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Why do we control 
medicines? 
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Medicines and Medical Devices Agency of Serbia (ALIMS) was founded 
on 1st October 2004 by the Law on Medicines and Medical Devices 
(“Official Gazette of the Republic of Serbia” No. 84/04 and 85/05 – 
another law). 
 
Medicines regulation and control since 1930’s (Pharmacy Institute, etc.) 
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Pharmaceutical Market in Serbia 

Medicinal products for human use:            5,838 
 

Medicinal products for veterinary use:          944 
 

Medical devices:        27,744 
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Results in MA/Renewal granting  
and medical devices  registration in 2013.  

 
 
Issuing MA for human medicine – 295  
(39 new medicines, 9 orphan) 
 
Issuing renewal of MA for human medicine – 498 
 
Entering Medical Device into the register of Medical Devices – 3.660 
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In 2010, the second Law on Medicines and Medical Devices ("Official 
Gazette of the Republic of Serbia”, No. 30/2010) was put into force. 
 
ALIMS experts participated in: 
 
• development of the law within the framework of the Working Group of 
the Ministry of Health of the Republic of Serbia 
 
• development of the sub-laws and regulations (14 on medicines for 
human and veterinary use, 6 on medical devices) 
 

Currently, ALIMS experts are involved in a new law draft 
compilation process. 
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Importance of new legislation and goals  
related to quality of medicines 
 
• Achievement of European standards 
• Harmonization with the EU regulation  
• Maintenance of the quality of medicines on the market in Serbia 
• Strenghtening of domestic industry 
• Putting domestic medicines on the EU and other markets 
• Achievement deadlines in MA procedures, renewals and variations 
• Development of closer cooperation with other regulatory bodies 
• Review and overcoming the weak points in existing legislations 
• Increase of manufacturers inspection both in and out of Serbia 
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The Agency is authorized to: 
 
1. Issue marketing authorization for a medicinal product, decide on the amendment, 

renewal and transfer, as well as termination of the marketing authorization for the 
medicinal product; 
 

2. Perform the registration of a medical device in the Register of Medical Devices, 
decide on the amendment, renewal of registration, as well as the removal of the 
medical device from the Register of Medical Devices; 
 

3. Perform registration in the Register of Traditional Herbal Medicines, and the 
Register of Homeopathic Medicines; 
 

4. Issue authorization for clinical trials of medicinal products and medical devices, 
decide on an authorization amendment and a protocol on the implementation of 
clinical trials of medicinal products, make decisions regarding the registration of 
clinical trials, control the implementation of clinical trials; 
 

5. monitor adverse reactions of medicinal products (hereinafter referred to as: 
Pharmacovigilance) as well as adverse reactions of medical devices (hereinafter 
referred to as: Vigilance of medical devices); 
 

6. Issue certificates for export of medicinal products and medical devices in 
accordance with WHO recommendations; 
 

7. Authorize the import of medicinal products and medical devices for the treatment of 
a particular patient or group of patients, and medicinal products or medical 
devices for scientific and medical research; 
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8.  Perform classification of medicinal products and medical devices; 

 
9.  Approve advertising of medicinal products and medical devices; 

 
10. Perform the collecting and processing data on marketing and consumption of 

medicinal products and medical devices; 
 

11. Provide information and recommendations for rational use of medicinal products 
and medical devices; 
 

12. Integrate into international information networks on medicinal products and 
medical devices and agencies in charge of medicinal products and medical 
devices and their associations; 
 

13. Participate in the planning and implementation of systematic control of medicinal 
products and medical devices and taking random samples from the market; 
 

14. Give opinions for the import / export of cell and tissue samples for  clinical trials 
with medicinal products; 
 

15. Perform quality control of medicinal products and medical devices; 
 

16. Prepare expert publications of the Agency jurisdiction; 
 

17. Perform other activities in accordance with the Law. 
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ALIMS mission is to contribute to the accomplishment of the basic 
human right to quality, safe and efficient medicines and medical 
devices accessibility as well as to promote and enhance human and 
animal health. 
 
ALIMS vision is to be a modern, efficient and socially responsible 
institution. 
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 ALIMS performance is based on four basic principles: 
 social responsibility, leadership, trust and quality. 
 
