Change to the conditions for the applications / notifications of the variations to the marketing authorisation of veterinary medicinal products authorised by the national procedure in the Czech Republic, as applicable from 20th January 2011.
The Institute for State Control of Veterinary Biologicals and Medicines (ISCVBM) hereby informs the applicants / marketing authorisation holders about the following change to the conditions in the marketing authorisation of the veterinary medicinal products authorised in the Czech Republic by the national procedure. This change concerns submission of applications for the variations to the veterinary medicinal products marketing authorisations (notifications of the variations) and classification of the variations.
Currently, the conditions for the variations submissions (notifications of the variations) for veterinary medicinal products authorised by the national procedure are governed by the provisions of § 35 of the Act No. 378/2007 Coll., on Pharmaceuticals and amendments of certain related acts (Act on Pharmaceuticals) and its implementary Decree No. 228/2008 Coll., On Marketing authorisation of medicinal products. These pieces of legislation provide for different types of variations together with the conditions and scope of the data (dossier) to be submitted.
In order to unify the procedures in accordance with provisions of the Article 3 of the Directive of the European Parliament and of the Council No. 2009/53/EC, amending Directive 2001/82/EC and Directive 2001/83/EC, evaluation of the variations to the marketing authorisation of veterinary medicinal products submitted by the national procedures will be carried out in accordance with the Commission Regulation (EC) No. 1234/2008 and the relevant Commission guidelines (Commission Communication - Guideline on the operation of the procedures laid down in Chapters II, III and IV of Commission Regulation (EC) No 1234/2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products; Communication from the Commission - Guideline on the details of the various categories of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products 2010/C 17/01). The new rules will apply from 20 January 2011. 
From the above mentioned date, the ISCVBM will only accept variations applications (variations notifications) submitted in accordance with the said EU legislation.

Based on the above mentioned information, the applicants / marketing authorisation holders are requested to make the variations submissions (variations notifications) according to the conditions provided for in the current Czech national legislation and using the currently valid application forms and to use the variations classification according to the current legislation by 20 January 2011. This applies to the fees as well. 
Thank you. 
Department of administrative support of the marketing authorisation procedures. 

