Price list of DEKRA Certification GmbH
Business Field Medical Devices

D DEKRA

1. Services

Description of service Price [EUR]
Hourly rate - general € 320,00
Hourly rate — review of a technical documentation according € 380,00
Regulations (EU) 2017/745 or (EU) 2017/746

Hourly rate - review of a clinical evaluation / performance € 420,00

evaluation / PSUR

Travel time

per hour € 150,00

Travel expenses:
(1) - Driving expenses

(2) - Flight, rental car, hotel accommodation inc. breakfast etc.

(3) - Train

per km € 0,75 (1)
according to incurred expenses (2)
daily rates second class (3)

Exchange of foreign currency to Euro

according to exchange rate valid on
day of invoicing

Assessments of incidents

as per effort and hourly rate

Assessment of notification of change

as per effort and hourly rate

Assessment of corrective action

as per effort and hourly rate

Formal confirmation letter of any kind

as per effort and hourly rate

2. Certificates

Description of service Price [EUR]
Certification maintenance fee MDR Article 120 per year € 1.500,00
Certification maintenance fee MDR/IVDR Article 16 per year € 1.600,00
Certification maintenance fee MDR/IVDR Annex IX Chapter | | per year € 2.900,00
and Il

Certificate fee MDR/IVDR Annex IX Chapter Il per certificate and year € 3.200,00
Printout in German or English (DIN A4) per piece/standard € 40,00
Integration of the company logo € 155,00
[Requirement: Certificate holder delivers company logo]

Change to certificates during their validity per language/standard € 200,00
Issuance of sub certificates per language/standard € 75,00
Printout of a DIN A3 certificate per piece/standard € 75,00
Printout of a DIN A3 certificate (framed) per piece/standard € 150,00

The calculation of audit time follows IAF MD5 and MD9, thereby considering the number of employees
and the interests of small and medium-sized enterprises as defined in Recommendation 2003/361/EC.

All prices will be charged with an additional, currently valid value added tax.

This price list is valid from January 1%, 2024.
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