
11. for radiopharmaceuticals, full details of 

internal radiation dosimetry. 

12. for radiopharmaceuticals, additional detailed 

instructions for extemporaneous preparation and 

quality control of such preparation and, where 

appropriate, maximum storage time during 

which any intermediate preparation such as an 

eluate or the ready-to-use pharmaceutical will 

conform with its specifications. 

For authorisations under Article 10, those parts 

of the summary of product characteristics of the 

reference medicinal product referring to 

indications or dosage forms which were still 

covered by patent law at the time when a generic 

medicine was marketed need not be included. 

Article 12 

1. The applicant shall ensure that, before the 

detailed summaries referred to in the last 

subparagraph of Article 8(3) are submitted to the 

competent authorities, they have been drawn up 

and signed by experts with the necessary 

technical or professional qualifications, which 

shall be set out in a brief curriculum vitae. 

2. Persons having the technical and professional 

qualifications referred to in paragraph 1 shall 

justify any use made of scientific literature under 

Article 10a in accordance with the conditions set 

out in Annex I. 

3. The detailed summaries shall form part of the 

file which the applicant submits to the competent 

authorities.

CHAPTER 2 

Specific provisions applicable to homeopathic 

medicinal products 

Article 13 

1. Member States shall ensure that homeopathic 

medicinal products manufactured and placed on 

the market within the Community are registered 

or authorised in accordance with Articles 14, 15 

and 16, except where such medicinal products 

are covered by a registration or authorisation 

granted in accordance with national legislation 

on or before 31 December 1993. In case of 

registrations, Article 28 and Article 29(1) to (3) 

shall apply. 

2. Member States shall establish a special 

simplified registration procedure for the 

homeopathic medicinal products referred to in 

Article 14. 

Article 14 

1. Only homeopathic medicinal products which 

satisfy all of the following conditions may be 

subject to a special, simplified registration 

procedure:

- they are administered orally or externally, 

- no specific therapeutic indication appears on 

the labelling of the medicinal product or in any 

information relating thereto, 

- there is a sufficient degree of dilution to 

guarantee the safety of the medicinal product; in 

particular, the medicinal product may not contain 

either more than one part per 10 000 of the 

mother tincture or more than 1/100th of the 

smallest dose used in allopathy with regard to 

active substances whose presence in an 

allopathic medicinal product results in the 

obligation to submit a doctor's prescription. 

If new scientific evidence so warrants, the 

Commission may amend the third indent of the 

first subparagraph by the procedure referred to in 

Article 121(2).

At the time of registration, Member States shall 

determine the classification for the dispensing of 

the medicinal product. 

2. The criteria and rules of procedure provided 

for in Article 4(4), Article 17(1) and Articles 22 

to 26, 112, 116 and 125 shall apply by analogy 

to the special, simplified registration procedure 

for homeopathic medicinal products, with the 

exception of the proof of therapeutic efficacy.  


