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Special provisions for homeopathic medicinal products

This section sets out specific provisions on the application of Modules 3 and 4 to homeopathic medicinal products.

EU Part IB / CTD Module 1 - Labelling and package leaflet

For homeopathic medicinal products, labelling and package insert shall also be in conformance with the following provisions:

1. Identification in clear and legible form as being a ‘homeopathic medicinal product’; 

2. The scientific name of the stock or stocks followed by the degree of dilution, making use of the symbols of the appropriate pharmacopoeia. If the homeopathic medicinal product is composed of two or more stocks, the scientific names of the stocks on the labeling may be replaced by an invented name;

3. name and address of the marketing authorisation holder and, where appropriate, of the manufacturer;

4. method of administration and, if necessary, route;

5. expiry date in clear terms (month/year);

6. pharmaceutical form;

7. contents of the sales presentation;

8. special storage precautions, if any;

9. a special warning if necessary for the medicinal product;

10. manufacturer’s batch number;

11. marketing authorisation number (issued by the competent authority);

12. the statement ‘homeopathic medicinal product without approved therapeutic indications’ (in the case that the homeopathic medicinal product is approved via the simplified marketing authorisation procedure for homeopathic medicinal products);

13. a warning advising the user to consult a doctor if the symptoms persist.

EU Part II / CTD Module 3 – chemical, pharmaceutical and biological documentation

The provisions of EU Part II / CTD Module 3 shall apply to the simplified registration of homeopathic medicinal products as well as to the authorisation of other homeopathic medicinal products with the following modifications.

Terminology

The term "active substance" shall be read as "active principle".

EU Part II  / CTD 3.2.S.1 General Information

Nomenclature 

· Herbal origin: scientific name of plant, genus, species with the name of the authority, variety and chemotype; parts employed of the herb; other name(s)

· Animal origin: scientific name of animal, genus, species, gender, tissue(s), fluid(s), part(s) of animal which is (are) employed, other nominations

Description

· Herbal origin: state of the drug (fresh, dried); main constituents of the plant based on the most recent bibliography

· Animal origin: physical and/or anatomical description of the animal material, histological description of a material (where appropriate), data for composition of a material based on the most recent bibliography

EU Part II  / CTD 3.2.S.2 Manufacture

Herbal:

· name(s) and address(es) of the supplier of the plant, source of the plant

· natural state of the plant (wild or cultivated)

· site of collection (geographic region, area) and time of harvesting

· stage of growth at the time of collection

· any possible treatment

· storage duration and conditions

Animal:

· origin, collection and preparation of the animal material
· name(s) and address(es) of supplier(s) of the animal material

· geographical origin of animal(s)

· age, health state of animal(s), breeding and feeding conditions

· slaughtering and quartering conditions

· size of organ pools

· treatment, transport and storage conditions of organ or organ pools

· provided measures to find again the animal material origin

· demonstration that production is in accordance with the requirements of the European pharmacopoeia (Ph. Eur.) general chapter 5.2.8 Minimising the risk of transmitting agents of animal spongiform encephalopathy

EU Part II / CTD 3.2.S.3 Characterisation

Herbal:

· macroscopic and microscopic description

· identity test(s)

· assay of main constituents, including acceptable limits

· analytical validation, comments on the choice of routine tests and standards
· impurities - 

· detection of potential adulterants and known toxic substances 

· detection of potential impurities originating from cultivation, harvesting/collection, storage 

· detection of pesticide residues

Animal:
· macroscopic description of the animal material and where appropriate microscopic, anatomic and histological description 

· identity test(s)

· assay of main constituents, including acceptable limits

· detection of possible adulterants

· analytical validation, comments on the choice of routine tests and standards

· impurities - detection of animal, mineral or herbal foreign matters, other than the animal material defined above 

EU Part II  / CTD 3.2.S.4 Control of Active Substance

The particulars and documents on the starting materials accompanying the application shall be supplemented by additional data on the most-concentrated homeopathic preparation. The most-concentrated homeopathic preparation is the initial preparation derived from the starting material by using a homeopathic manufacturing method described by the European Pharmacopoeia or, in absence thereof, by a recognised national pharmacopoeia.

In respect to most-concentrated homeopathic preparations contained in a monograph of the European Pharmacopoeia or in a national homeopathic pharmacopoeia, this monograph shall be applied for submitting the additional data on the most concentrated homeopathic preparation.

If the most-concentrated homeopathic preparation is not included in such monograph but is manufactured in accordance with homeopathic manufacturing methods, the additional data shall consist of the following: 

· name of the most-concentrated homeopathic preparation;

· preparation method applied;

· methods of identification;

· purity tests;

· assay, if the starting material is chemically defined or contains toxicologically relevant components.

EU Part II / CTD 3.2.P.3 Manufacture

Description of the method of dilution and potentiation.

Control tests on the finished medicinal product:

Due to the homeopathic nature of the finished medicinal product, in vitro studies on the liberation and dissolution rate of active principles are not required for solid pharmaceutical forms to be administered orally.

Identification of active principles shall be carried out. If it can be justified that an identification on the active principles is not possible e.g. due to their dilution in the finished product the quality shall be demonstrated by complete documentation of the manufacturing process.

An assay of the active principles shall be required if the finished product is expected to contain considerable amounts of toxicologically relevant components.

A limit test shall be required if the assay of the toxicologically relevant component is no longer possible due to their dilution. It consists of a validated test demonstrating in an indirect manner that a series of homeopathic dilutions was performed correctly.

In connection with the assay of the most-concentrated preparation it shall be considered to guarantee the safety of the finished product.

EU Part II  / CTD 3.2.P.8 Stability

For the purpose of describing stability of the active principles, stability data of the most-concentrated homeopathic preparation as well as the degree of dilution have to be considered. Stability data from the most-concentrated homeopathic preparation are generally transferable to dilutions/triturations obtained thereof. If it can be justified that the shelf life of the most-concentrated homeopathic preparation is not transferable to the homeopathic medicinal product due to the degree of dilution, a shelf-life period of five years is applicable.
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