	
	
	Annex 11
 to Item 6.6 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate


The requirements to the homeopathic medicinal products, which registration materials may not have scientific clinical data, and data level required for their quality assessment
1. The homeopathic medicinal products, which registration materials may not have data on their therapeutic activity, shall meet the following requirements:

they are administered orally and externally;

no specific therapeutic indication appears on the labeling 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. 

2. An application may cover a series of medicinal products derived from the same homeopathic stock or stocks. To demonstrate, in particular, the pharmaceutical quality and the batch-to-batch homogeneity of the products concerned the registration materials shall include:

Given in the pharmacopoeia scientific name of the homeopathic stock or stocks together with a statement of the various routes of administration, pharmaceutical forms and degrees of dilution to be registered;

Dossier describing how the homeopathic stock or stocks is/are obtained and controlled, and justifying of its/their homeopathic nature, on the basis of an adequate bibliography; 

Manufacturing and control file for each pharmaceutical form and a description of the method of dilution and potentiation;

Copy of manufacturing authorization for the medicinal product concerned or copy of the document, issued by the competent authority in the country of manufacturer, confirming that the manufacturer holds the manufacturing authorization;

Copies of any registrations or authorizations obtained for the same medicinal product in the country of the applicant/manufacturer and list of countries where the medicinal product has been registered; 

One or more specimens or mock-ups of the outer packaging and the immediate packaging of the medicinal products to be registered;

Package leaflet, if not all information stated on the outer packaging, provided by item 2 of the Annex 9 of this Procedure;

Data concerning the stability of the medicinal product. 
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