5 SERTIO EU TDA CERTIFICATE 511-Form-7 v.5
EU TECHNICAL DOCUMENTATION
ASSESSMENT CERTIFICATE

Manufacturer: ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO., LTD.
No. 777 Jimingshan Road, High-Tech Development Zone, 230088
Hefei, Anhui PEOPLE’'S REPUBLIC OF CHINA

Single registration number: CN-MF-000018785 :

Authorized representative: Mega Eurostar Sp. z 0. o.
Obrzezna, 5 lok. XIP/1 02-691 Warsaw
Poland -

Single registration number: PL-AR;—000042730

Notified Body Sertle Oy declares that the requrrements of Annex IX Chapter Il of the

REGULATION (EU) 2017/746
on ln Vttro Dlagnostlc Devrces

have been met for the products Itsted in thls cemﬁcate £
The above mentroned manufacturer has established and marntams a techmcal documentatron defined
by Annex X chapter li In addition to this certificate an EU Quality Management System certificate is
: “required before placing the listed product on the market

Certificate validity is subject to manufacturer fulfi Ilmg the oblrgatlons arismg from the Annex IX of the aforementioned regulation.
Validity of the certificate is subject to following the General terms of Business by Sertio Oy and Terms of conformity
assessment of IVD medical devices. :

Certificate number ~~ EU- TDAFL- 20642-800030 20251

Issue date E3geryoRERcaie - 28.04.2026
Valid from R 28.04.2026

Expirydate & = 21032030

’

Elina Tuomola

Sertio Oy

Biokatu 10, 33520 Tampere, Finland
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