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- Analysis of the final compromise text with a view to agreement
- Joint Statement

Joint statement

Joint statement of the European Parliament and the Council related to the scope of Directive

2004/37/EC
[“to be published in the L series immediately after the legislative act™]

The European Parliament and the Council share the common understanding that hazardous
medicinal products which contain substances which meet the criteria for classification as
carcinogenic (categories 1A or 1B), mutagenic (categories 1A or 1B) or reprotoxin (categories 1A
or 1B) in accordance with Regulation (EC) No 1272/2008 fall under the scope of Directive
2004/37/EC. All requirements of Directive 2004/37/EC apply to hazardous medicinal products

accordingly.
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