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Personal information Selma Arapovic Dzakula

Work experience

10.

11.

12.

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

e Start date: 012023

e End date:

e Position: Senior Clinical Assessor
e Activities:

e Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 012021

End date: 122022

Position: Principal Advisor for Documentation Assessment
Activities:

Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 022019

End date: 122020

Position: Senior Advisor _ specialist II for Non_clinical and Clinical Assessment
Activities:

Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 112018

End date: 012019

Position: Senior Advisor _ specialist I for Non_clinical and Clinical Assessment
Activities:

Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

e Start date: 112017

e End date: 102018

e Position: Senior Advisor for Non_clinical and Clinical Assessment
e Activities:

e Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 102016

End date: 112017

Position: Senior Associate - Specialist for Non_clinical and Clinical Assessment
Activities:

Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 022012

End date: 102016

Position: Senior Associate - Specialist for Pharmacovigilance and Rational Pharmacotherapy
Activities:

Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

e Start date: 042008

e End date: 022012

e Position: Senior Associate for Pharmacovigilance and Rational Pharmacotherapy
e Activities:

e Country: Croatia

. Employer: Agency for Medicinal Products and Medical Devices of Croatia (HALMED)

Start date: 042007

End date: 032008

Position: Associate for Pharmacovigilance, Associate for Non_clinical and Clinical Assessment
Activities:

Country: Croatia

Employer: Prosperus d.o.o0.

Start date: 032006

End date: 052006

Position: Medical Associate on Portal site 'My Doctor'
Activities:

Country: Croatia

Employer: General medical practice, Zagreb

Start date: 062006

End date: 032007

Position: Medical doctor in General medical practice
Activities:

Country: Croatia

Employer: University Psychiatric Hospital Vrapce

Start date: 112003

End date: 112004

Position: Medical doctor on Intership

Activities:

Country: Croatia

21/02/2024

WWWw.ema.europa.eu

Classified as public by the European Medicines Agency Page 1 of 2



Education and training

1. Subject: London School of Hygiene and Tropical Medicine, University of London
e Start date: 102018
e End date: 112023
e Qualification: MSc Clinical Trials
e Organisation:
e Country: United Kingdom
2. Subject: HALMED, University Hospital Centre Zagreb
e Start date: 012010
e End date: 092016
e Qualification: Specialist in Clinical Pharmacology and Toxicology
e Organisation:
e Country: Croatia
3. Subject: University Psychiatric Hospital Vrapce
e Start date: 112003
e End date: 112003
e Qualification: Medical Doctor Licence
e Organisation:
e Country: Croatia
4. Subject: School of Medicine, University of Zagreb
Start date: 091997
End date: 092003
Qualification: Medical Doctor
Organisation:
Country: Croatia

Additional information

Publications Mirodevi¢ Skvrce N., Arapovi¢ S., Krni¢ D., Macoli¢ Sarini¢ V., Zezeli¢ S., Bagatin K., Leventi¢ J., Tomi¢ S., Adverse

drug reactions of psychopharmacs, Psychiatria Danubina (2010); 22 (3), pp. 441_445 Macolic Sarinic V, Bozina N,
Mirosevic Skvrce N, Krnic D, Banovac M, Arapovic S, Andric A, Tomic S. Impact of Adverse Drug Reactions of
Drug_Substrates of the Metabolic Enzyme Cytochrome P450 2C9 and/or the Transporter Protein Pgp in a National
Database. Drug Saf 2011; 34:988 Balazin A, Macolic_Sarinic V, Arapovic S, Krnic D, Banovac M, Tomic S. Serious
psychiatric adverse drug reactions spontaneously reported in Croatia from 2006 till 2009. 16th World Congress of
Basic and Clinical Pharmacology, 17_23 July 2010, Copenhagen, Denmark, Basic & Clinical Pharmacology &
Toxicology, 107 (Suppl. 1), 162_692 Balazin A, Macolic_Sarinic S, Arapovic S, Krnic D, Banovac M, Tomic S.
Cutaneous adverse drug reactions: analysisi of spontaneous reports from healthcare professionals in Croatia. 16th
World Congress of Basic and Clinical Pharmacology, 17_23 July 2010, Copenhagen, Denmark, Basic & Clinical
Pharmacology & Toxicology, 107 (Suppl. 1), 162_692 Banovac M, MiroSevi¢ N, Macoli¢ Sarini¢ V, Arapovi¢ S, Tomi¢
S. Importance of early recognition of adverse drug reactions (ADR) induced by lamotrigine, International
Neuropsychiatric Pula Congress, Pula, 17_20 June 2009, Acta Neuropsychiatrica 2009:21 (Supplement 2):77_78
Krni¢ D, Macoli¢ Sarini¢ V, Mirosevi¢ N, Arapovi¢ S, Bagatin K, Leveti¢ J, Tomi¢ S. Adverse drug reactions of
psychopharmacs. 1st Croatian Congress on Side Effects of Psychotropics. Psych Danub 21( 1): 129_131, 2009 S.
Arapovi¢, D. Krni¢, V. Macoli¢ Sarini¢, N. MiroSevi¢, M. Banovac, S. Tomi¢, Churg_Strauss syndrome related to
therapy with montelukast_ case report, 9th Congress of the European Association for Clinical Pharmacology and
Therapeutics - EACPT, 2009, Edinburgh, Scotland, UK N. MiroSevi¢, M. Lovrek, D. Krni¢, A. Ili¢ Martinac, S.
Arapovi¢, V. Macoli¢ Sarini¢, S. Tomi¢, Poster Influence of workshop “The role of pharmacists in adverse drug
reactions reporting and pharmacovigilance system in Croatia” on pharmacists’ contribution to drug safety, 37th
European Symposium on Clinical Pharmacy, October 22_24, 2008, Dubrovnik, Pharm Care Models Ther Innov,
ED_12 D. Juricic Nahal, S. Arapovic Dzakula, Interchangeability of biologicals from a regulatory standpoint:
european perspective and croatian experience EACPT_1186. Eur J Clin Pharmacol (2019) 75 (Suppl 1):51-S110
https://doi.org/10.1007/s00228_019_02685_2 Arapovic Dzakula S, Juricic Nahal D, Lovrek Romcevic M, Tomic S,
Interchangeability of biosimilars from a regulatory standpoint: Croatian experience (2018 _ 2020). 15th Congress of
the European Association for Clinical Pharmacology and Therapeutics (EACPT). Eur J Clin Pharmacol 78, 1-163
(2022). https://doi.org/10.1007/s00228_022_03333_y M. Bego, S. Arapovi¢ Dzakula, S. Tomi¢: Centralised
procedure for granting marketing authorisation, Farmaceutski glasnik 79, 9-10/2023

Projects

MemberShlps Croatian Chamber of Physicians, Croatian Society of Clinical Pharmacology and Therapy, Croatian Society of

Pharmacologists
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