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Biosimilar medicines can be interchanged
News

HAEH :2022/09/19

https://www.ema.europa.eu/en/news/biosimilar-medicines-can-be-interchanged
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* Statement on the scientific rationale supporting interchangeability of biosimilar medicines in
the EU

https://www.ema.europa.eu/documents/public-statement/statement-scientific-rationale-supporti

ng-interchangeability-biosimilar-medicines-eu_en.pdf
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¢ Biosimilar medicines: Overview

https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines-overview

* Biosimilar Medicinal Products Working Party

https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp/biosimilar-medi
cinal-products-working-party
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Considerations in Demonstrating Interchangeability With a Reference Product Guidance for
Industry (20194E5 1)
Biosimilarity and Interchangeability: Additional Draft Q&As on Biosimilar Development and the
BPCI Act(20204F11H)
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IMBRUVICA (ibrutinib): New risk minimisation measures, including dose modification

recommendations, due to the increased risk for serious cardiac events

Safety Notices

A H :2022/11/03

https://www.hpra.ie/docs/default-source/default-document-library/important-safety-information-imb

ruvica-(ibrutinib).pdf?sfvrsn=0
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