 ALIMS is certified by SGS, the world’s leading certification 

company from Switzerland, for:  
 
 Quality Management System (QMS) SRPS ISO/IEC 9001:2008  

 
 Environmental Management System (EMS) ISO/IEC 

14001:2005. 
 
 In 2013, ALIMS National Control Laboratory was certified for 

ISO/IEC 17025:2006 by National Accreditation Body. 
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Development of National Control Laboratory 
(NCL) 
 
• Full member in the Official Medicines Control Laboratories Network 

since 2004. ALIMS is also national pharmacopoieia authority in 
Serbia and part of European Pharmacopoieia (Serbia is from 1991.) 
 

• In the WHO prequalification of vaccines project, a comprehensive 
analysis of ALIMS regulatory processes, including quality control, 
was performed. Necessary improvements are done in preparation 
for a review of the regulatory capacity of the control of domestic 
vaccine manufacturer. 
 

• In 2013, NCL was accredited by the National Accreditation Body 
(ATS) for the compliance with the SRPS ISO/IEC 17025:2006 
standard requirements. 
 

• In 2013, NCL was audited (MJA) by the European Directorate for 
Quality of Medicines & HealthCare (EDQM) in accordance with the 
ISO 17025:2006. 
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By the provisions of the Law, the procedure of obtaining 
authorization for conducting clinical trial is fully regulated in relation 
to the obligations of the sponsor, the responsibilities of the ethics 
committee, insurance of the patients, and control of the clinical 
trials conduct. 
 

Clinical trials 
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Overview of the clinical trials in Serbia  
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Number of approved trials 

Period active completed 

01.01.2005 - 01.01.2014 353 395 

748 clinical trials in total 
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Approved trials (by phases) 

Phase/Year 2011 2012 2013 

I 5 3 4  

II 20 24 22  

III 64 69 73  

IV  7 8 7  



www.alims.gov.rs 

Clinical trials - indications 

Indications 2012 2013 
Oncology 19 22 
Psychiatry 8 11  
Pulmonology 11  6 
Cardiology 4 19 
Neurology 7 12  
Pediatrics  13 3 
Rheumatology 14 7 
Endocrinology 7 12  
Gastroenterology with 
hepatology 9 7 
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Clinical trials - goals 

•   To continue shortening the deadline for issuance of     
     approvals to conduct clinical trials 
•    To increase the number of clinical trials 
•    Further harmonization with EU regulations 
•    Central Ethical Committee and parallel procedure 
•    Transparency of clinical trials (general and professional  
      public) 
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Benefit to society 

• Availability of the latest therapies for patients 
• Availability of the latest diagnostic procedures 
• Better care of patients 
• Education of the research team 
• Promotion of our doctors and country 
• Financial benefit 
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• 1994 – Clinical Centre of 
Serbia 
 

• 2000 – Member of the WHO 
Programme for International 
Drug Monitoring 
 

• 2005 – Medicines and 
Medical Devices Agency 
of Serbia (ALIMS) 

Beginnings of Pharmacovigilance in Serbia  
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Main stakeholders: 
 
 
 
 National Regulatory authorities: 

• MoH – PhV Inspection 
• ALIMS - National Pharmacovigilance Centre (NPC) 

 
 Marketing Authorization Holders – MAHs 

• Local QPPV 
 
 Health Care Professionals – HCPs 
 
 Patients 

 

Constant cooperation and shared effort in national PhV 
system strengthening and better health protection 

National PhV System 
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• ADRs spontaneous reporting – collecting and assessing ADRs case 
reports, signal detection, alerts, communication (HCPs, patients, MAHs)  

• ADRs national database – WHO-UMC VigiFlow Database 
• PSURs assessment 
• RMPs assessment 
• Risk minimization activities, risk communication (Dear HCP Letter, 

Newsletter)  
• Urgent safety restrictions 
• Regulatory measures – variations, drug restrictions/ recalls/ suspension/ 

withdrawals 
• Continuous maintenance and improvement of the National PhV system 
• Educational programme for HCPs and MAHs (seminars, workshops, 

publications on drug safety and spontaneous reporting,  professional 
brochures, leaflets, booklets, etc.) 
 

National Pharmacovigilance Centre - NPC 
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In the previous period, ALIMS has developed two databases of MAH’s QPPVs  
for Serbia and PhV coordinators who are MDs and pharmacists from health care  
institutions 
 

ALIMS is making efforts to make an interactive professional relation with HCPs  
through providing them with a feedback by the assessment of ADR cases they  
have reported. 
 

