






 

To Whom It May Concern: 

 

 

This letter is to officially certify that Anhui Lisong Medical Technology Co., Ltd is 

authorized by the Chinese Government to manufacture for export of FDA-approved KN-95 

respirators. 

 

It has come to our attention that there is some confusion in that the documentation package 

accompanying an order for 500,000 KN-95 respirators received by one of our U.S. customers, 

Atmosphere Global Co. Ltd from our factory.  

 

The documentation package contains a picture of the 10-pack carton that is different than the 

cartons in which the product was received.  We have closely examined the photographs of 

the product received in the U.S. and confirmed that it is the identical product shipped from 

our factory. In this regards, I like to explain why discrepancy in the design of the box 

between the one provided by freight forwarder and the originally provided to Atmosphere 

Global LLC was made as follow. 



 

Each production order is subjected to rigorous testing by an independent organization to 

ensure that it meets the technical specifications GB2626-2006 required of KN-95 labeled 

product. The request for the testing and certification of this batch of production included, as 

required, the packaging in which the KN-95 respirators were intended to be shipped.  

 

Between the request for that testing, and the finalization of production, the Chinese 

Government levied a new requirement that all KN-95 product shipped to the United States 

MUST be labeled as non-medical.  New cartons were prepared for export shipment in 

accordance with this new guidance.  

 

The documentation package shipped with this order has been revised to show both the 

original packaging design, the modified packaging, and the product Testing and Certification 

as previously presented.  However, the guidance allows a medical logo be printed on the 

carton that means "medical quality".  The wordings �用 品฀ at the bottom of the 

Chinese packaging, literally meaning “medical quality”. 

 



Anhui Lisong Medical Technology LTD certifies that this shipment of product is of the same 

quality as many millions of KN-95 respirators as previously and currently being supplied to 

numerous foreign. customers for medical and other healthcare applications.  

 

Independent Testing and Certification results confirm conformance to the rigorous KN-95 

production standard of EN-149:2001 +A1:2009, US NIOSH N95 and European FFP2 

respirators.   

 



Fiscal Year 2020

CERTIFICATION OF FDA REGISTRATION

Device Listing#:
Listing No Code Device Name Proprietary Name

D380455 LYU ACCESSORY, SURGICAL
APPAREL

Protective mask,KN95,FFP1-2

D380816 HQY Sunglasses (Non-Prescription
Including Photosensitive)

Eye protector

D380817 OEA Non-Surgical Isolation Gown Protective clothing

D380819 ITQ Joint, Knee, External Brace

Sports protective gears,Shoulder
support,Hand support,Elbow
support,Wrist support,lumbar belt
support,Knee support,Ankle support

Web: http://www.fda.gov Tel: 1-888-INFO-FDA (1-888-463-6332) e-mail: webmail@oc.fda.gov

_
_____

Shenzhen CCT Testing Technology Co.,Ltd.

W: www.fda-test.com E: fda@fda-test.com

T: 400-8788-298 T: 86-755-36916737

Chief engineer
Issued: 03/28/2020
Expiration Date:12/31/2020

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=4366
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=645689&lpcd=HQY
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=645689&lpcd=HQY
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=543883&lpcd=OEA
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?ID=5260
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?lid=644787&lpcd=ITQ
http://www.fda-test.com
mailto:webmail@oc.fda.gov


Fiscal Year 2020

CERTIFICATION OF FDA REGISTRATION

This certifies that:

Anhui Lisong Medical Technology Co.,Ltd.
Room 505,Flat1,No.46,Huanchengnan RD,Luyang District,
Hefei City,PRC,230011, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

Shenzhen CCT Testing Technology Co., Ltd.

Owner/Operator Number: 10064992

Device Listing#: See Next pager

CCT will confirm that such registration remains effective upon request and presentation of this certificate until the end
of the calendar year stated above, unless said registration is terminated after issuance of this certificate. CCT makes no
other representations or warranties, nor does this certificate make any representations or warranties to any person or
entity other than the named certificate holder, for whose sole benefit it is issued. This certificate does not denote
endorsement or approval of the certificate-holder ’s device or establishment by the U.S. Food and Drug Administration.
CCT assumes no liability to any person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number does not
in any way denote approval of the establishment or its products. Any representation that creates an impression of official
approval because of registration or possession of a registration number is misleading and constitutes misbranding.” The
U.S. Food and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and Drug
Administration recognize a certificate of registration, CCT is not affiliated with the U.S. Food and Drug Administration.

