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Table 1.  Start of arbitration procedure  

Name INN Type of procedure Scope 

Oxynal 10 mg/5 mg, 20 mg/10mg 
prolonged-release tablets 
Targin 10 mg/5 mg, 20 mg/10mg, 
40 mg/20 mg, 5 mg/2.5 mg 
prolonged-release tablets 

Oxycodone hydrochloride, 
Naloxone hydrochloride 

Article 13 of Commission 
Regulation (EC) No 
1234/2008 

The procedure was triggered by Germany 
due to disagreements between member 
states regarding the extension of indication 
(Type II variation) of Oxynal and Targin 
prolonged-release tablets and associated 
names to “Second line symptomatic 
treatment of patients with severe to very 
severe idiopathic restless legs syndrome after 
failure of dopaminergic therapy”. 

 


