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The certificates issued under the old Directive 93/42/EEC 
(MDD) will expire soon, but the transitional phase will last 
no later than 26 May, 2024. By this date, technical docu-
mentation of these devices must comply with the new 
requirements in order to maintain CE certification. The 
manufacturer has to face major challenges caused by this 
new regulation.

With our consulting expertise in the field of medical devices 
and our broad network, we can help you to identify the gaps 
in your technical documentation as well as your quality 
management system and provide you with documents and 
procedures to close the identified gaps successfully.

You, your technical documentation according to the Medical 
Device Regulation 2017/745 (MDR) and your quality man-
agement system according to ISO 13485 will then be ready 
to get through any inspection.  

Even if you have already passed this phase and are now 
looking to eliminate deviations after an audit, we can pro-
vide you with active support in updating the documentation 
and convincing external agencies.

Why Choose Eurofins Medical Device Consulting?

Eurofins as one-stop shop helps you 

• Finding the right partner in case of missing studies 
(biocompatibility, material analysis etc.)

• Preparing special document packages (software 
validation, shelf life/packaging validation, biological 
evaluation etc.) for the technical documentation

• Creating documents that meet your individual re-
quirements and fulfill regulatory requirements

• Finalizing existing documents

This allows you to take advantage of time and costs more 
effectively and thus achieve the best possible results for 
approval on the inter-/national market.

Our Comprehensive Services

Establishment of a technical documentation according 
to Medical Device Regulation 2017/745 (MDR) 

• Gap analysis of existing documents

• Providing templates for the identified gaps

• Performing risk management workshops in a multidis-
ciplinary team according to ISO 14971

• Support in determining required tests and interpreta-
tion of results

• Support in filling the documents  

• Support in completing the technical documentation  

• Working through deviations and recommendations re-
garding technical documentation after external audits

Establishment of a quality management system accord-
ing to ISO 13485

• Gap analysis of existing processes and procedures  

• Creation of a roadmap to obtain/maintain a quali-
management system according to ISO 13485  

• Development of procedures specifically customized for 
your company and harmonized with your procedures  

• Support in communication with (local) authorities  

• Working through deviations and recommendations re-
garding the quality management system after external 
audits 

BioPharma Product Testing 
Medical Device Testing
Medical Device Consulting 
Human Safety Testing
Professional Scientific Services - Insourcing

Our Services at Eurofins Munich:

Consulting Technical Documentation and Quality Management

Eurofins BioPharma Product Consulting Services 
Munich GmbH
Behringstraße 6-8; D-82152 Planegg near Munich
Phone: +49 89 899 650 0
Email: consulting-munich@eurofins.com
www.eurofins.de

Your Contact: Your Consulting and Training 
Service for the Medical Device 
Industry

From intended use via getting CE certification
up to post-market surveillance - we support you!


