Popis novoodobrenih lijekova u rujnu 2025. godine / The list of newly approved medicinal products in September 2025

oblozene tablete

memantinklorid

Attica, Agia Paraskevi, Gréka

Redni Lo Naziv djelatne tvari/Active L . . . Broj odobrenja/Marketing
broj/No. Naziv lijeka/Name Substante Nositelj odobrenja/Marketing Authorisation Holder Authorisation Nurmber
1 Alzkar 10 mg/10 mg filmom donepezilklorid hidrat, Karian Pharmaceuticals P.C., Paradissou 3, HR-H-602870810

oblozene tablete memantinklorid Attica, Agia Paraskevi, Gréka
2 Alzkar 10 mg/20 mg filmom donepezilklorid hidrat, Karian Pharmaceuticals P.C., Paradissou 3,

HR-H-868915031

Duelym 0,1 mg/g + 1 mg/g gel za
oko u jednodoznom spremniku

bimatoprost, timololmaleat

Brezet, 12 Rue Louis Bleriot , Clermont-
Ferrand, Francuska

3 . L
Ant_amenys %Oollfmkrograma po  |sabutamolsulfat Pharma$S d.o.o., Radni¢ka cesta 47, Zagreb, HR-H-289308636
potisku, stlaceni inhalat, suspenzija Hrvatska

4 Ap|k§aban Grindeks 2,5 mg filmom apiksaban Grindeks AS, Krustpils iela 53, Riga, Latvija HR-H-104252690
oblozene tablete

S Ap|k§aban Grindeks 5 mg filmom apiksaban Grindeks AS, Krustpils iela 53, Riga, Latvija HR-H-242060655
oblozene tablete

6 Apremllgst Sandozvlo mg, 20 mg i aprem!last, apremilast, Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-734555203
30 mg filmom oblozene tablete apremilast Hrvatska

7 Aprevmllast Sandoz 30 mg filmom apremilast Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-198657026
obloZene tablete Hrvatska

8 Co—Rvoswera 30 mg/10 mg filmom rosuvastatinkalcij, ezetimib Krka - farma d.o.0., Radnicka cesta 48, HR-H-286941465
oblozene tablete Zagreb, Hrvatska

9 Laboratoires Thea, Zone Industrielle Du

HR-H-187677371

10 Galliad 0,74 — 1,85 GBq generator

germanijev[68Ge] klorid,

IRE Elit , Avenue De L'Esperance 1, Fleurus,

HR-H-904065634

Mylatabi 50 mg filmom oblozene
tablete

eltrombopagolamin

Centre 2nd floor, Tower Street, Swatar,
Birkirkara, Malta

radionuklida galijev[68Ga] klorid Belgija
11 Lenvatinib Remedica 10 mg tvrde lenvatinibbesilat Remed_lca Ltd., Ahgrnon Stre_et, Limassol HR-H-004801779
kapsule Industrial Estate, Limassol, Cipar
12 Lenvatinib Remedica 4 mg tvrde lenvatinibbesilat Remed_lca Ltd., Ahgrnon Stre_et, Limassol HR-H-004979664
kapsule Industrial Estate, Limassol, Cipar
13 Mvlatabi 25 ma filmom obloZene Tillomed Malta Limited, Tower Business
y 9 eltrombopagolamin Centre 2nd floor, Tower Street, Swatar, HR-H-831533476
tablete i
Birkirkara, Malta
14 Tillomed Malta Limited, Tower Business

HR-H-491688249
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15 Mviatabi 75 ma filmom oblosene Tillomed Malta Limited, Tower Business
y 9 eltrombopagolamin Centre 2nd floor, Tower Street, Swatar, HR-H-473153682
tablete L
Birkirkara, Malta
16 Ngnoscan 590 mlkrogra.ma set za albumin, ljudski Radiopharmacy Laboratory Ltd., Gyar utca 2, HR-H-598258633
pripravu radiofarmaceutika Budaors, Madarska
17 Orofar bez Secera 8,75 mg pastile |flurbiprofen STADA Arzng|m|ttvel AG, Stadastrasse 2-18, HR-H-151885926
Bad Vilbel, Njemacka
18 Trydg 0,15 mg/ml oralne kapi, kalcifediol hidrat Jg‘dran Galenski laboratorij d.d., Svilno 20, HR-H-054669440
otopina Rijeka, Hrvatska
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