
Opinion on the competitive influence of provisions from the Rulebook on Amendments to 

the Rulebook on criteria, method and procedure of enlisting medications on the List of 

drugs  

In accordance with Article 1 of the Amended Rulebook, in the Rulebook on criteria, method and 

procedure of enlisting medications on the List of drugs, following Article 3 is inserted Article 3a 

which stipulates that in accordance with the funds allocated by the Financial plan, a new 

medication may be enlisted on the List of drugs, provided that enlisting on the List of drugs does 

not cause the increase of total amount of funds from the National Health Insurance Fund 

(hereinafter referred to as: NHIF) allocated for the procurement of medications from the List of 

drugs from specific producer or medication permit holder during previous twelve months. When 

assessing the competitive influence of this provision, Council of the Commission considered that 

the new provision relates to both foreign and domestic pharmaceutical produces, thus to that 

effect, the existence of discriminatory treatment is not established. Furthermore, initiating from 

the fact of undisputable scarcity of state funds allocated for these purposes, it is established that 

this provision provides the NHIF that as per disposable financial capacities and needs of patients 

enlist medications on the List of drugs, and that their attempt to allocate the minimum amount of 

funds for procurement of identical or similar product is justifiable. Also, the Commission 

rejected here presented statement of the applicant that this represents a manner of restriction to 

enter on the market, and prevention of support for investments in research and development of 

new products on the Serbian market, since there are no obstacles as to availability of new 

medications for patients in free sale. In accordance with Article 2 of the Amended Rulebook, it is 

stipulated that obligation from Article 9(3) of the Rulebook only relates to the applicant of 

pharmaceutical request for drugs not produced on the territory of the Republic of Serbia. In 

accordance with Article 9(3) of the Rulebook, applicant that offers lower price than the 

minimum comparative price for the specific medication, for enlisting medications on the List of 

drugs, is obligated to submit a sales evidence of that medication at the identical or lower price 

from the suggested price in at least one reference country, i.e. EU countries, in the amount of 

minimum 5% of total turnover of medications within the identical or similar drug group in those 

countries. As per data of the Ministry of Health, domestic producers of medications in general do 

not engage in sales of medications in reference countries (Italy, Slovenia and Croatia), nor in the 

EU countries, thus are unable to obtain required evidence, hence the obligation stipulated in the 

provision concerned could not relate to the domestic producers due to objective reasons.                

 


