- Council of the European Union
General Secretariat

Brussels, 31 March 2021

CM 2490/21

PHARM
SAN

Mi
COMPET
AGRILEG
ENV
DELACT
PROCED

COMMUNICATION

WRITTEN PROCEDURE

Contact: LIFE.Health@consilium.europa.eu
Tel./Fax: +32 (0)2 281 2519
Subject: START OF WRITTEN PROCEDURE with reply by Wednesday 7 April

2021, COB, by e-mail to LIFE.Healh@consilium.europa.eu

COMMISSION DELEGATED REGULATION (EU) .../... of 24.3.2021
amending Regulation (EC) No 1234/2008 concerning the examination of
variations to the terms of marketing authorisations for medicinal products
for human use and veterinary medicinal products

- Delegated Act - Intention not to raise objections (Letter to inform the
Commission and the EP)

Following the decision of the Permanent Representatives Committee (Part 1) on 31 March 2021 to

use the written procedure, please state whether you agree to the approval of the wording of the letter
to be sent to the European Parliament and the Commission expressing the Council's intention not to

object to the delegated act, as set out in document 7361/21.

Please answer "YES", ""NO" or "ABSTENTION".
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https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=56192&code1=RAT&code2=&gruppen=Link:CM%202490/21;Code:CM;Nr:2490;Year:21&comp=2490%7C2021%7CCM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=56192&code1=RAT&code2=&gruppen=Link:CM%202490/21;Code:CM;Nr:2490;Year:21&comp=2490%7C2021%7CCM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=56192&code1=RAT&code2=&gruppen=Link:CM%202490/21;Code:CM;Nr:2490;Year:21&comp=2490%7C2021%7CCM
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=56192&code1=VER&code2=&gruppen=Link:1234/2008;Nr:1234;Year:2008&comp=
https://www.parlament.gv.at/pls/portal/le.link?gp=XXVII&ityp=EU&inr=56192&code1=RAT&code2=&gruppen=Link:7361/21;Nr:7361;Year:21&comp=7361%7C2021%7C

Any unilateral statements should be made at the same time as answering the above questions,

except for those already made at Coreper.

Replies by e-mail to LIFE.Health@consilium.europa.eu must reach the General Secretariat of the

Council on 7 April 2021 (cob).
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