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COVER NOTE

From: The Romanian Senate

date of receipt: 20 November 2023

To: The President of the Council of the European Union

Subject: Proposal for a Regulation of the European Parliament and of the
Council laying down Union procedures for the authorisation and
supervision of medicinal products for human use and establishing rules
governing the European Medicines Agency, amending Regulation (EC)
No 1394/2007 and Regulation (EU) No 536/2014 and repealing
Regulation (EC) No 726/2004, Regulation (EC) No 141/2000 and
Regulation (EC) No 1901/2006 [doc. 8758/23 - COM(2023) 193]

Proposal for a Directive of the European Parliament and of the Council
on the Union code relating to medicinal products for human use, and
repealing Directive 2001/83/EC and Directive 2009/35/EC [doc. 8759/23
- COM(2023) 192]

- Opinion on the application of the Principles of Subsidiarity and
Proportionality

Delegations will find attached opinion' of the Romanian Senate, followed by a courtesy English

translation.

The translation(s) of the opinion may be available on the Interparliamentary EU Information Exchange website (IPEX) at the
following addresses: https://secure.ipex.eu/[PEXI -WEB/document/COM-2023-0193. https://secure.ipex.eu/[PEXI -
WEB/document/COM-2023-0192
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