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Contact: secretariat.pharmaceuticals@consilium.europa.eu
Tel./Fax: +32 2 281 7853/ 7822
Subject: WRITTEN PROCEDURE WITH REPLY BY 25 JANUARY 2016 17H00

COMMISSION DELEGATED REGULATION (EU) No .../.. of XXX
supplementing Directive 2001/83/EC of the European Parliament and of
the Council by laying down detailed rules for the safety features appearing
on the packaging of medicinal products for human use

— Initiation of written procedure

Following the decision by the Permanent Representatives Committee on 20 January 2016 to use the
written procedure in order for the Council to agree not to raise objections to the Commission
Delegated Regulation on safety features, delegations are requested to indicate whether they hold
that the Council should raise objections to the draft Commission Delegated Regulation set out in
document 11804/15 PHARM 32 SAN 269 MI 549 DELACT 120 ECO 106 ENT 186

COMPET 445.

Deleqgations are requested to reply "YES" if they object to the draft Commission Delegated
Regulation, "NO" if they do not object or "ABSTAIN" if they abstain.

Replies should be received by the General Secretariat of the Council by 17H00 on 25 January 2016.

Replies should be faxed to the Council Secretariat (Fax no +32 2 281 7822) or sent by e-mail to

secretariat.pharmaceuticals@consilium.europa.eu .
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