
 

This is to certify that the management system of: 
FluxErgy Inc.  
(FIN F006803)  
Main Site: 30 Fairbanks, Suite 110, Irvine, California, 92618, USA 

Additional sites:  Refer to Appendix 

 
has been registered by Intertek, an MDSAP recognized auditing organization, 
as conforming to the requirements of: 
 

ISO 13485:2016  

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) 

The management system is applicable to: 

Design, development, manufacturing, and distribution of IVD 

instrument, reagents, and assay kits for molecular diagnostics. 

(An appendix is also part of this certificate of registration) 

 

Certificate Number: 

0148417-01 

Initial Certification Date: 

2020-11-13 

Certification Effective Date: 

2023-11-09 

Certification Expiry Date: 

2026-11-12 

 

Calin Moldovean 
President, Business Assurance 
 
Intertek Testing Services NA, Inc.  
900 Chelmsford Street 
Lowell, MA, USA 01851 

 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation/ 

CT-MDSAP-2016-NA-EN-LT-P-5.may.22 

 

http://www.intertek.com/business-assurance/certificate-validation/


 

This appendix identifies the locations by the management system of 

FluxErgy Inc. 
This appendix is linked to the Main Certificate # 0148417-01 and cannot be shown nor reproduced without it.  

 

Main Site: 30 Fairbanks Suite 110, Irvine, California, 92618, United States 

Scope:   Administration/Management, Sales & Marketing Regulatory, Purchasing, LFA R&D, IT, Finance, HR, Quality 

 

Additional Site1:  13766 Alton Pkwy Suite 150, Irvine, California, 92618, United States 

Scope:  R&D (Molecular, Device, Test Card, Software), QC 

 

Additional Site2:  15 Musick, Irvine, California, 92618, United States 

Scope:   Production (Test Card Mfg, Assay Mfg), Quality 

 

Additional Site3:  17 Musick, Irvine, California, 92618, United States 

Scope:  Warehouse/Inventory, Shipping & Receiving, Device Production 

 

Additional Site4:  33 Musick, Irvine, California, 92618, United States 

Scope:  Assay Manufacturing 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement.  

This certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification.  Validity may be confirmed 

via email at certificate.validation@intertek.com or by scanning the code to the right with a smartphone. 

The certificate remains the property of Intertek, to whom it must be returned upon request.     

CT-Appendix-SCC-EN-LT-P-01 jul.17 
 


