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This module reflects the scientific discussion for the approval of Epistatus. The Public 
Assessment Report was written in June 2017 by the previous RMS UK after the initial 
procedure UK/H/6937/01/MR and is attached at the end of this document. RMS transfer from 
UK to SE was completed 2019-02-12. For information on changes after this date please refer to 
the module ‘Update’.  
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Application/Legal Basis  Article 10(3) of Directive 2001/83/EC  
Active substance  midazolam maleate 
Pharmaceutical form  Oromucosal solution 
Strength  10 mg 
Applicant  Veriton Pharma Limited 
EU-Procedure number (original) UK/H/6937/01/MR 

 
 

Based on the review of the data on quality, safety and efficacy, the Reference Member State 
(RMS) and Concerned Member States (CMSs) consider that the application for Epistatus, 10 mg, 
oromucosal solution, could be approved. 
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*Only procedure qualifier, chronological number and grouping qualifier (when applicable) 
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