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CERTIFICATE
Number: 3902198  

The management system of:

Lev-El Diagnostics of Heart Diseases LTD.
25 Haneviim St.
Jerusalem 9510315
Israel

including the implementation meets the requirements of the standard:

ISO 13485:2016
EN ISO 13485:2016
Scope:
Design and development, manufacture, and distribution of medical devices (software based) for 
diagnostics-aid of Myocardial Ischemia related to coronary artery diseases using Heart Rate variability 
analysis.

Certificate expiry date: 1 January 2028
Certificate effective date: 1 January 2025
Certified since: 12 March 2019




