Popis novoodobrenih lijekova u listopadu 2023. godine / The list of newly approved medicinal products in October 2023

Redni Lo Naziv djelatne tvari/Active L . . . Broj odobrenja/Marketing
broj/No. Naziv lijeka/Name Substante Nositelj odobrenja/Marketing Authorisation Holder Aithorication Nuirber
1 Airing 0,120 mg/0,015 mg tijekom . . .

24 sata, sustav za isporuku u etonogestrel, etinilestradiol AI.COI‘e Life Smenc?s B.V.,.Boxbergerweg 119, HR-H-431895168
rodnicu Diepenveen, Overijssel, Nizozemska
2 Budosan 4 mg Cepidi budezonid Dr. -Falk PhgrmamabH, Leinenweberstrafie 5, HR-H-837692946
Freiburg, Njemacka
3 Ditagfenda 240 ma tvrde AdAlvo Limited, Sir Temi Zammit Buildings, 4
orad g dimetilfumarat Malta Life Sciences Park Building 1 Level, San |HR-H-657202504
zelu€anootporne kapsule
Gwann, Malta
4 Ditagfendal20 ma tvrde AdAlvo Limited, Sir Temi Zammit Buildings, 4
orad g dimetilfumarat Malta Life Sciences Park Building 1 Level, San (HR-H-285047944
zelu¢anootporne kapsule
Gwann, Malta
5 . . HWI pharma services GmbH, Rheinzaberner
Dolgit 50 mg/g krema ibuprofen Strasse 8, Ruelzheim, Njematka HR-H-107809398
6 Eltrombopag Alpha-Medical 25 mg eltrombopagolamin Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-323312646
filmom oblozene tablete Zagreb, Hrvatska
7 Eltrombopag Alpha-Medical 50 mg eltrombopagolamin Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-328487145
filmom oblozene tablete Zagreb, Hrvatska
8 Erlt_)glln S"TADA 0,44 mg/ml otopina eribulinmesilat Stada d.o.o., Hercegovacka 14, Zagreb, HR-H-546779645
za injekciju Hrvatska
9 Letrclzol Remedica 2,5 mg filmom letrozol Remeqlca Ltd., Ahgrnon Stregt, Limassol HR-H-342092738
obloZene tablete Industrial Estate, Limassol, Cipar
10" |piivit D3 5600 IU meke kapsule  |kolekalciferol Pliva Hrvatska d.o.o., Prilaz baruna Filipovica e 14 182539835
25, Zagreb, Hrvatska
11 Rivaroksaban Zentiva 10 mg tvrde rivaroksaban Zentiva k.s., U Kabelovvny 130, Dolni HR-H-968003791
kapsule Mecholupy, Prag 10, Ceska
12 Rivaroksaban Zentiva 15 mg tvrde rivaroksaban Zentiva k.s., U Kabelovvny 130, Dolni HR-H-565925472
kapsule Mecholupy, Prag 10, Ceska
13 Rivaroksaban Zentiva 20 mg tvrde rivaroksaban Zentiva k.s., U Kabelovvny 130, Dolni HR-H-349502128
kapsule Mecholupy, Prag 10, Ceska
14 AdAlvo Limited, Malta Life Sciences Park,
Tunient 120 mikrograma . Building 1, Level 4, Sir Temi Zammit Buildings,
sublingvalne tablete desmopresinacetat San Gwann Industrial Estate, San Gwann, HR-H-641179705
Malta
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15 AdAlvo Limited, Malta Life Sciences Park,
Tunient 240 mikrograma . Building 1, Level 4, Sir Temi Zammit Buildings,
sublingvalne tablete desmopresinacetat San Gwann Industrial Estate, San Gwann, HR-H-145881636
Malta
16 AdAlvo Limited, Malta Life Sciences Park,
Tunient 60 mikrograma sublingvalne desmopresinacetat Building 1, Level 4, - Sir Temi Zammit Buildings, HR-H-350810717
tablete San Gwann Industrial Estate, San Gwann,
Malta
17 Tuxanuva 110 mg tvrde kapsule dabigatraneteksilatmesilat ﬁtig?si;'o” Hercegovacka 14, Zagreb, HR-H-579346798
18 Tuxanuva 150 mg tvrde kapsule dabigatraneteksilatmesilat ﬁtig?si;'o" Hercegovacka 14, Zagreb, HR-H-556606774
19 Tuxanuva 75 mg tvrde kapsule dabigatraneteksilatmesilat ﬁ:ig?si:'o” Hercegovacka 14, Zagreb, HR-H-532867636
20 -U.raplt.j.ll I-<alce.l.<s 25 mg otopina za urapidil AS Kalceks, Krustpils iela 71E, Riga, Latvija HR-H-917564032
injekciju/infuziju
21 [Urapidil Kalceks 50 mg otopinaza |, . AS Kalceks, Krustpils iela 71E, Riga, Latvija  |HR-H-803841965
injekciju/infuziju
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