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BM.433.0230.2021/KW/MV/2024/0490        Warsaw, 29.08.2024

Fenglin Chen
Anhui Deepblue Medical Technology, No. 777 
Jimingshan Road, High-Tech Development 
Zone, 230088, Hefei, Anhui, PEOPLE'S 
REPUBLIC OF CHINA.

Dear Fengling Chen,

Basing on the Contract No. MD-113/2021 of 27.05.2021, following the submission 
of a manufacturer change notification form on 15.08.2024 for in vitro diagnostic medical device
for self-testing: COVID-19 (SARS-CoV-2) Antigen Test Kit (Colloidal Gold) – Saliva regarding 
changes of the address of the company's registered office, addition of supplier of swab and 
device shelf-life extension from 24 months to 36 months, we inform you that the documentation 
evaluation process has been completed.
Implementation of the change does not represent a significant change in design or intended 
purpose under IVDR 2017/746 Article 110(3) and the related IVDD Certificate 
no. 1434-IVDD-057/2022 issued 30.03.2021 remains valid.

Please also remember that any significant changes to the design, instruction for use, labels must 
be report to PCBC.

Yours Sincerely,

Deputy Head of Medical Device Certification Department
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