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Svetlana Jovanovic
Svjetlana Mihaljica
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Svecano otvaranje konferencije / Conference opening ceremony

Ana Popovic @ SRR Dragos Gutu ¢ MoL Natasa Grubisa ) BH
Blerina Kaza ® B Emer Cooke O RL Petra Doerr © swi
Bogdan Kirilov @ BUG Fabio Scano Om Sasa Jacovic @ SRB
Bojan Trkulja @ SRB Maja Vuckovié Krémar @ SRB Sefedin Jonuzi & NMK
Cecilia Muller < HUN Mirjana Vucicevié @ SRB SneZana Mugosa MNE
Organizacioni odbor / Organizing Commitee

Nenad Petronijevic ~ Predsednik / President @ SRB

Pavle Zeli¢ Programski direktor / Program director @ SRB

Zeljko Jovanovic Finansijski direktor / Financial director @ SRB

Kristina DenCi¢ Direktor usluga / Hospitality director @ SRB

Organizator Koorganizatori Pokrovitelj
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24.10.2024.

17:00-18:00

18:00-20:00

Koktel dobrodoslice
Welcome cocktail

Obelezavanje 20 godina rada ALIMS:

Svecano otvaranje simpozijuma, pozdravni govor zvanicénika,
interaktivna panel diskusija direktora

i rukovodilaca regulatornih tela iz Evrope

Celebrating 20 years of ALIMS:

Formal opening of the symposium, official welcome speech,
interactive panel discussion with directors

and managers of regulatory bodies from Europe

Uvodno predavanje
Introductory lecture

Panel visokih predstavnika
Panel of High Representatives

20:00-22:00 Vecera u restoranu hotela Gorski

Dinner at hotel Gorski

Sala lzvor
Hall Izvor

Moderator / Moderator:
Jelena MitraSinovic, ALIMS

Sasa Jacovic, direktor ALIMS / ALIMS director
Emer Cooke, direktor EMA / EMA director

Petra Doerr, direktor EDQM / EDQM director
Maja Vuckovi¢ Krémar, Kancelarija EU delegacije u RS
Delegation of the European Union (EU)

to the Republic of Serbia

Fabio Scano, direktor Kancelarije SZ0 u RS
director of WHO office in Republic of Serbia
Mirjana Vugicevi¢, Privredna komora Srbije
Serbian Chamber of Commerce

Bojan Trkulja, direktor INOVIA / INOIVA director
Ana Popovic, direktor GENEZIS / GENEZIS director
Predstavnik Ministarstva zdravlja Srbije
Representative of the Ministry of Health of Serbia

Sasa Jacovic, direktor ALIMS / ALIMS director

Moderator / Moderator:
Pavle Zeli¢, ALIMS

Panelisti / Panelists:

Saa Jacovic, direktor ALIMS / ALIMS director
Natasa Grubisa, direktor ALMBIH / ALMBIH director
Snezana Mugo$a, direktor CinMED / CinMED director
Sefedin Jonuzi, direktor MALMED / MALMED director
Cecilia Mller, direktor NNGYK / NNGYK director
Bogdan Kirilov, direktor BDA / BDA director

Dragos Gutu, direktor AMDM / AMDM director
Blerina Kaza, direktor AKBPM / AKBPM Director
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25.10.2024.

9:30-11:00

11:00-11:30

11:30-13:00

RIMS - Sledeca ALIMS generacija
RIMS - ALIMS Next Generation

ALIMS digitalna transformacija i RIMS revolucija
ALIMS digital transformation and RIMS revolution

Putokaz u eBuduénost - panel diskusija
Pathway to eFuture - panel discussion

Kafe pauza / Coffee break

Umrezavanje u oblasti regulative i kontrole

- Znataj saradnje sa medunarodnim i nacionalnim
institucijama u obezbedivanju kvalitetnih lekova

Networking in regulation and control

- importance of collaboration with international and national
institutions in acquiring quality drugs

Povlacenje leka iz prometa

- Nacionalna i medunarodna saradnja u postupku poviacenja
Medicine recall from the market

- National and international cooperation in the recall process

Iskustva NKL u okviru OMCL mreze
NCL Experience within OMCL Network

Novi zahtevi u kvalitetu aktivne supstance

i uceSce ALIMS-a u CEP procedure

New requirements for the quality of active substance
and ALIMS participation in the CEP procedure

Znacaj kvaliteta i ispitivanja ekscipijenasa u formulaciji leka:

da li su ekscipijensi samo pomocne materije?

Significance (Awareness) of quality and testing of excipients
in drug formulation: Are excipients just auxiliary substances?

Sala lzvor
Hall Izvor

Moderatori / Moderators:
Marko Eri¢, ALIMS
Tanja Nedi¢, ALIMS

Predavati / Speakers:
Marko Eri¢, ALIMS
Tatjana Stojadinovi¢, ALIMS

Panelisti / Panelists:

Svetlana Jovanovic,

Fakultet organizacionih nauka,

The Faculty of Organisational Sciences

Tatjana Stojadinovi¢, ALIMS

Tijana Radojicic, PKS / Chamber of commerce of Serbia
Zoran Dobrosavljevi¢, Abstract

Marko Eri¢, ALIMS

Moderator / Moderator:
Marija MaleSevi¢, ALIMS

Svjetlana Mihaljica, ALIMS

Katica Drljevi¢ Buri¢, ALIMS

Marija Carapi¢, ALIMS

Stana Ubavic, ALIMS



® ® Halltzvor
25.10.2024.

