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DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 
amending Directive 2001/83/EC on the Community code relating to medicinal 

products for human use, as regards the prevention of the entry into the legal supply 
chain of falsified medicinal products

This note accompanies a full-text draft corrigendum to the directive on falsified 
medicines, adopted by Parliament on 16 February 2011. 

In accordance with Rule 216 of the Rules of Procedure, the committee responsible 
should examine the draft corrigendum and submit it to Parliament.

Content
The aim of the corrigendum and the most important correction to the text adopted by 
Parliament is the insertion of four sentences from Recital 11 of the political agreement 
that had been left out by mistake.
["The unique identifier as well as the corresponding repositories system should apply 
without prejudice to Directive 95/46/EC of the European Parliament and of the 
Council of 24 October 1995 on the protection of individuals with regard to the 
processing of personal data and on the free movement of such data and should retain 
clear and effective safeguards whenever personal data is processed. The repositories 
system containing information on safety features might include commercially 
sensitive information. This information must be appropriately protected. When 
introducing the obligatory safety features, due account should be taken of the 
particular characteristics of the supply chains in Member States."]

In addition, the corrected text ensures a more logical structure of the text as well as 
coherence and consistency throughout, for example:

in Art 1(33), the definition of falsified medicinal product has been included as point 
33 of Article 1 of Directive 2001/83/EC (instead of point 2a), taking into account the 
logical structure of the order of definitions in Article 1;

in Art 46(f), second paragraph, the order of sentences has been slightly changed for 
the purposes of logical coherence. In addition, the word "ascertain" has been used  as 
this conveys better the idea of both working out/identifying what the appropriate 
GMP is and then selecting that GMP;

in Art 80, third new subparagraph, the words "and the brokers of medicinal products" 
have been deleted as they are superfluous. Article 85b(1), 3rd subparagraph already 
extends the obligations of wholesale distributors to brokers;
in Art 85a, the words "and (ca)" have been added, as this provision is about medicines 
that are not intended to be placed on the Union market. Consequently, they have no 
safety features to be checked;



in Art 85c(1)(a), the words "or the body provided for by national law" have been 
deleted, as they are superfluous, given that all relevant actors are already covered by 
natural or legal persons;

in Art 117a(2), the words "withdrawals from the market of medicinal products" have 
been added, as recalls are made by market authorisation holders, whereas national 
competent authorities order withdrawals from the market. 

Procedure
In line with the applicable procedure, we therefore propose, if no Member objects, 
that the Corrigendum be announced at the next part-session.


