D DEKRA

CERTIFICATE

Number: 2172692
The management system of the organization(s) and locations mentioned on the addendum belonging to:

Quirem Medical BV

Zutphenseweg 55
7418 AH Deventer
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016

Scope:
Design, manufacturing and distribution-of radioactive mlcrospheres and plannlng/support |mage software
used for Radio Embolization in the area of radiology and radlotherapy ' _

Certificate expiry date: 1 April 2025
Certificate effective date: /1 April' 2022
Certified since: 1 April 2015

This certificate is valid for the organization(s) and/or locations rﬁe’ht.i_on'é'_d _.oh'thé addendum!

DEKRA Certification B.V.

At

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396




D DEKRA

ADDENDUM

To certificate: 2172692

The management system of the organization(s) and/or location(s) of:

Quirem Medical BV

Zutphenseweg 55
7418 AH Deventer
The Netherlands

Certified organization(s) and/or locations:
Different scope

Quirem Rotterdam Production and release of Hot=cell QuiremSpheres
P/a St. Franciscus Gasthuis Hospital j
Kleiweg 500

3045 PM Rotterdam

The Netherlands

Addendum expiry date: 1 April 2025
Addendum effective date: - /1 April 2022
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