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Positive opinions on extensions of therapeutic indications

Withdrawn applications

??
Total
[Year]

New [non-orphan] medicines 5*

Orphan medicines 1

4Biosimilars
1

Negative opinions 3

Extension of existing indication 6

Withdrawn applications 1

Positive opinions on new medicines 

Negative opinions on new medicines 

42
Total
2017

3
Total
2017
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Total
[Year]

5
Total
2017
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??
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18
Total
2017

Generics / hybrids / informed consent

*One new medicine, Spherox, is an advanced therapy medicinal product (ATMP). 


