bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: GC Europe N.V.
Interleuvenlaan 33
3001 Leuven
Belgium

Holds Certificate Number: MD 83628

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, development, manufacture and distribution of dental bone graft substitute and
resorbable membrane.

Manufacture and distribution of dental restorative, orthodontic, prosthetic, fibre reinforced,
periodontal materials, dental scanner, equipment and associated accessories, dental restorative
materials for CAD/CAM technologies and dental in-vitro diagnostic devices and distribution and
service of dental equipment.

For and on behalf of BSI: QM \\LV\S\«-%
Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date: 2005-01-11 Effective Date: 2026-01-11
Latest Revision Date: 2025-12-15 Expiry Date: 2029-01-10
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at Seventh and Eighth Floors, The Acre, 90 Long Acre, London, WC2E 9RA, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+83628&ReIssueDate=15%2f12%2f2025&Template=uk

Certificate No: MD 83628

Location

Registered Activities

GC Europe N.V.
Interleuvenlaan 33
3001 Leuven
Belgium

Design, development, manufacture and distribution of dental
bone graft substitute and resorbable membrane. Distribution
of dental restorative, orthodontic, prosthetic, fibre reinforced,
periodontal materials, dental equipment and associated
accessories, dental restorative materials for CAD/CAM
technologies and dental in-vitro diagnostic devices and
Service of dental equipment.

GC Manufacturing Europe N.V.
Interleuvenlaan 13

3001 Leuven

Belgium

Original Registration Date: 2005-01-11

Latest Revision Date: 2025-12-15

Manufacture and packaging of dental restorative, orthodontic,
prosthetic, fibre reinforced, periodontal materials, dental
scanner, equipment and associated accessories, dental
restorative materials for CAD/CAM technologies and dental in-
vitro diagnostic devices.

Effective Date: 2026-01-11
Expiry Date: 2029-01-10
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