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HEFEI KADI BIOLOGICAL PHARMACEUTICALCO., LTD
Uniform Social Credit Code:913401223227499708

Registered Address:2nd Floor,No,3Building,Workshop3,Xiwei San Rd.,Feldong Economic Development
Zone,231600,Hefei,Anhui ,PEOPLE'S REPUBLIC OF CHIN

Production Address:2nd Floor,No,3Building,Workshop3,Xiwei San Rd.,Feldong Economic Development
Zone,231600,Hefei,Anhui ,PEOPLE'S REPUBLIC OF CHIN

ISO 13485：2016

CERTIFICATE No.:QCC635ISOQ

WE HEREBY CERTIFY THAT THE QUALITYMANAGEMENT SYSTEM
OPERATED BY

IS IN COMPLIANCE WITH THE STANDARD

This system is valid for the

First issue:Mar. 24,2020 Expiring data:Mar. 23,2023
The use and the validity of this certificate shall satisfy the requirements of the rules for the
certification of quality management systems.
This certificate will not remain valid only if the certified organization accepts at least one
surveillance audit annually within the validity period of the certificate.

Production and sales of disposable medical masks,disposable surgical masks,daily protective
masks,KN95 masks,N95 masks and coronavirus detection reagents

ISO 13485:2016
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Fiscal Year 2020 

CERTIFICATION OF REGISTRATION 

SH OFFICE 

TEL:0086-21-50313932  Boyle Wang  Phone:0086-18930777676  info@truthful.com.cn   

ABMED SERVICE INC. 

36 Soyth 18th Avenue, Suite A Brighton,CO USA 80601 

TEL:213-375-3998   FAX:213-375-3998   info@abmed.com.cn 

ABmed will confirm that such registration remains effective upon request and 

presentation of this certificate until the end of the year stated above, unless said 

registration is terminated after issuance of this certificate. ABmed 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.  

ABmed assumes no liability to any person or entity in connection with foregoing. 

 

Date of verification:Mar. 11, 2020 

Date of expiration:Dec. 31, 2020 

This certifies that: 

Name: HEFEI KADI BIOLOGICAL PHARMACEUTICAL CO.,LTD 

Add: 2nd Floor, No.3 Building, Workshop 3, Xiwei San Rd.,Feidong Economic 

Development Zone,231600,Hefei,Anhui,China  
 
has completed the FDA Establishment Registration (as manufacturer and 
foreign exporter) and Device Listing with the US Food & Drug Administration, 
through 

The Owner/ Operator Number for this Registration is :10062933  

Listing No Code Premarket 

Submission NO. 

Device Name 

D374892 KHA  Medical Surgical Mask, Medical Protective 

Mask; Mask, Face Mask, Nonwoven Face Mask, 

Disposable Medical face Mask 

D374893 MSH  N95 Protective Mask 

 

 

 

 

 

 

 

 



TEST REPORT 1:





















TEST REPORT 2:


















































