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EC Certificate - Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 657862
Issued To: Myocardial Solutions, Inc.

808 Aviation Parkway
Suite 700
Morrisville
North Carolina
27560
USA

In respect of:

Design, development and manufacture of software for the quantification of cardiac MRI
images.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices
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NBOG Code(s) Device Description Intended purpose
Class IIa
MD 1111 Software for analysis of

cardiac MRI images for
quantification of cardiac
function

N/A for Class IIa


