[bookmark: _GoBack]Application for marketing authorization shall be submitted to the Institute. According to the Law, an applicant for marketing authorization may be:
· manufacturer seated in Montenegro, or its representative, or agent that is seated in Montenegro;
· for medicine’s manufacturer who is not seated in Montenegro, its representative, or its agent who is seated in Montenegro;
· representative of a foreign legal person who is not the manufacturer of a medicine in question, but is a marketing authorisation holder in European Union member states who is seated in Montenegro.
Documentation required for issuance of marketing authorization shall, in line with the Rulebook on more detailed conditions for issuance of marketing authorisation for a medicinal product  be submitted in EU dossier form.
In addition to laws and rulebooks applicable in Montenegro, when evaluating documentation, European and international regulation is also applied, mainly guidelines for the assessment of quality, safety and efficacy of European Medicines Agency (EMA) . 
In accordance with the Law, the Institute establishes Commission for placing medicines on the market, as an advisory body. 
More information about the Commission for placing medicines on the market along with agendas is available here. 
Institute shall issue a national marketing authorisation valid on the territory of Montenegro. Authorisations issued in other countries do not have validity in Montenegro, but every medicine has to go through a marketing authorisation issuance procedure in the Institute. Nevertheless, if  a medicine has beed granted maketing authorisation in the EU, in accordance with the Law on Medicines, evaluation process may be shortened with acceptance of relevant expert opinions. 
Integral parts of marketing authorization are Summary of Product Characteristics (SmPC) which is intended for expert public, i.e. veterinary professionals and Package Leaflet (PL), intended for a user of the medicine, i.e. person administering a medicinal product and is in line with Summary of Product Characteristics.