New safety findings are also sent to the HCPs by ALIMS, particularly the ones 
on new drugs.  
 

NPC 

HCP HCP HCP HCP HCP HCP HCP 

HCP 
Coordinators 

for PhV 

HCP 
Coordinators 

for PhV 

HCP HCP 

Centralized PhV system  
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MAH 
QPPV for Serbia 

HCP 
Patients 

Feedback 
ADRs Case 
Assessment 

ADRs Case 
Report 

ADRs Case 
Report 

 

CIOMS I 
form 

ALIMS - NCF 

ADRs - Spontaneous reporting 
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Агенција за лекове и медицинска средства Србије 

Војводе Степе 458, 11221 Београд 
Тел: 011 39 51 145 Факс: 011 39 51 130 
И-мејл: ncf@alims.gov.rs 
www.alims.gov.rs 

Број:  
 
Датум:  

НЦФ бр:  CЗО бр:  

Регионални центар за фармаковигиланцу 
 

 
Образац за пријављивање НЕЖЕЉЕНИХ РЕАКЦИЈА НА ЛЕК (НРЛ) за здравственог радника 

 

Уколико сумњате да је нежељена реакција у вези са применом једног или више лекова/вакцина, молимо Вас да попуните овај образац и пошаљите га 
поштом, факсом или и-мејлом. Немојте одустати ако Вам неки подаци недостају. Довољна је само сумња на нежељену реакцију. Нека Вам не буде 

тешко да попуните образац, јер подаци могу бити значајни за безбедну примену лекова 
 

1. ПОДАЦИ О ПАЦИЈЕНТУ И НЕЖЕЉЕНИМ РЕАКЦИЈАМА НА ЛЕК (НРЛ) 
Иницијали* Датум рођења Старост* Тежина Пол* ПОЧЕТАК НРЛ* ЗАВРШЕТАК НРЛ Да ли сматрате испољене 

реакције озбиљним? 
 

 ДА      НЕ                          M 
  Ž 

дан месец година дан месец година 
                                    

ОПИС РЕАКЦИЈА* (знаци или симптоми, укључујући релевантне податке лабораторијских тестова): Означити поља 
уколико је НРЛ 
узроковала: 
 

 смрт 
 

 животну угроженост 
 

 укључење или 
продужење болничког 
лечења 
 

 трајно или тешко 
оштећење/инвалидност 
 

 конгениталне 
аномалије 
 

 медицински значајно 
стање (навести): 

      

ДИЈАГНОЗА / СИНДРОМ ИСПОЉЕНИХ РЕАКЦИЈА:       
 

ПРИМЕЊЕНА ТЕРАПИЈА ЗА ЛЕЧЕЊЕ РЕАКЦИЈА:       
Уколико немате довољно простора, молимо Вас да приложите додатне стране овом обрасцу. 

ИСХОД 
НРЛ: 

 опоравак без 
последица 

 опоравак са 
последицама 

 опоравак у 
току 

 нема 
опоравка 

 смрт    непознато 

2. ПОДАЦИ О ЛЕКОВИМА ЗА КОЈЕ СУМЊАТЕ ДА СУ ДОВЕЛИ ДО НРЛ 
ЛЕКОВИ ПОД СУМЊОМ* 

(заштићено име, INN, облик, јачина, произвођач, бр. серије) 
Начин 

примене 
Режим 

дозирања ИНДИКАЦИЈА ПОЧЕТАК 
ПРИМЕНЕ КРАЈ ПРИМЕНЕ 

                                    

                                    

                                    

НЕЖЕЉЕНА РЕАКЦИЈА ЈЕ ПРЕСТАЛА НАКОН ОБУСТАВЕ ПРИМЕНЕ ЛЕКА: 
                       
                        ДА                      НЕ                             НЕПОЗНАТО  

НЕЖЕЉЕНА РЕАКЦИЈА СЕ ПОНОВО ЈАВИЛА ПОСЛЕ ПОНОВНЕ 
ПРИМЕНЕ ЛЕКА: 
                        ДА                      НЕ                             НЕПОЗНАТО 

