HAS YOUR ROLE CHANGED UNDER THE NEW EU MDR?

The European Union Medical Device Regulation, EU-MDR 2017/745, or MDR, is a new set of regulations that governs the production
and distribution of medical devices in Europe, including medical gloves and masks. Compliance with the regulation is mandatory

for companies that want to sell medical devices in the European marketplace. The MDR replaces the previous European Council
Directive 93/42/EEC, or MDD.

Under the new MDR, the role and responsibilities of many companies who previously distributed and sold medical gloves and

masks may change. Ansell has put together this easy-to-use guide to help you determine if your company’s role will change under
the new MDR.
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