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Medical Device Regulation (MDR)

Sinds 26 mei 2021 gelden in de Europese Unie (EU) meer en strengere regels voor medische hulpmiddelen
(MDR). Alle medische producten / hulpmiddelen dienen met een CE-markering te worden aangeduid. Met
een CE-markering wordt aangegeven dat dit product voldoet aan de minimumeisen die de EU stelt op het
gebied van veiligheid, gezondheid, milieu en consumentenbescherming. De CE-markering die op al onze
producten van toepassing zijn tonen aan dat deze producten vrij verhandeld mogen worden binnen de EER
- Europese Economische Ruimte. De producten met een CE-markering dienen volgens de nieuwe
regelgeving middels een UDI (Unique Device Identification) te worden uitgegeven. Hieronder alle
informatie over de intreding van de MDR.

What is the MDR?

The MDR (Medical Device Regulation) is the new European medical device regulation. It entered into
force on May 25, 2017, and its date of application is mandatory as of May 26, 2021. The regulation forms
the new EU legal framework for medical devices and replaces the previous Medical Device (MDD
(93/42/EEC)).

The MDR defines extended obligations for all economic operators including manufacturers and
distributors who are part of the supply chain of a medical device. Compliance with these requirements is a

prerequisite for placing the medical devices on the Europe market.

In comparison to the MDD, the MDR as a European regulation does not have to be implemented into
national law first. It will therefore apply directly in Germany from May 26, 2021.

What are the objectives of the MDR?

The MDR is intended to



¢ ensure a high level of health protection for patients and users

set standards for increasing the quality and safety of medical devices

¢ guarantee a functioning EU internal market for medical devices

introduce provisions to ensure transparency and traceability of medical devices throughout their
life cycle
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Important note:

All products placed on the market under the MDD by May 26, 2024 may be continued to be distributed
until May 27, 2025 ("sell-off clause"). Distributors may sell MDD-compliant products that have already
been placed on the market for the first time until May 27, 2025. Products that have already been supplied
to end users (e.g. dental laboratories) by the end of this transitional period can be used after this date.

MDR: What's new?

* The MDR introduces the term "economic operartor" (which includes, among others,manufacturers
and distributors and defines their obligations.

* The requirements for manufacturers with regard to the content of the Technical Documentation are
significantly more extensive. Documents must be continuously updated.

¢ The obligations for post-market surveillance have been significantly expanded. This affects not
only manufacturers, but also other[ economic operator.

¢ Clinical evaluations and clinical trials are regulated and required in more detail with regard to the
form and quality of clinical data.

* The requirements for the information that must be supplied with a medical device (labeling,
instructions for use) have been significantly expanded./li>

¢ Each product must be given a unique device identification number UDI.

¢ All medical devices must be labeled as medical devices. pritidenta will indicate this by using the
"MD symbol". We print this symbol directly on the packaging.

* The classification of certain products will change.

® Medical device manufacturers must designate a qualified person in the company who must have
extensive expertise in the field of medical devices and is responsible for regulatory compliance.

¢ The document retention period has been significantly extended from 5 to 10 (for implantable



devices to 15) years.

¢ The requirements for Notified bodies have been increased. At the same time, they will in future be
obliged to perform unannounced audits of manufacturers at least once every 5 years.

¢ The European database EUDAMED has been expanded. Up to now, only government institutions
had access to EUDAMED. In the future, manufacturers, Notified Bodies and the public will also
have access to it.

Hieronder vindt u een overzicht met links die verwijzen naar onze leveranciers, gebruiksinstructies,
informatie- en veiligheidsbladen van onze MDR / CE-gecertificeerde producten.
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Exocad-Dental CAD Documentaion - index of Topics
Exocad-Bar (steggen)module
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https://dentamid.dreve.de/en/service/downloads/
https://dentamid.dreve.de/en/service/downloads/
https://cdn.shopify.com/s/files/1/0436/6965/1618/files/User_Manual_Sonic_XL_4K.pdf?v=1686221411
https://wiki.exocad.com/wiki/index.php/DentalCAD_Documentation_-_Index_of_topics
https://wiki.exocad.com/wiki/index.php/DentalCAD_Documentation_-_Index_of_topics
https://wiki.exocad.com/wiki/index.php/Bar_Module
https://wiki.exocad.com/wiki/index.php/Bar_Module
https://pritidenta.com/en/media-center/downloads
https://www.schuetz-dental.de/en/safety-data-sheets
https://siladent.com/downloads/
http://target3d.wikidot.com/target-3d-implant-level-library
https://unidesa-odi.com/
https://www.wassermann-dental.com/en/downloads.html
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