3. ПОДАЦИ О ИСТОВРЕМЕНО ПРИМЕЊИВАНИМ ЛЕКОВИМА 
ОСТАЛИ ПРИМЕЊИВАНИ ЛЕКОВИ 

(заштићено име, INN, облик, јачина, произвођач, бр. серије) 
Начин 

примене 
Режим 

дозирања ИНДИКАЦИЈА ПОЧЕТАК 
ПРИМЕНЕ КРАЈ ПРИМЕНЕ 

                                    

                                    

                                    

                                    

                                    

4. ВАЖНИ АНАМНЕСТИЧКИ ПОДАЦИ 
 (алергије, друге болести, трудноћа са датумом последње менструације, алкохол, пушење и сл.) 

      

5. ПОДАЦИ О ИЗВЕШТАЧУ ОВОГ СЛУЧАЈА НРЛ 
Име и презиме*, специјалност:       

Установа*:       

Адреса:       

Телефон:        И-мејл:       

Потпис:     Датум:       

Извештач је: 
 

 Лекар 
 Фармацеут 
 Стоматолог 
 Остали (навести): 

       

Врста пријаве: 
 

  прво пријављивљње случаја 
  додатне информације о већ пријављеном 

случају 
Пријава се односи на неинтервенцијско клиничко 
испитивање: 
 

 Не     Да, навести које:       
*Обавезно навести податке                      Хвала што сте пријавили нежељену реакцију на лек. 
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Агенција за лекове и медицинска средства Србије 

Војводе Степе 458, 11152 Београд 
Тел: 011 39 51 145 Факс: 011 39 51 130 
И-мејл: ncf@alims.gov.rs 
www.alims.gov.rs 

Број:  
 
Датум:  

НЦФ бр:  CЗО бр:  

Регионални центар за фармаковигиланцу 
 

 
Образац за пријављивање НЕЖЕЉЕНИХ РЕАКЦИЈА НА ЛЕК (НРЛ) за пацијента 

 
Уколико сумњате да је примена лека довела до нежељене реакције, попуните овај образац и пошаљите га 

поштом, факсом или и-мејлом. 
 

1. ПОДАЦИ О ПАЦИЈЕНТУ И НЕЖЕЉЕНИМ РЕАКЦИЈАМА НА ЛЕК (НРЛ) 
Иницијали* Датум рођења Старост* Тежина Пол* ПОЧЕТАК НРЛ* ЗАВРШЕТАК НРЛ  

НРЛ је била: 
 
 

 умерена 
 непријатна, али није 

утицала на свакодневне 
активности 

 таква да је утицала на 
свакодневне активности 

 таква да је узроковала 
посету лекару 

 таква да је узроковала 
болничко лечење 

 таква да је узроковала 
тешко обољење 

 таква да је узроковала 
смрт 

 друго (навести): 

                         M 
  Ž 

дан месец година дан месец година 
                                    

ОПИС РЕАКЦИЈА* (знаци или симптоми, укључујући податке лабораторијских тестова): 

      

Уколико немате довољно простора, молимо Вас да приложите додатне стране овом обрасцу. 

ИСХОД 
НРЛ: 

  опоравак, нема 
више симптома 

  опоравак 
у току 

  још увек су присутни 
симптоми НРЛ 

  погоршање 
стања 

  смрт     непознато 

2. ПОДАЦИ О ЛЕКОВИМА ЗА КОЈЕ СУМЊАТЕ ДА СУ ДОВЕЛИ ДО НРЛ 
ЛЕКОВИ ПОД СУМЊОМ* 

(назив лека, произвођач) 
Начин 

примене 
Режим 

дозирања РАЗЛОГ ПРИМЕНЕ ЛЕКА ПОЧЕТАК 
ПРИМЕНЕ КРАЈ ПРИМЕНЕ 

                                    

                                    

НЕЖЕЉЕНА РЕАКЦИЈА ЈЕ ПРЕСТАЛА НАКОН ОБУСТАВЕ ПРИМЕНЕ ЛЕКА: 
 
