Valid until: 2023.06.10
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Test Report

Number: GZHT02337923

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

Lin Lin
General Manager

*HTJ2337923* Page 1 Of 8
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Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

深圳天祥质量技术服务有限公司广州分公司

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E601/E701/E801,

No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzhou, China

中国广州经济技术开发区科学城彩频路 7号之二第 1－8层 02房、01房

101、
E201、E301、E401、E501、E601、E701、E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663

3/F., Hengyun Building, 235 Kaifa Ave., Guangzhou

Economic & Technological Development District, Guangzhou, China

中国广州经济技开发区开发大道 235号恒运大厦 3楼
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode: 510730

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: 王勤

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

End Uses :  Medical Face Mask

Ratings : Level 3

Sample Name :  Disposable Medical Face Mask

No. Of Sample :  One(100 pieces)

Size : -

Colour : Blue

Standard : ASTM F2100-19ε1

Date received/ Test Started  :  Sep 14, 2020

Ref : Type No.: SW-0614

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

Test Report
No. GZHT02337923   

ASTMF2100-19
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Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

深圳天祥质量技术服务有限公司广州分公司

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E601/E701/E801,

No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzhou, China

中国广州经济技术开发区科学城彩频路 7号之二第 1－8层 02房、01房

101、
E201、E301、E401、E501、E601、E701、E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663

3/F., Hengyun Building, 235 Kaifa Ave., Guangzhou

Economic & Technological Development District, Guangzhou, China

中国广州经济技开发区开发大道 235号恒运大厦 3楼
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode: 510730

Original Sample Photo
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Intertek Testing Services Shenzhen Ltd. Guangzhou Branch

深圳天祥质量技术服务有限公司广州分公司

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E601/E701/E801,

No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzhou, China

中国广州经济技术开发区科学城彩频路 7号之二第 1－8层 02房、01房

101、
E201、E301、E401、E501、E601、E701、E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663

3/F., Hengyun Building, 235 Kaifa Ave., Guangzhou

Economic & Technological Development District, Guangzhou, China

中国广州经济技开发区开发大道 235号恒运大厦 3楼
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode: 510730

Summary of testing:

With reference to following standard:

•
ASTM F2100-19ε1 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,ε1

Resistance to Penetration by Synthetic Blood and Flammability tests.
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深圳天祥质量技术服务有限公司广州分公司

Room 02, 1-8/F & Room 01, E101/E201/E301/E401/E501/E601/E701/E801,

No.7-2, Caipin Road, Guangzhou Science City, GETDD, Guangzhou, China

中国广州经济技术开发区科学城彩频路 7号之二第 1－8层 02房、01房

101、
E201、E301、E401、E501、E601、E701、E801
Tel: +86 20 8213 9001 Fax: +86 20 8208 9909 Postcode: 510663

3/F., Hengyun Building, 235 Kaifa Ave., Guangzhou

Economic & Technological Development District, Guangzhou, China

中国广州经济技开发区开发大道 235号恒运大厦 3楼
Tel: +86 20 8396 6868 Fax: +86 20 8222 8169 Postcode: 510730

1 Differential Pressure (ASTM F2100-19ε1, 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 cm .2

Tested
Sample

Result (mm H2O/cm )*2 Performance
Requirement for Medical

Face Mask (mm
H2O/cm )2

Specimen 1 Specimen 2 Specimen 3 Specimen 4 Specimen 5

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.
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2 Resistance to Penetration by Synthetic Blood (ASTM F2100-19ε1 , 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)
Specimen (2)
Specimen (3)
Specimen (4)
Specimen (5)

Specimen (6)
Specimen (7)
Specimen (8)
Specimen (9)
Specimen (10)
Specimen (11)
Specimen (12)
Specimen (13)
Specimen (14)
Specimen (15)
Specimen (16)
Specimen (17)

Specimen (18)
Specimen (19)
Specimen (20)
Specimen (21)
Specimen (22)
Specimen (23)
Specimen (24)

No penetration
No penetration
No penetration
No penetration
No penetration

No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration

No penetration
No penetration
No penetration
No penetration
No penetration
No penetration
No penetration

Pass
Pass
Pass
Pass
Pass

Pass
Pass
Pass
Pass
Pass
Pass
Pass
Pass
Pass
Pass
Pass
Pass

Pass
Pass
Pass
Pass
Pass
Pass
Pass
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Specimen (25)
Specimen (26)
Specimen (27)
Specimen (28)
Specimen (29)

Specimen (30)
Specimen (31)
Specimen (32)
Conclusion*:

No penetration
No penetration
No penetration
No penetration
No penetration

No penetration
No penetration
No penetration

Pass
Pass
Pass
Pass
Pass

Pass
Pass
Pass

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,ε1 Testing Refer to ASTM F2299/F2299M-17):

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

2

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

Tested Sample/Component Result (%) Performance
Requirement for Medical

Face Mask (%)

Specimen (1)
Specimen (2)
Specimen (3)
Specimen (4)
Specimen (5)

99.3
99.4
99.5
98.7
98.8

Level 3: ≥98

Test Report
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4 Flammability Test (ASTM F2100-19ε1, Section 9.5, Testing Refer to 16 CFR Part 1610 (As Amendment In 2008)):

X Plain Surface Raised Surface

Burn Direction : 6 Length
…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)(2).                     

Test Report
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5 Bacterial Filtration Efficiency (BFE)

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.

ε1

Test Item Results (%)
Performance

Requirement for
Specimen

(1)
Specimen

(2)
Specimen

(3)
Specimen

(4)
Specimen

(5)
Medical Face

Mask (%)

Bacterial
Filtration
Efficiency

(BFE)

99.9 99.9 99.9 >99.9 >99.9
Level 3: ≥ 98

Remarks:
1. Biological Aerosol: (ATCC 6538). 

Testing side: Inside of the test specimen was facing towards the challenge aerosol.
Staphylococcus aureus

2.
3.
4.
5.
6.

7.

Test area: 78 cm 
Flow rate: 28.3 L/min
The average plate count results of the positive controls: 2.6×10   CFU 

2

3

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

SUNWAY (SHENZHEN) PRODUCTS LIMITED

Business Trade 
Name : sunway 
(shenzhen) 
Establishment 
Registration or FEI 
Number : 3014331592  

  
New Search6  

Establishment 
Name 

7 
8  

Registration 
Number 

Current 
Registration 

Yr 

SUNWAY (SHENZHEN) 

PRODUCTS LIMITED9  
CHINA  

 

3014331592  2020  

• 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, 

Disposable Protective Clothing, size 165/175/185/190/195; SUN-V 

Blocklite/ Sunvia/ Sun Valley, Medical Disposable Goggles 10  

Manufacturer  
 

• respirator, surgical - SUN-V Blocklite/ Sunvia/ Sun Valley, 

Disposable Medical Face Mask 11  Manufacturer  
 

• cap, surgical - Cap,Surgical 12  
Manufacturer  

 

• cover, shoe, operating-room - Cover,Shoe,Operating-Room 13  
Manufacturer  

 

• dress, surgical - Dress,Surgical 14  
Manufacturer  

 

• non-surgical isolation gown - Non-Surgical Isolation Gown 15  
Manufacturer  

 

• suit, surgical - Suit,Surgical 16  
Manufacturer  

 

• mask, scavenging - Face mask; Protective mask KN95 17  
Manufacturer  
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