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Eligibility Requirements Form of Requirements

Course units from the previous year of study must be passed. As provided by the Rules of
Study at the integrated
study programme.

Goals of the Course Unit

The goal of the course unit is to introduce the students with the legislation on medication, principles of good
manufacturing practice (GMP), good distribution practice (GDP), good pharmacy practice (GPP), medication
registration with the Agency for Medicinal Products and Medical Devices, system of medication control and quality,
pharmaceutical inspection, definition of lists of essential and hospital medication as well as medication covered by
the health insurance fund, ways of forming medication prices, provision of information on medication, and
monitoring of the use of medication.

Learning Outcomes (knowledge acquired):

The students need to understand the way medication is put on the market, from production, through registration,
quality control and distribution to method of delivering or issuing a prescription to a patient. Students will master
the legislation principles and ways to form medication prices, manners of forming lists of medication funded by the
Health Insurance Fund, and manners of monitoring medication use.

Contents of the Course Unit:

Legislation and organization. Quality, safety and efficiency of medication. Availability of medication. Prices of
medication, Lists of medication, Use of medication.

Teaching Methods:

The classes are given in the form of lectures and practicals held in key institutions responsible for implementing
the national drug policy. During the classes the students will be able to visit: the Hemofarm pharmaceutical
company, BiH Agency for Medicinal Products and Medical Devices, Veldrogerija, Pharmacy, RS Public Health
Institute, RS Health Insurance Fund, RS Ministry of Health and Social Welfare.

Literature:
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1. Nacionalna politika lijekova Republike Srpske, Ministarstvo zdravlja i socijalne zastite Republike
Srpske. . https://www.vladars.net/sr-SP-
Cyrl/Vlada/Ministarstva/MZSZ/Documents/Nacionalna%?20politika%?20lijekova.pdf

2. Strategija u oblasti lijekova, Ministarstvo zdravlja i socijalne zastite Republike Srpske
https://www.vladars.net/sr-SP-

Cyrl/Vlada/Ministarstva/MZSZ/Documents/Strategija%20u%?20oblasti%?20lijekova.pdf

3. Farmakovigilansa i materiovigilansa, Agenciaj za lijekove i medicinska sredstva BiH.
http://www.almbih.gov.ba/farmakovigilansa/

4. ATC Klasifikacija lijekova i pracenje njihove upotrebe metodologijom sa DDD jedinicama za
lijekove registrovane u Repubici Srpskoj. Skrbi¢ R, Markovi¢-Pekovi¢ V, Stoisavljevi¢-Satara S,
Grubisa N, Tubi¢ B. Agencija z alijekove RS, Banja Luka 2006. (dostupno u bibilitoeci Medicinskog

fakulteta).
Examination Form:
Pre-Exam Duties Final Exam Total Points
Attendance 10 |Oral / Written 50
Midterm(s) 40 100

Seminar paper

Note for the Course Unit:

Syllabus Designer: Prof. Dr Ranko Skrbi¢
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