
Directive 2001/83/EC of the European Parliament and of the Council of 6 November...
ANNEX I PART III
Document Generated: 2023-10-27

1

Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

[F1ANNEX I

ANALYTICAL, PHARMACOTOXICOLOGICAL AND CLINICAL STANDARDS
AND PROTOCOLS IN RESPECT OF THE TESTING OF MEDICINAL PRODUCTS

Textual Amendments
F1 Substituted by Commission directive 2003/63/EC of 25 June 2003 amending Directive 2001/83/EC of

the European Parliament and of the Council on the Community code relating to medicinal products for
human use (Text with EEA relevance).

PART III

PARTICULAR MEDICINAL PRODUCTS

3. HOMEOPATHIC MEDICINAL PRODUCTS

This section sets out specific provisions on the application of Modules 3 and 4 to homeopathic
medicinal products as defined in Article 1(5).
Module 3

The provisions of Module 3 shall apply to the documents submitted in accordance with Article
15 in the simplified registration of homeopathic medicinal products referred to in Article 14(1)
as well as to the documents for authorisation of other homeopathic medicinal products referred
to in Article 16(1) with the following modifications.

a) Terminology

The Latin name of the homeopathic stock described in the marketing authorisation
application dossier must be in accordance with the Latin title of the European
Pharmacopoeia or, in absence thereof, by an official pharmacopoeia of a Member
State. Where relevant the traditional name(s) used in each Member State shall be
provided.

b) Control of starting materials

The particulars and documents on the starting materials, i.e. all of the materials
used including raw materials and intermediates up to the final dilution to be
incorporated into the finished medicinal product, accompanying the application shall
be supplemented by additional data on the homeopathic stock.

The general quality requirements shall apply to all of the starting and raw materials
as well as intermediate steps of the manufacturing process up to the final dilution to
be incorporated into the finished medicinal product. If possible, an assay is required if
toxic components are present and if the quality cannot be controlled on final dilution to
be incorporated because of the high dilution degree. Every step of the manufacturing
process from the starting materials up to the final dilution to be incorporated into the
finished medicinal product must be fully described.

In case dilutions are involved, these dilution steps should be done in accordance with
the homeopathicmanufacturing methods laid down in the relevant monograph of the
European Pharmacopoeia or, in absence thereof, by an official pharmacopoeia of a
Member State.
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c) Control tests on the finished medicinal product

The general quality requirements shall apply to the homeopathic finished medicinal
products, any exception needs to be duly justified by the applicant.

Identification and assay of all the toxicologically relevant constituents shall be carried
out. If it can be justified that an identification and/or an assay on all the toxicologically
relevant constituents is not possible e.g. due to their dilution in the finished medicinal
product the quality shall be demonstrated by complete validation of the manufacturing
and dilution process.

d) Stability tests

The stability of the finished medicinal product must be demonstrated. Stability
data from the homeopathic stocks are generally transferable to dilutions/triturations
obtained thereof. If no identification or assay of the active substance is possible due
to the degree of dilution, stability data of the pharmaceutical form may be considered.

Module 4

The provisions of Module 4 shall apply to the simplified registration of homeopathic medicinal
products referred to in Article 14(1) with the following specifications.

Any missing information must be justified, e.g., justification must be given why demonstration
of an acceptable level of safety can be supported although some studies are lacking.]