   ДА      НЕ     НЕПОЗНАТО 

НЕЖЕЉЕНА РЕАКЦИЈА СЕ ПОНОВО ЈАВИЛА ПОСЛЕ ПОНОВНЕ 
ПРИМЕНЕ ЛЕКА: 
   ДА      НЕ     НЕПОЗНАТО 

3. ПОДАЦИ О ИСТОВРЕМЕНО ПРИМЕЊИВАНИМ ЛЕКОВИМА 
ОСТАЛИ ПРИМЕЊИВАНИ ЛЕКОВИ 

(назив лека, произвођач) 
Начин 

примене 
Режим 

дозирања РАЗЛОГ ПРИМЕНЕ ЛЕКА ПОЧЕТАК 
ПРИМЕНЕ КРАЈ ПРИМЕНЕ 

                                    

                                    

                                    

                                    

4. ВАЖНИ ДОДАТНИ ПОДАЦИ О ПАЦИЈЕНТУ 
 (алергије, друге болести, трудноћа са датумом последње менструације, алкохол, пушење и сл.) 

      

5. ПОДАЦИ О ОСОБИ КОЈА ПРИЈАВЉУЈЕ СЛУЧАЈ НРЛ 
 

Име и презиме*:       

Адреса*:       

 

Телефон:        И-мејл:       

Потпис:    Датум:       

НРЛ се испољила: 
 

 Вама 

 Вашем детету 

 Неком другом 
(навести):       

Уколико желите, упишите контакт податке Вашег 
изабраног лекара: 

Име и презиме:       

Установа:       

Адреса:       

Телефон:       

*Обавезно навести податке                      Хвала што сте пријавили нежељену реакцију на лек. 
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Specific objectives: 
 
• Clear roles and responsibilities 
• Engage patients  
• Encourage HCPs  
• Legal base for regulatory actions  
• Legal base for risk management 
• Increase proactivity and planning 
• Increase transparency and provide better information on medicines 
• MAH`s local PhV system strengthening 
• national PhV system strengthening 

 
• Better public health protection 
 

New Pharmacovigilance legislation in Serbia 
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• Improving ADRs reporting (reports quality and annual rate) 
• Intensifying implementation of PhV in medical  practice (more 

seminars, workshops, publications) 
• Improving ADRs reporting by patients (new bylaw) 
• Increasing transparency (ALIMS web site) 
• Vaccinovigilance – connecting with the national immunization program 
• Crisis Management 
• NPC capacity limits (personnel increase, processes rationalisation, 

etc) 
• PhV Inspection development 

 

Challenges 
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Aim 
Maintenance, strengthening and improvement of the National PhV  
System to enable signal detection, risk identification, characterization,  
assessment, minimization, communication and prevention, in order to  
have safe and rational therapeutic use of medicines 

  
Collaborate together to better 

protection of public health 
 
 

New Pharmacovigilance legislation in Serbia 
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Pharmacovigilance in Serbia - Results 

No. of reports per year 

No. of reports per million of inhabitants 
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Educational materials  
- pharmacovigilance 
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In order to provide that only quality, safe and effective medical devices 
are marketed in the Republic of Serbia, ALIMS has been developing a 
medical devices vigilance system. 
 
 
 
 

Medical Devices Vigilance 
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Counterfeit Medicines 

Cooperation between Ministry of Health, Ministry of Internal Affairs/Police, 
Customs Administration, Prosecutors Office, Intellectual Property Office 
and ALIMS – implementation of EDQM SPOC model 
 
International cooperation: 
 
• WHO (alerts and reports) 
• EDQM (Committee for counterfeit medicines and alerts) 
• WGEO group of Heads of Medicines Agencies (representatives for  
  human and veterinary medicines) 
• Fakeshare project (Italian Medicines Agency) 
• Preparation for signing a Medicrime Convention 
• Regional cooperation  
• Pôle régional de lutte contre la criminalité organisée en Europe du  
  Sud-Est (Pôle de Belgrade – office of French governement) 
• Pangea operation 
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Прилог 1. 

