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The quality of snake venoms for the preparation of homoeopathic drugs is determined by
pharmacopoeial provisions and Guidelines of the COMMITTEE FOR PROPRIETARY
MEDICINAL PRODUCTS, a European body in the field of drug regulation. Regulatory
framework consists of general monographs of the Pharmacopoia Europaeia (Ph. Eur.),
published by the European Directorate on the Quality of Medicines (EDQM) in Strasbourg,
France, and of European Guidelines, dealing with the safety of biological materials. The rules
are mandatory in the European Union. In case of matters not being regulated in the Ph. Eur.
national Pharmacopoeias are in force. The most common one for Homoeopathy is the German
Homeopathic Pharmacopoeia (GHP), issued by the GOVI-publishers in Eschborn, Germany,
and available as a quasi — authorical translation.

The presentation is divided into 5 parts.

The 1% part describes the general pharmacopoeial regulations, focused on starting materials
from the animal kingdom. In a general introduction the “Homoeopathic preparation”
monographs of the Ph. Eur. are discussed followed by a brief overview about the general
chapters of the GHP, leading to the animal concerned one, chapter H 5.2.4.

Special GHP monographs of snake venoms are discussed. Structure and requirements are
similar for all snakes and will be referred to in detail, including the important “Isoelectric
focussing” of the venom proteins. The LACHESIS MUTUS monograph of the GHP is given
as an example for snake venoms.

A comparison of 4 important snakes used in homoeopathy follows: LACHESIS MUTUS;
CROTALUS HORRIDUS, VIPERA BERUS and NAJA TRIPUDIANS. Snake venoms are
complex mixtures of enzymes, peptides and proteins of a low molecular mass with specific
chemical and biological activities. These proteins do not only inflict death to animals and
humans, but can also be used for the treatment of severe infections, heart diseases, thrombosis
and many other diseases. While the first three snake venoms mainly have haemorrhagic
properties the last one is limited to cause severe oedemic action.

The requirements on microbiological quality lead to the most difficult challenge concerning
the safety of starting materials from animal origin: The absence of any pathogenic agents. The
virus inactivation of animal drugs — strongly recommanded by the pharmacopoeia - has to be
highlightened.
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