Opinion No. 9
of the European Union Affairs Committee of the Sejm of the Republic of Poland
on the 
“Amended proposal for a 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 information to the general public on medicinal products subject to medical prescription (COM(2012) 48 final)” and “Amended proposal for a regulation of the European Parliament and of the Council amending Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency as regards information to the general public on medicinal products for human use subject to medical prescription (COM(2012) 49 final)”
adopted at the 36th meeting on 23 March 2012
The European Union Affairs Committee of the Sejm of the Republic of Poland:
1. Does not support the “Amended proposal for a 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 information to the general public on medicinal products subject to medical prescription (COM(2012) 48 final)” and “Amended proposal for a regulation of the European Parliament and of the Council amending Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency as regards information to the general public on medicinal products for human use subject to medical prescription (COM(2012) 49 final)”.
2. Is in favour of the government’s positions on the above-mentioned matters.
3. Deems the “Amended proposal for a 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 information to the general public on medicinal products subject to medical prescription (COM(2012) 48 final)” and “Amended proposal for a regulation of the European Parliament and of the Council amending Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency as regards information to the general public on medicinal products for human use subject to medical prescription (COM(2012) 49 final)” incompatible with the principle of subsidiarity and proportionality.
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