Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1809678-1
Certificate Holder: Medartis AG
Hochbergerstr. 60E
4057 Basel
Switzerland
Scope: Design and development, manufacture and distribution of

craniomaxillofacial (CMF) and orthopedic implants, instruments,
splints for the splinting of teeth as well as personalised CMF
implants and orthopedic instruments, such as guides,
positioning aids and bone models in 3D printing processes.
Design and development of medical image processing,
simulation and design software.

The Certification Bodyof TUV Rheinland LGA Products GmbH certifies that the organization has established and applies
a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.: 1172207-100
Effective date: 2025-03-24
Expiry date: 2026-02-03
Issue date: 2025-03-24
Replaces certificate SX 1809678-1 issued 2023-01-28. Doavvcte  btcdyom it
) Dipl.-Ing. (FH) D. Wiedemuth
- : . o TUV Rheinland LGA Products GmbH
This certificate can be validated on https://www.certipedia.com Ti”yStraBe 2 . 90431 N['Jrnberg . Germany

(( DAKKS A TUVRheinland®

1/2 zslf:esérﬁeerungsstelle PreC|Se|y R'ght.

D-ZM-14169-01-02

® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

Certificate

Quality Management System

EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.:
Certificate Holder:

SX 1809678-1

Medartis AG
Hochbergerstr. 60E
4057 Basel
Switzerland

The scope of certification also covers the following sites:

No. Facility

/01 c/o Medartis AG
Hochbergerstr. 60E
4057 Basel
Switzerland

/02 c/o Medartis GmbH
Am Gansacker 10
79224 Umkirch
Germany

Scope

Design and development, manufacture and distribution of craniomaxillofacial
(CMF) and orthopedic implants, instruments, splints for the splinting of teeth
as well as personalised CMF implants and orthopedic instruments, such as
guides, positioning aids and bone models in 3D printing processes.

Distribution of CMF and orthopedic implants and instruments as well as
splints for the splinting of teeth.
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