
 

 

<REQUIP, ADARTREL, VUNEXIN, ZYPEREVE and generics products> (Ropinirole) 

Recommendations 
 

 Amendments to the Product Information 

 

Further to the assessment of the data provided for the reviewed period (see Annex), the P-

RMS proposes changes to the SmPC regarding the following issues: 

 Dopamine Dysregulation Syndrome (DDS) 

Dopamine Dysregulation Syndrome should be added in Sections 4.4 and 4.8 of SmPC. 

Leaflet wording should be updated accordingly. The wording should be appropriate for the 

patient (i.e. “excessive use of “ropinirole-product” (dopamine dysregulation syndrome)). 

 

 Neuroleptic Malignant Syndrome (NMS) 

Possibility of NMS should be added in section 4.2 and 4.4 of SmPC, as a class effect. It 

should be mentioned that abrupt discontinuation of dopaminergic therapy can lead to the 

development of a neuroleptic malignant syndrome. 

 

 

  


