Medical Device Registration Certificate of P. R. C.
Registration certificate No. [E##iyi 20232210618

The name of the registrant

ADAS3D Medical S.L.

The address of the registrant

Carrer Pairs 179, 2a 2a Barcelona 08036 Spain

Manufacture address

Carrer Pairs 179, 2a 2a Barcelona 08036 Spain

The name of China Agent

Shanghai VIACERT Product Technical Services Co.,
Ltd.

The address of China Agent

Room 101, Building 4, No. 300 Bao Zheng Nan Road,
Chongming District, Shanghai

Product name

Medical device imaging software in the clinical
domain of cardiology

Type/model

ADAS 3D, release version 2.6

Structure and compose

This product consists of software installation files
and authorization files. Its functional modules
include LV Enhancement Analysis, LV Thickness
Analysis, LA Enhancement Analysis Module, Heart
Anatomy Extraction Analysis, Image Alignment
Multimodal Tool, Comare 3D Multimodal Tool,
Enhancement Quantification tool (LV and LA) and
Study Storage Database.

Scope of application

Used for displaying, processing, and measuring CT
and MR cardiovascular enhanced images that
comply with DICOM standards. It is not intended to
identify regions for catheter ablation or treatment
of arrhythmias. It is not for clinical decision making.

attachment Product technical requirements
other /
remark

Approval Dept.: NMPA

Approval date: 2023.12.27
Effective date: 2023.12.27
Expiry date: 2028.12.26
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