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Ny «Pharmaceutical Strategy for Europe»





Økt fleksibilitet

Økt effektivitet 

Redusere administrasjon

Reklassifisering av endringer

Forenkle prosess for notifikasjoner og WS

Risikobasert tilnærming for kategorisering 

av endringer for gitte biologiske legemidler

Hovedmål Tiltak



08.08.2024: Draft act publisert på

kommisjonens nettside 07.02.24: 

Pharmaceuticals – changes to 

marketing authorisations (review of 

EU rules) (europa.eu)

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13561-Pharmaceuticals-changes-to-marketing-authorisations-review-of-EU-rules-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13561-Pharmaceuticals-changes-to-marketing-authorisations-review-of-EU-rules-_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13561-Pharmaceuticals-changes-to-marketing-authorisations-review-of-EU-rules-_en


Kilder

• Pharmaceuticals – changes to marketing authorisations (review of EU rules) (europa.eu)

• pharma-strategy_report_en_0.pdf (europa.eu)

https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13561-Pharmaceuticals-changes-to-marketing-authorisations-review-of-EU-rules-_en
https://health.ec.europa.eu/system/files/2021-02/pharma-strategy_report_en_0.pdf
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