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DECLARATION 
 

 

 
Date: April 14, 2022 

 

 

 

We, Humasis Co., Ltd, hereby confirm the shelf life of ‘Humasis COVID-19 Ag Test 

(Cat. No. ACOVA-7025)’ is extended for 24 months in accordance with the stability 

testing results submitted for renewal registration in MFDS(former KFDA). The testing 

results are reflected on standards as following.  

 

- EN 13640:2002 / Stability testing of in vitro diagnostic medical devices 

- EN 13975:2003 / Sampling procedures used for acceptance testing of in vitro 

diagnostic medical devices – Statistical aspects 

 

If you need further information, please contact us. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
Best regards, 

 

 


