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Declaration of Conformity

The medical device (Class 1) MedSta® ver.1.0 meets the provision of the
Medical Device Directive 93/42/EEC, Annex |, amended by Directive
2007/47/EC, and its transposition into national legislation of the member
states. The CE marking of conformity applied to this device encompasses
all other relevant directives.

Basic-UDI-DI: 042603081 1MedStaAW

The device is manufactured by MedCom Gesellschaft fur medizinische
Bildverarbeitung mbH, who is exclusively responsible for this declaration of
conformity.

MedCom has established and maintains a quality management system
according to the requirements of Annex I, excluding section 4, of the
Medical Devices Directive under the supervision of the notified body DQS
Medizinprodukte GmbH, August-Schanz-Strake 21, 60433 Frankfurt a. M.
(0297).

We declare under sole responsibility that the product described above as

delivered is in compliance with Medical Device Directive 93/42/EEC. Th
product is CE marked.

Darmstadt, 24 MAY 2024

Template: MC.0000.TPL.0060.0007 A © MedCom GmbH 2021
File : MC.5087.MSC.0007.0001.DoC docx Printed: 17-May-2021, 13:37



