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The views presented in this document are those of the HMPWP, which has been 
created as a forum for exchange of experience in the field of herbal medicinal 

products. This document is released for the purposes of transparency and has no 
legal force with respect to Directive 2001/83/EC. 
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Final Comments on Notice to Applicants Volume 2B Part I B 1: 
Summary of Product Characteristics 

 
 
The requirements are found adequate for herbal medicinal products. It was clarified that 
marker substances will not be declared in section 2 of the SPC, Qualitative and Quantitative 
Composition. 
 
 
The working group provided in July 1998 the CPMP QWP with comments on the draft 
guidance for revision of the SPC sections 2, 3 and 6, as part of the update of the guidance on 
SPCs undergone by the CPMP. 