13:00-15:00 Pauza za rucak / Lunch break

15:00-16:30  Regulatorni reliance: sadaSnja praksa i buduce perspektive Moderator / Moderator:
Regulatory Reliance: Current Practice and Future Prospects Dragana Avakumovi¢, ALIMS

Panelisti / Panelists:

Marija MaleSevi¢, ALIMS

Biljana Tubi¢, ALMBIH

Gordana Boljevi¢ Stanojevi¢, CinMED
Ivana Ferber, MSD Hrvatska / MSD Croatia
Ana Coelho, EMA

16:30-17:00 Kafe pauza / Coffee break
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N o Hall zvor
25.10.2024.

17:00-18:30  Aktuelne teme iz oblasti regulative medicinskih sredstava, Moderator / Moderator:
Sa osvrtom na regulatorne zahteve u delu prometa Aleksandra Vujagi¢ Simié, ALIMS
i proizvodnje medicinskih sredstava u Republici Srbiji
uspostavijanja sistema menadZmenta kvalitetom (ISO 13485)
i ocenjivanja usaglasenosti medicinskih sredstava
u Republici Srbiji (srpski znak usaglasenosti)
Current topics in the field regulation of medical devices,
with reference to regulatory requirements in the area of marketing
and production of medical devices in the Republic of Serbia,
establishing a management system for quality (ISO 13485)
and conformity assessment of medical devices
in the Republic of Serbia (Serbian mark of conformity)

Regulatorni zahtevi u oblasti prometa i proizvodnje Marija Kuréubi¢, Ministarstvo zdravija Republike Srbije /
medicinskih sredstava u Republici Srbiji Ministry of Health of Republic of Serbia

Regulatory requirements in the field of circulation & production

of medical devices in the Republic of Serbia

Regulatorni zahtevi za stavijanje na trziste Vesna Sevaljevié, MD&D Solutions
"DDC (Drug-Device combination)' proizvoda

Regulatory requirements for placing

"DDC (Drug-Device combination)’ products on the market

QOcenjivanje usaglasenosti medicinskih sredstava Ivan Popovi¢, Kvalitet AD Ni§
za svrhe dobijanja 3A znaka (srpski znak usaglasenosti)

- osvrt iz ugla imenovanog tela

Assessment of the conformity of medical devices

for the purposes of obtaining the 3A mark (Serbian mark of conformity)

- a review from the designated body point of view of

ZnaCaj uspostavijanja sistema menadzmenta kvalitetom Vladimir Burgi¢, QMS Consulting
- medicinska sredstva (IS0 13485)

The importance of establishing a quality management system

- medical devices (ISO 13485)

18:30-21:00 Vecera u restoranu hotela Gorski
Dinner at hatel Gorski

21:00 Koktel - restoran Nacionalna klasa
Cocktail - Restaurant "Nacionalna Klasa"
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N o Hall zvor
26.10.2024.

10:00-11:30  Panel diskusija Moderator / Moderator:
- Prakticni aspekti, izazovi i reSenja u primeni novih Biljana Stojanovic, ALIMS
EU regulativa iz oblasti medicinskih sredstava u Republici Srbiji
Panel discussion Panelisti / Panelists:
- Practical aspects, challenges and solutions in the application  Nada Milojkovié, NeoMedica d.0.0. Ni$
of new EU regulations in the field of medical devices ispred Grupacije proizvodaca medicinskin sredstava, PKS
in the Republic of Serbia NeoMedica d.o.0. Nis,

representative of Group of producers of medical devices,
Chamber of commers of Serbia

Jelena Colovié, Medtronic Srbija d.o..

ispred Grupacija uvoznika i distributera

medicinskih sredstava, PKS

Medtronic Srbija d.0.0.

representative of Group of importers and distritubuters
of medical devices, Chamber of Commerce of Serbia
Vesna Sevaljevié, MD&D Solutions

Vladimir Burgi¢, QMS Consulting

11:30-12:00  Kafe pauza / Coffee break

12:00-13:30  Tragom globalnih trendova Moderatori / Moderators:
- od bioekvivalencije do medusobne zamenjivosti Snjezana Nikolié, ALIMS
Following global trends Mladen Bogdanovi¢, ALIMS

- from bioequivalence to mutual substitutability

Abridged Application in the EU - a regulatory perspective Ana Coelho, EMA
Genericki, hibridni i bioloski slican lek u EU - regulatorni aspekt

Medusobna zamjenjivost ljekova i novosti vezane Iva Klarica Domjanovié, HALMED
za ICH smjernicu za ocjenu bioekvivalencije

Drug interchangeability and news related to

the ICH guideline for bioequivalence assessment

Klinicka ispitivanja lekova ranih faza: $ta je sa Srbijom? Viktorija Dragojevic Simi¢, VMA /
Early phase clinical trials: what about Serbia? Military Medical Academy

13:30-14:00  Zakljucci simpozijuma / Symposium conclusions
14:00-16:00 Rudak / Lunch

Kraj simpozijuma / End of Symposium



03 Sala Pogled
® N Hall Pogled
26.10.2024.

Paralelna sesija / Parallel session

10:00-11:30  Rezultati projekta na temu infodemije Moderator i predavat / Moderator & speaker:
Results of the infodemic project Pavle Zeli¢, ALIMS

Predavai / Speakers:

Amy Rowland, Emory Global Health

Maja Basi¢, HALMED

Stefan Mandi¢ Rajcevi¢, Medicinski fakultet u Beogradu
University of Belgrade - Faculty of Medicine



