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Definition of herbal medicinal products 

2004/24/EC 

Herbal medicinal products: any medicinal product, 
exclusively containing as active substances one or 
more herbal substances or one or more herbal 
preparations, or one or more such herbal substances in 
combination with one or more such herbal preparations 







Herbal 
substance 

Herbal 
preparation 

Herbal 
medicinal 
product 



2003/63/EC 
Preambule (8) 

“Herbal medicinal products differ substantially from 
conventional medicinal products in so far as they 
are intrinsically associated with the very particular 
notion of herbal substances and herbal 
preparations. It is therefore appropriate to 
determine specific requirements in respect of these 
products with regard to the standardised 
marketing authorisation requirements.” 



Herbal 

substance 

Herbal 

Preparation 

Herbal Medicinal 

Product 

 cultivation/harvesting 

/drying conditions 

 Microbial levels, 

aflatoxins, heavy 

metals etc) 

 Pre-post-harvest 

chemical treatments 

(pesticides fumigants) 

 Methods of 

preparations 

 Drying conditions 

(microbial levels) 

 Microbial purity on 

storage 

 Manufacturing 

process (temperature 

effects, residual 

solvents) 

 Profile and stability 

of the active 

constituents 

 formulation in 

packaging 



 Ensure that that the right 
plant (part) is used 

 

 Absence of impurities  

 

 

 

 

 

 

 

 Appropriate levels of 
active constituents and 
batch to batch 
consistency 

 

• Clear botanical definition 
• Test for identity 

 
• Test for purity 

– Adulteration 
– Foreign materials 

• Fumigants 
• Mycotoxins 
• Pesticides 
• Toxic metals 

– Microbial contamination 
– Residual solvents 

 
 

• Assay for constituents 
with known therapeutic 
activity or (active) 
markers 

Quality control Quality assurance 

Quality assurance of herbal medicinal products 



European Pharmacopoeia classification of 
Herbal extracts   

“Standardized extracts”: Constituents 
responsible for the therapeutic activity are 
known.  

“Quantified extracts” No constituents with 
known therapeutic activity but active markers.  

“Other extracts” Active constituents not known.  

 









Important data elements for the unique identification the 
herbal substance 

– Botanical name ( incl. author  and varieties) 

– Hybrids /varieties/cultivars? 





β asarone content of Acorus calamus varieties 
 

var. americanus (Raf) Wulff (Diploid) Rt:ND, Eo: ND 

 

var. calamus (triploid) Rt: 0,3%, Eo:19% 

 

var. Angustatus (Bess) (tetraploid) Rt: 8.3%, Eo: 95% 

 

 



 

Herbal/ Animal Latin Name

Hierarchy Level            CV

Link to Parent              CV

Reference Source   CV

Local Herbal/Animal Name Description

Local Binominal Name

Reference Country

Accepted Name                             Y/N

CV

Cited Name                                    Y/N               

Genus                                                          CV

Species                                                        CV

Species Primary Author

Species Parenthetical Author

Infraspecific Rank                                       CV

Infraspecific                                                 CV

Infraspecific Primary Author

Infraspecific Parenthetical Author

Hybrid Naming (where applicable)

Natural Hybrid

Man-Made Hybrid

Cultivar

Un-named Hybrid

Man-Made Hybrid Name

Cultivar Name 

Un-named Hybrid Name

Natural Hybrid Name

Herbal/ Animal Latin Name

Hybrid Type                                  CV

*

* Hybrid Naming applies when the herbal/animal is a hybrid  

Common Herbal/Animal Name Description

Language Code

Common Name CV

CV

Hybrid       Yes

Herbal /Animal Latin Name ID

According with

Herbal/ Animal Latin Name 



– Botanical name ( incl. author and varieties) 

– Origin 

– Common name 

 

Important data elements for the unique identification 
the herbal substance 

 



 

Herbal/ Animal Latin Name

Hierarchy Level            CV

Link to Parent              CV

Reference Source   CV

Local Herbal/Animal Name Description

Local Binominal Name

Reference Country

Accepted Name                             Y/N

CV

Cited Name                                    Y/N               

Genus                                                          CV

Species                                                        CV

Species Primary Author

Species Parenthetical Author

Infraspecific Rank                                       CV

Infraspecific                                                 CV

Infraspecific Primary Author

Infraspecific Parenthetical Author

Hybrid Naming (where applicable)

Natural Hybrid

Man-Made Hybrid

Cultivar

Un-named Hybrid

Man-Made Hybrid Name

Cultivar Name 

Un-named Hybrid Name

Natural Hybrid Name

Herbal/ Animal Latin Name

Hybrid Type                                  CV

*

* Hybrid Naming applies when the herbal/animal is a hybrid  

Common Herbal/Animal Name Description

Language Code

Common Name CV

CV

Hybrid       Yes

Herbal /Animal Latin Name ID

According with

Herbal/ Animal Latin Name 



Fangji 

Han Fangji 

 

Guang Fangji 

 

 More than 100 cases of 
nephropathia („Aristolochia 
nephropathia“) 

 More 40 women are being 
dialysed.  

 Cancer  



Important data elements for the unique identification 
the herbal substance 

– Botanical name ( incl. author and varieties) 

– Common name? 

– Origin? 

– Plant part used 

– Growth stage 

– Processing Fresh/dried 

– Reference (e.g Pharmacopoeia) 

– markers 

 



Herbal 
substance 

Herbal 
preparation 



 







Import data elements for the unique identification the 
herbal preparation (e.g. extract) 

 

– Preparation method 

– Extraction solvent 

– Drug to Extract Ratio (DER) 

– Markers/ reference compounds 

– Reference (e.g Pharmacopoeia) 

– Excipients 





27 

SmPC section 2 



3.2.S.2.2.1 Specification Herbal substance  







Mixtures…………??? 



Thank you for your attention 


