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NOTE

From: General Secretariat of the Council

To: Delegations

Subject: Council's position in view of the adoption of the Pharmaceutical package:

a) 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

b) 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

- Letter from the Chair of the European Parliament's SANT Committee

Delegations are informed that the Chair of the European Parliament’s Committee on Public Health
has sent the attached letter, together with the annexes (ADD 1 + ADD 2 to this document), to the

Chair of the Permanent Representatives Committee.
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European Parliament

Comirites on Public Hea 0201324 19.03.2026
The Chair

ECTI-SEC/SANT-COMMITTEE D (2026) 9129
Georgios IDANKIDES
Chanr of COREPER 1
Council of the European Linion
Ruec de la Loa 173, 1048 Brussels

Subject: Council’s position in view of the adoption of: Proposal for a directive of the
European Parliament and of the Cooneil on the Union code relating to medicinal
products for human use, and repealing Directive Z00183EC and Direetive
ZMPASEC (2023/0132(C0D)); Proposal for a regulation of the Euwropean
Parliament and of the Council laying down Union procedures for the authorisation
and supervision of medicingl prodocts for human wse and estublishing rules
governing the European Medicines Agency, amending Regulation (EC) Ne
13042007 and Regulotion (EU) No 536/20014 and repealing Regulation (EC) Ne
T26/2004, Regulation (EC) No 141720000 and Regulation (EC) No 19012006
(2023 31C0D))

Dear Chair Georgios IDANNIDES,

1 understand that at its mesting of & March 2026, COREPER decided 1o accept the outcame of the
inteminstituiional negotiations regarding the abovementioned Phanma Package files.

I would like to mform you that should (he Council formally transmit its position 1o the Parliament in
the form as 3 stands in the annex, | will, in my capacity as Chair of the Comminee on Public Health,
recommend to the Plenary that the Council's position he accepted withowt amendment, subject to
legal-linguistic verification, at Parliament's second reading,

At the same time, | would like to thank Palish, Danish and Cypriot Presidencies for the efforis made
and the work accomplished to achieve an early second reading agreement on these files.

W ours sincerely,

hlise lnbbas

#
Adam JARUBAS/
Chair of the Comminee on Public Health

drnes 1 Provisional agrecment Pharma Regwlation Woeelken Coreper [ Mareh 2026 5T-6366- 2021
TNIT (EN).
Anner 2 Provisional agreement Pharm Directive Mosmiserear Corgper 6 March 2026 §7-6367-20246-
TNIT (EN)
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