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BRACCO
IN\IENEERING

Lausanne, March 26™, 2018

Statement on recommended Disposables

for CT Exprés™ 4D Contrast Media Delivery System

Bracco Injeneering hereby declares that the CT Exprés™ 4D Contrast Media Delivery System must only be
used specifically with accessories and consumables approved by Bracco and in accordance with the
technical specifications of Bracco’s Operator Manual/ User Guide and any other Manufacturer supplied
information. This as explained in the attached position statement and with the specific disposables listed
below for the non-US market.

Disposable Kits Bracco Injeneering reference
Bottle Spike Type A 640058
Bottle Spike Type B
640059
Note: this type B is very specific to few national markets
Day Set ill HP 640060
Multi Patient Set 640061
Patient Line 640063
Patient Set 640057

All testing and validations to comply with the Essential Requirements of 93/42/EEC Directive regarding
safety, performance and compatibility between components have been performed with the disposables
listed above.

Bracco cannot guarantee the quality, safety, reliability or functionality of its CT Exprés™ 4D Contrast Media
Delivery System when used with non Bracco-approved accessories and consumables and only recommends
Bracco-approved accessories and consumables for use with its System,

We thank you for respecting our position.

Yours faithfully,

e 1 O
Maud Giorgi
Senior Regulatory Affairs Manager

maud.giorgi@bracco.com

Attached: “Position Statement on the Use of Non-Genuine/ Generic Accessories and Consurnables”, dated
December 06", 2017"
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