Where can | find the approved label for VAZKEPA in Europe?

On March 26, 2021, the European Commission (EC) granted marketing authorization for Amarin’s drug
VAZKEPA (icosapent ethyl) and on March 30, 2021 published its decision in the Register of Medicinal
Products, which can be found here. The VAZKEPA label approved by the EC can be found here.

For more information, please refer to the Amarin press release published March 30, 2021 titled,
Amarin Receives EC Approval for VAZKEPA to Reduce Cardiovascular Risk, found here.

In accordance with European regulatory guidelines and strategy regarding optimizing market access,
Amarin’s press release regarding this marketing authorization addresses the authorization only.
Amarin’s plans for pursuing market access for VAZKEPA, and discussion of the large unmet medical
need, can be found here.

Dated: May 17, 2021

Note: VAZKEPA is a registered trademark of Amarin Pharmaceuticals Ireland Limited in Europe and other
countries and regions and is pending registration in the United States.


https://ec.europa.eu/health/documents/community-register/html/h1524.htm
https://www.ema.europa.eu/en/documents/product-information/vazkepa-epar-product-infomartion_en.pdf
https://investor.amarincorp.com/news-releases/news-release-details/amarin-receives-european-commission-ec-approval-vazkepa-reduce
https://investor.amarincorp.com/static-files/4cb40292-4351-4ac1-ba6c-0538a36fc355

