Notice of the ISCVBM regarding submission of application and dossier
Department of administrative support of marketing authorisation procedures and approval procedures for non-medicinal veterinary products notifies the applicants and holders of the marketing authorisation of the necessity to submit  applications and relevant dossier in the required format and number of copies accompanied invariably by a cover letter with a corresponding subject matter. Information about the type of the applications submitted and the number of copies of the dossier/number of CD’s must be an integral part of the cover letter.

Deficiencies in the submission of applications and dossiers

In the course of the formal examination of the applications received within the frame of the validation process cases of the applications and the dossier submitted in an inappropriate format are quiet often dealt with. This fact makes it difficult to conduct the validation process as well as the subsequent process of the application assessment in terms of time and administrative burden. The following requirements shell be duly respected when submissions of the applications and the dossiers are made.
Applications

· valid application form

· required number of copies

· correctness and completes of the data

Dossier

· bound form (submission in the form of loose sheets isn’t acceptable)

· required number of copies

· presentation of the content” (completeness, proper structuring and numbering of the annexes in accordance with the requirements provided in the application, clarity)

Submission of the applications and of the dossier in the electronic form
The requirement for submission of the application and of the dossier in the electronic form has not been strictly implemented for the veterinary medicinal products so far and the applicant/MA holder has the option to submit the application in the printed version or in the electronic version as specified in the relevant guidelines applicable to particular applications.
Availability of information on the submission of applications and dossier
Based on the above mentioned facts we wish to stress that all necessary informations how to submit an application/ dossier and on the number of their copies are provided in the following USKVBL guidelines:

ÚSKVBL/REG – 5/2008 – Summary of the dossier – Part IA – Application form
ÚSKVBL/REG - 2/2008 – Updated version of the application form for a renewal of a marketing authorisation for a veterinary medicinal product
ÚSKVBL/REG – 3/2008 – Updated version of the application form for a Type II variation / Type IA/IB variation notification
Particularly for the applicants for a marketing authorisation by the mutual recognition procedure and/or by the decentralized procedure the required informations are also available in the”Notice to Applicants” issued by the European Commission namely in the part 6A, chapter 7-”General information” available on the web page http://ec.europa.eu/enterprise/sectors/pharmaceuticals/documents/eudralex/index_en.htm
Attention is drawn to the fact, that the failure to submit the application form ant the dossier in required format and with appropriate numbers of copies means, that the submission does not meet the requirements set by the guidelines for applicants with all the consequences (e.g. it will not be possible to confirm the notified variations where the Type 1Avariations are concerned, in case of Type 1B variations and /or variations requiring authorisation ,as well as in case of a new marketing authorisation applications, renewal application etc .this will result in the list of questions calling for completing the data and / or taking the remedial actions to correct the deficiencies.
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