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Quality Management System Certificate
EN-ISO 13485:2016

For the Quality Management System of

MedCom GmbH

Regarding the scope Design & Development, manufacturing and distribution of medical simulation & navigation,
Radiotherapy Treatment Planning software in the field of radiotherapy, 3D ultrasound imaging software devices
for the purpose of diagnosis, therapy and medical navigation and the distribution of associated hardware.

This certificate is based on the following documents:
24M00300RPTO1

Kiwa Assurance B.V. hereby declares that it has audited the quality management system in accordance with EN-
ISO 13485:2016 + AC:2018 + A11:2021 and that all requirements of the standard and its implementation are
fulfilled.

The certificate validity is three years and includes the surveillance obligations of EN-ISO/IEC 17021-1:2015.
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Dr. Ir. W. Wunderink Dr. Ir. W. Wunderink
Certification Decision Maker Certification Manager

Signed by Dr. Ir. W. Wunderink in absence of
the Director, Ing. D. van der Vlugt

This certificate consists of 2 page(s)

Disclosure of the certificate is permitted

2030v1.18 | P0O00515542CRT01

MedCom GmbH
Kiwa Assurance B.V. (Kiwa Medical Certification) DolivostraBe 11
Vijzelmolenlaan 7 64293 Darmstadt
3447 GX Woerden Germany

The Netherlands
T.+31 348200980
nl.nboffice@kiwa.com
www.kiwapid.eu


mailto:nl.nboffice@kiwa.com
www.kiwapid.eu

Docusign Envelope ID: C01A4890-3D24-43AE-8099-B72F7F0D36D6

@
Appendix of EN-ISO 13485 Certificate k Iwa

Organizational Boundary(ies)

Certified additional locations and/or Scope
organizations
MedCom GmbH Verification and Validation activities

X-Ray Test Laboratory
HilpertstraBe 31
64295 Darmstadt
Germany

Revision History

Version Changes

P000515542CRT01 Renewed certificate

The Certificate
P000515542CRT01

Certificate

@m 55 Kiwa
RUAL B

2030v1.18 | P000515542CRT01

Kiwa Assurance B.V. (Kiwa Medical Certification) MedCom GmbH
Vijzelmolenlaan 7 DolivostraBe 11
3447 GX Woerden 64293 Darmstadt
The Netherlands Germany

T.+31 348200980
nl.nboffice@kiwa.com

www.kiwapid.eu


mailto:nl.nboffice@kiwa.com
www.kiwapid.eu

		2025-07-23T04:39:25-0700
	Digitally verifiable PDF exported from www.docusign.com




