Kosovo Medicines Agency
                                                                

KMAG10
Guidelines for the simplified marketing authorisation procedure pursuant to the EU centralised procedure (CADREAC – EU Centralised)
Pursuant to the document EMEA/42968/98, Rev.3 ‘Procedure on the granting of marketing authorisations by Central and Eastern European Countries for medicinal products for human use authorised in the European Union following the centralised procedure and the variation and renewal of such marketing authorisations’, the Kosovo Medicines Agency has adopted the following procedure. The procedure should be read in conjunction with the EMEA document (see attached) that sets out more details and general principles of the procedure as applied to all participating Central and East European Countries (CEECs).
This is an optional method to obtain marketing authorisation in Kosovo for medicinal products already authorised in the European Union through the centralised procedure and allows for a marketing authorisation to be granted within a 90 day period. 
Application documentation requirements

An application for marketing authorisation should be submitted as per the form in Annex 1 to the marketing authorisation regulation together with the following documentation:

1. CTD Module 1 - Administrative information or Part I Summary of the dossier1 as accepted by the EMEA;
2. CTD Module 2 – CTD Summaries (equivalent to summaries of Parts I, II, III, IV and expert reports in ‘Old EU’ format), as accepted by the EMEA, if applicable;

3. CTD Module 3 – Chemical, pharmaceutical and biological information for medicinal products containing chemical and/or biological active substances or Part II - Chemical, pharmaceutical and biological documentation as accepted by the EMEA;
4. a detailed list of contents of (i) CTD Module 4 – Non clinical reports or Part III - Pharmacological-toxicological documentation and (ii) CTD Module 5 – Clinical study reports or Part IV - Clinical documentation, providing that these parts are submitted on request;

5. proposed SPC and package insert in Albanian, Serbian and English languages and labelling in Albanian language. SPC and package insert are translations of the texts approved by the EMEA;

6. final Commission Decision including all annexes thereto2;

7. final CPMP Assessment Report including all annexes thereto2;

8. declaration by the applicant that:
(i) the dossier submitted or, where appropriate, the parts submitted thereof is identical to the dossier of a product submitted to the EMEA and authorised in the EU by the centralised procedure, including all information submitted to support any variation which has been applied for and accepted at the time of submission of the application for marketing authorisation in Kosovo as well as information concerning post-authorisation commitments, if any;

(ii) all subsequent variations to this dossier, once accepted in the EU, will also be submitted and implemented without delay in Kosovo by the applicant;

(iii) all urgent safety restrictions will be immediately notified to the Kosovo Medicines Agency and implemented according to local regulatory requirements simultaneously as in the EU or as soon as possible;

(iv) in the case where the marketing authorisation is suspended or withdrawn in the EU (either by the initiative of the marketing authorisation holder or by the European Commission), the Kosovo Medicines Agency shall be immediately notified;
9. copy of the declaration by the marketing authorisation holder in the EU (the declaration is sent to the EMEA) that: 

(i) if applicable, an application is being submitted to one or more CEECs, indicating the countries concerned, pertaining to the name of the product, the EU marketing authorisation number, the marketing authorisation holder in the EU as well as the proposed marketing authorisation holders in the CEECs concerned;

(ii) the marketing authorisation holder agrees that the EMEA may make available to the Kosovo Medicines Agency any information concerning the quality, safety and efficacy of the product concerned (the extent of this information shall not exceed that which is made available to EU Member States by the EMEA);
10. list of all resolved/outstanding post-authorisation commitments;
11. if the application is submitted later than six months after the date of the Commission Decision, then the latest available Periodic Safety Update Report (PSUR), which should include any new pharmacovigilance data, shall be submitted;
12. if any variations to the marketing authorisation in the EU have been applied for and accepted at the time of submission of the application for marketing authorisation in Kosovo, relevant details should be provided. The information submitted to the EMEA to support these variations should also be submitted to the Kosovo Medicines Agency and be annexed to the dossier originally submitted to the EMEA. The following documents should also be provided:
(i) list of all variations to the marketing authorisation that have been approved in the EU (type I variations following a type II procedure and type II variations) or could be deemed to have been accepted (type I variations) at the time of the date of the submission of the application in Kosovo;
(ii) Commission Decisions on type I variations following a type II procedure or type II variations varying the terms of the marketing authorisation, if issued;
(iii) notifications on a type I variation to the terms of the marketing authorisation, issued by the EMEA; if this has not been issued, a declaration from the applicant, that the variation has not been refused by the EMEA; 

(iv) variation assessment reports, if issued including those which have been rejected; 
13. two samples of the finished product, active substance(s), excipient(s) and reference standards (if  applicable) as specified in the application form.
PSUR submissions after issue of marketing authorisation, Variations and Renewals
See relevant section in attached EMEA document.

Notes
1. If the dossier accepted by EMEA is in the ‘old EU’ format than it is acceptable to submit the dossier to the Kosovo Medicines Agency in this format with the provision that the CTD version of the same dossier is submitted to the Kosovo Medicines Agency at such a time as it becomes available.
2. In the case of an application submitted to the Kosovo Medicines Agency before the final Commission Decision has been issued, the documentation available at this time should be submitted with the application. The final Commission Decision including all annexes thereto, the final CPMP Assessment Report including all annexes or other additional documents thereto shall be submitted later, when available. The marketing authorisation in Kosovo is granted only after all required documents (especially the final Commission Decision) are submitted. 
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