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Safety of Homeopathic Medicinal Products (Art. 14 and Art. 16.2) – Calculation of First Safe Dilutions (FSD)

Patient Safety –

A matter of 

declaration?  

Dossier: Adequate use of the list of FSD and PtC

Proposals and points of discussion

• Acceptable amount (concentration) should be reference basis for product specific 

calculations instead of FSD expressed as D- or C-potency

• Different acceptable amounts depending on product category scientifically not adequate

• Same evaluation criteria for homeopathic medicinal products as for other medicinal products

• At least same evaluation criteria for homeopathic active substances as for impurities in 

homeopathic medicinal products

• FSD ≥ D9 is always safe (instead of C12 / D24) 

• Discuss inclusion of special warning in the label of Art. 14 (patient groups, max. daily intake, duration 

of use), if necessary

• Discuss PDE calculation without further weight adjustment

• TTC approach: same as for herbal medicinal products, application of Cramer classes

• Define consequences for registration acc. to Art. 14 in case FSD results below 1/10,000 (Ø - D3)

 One European standard is appreciated.

 Transparent and comprehensible assessment of scientific data 

(incl. Assessment Reports, also updating, Cramer classes).

 No discrimination in categories by legal definition, 

same criteria for homeopathic medicinal products.