ПРИЈАВА СУМЊЕ У КВАЛИТЕТ, ОДНОСНО ОДСТУПАЊА ОД 
СТАНДАРДА КВАЛИТЕТА ЛЕКА, ОДНОСНО МЕДИЦИНСКОГ 

СРЕДСТВА 
ХИТНО 
  

  Број пријаве:       

Министарство здравља  
ул. Немањина 22-26  
11000 Београд Тел:  

 

Класа одступање од стандарда квалитета 
(заокружити):  
I  II  III  лажни лек  

 

Тип производа (заокружити): 
лек  
медицинско средство  

Назив производа:       

  

Фармацеутски облик:       

Јачина:       Врста и величина паковања:       

Број серије:       Рок употребе:       

Носилац дозволе за лек, односно носилац уписа медицинског средства у Регистар:       

Произвођач:       

Опис уоченог одступања од стандарда квалитета:       

Датум и време уоченог одступања од стандарда квалитета:       

Име, презиме и број телефона лица које је уочило одступање од стандарда квалитета, као и назив и 
адреса правног лица у коме је запослено то лице:       

Број расположивих узорака:       Здравствена установа у којој је примењен лек: 
      

Мере предузете у односу на пацијента:       

Име, презиме и број телефона лица које пријављује одступање од стандарда квалитета:       

Потпис лица које је примило пријаву:  
 Датум пријема 

пријаве:       
Време пријема пријаве: 
      

 

Reporting by filled out form, e-
mail, telephone, etc... 
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- Financing – EDQM (CoE) - 4 
months 
 
- 6 consultants (3 psychologists 
– Italy, 1 artist Serbia, 2 IT 
experts Italy/Serbia) 
 
- 2 coordinators (Domenico Di 
Giorgio – AIFA, Pavle Zelic - 
ALIMS) 
 
 
 

Medicrime comics 
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Advertising to the general public: 
 
Includes advertising a medicinal product that is issued without a 
prescription, whose advertising is not prohibited by law, through the 
media, Internet, advertising in public places, and other forms of 
advertising to the general public (submission of promotional 
materials via mail, visits, etc.). 
 
Advertising to professional community: 
 
Promotional materials and presentations of medicines to 
professional community must contain the basic information on the 
medicine from the MA, that is, they are consistent with the 
summary of product characteristics, as well as information relating 
to the regime of issuing the medicine. 
 
 

Advertising of medicinal 
products and medical devices 
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National Registry of Medicines – 8 editions 
 
 
     
                                                            
              
                
 
                
                                                               Pharmacotherapy guide – 5 editions 
 
 
 
   
   
 
 
 
        
                      Marketing and consumption of medicines – 8 editions 
 
  
 
 

Publications 
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Publications for general public 

Nacional registry of  
veterinary medicines –  
3 editions 
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Perception of ALIMS – patients and 
healthcare professionals 

• Trust, responsibility, safety 
 

• Ad hoc cooperation – answers to questions (phone, e-mail, letter), official 
letters, meetings (outside initiative) 
 

• Communication – non specific, but good transparency, and in due time 
 

• Rights protection 
 

• Links with other parties – pharmaceutical industry, faculties, government 
sector... 
 

• Pharmacovigilance, quality defects, SmPC, PIL, clinical trials, medical 
devices, counterfeits, rational use of medicines, etc. 
 

• Comparisons to other countries and systems 
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Specific cooperation with PO and HCP 

• Twinning project – meetings and survey 
 

• Paricipation of ALIMS experts in meetings and conferences (acredited  
  continuous education) 
 

• Consultations 
 

• Providing information 
 

• Understanding and meeting needs 
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ALIMS and its representatives 
regularly appear in both printed and 
electronic media providing the 
general public and health care 
professionals with important 
information. 
 
Number of ALIMS media reports in: 
2011 – 836 
2012 – 876 
2013 – 862 
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Membership in International Organizations  
and Multilateral Cooperation 
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EU Twining Project  
CARDS 2005 SR 05 SO 01 

 
“Capacity Building of the National Medical Products Agency ” 

 
 
                                                     

Capacity Building of the National Medical Products Agency 
An EU-funded project managed by European Agency for Reconstruction  
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From 2009 – 2014, IPA (Instrument for Pre-accession Assistance) 
project of the European Union, under the auspices of European 
Medicines Agency (EMA), funded by the European Commission. 
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From June 2011 - July 2012,  two parallel projects of Capacity Building 
and Technical Assistance of Agency for Medicines and Medical 
Devices of Montenegro. Participants were:  

• Medicines and Medical Devices Agency of Serbia (consultant/educator),  

• Agency for Medicines and Medical Devices of Montenegro (recipient), 

• World Bank (financing) 
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Agreements and Contracts on Expert 
Technical and Business Cooperation 
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New Agreements and Contracts on Expert 
Technical and Business Cooperation 

First Regional Agreement between: 
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  Хвала! 
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