
Santiago, December 28, 2021. 

CERTIFICATE 

ANTECEDENT REVISION ACCOMPANYING THE MEDICAL DEVICE 

N° ANDID / 2283/2021 

The National Agency for Medical Devices, Innovation and Development Department of the 

Institute of Public Health of Chile has received the information declared by INSUMEDICAL SPA., 

of the following medical device: 

CVI42 Software Application 

Application of Medical Software to Cardiovascular Magnetic Resonance (MRI) and Computed 

Tomography (CT) images 

Through this certificate, conformity is granted to the antecedents kept in view and it is recorded 

that the product has the following certification: 

1. Certification issued by the Health Canada Food and Health Products Directorate,

certifying that CVI42 Software Application (License No. 93385) manufactured and marketed 

by Circle

2. Certificate of the Quality Management System, N ° FM 539204 issued by BSI Group America 
Inc., granted to Circle Cardiovascular lmaging Inc. Suite, Canada, certifying that it works with a 
quality management system that meets the requirements established in the ISO 13485: 2016 
standard, for the design and manufacture of independent vendors of the cross-platform 
software application for cardiovascular magnetic resonance and computed tomography in 
DICOM standard format for use by medical professionals Valid until February 28, 2022.

3. Letter of Designation issued by the legal manufacturer Cardiovascular lmaging Inc., Canada, 
by which it constitutes, designates and empowers INSUMEDICAL SPA. located La Capitanía # 80 
Office 108. Las Condes, Santiago- Chile as the true and legitimate legal representative of the 
client in Chile (the “Representative” and the “Territory”, therefore), for the management and 
handling of all related matters with the process of registration, modification and transfer of 

CVI42 Software Application, among other products, in Chile. Issued on January 28, 2020.

Legal Manufacturer Circle Cardiovascular Imaging Inc. 

Legal Manufacturer Address and 
Manufacturing plant 

Suite 1100, 800 Sth Avenue SW Calgary, Alberta 
Canada T2P ON3 

Importer / Distributor: INSUMEDICAL SPA. 
Importer Address: La Capitanía #80 Oficina 108. Las Condes, Santiago- Chile 



This medical device is not currently subject to the sanitary registration requirement in Chile 

and its safety, quality and effectiveness are the sole responsibility of the legal manufacturer, 

importer and distributor. 
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