Web: http://www.fda.gov Tel: 1-888-INFO-FDA (1-888-463-6332) e-mail: webmail@oc.fda.gov

_
_____

Shenzhen CCT Testing Technology Co.,Ltd.

W: www.fda-test.com E: fda@fda-test.com

T: 400-8788-298 T: 86-755-36916737

Chief engineer
Issued: 03/28/2020
Expiration Date:12/31/2020

http://www.fda-test.com
mailto:webmail@oc.fda.gov


 

 

 

Unified Social Credit Code 

91340100MA2MR1QF9F(1-1) 

Business License 
(Duplicate) 

 
 

Scan the QR code to log in the ‘National 

Enterprise Credit Information Publicity System’ 

to learn more about the registration, filing, 

licensing and regulatory information. 

 

Name Anhui Lisong Medical Technology Co., Ltd. Registered capital RMB 25,000,000.00 

Type Limited liability company (natural person investment or 

holding) 

Date of establishment November 27, 2015 

Legal representative Xu Wenping Business term /Long-term 

Business scope R&D, production, assembly, sales and service of rehabilitation 

equipment, artificial limbs, orthoses, protective masks, sanitary 

products and labor protection articles; sales of assistive rehabilitation 

appliances and articles and hearing aids for the disabled; sales of Class 

I and Class II medical devices: basic surgical instruments; plastic 

surgery (orthopedics) surgical instruments; ordinary diagnostic 

instruments; medical optical appliances, instruments and endoscopic 

equipment; medical ultrasonic instruments and related equipment; 

instruments used in TCM; medical X-ray accessory equipment and 

components; medical radiation protection articles and devices; clinical 

examination and analysis instruments; medical laboratory test and basic 

equipment and instruments; equipment and instruments used in 

operating room, emergency room and consulting room; oral and dental 

equipment and instruments; ward nursing equipment and instruments; 

disinfection and sterilization equipment and instruments; medical 

cryotherapy, low temperature and refrigeration equipment and 

instruments; medical sanitary materials and auxiliary materials; 

medical polymer materials and products; sales of Class III medical 

devices: implant materials and artificial organs; sales of daily groceries, 

disinfection and sterilization products (except hazardous chemicals), 

chemical products (excluding dangerous goods), electronic products, 

office supplies and consumables, and daily chemical products. (Those 

that must be approved according to law can be operated only after the 

approval of relevant departments) 

Domicile  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Registration authority 

Room 505, Building 1, No. 46, Huancheng South Road, 

Luyang District, Hefei City (non-production/ operation 

place) 

 

 

 

 

 

 

 

 

 

 

 

 

 

Hefei Administration for Market Regulation（Seal） 

 

March 13, 2020 

 

Website of National Enterprise Credit Information Publicity System:                                                                    Supervised by State Administration for Market Regulation 

http://10.12.105.106:9080/ToIcis/CertTabPrint.do                                                                                             March 16, 2020 

	



	

TEST REPORT 

No.: (2020) WJ XF Z No. 01857 

 

 

Product Name:  KN95 Particulate Respirator                        

Inspected Body:   /                                          

Client:  Anhui Lisong Medical Technology Co., Ltd                

Kind of Test:  Commissioned inspection                       

 

Anhui Provincial Supervising & Testing Research Institute for Product Quality 

	



 

Anhui Provincial Product Quality Supervision and Inspection Institute Inspection 

Filtration efficiency (%)  

Chlorinated particulate matter 

Pass 

serial number /  inspection project name /         technical requirements / test result / Test Method 



Anhui Provincial Supervising & Testing Research Institute for Product Quality 

Appendix of Test Report 

No.: (2020) WJ XF Z No. 01857                                    Page 2/3 

Serial Number / Inspection Project Name /  Technical Requirements / Test Result / Test Method 

/ / KN95 / / / 

1 Filtration efficiency (%) 

Chlorinated particulate matter 

≥95.0 Unprocessed Samples 

98.46, 98.24, 98.20, 

98.15, 98.10, 98.09, 

98.05, 98.00, 97.99, 

97.97 

Preprocessed Samples  

96.33, 96.28, 96.20, 

96.19, 96.15 

Pass GB2626-2006 
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