
 

 
Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands 

An agency of the European Union     
Address for visits and deliveries  Refer to www.ema.europa.eu/how-to-find-us  
Send us a question  Go to www.ema.europa.eu/contact  Telephone +31 (0)88 781 6000 
 

 
© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged. 

 

19 June 2025 
EMADOC-1700519818-2230331 
 

Timetable for the procedure 
Referral under article 31 of Directive 2001/83/EC 

Sodium oxybate-containing syrup and oral solution for alcohol dependence 

Procedure no: EMA/REF/0000278933 

 

Procedural step: Date: 

Notification: 06 June 2025 

Start of the procedure (CHMP): June 2025 CHMP 

List of questions: 19 June 2025 

Submission of responses: 18 August 2025 

Re-start of the procedure: 08 September 2025 

Rapporteur/co-rapporteur assessment report(s) 
circulated to CHMP: 

23 September 2025 

Comments: 30 September 2025 

Updated Rapporteur/co-rapporteur assessment 
reports circulated to CHMP: 

06 October 2025 

CHMP list of outstanding issues or CHMP 
opinion: 

October 2025 CHMP 

 


