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- CHMP scientific committee

- Max. 210 days to Opinion

- Single Marketing authorisation valid 

across EU:

- 1 (invented) name

- 1 common SPC, PL and label 

- 22 languages (+IS/NO) 

- 1 legal status

- 27 Member States

- Access to ~ 495 million users
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Regulation (EC) No 
726/2004


