	
	
	Annex 12
 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, which the traditional herbal medicinal products shall meet, 
and specifications of the related registration materials

1. The traditional herbal medicinal products shall meet the following requirements: 
a) indications for their use shall meet the traditional herbal medicinal products, which, due to their composition, are intended for use without doctor’s control;

b) they shall be used in certain concentration and dosage;

c) they shall  be products for oral, external use or inhalations;

d) the period of traditional use shall exceed 30 years in the world and 15 years in Ukraine;

e) there are sufficient data on the traditional use of medicinal product, in particular, its use under normal conditions does no harm, the pharmacological efficacy is proved by long use and experience.

2. If herbal medicinal product contain vitamins and minerals, which safety is documented, it shall not be the obstacle for registration of such medicinal products as the traditional herbal medicinal products, provided that the effect of vitamins or minerals is auxiliary or can strengthen the effect of herbal active substances pertinent to the applied indications.

3. The application for registration shall be accompanied by:

a) The detailed reports and documents:

According to the item 6.1 of this procedure from (a) to (h) as well as sub-items (j) and (k);

The results of pharmacological tests, referred to in item 6.1 (i) of this Procedure;  
The summary of product characteristics without data, stated in item 4 of the Annex 8 of this Procedure; 

b) Copies of registration authorizations or certificates, issued to the applicant in his own country together with the list of countries, where the given medicinal product has been registered, and the information about rejection in registration with justification.   

c) Bibliographic or expert report related to the effect of medicinal product, and information whether the given product has been used more than 30 years in the country of applicant or more than 15 years in Ukraine;

d) Bibliographic report on safety data together with the expert report, and data necessary to control the safety of medicinal product, if required by the Center.

     At the same time, the provisions of Annex 4 shall be used by analogy with the detailed reports and documents, specified in item 2 (a) of this Annex. 

4. The reference product, as stated in item 3(c) of this Annex, has the same active substance irrespective of the used excipients, the same or similar indications, equivalent strength and dosage and the same or similar method of administration, as the applied product.

5. Submitting the document related to use of medicinal product during 30 years, as stated in the item 3 (с) of this Annex, is sufficient even if there is no registration or even if the quantity of substances of medical product  has been decreased during this period.
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