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Agenda item 1ii

» New legislation/regulatory texts published

The following regulatory texts have been published since the last meeting of the
Pharmaceutical Committee:

e Commission Delegated Regulation (EU) 2016/161 supplementing Directive
2001/83/EC by laying down detailed rules for the safety feature appearing on the
packaging of medicinal products for human use

e Inventory of incentives to support research into, development and availability of
orphan medicinal products

Action to be taken:

For information


http://ec.europa.eu/health/files/eudralex/vol-1/reg_2016_161/reg_2016_161_en.pdf
http://ec.europa.eu/health/files/orphanmp/doc/orphan_inv_report_20160126.pdf

