CERTIFICATE S

This is to certify that the company

MedCom Gesellschaft fur
7 . medizinische Bildverarbeitung mbH

M E D C O M DolivostraRe 11
64293 Darmstadt
v Germany
with the organizational units/sites as listed in the annex

has implemented and maintains a Quality Management System.

Scope:

Development, manufacturing and distribution of software products for transmission, processing
and visualisation of medical image data, 3D ultrasound imaging devices and mobile medical
workstation with image and navigation interfaces.

Through an audit, documented in a report, performed by DQS Medizinprodukte GmbH, it was
verified that the management system fulfills the requirements of the following standard:

DIN EN ISO 13485 : 2016 + AC : 2017-07
EN ISO 13485 : 2016 + AC : 2016
ISO 13485 : 2016

Certificate registration no. 276701 MP2016

Certificate unique ID 170779175
Effective date 2022-07-30 (( DAKKS
Deutsche
Expiry date 2025-07-29 Akkreditierungsstelle
D-ZM-16021-01-00
Frankfurt am Main 2022-07-28
DQS IS A MEMBER OF DQS Medizinprodukte GmbH
eentte
o a ~S .Kg& -
IQNET / Ml Leee 047
Sigrid Uhlemann Szymon Kurdyn
Managing Director Product Manager

August-Schanz-StraRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, info-med@dgs.de

The validity of this certificate can only be verified by the QR-code. 1 / 2

414_90e Version 1.0


mailto:info-med@dqs.de

)

.
7
Wl

) ¢

\/

U

Annex to certificate

Certificate registration No.: 276701 MP2016
Certificate unique ID: 170779175

Effective date: 2022-07-30

MedCom Gesellschaft fur medizinische

Bildverarbeitung mbH

Dolivostralie 11
64293 Darmstadt
Germany

Location

550793

MedCom Réntgentestlabor
Hilpertstral3e 31

64295 Darmstadt

Germany

550794

MedCom Gesellschaft fiir medizinische
Bildverarbeitung mbH

DolivostralRe 11

64293 Darmstadt

Germany

Scope

X-ray test laboratory for project-related
developments and test activities.

Development, manufacturing and distribution
of software products for transmission,
processing and visualisation of medical image
data, 3D ultrasound imaging devices and
mobile medical workstation with image and
navigation interfaces.

This annex is only valid in connection with the above-mentioned certificate. 2/2



