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DECLARATION OF CONFORMITY

Manufacturer’s Name: Biosafe S.A.
Manufacturer’s Address: Route du Petit-Eysins 1, 1262 Eysins, Switzerland

We declare under our sole responsibility that the products;

Type of equipment: Cell Processing Instrument
Brand name: Sepax™

Model: Sepax C-Pro

Product Code: 29264741

To which this declaration relates, is in conformity with the requirements of the;
2006/42/EC Machinery Directive
2014/30/EU EMC Directive
2011/65/EU RoHS Directive including amendment of Annex Il (2015/863)

This conformity is based on the following elements;
e Information included in the Technical File of the product to which this declaration

relates.
e List of standards applied;
Safety: EMC: Environmental:
EN ISO 12100:2010 EN 61326-1:2013 EN IEC 63000:2018

EN 61010-1:2010
EN 61010-2-020:2016

Legal person authorized to draw up the technical file:
Regulatory Affairs department
Biosafe SA, Route du Petit-Eysins 1, 1262 Eysins, Switzerland

Eysins, 31-MAY-2021

Alison Campbell
Total Quality Leader- Cell & Gene Therapy
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