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EMA 
Centralised 
Procedure

Mutual 
Recognition 
Procedure

Orphan 
Drugs 
Regulation

Annex I
(to Directive 
2001/83/EC)

Common
Technical 
Document
(CTD)

New 
Legislation 
Title IV of 
Reg. 
726/04 
immediate

New 
Legislation
fully into force
DIR & REG

Decentralised 
Procedure

Paediatrics
Regulation

Advanced 
Therapy
Regulation

Enlargement
(to 15 MS)

Enlargement
(CY, CZ, EE, HU, LT, 
LV, MT, PL, SI, SK) 
(to 25 MS)

Enlargement
(BG & RO)
(to 27 MS)

Variation
Regulation
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