Popis novoodobrenih lijekova u sije¢nju 2025. godine / The list of newly approved medicinal products in January 2025

Redni Lo Naziv djelatne tvari/Active L . . . Broj odobrenja/Marketing
broj/No. Naziv lijeka/Name Substante Nositelj odobrenja/Marketing Authorisation Holder Aithorication Nuirber
1 Alltecn.rj 1. g pr“asak za otopinu za ceftazidim pentahidrat Medochemlg Ltd., Constatinoupoleos Str. 1-10, HR-H-617533997
injekciju/infuziju Limassol, Cipar

2 Aperzyx 10 Eng, 20mgi30 mg aprem!last, apremilast, Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-663770454
filmom oblozene tablete apremilast Zagreb, Hrvatska

3 Aperzyx 30 mg filmom oblozZene apremilast Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-355474839
tablete Zagreb, Hrvatska

4 _Cprre?tw_on 59 mg/ml disperzija za Seljezova karboksimaltoza Viatris Limited, ngastown Industrial Park, HR-H-962105831
injekciju/infuziju Mulhuddart, Dublin, Irska

5 Dapt_omlcm_ MIP 350 mg “prasak za daptomicin MIP Pharma Croatia d.o.0., Mihanoviceva 14, HR-H-708408283
otopinu za injekciju/infuziju Zagreb, Hrvatska

6 Dapt_omlcm_ MIP 500 mg “prasak za daptomicin MIP Pharma Croatia d.o.0., Mihanoviceva 14, HR-H-579936412
otopinu za injekciju/infuziju Zagreb, Hrvatska

7 Doksazosin/finasterid MIP 4 mg/5  [finasterid, MIP Pharma Croatia d.o.0., Mihanoviceva 14,

. N : . HR-H-505954353

mg filmom oblozene tablete doksazosinmesilat Zagreb, Hrvatska

8 Dutamera 0,5 mg/0,4 mg tvrde dutasterid, tamsulozinklorid Galerllka International Kft., Baross utca 165/3, HR-H-894517516
kapsule Budadrs, Madarska

9 Ebozen 30 mg filmom oblozene edoksabantosilat hidrat Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-624382873
tablete Zagreb, Hrvatska

10 Ebozen 60 mg filmom oblozene edoksabantosilat hidrat Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-590780041
tablete Zagreb, Hrvatska

11 Eltrombopag Sandoz 12,5 mg eltrombopagolamin Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-937260518
filmom obloZene tablete Hrvatska

12 Eltrovmbopag Sandoz 25 mg filmom eltrombopagolamin Sandoz d.o.o., Maksimirska 120, Zagreb, HR-H-585559730
obloZene tablete Hrvatska

13 Eltrovmbopag Sandoz 50 mg filmom eltrombopagolamin Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-517361319
obloZene tablete Hrvatska

14 Eltrovmbopag Sandoz 75 mg filmom eltrombopagolamin Sandoz d.o.o., Maksimirska 120, Zagreb, HR-H-422775201
obloZene tablete Hrvatska

15 Enzalutamid Rhei 40 mg meke enzalutamid Rhei Ll_f_e d.o.o., Dunajska cesta 136, Ljubljana, HR-H-494034492
kapsule Slovenija

16 Gemgerta 100 mg filmom oblozene brivaracetam Zentiva k.s., U Kabelovvn}/ 130, Dolni HR-H-936501792
tablete Mecholupy, Prag 10, Ceska
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17 Gemgerta 50 mg filmom oblozene

Zentiva k.s., U Kabelovny 130, Dolni

produljenim oslobadanjem

Hrvatska

tablete brivaracetam Mecholupy, Prag 10, Ceska HR-H-490886577
18 Ef\olzijl?gn?;Sorglgggzlae;T;n ranolazin ﬁf:;itgi:o.o., Maksimirska 120, Zagreb, HR-H-132499376
19 EgébJﬁgn?gooﬁlggzglae;Te; ranolazin ﬁ?\gﬂéi:o.o., Maksimirska 120, Zagreb, HR-H-234579734
20 Halibrell 750 mg tablete s ranolazin Sandoz d.0.0., Maksimirska 120, Zagreb, HR.H.432125811

21 Natafol 5 mg tablete

folatna kiselina hidrat

Pharma$S d.o.o., Radni¢ka cesta 47, Zagreb,
Hrvatska

HR-H-961708131

22 Nintedanib Accordpharma 100 mg
meke kapsule

nintedanibesilat

Accord Healthcare Polska Sp. z o0.0., Ul
Tasmowa 7, Mazowieckie, VarSava, Poljska

HR-H-849556788

23 Nintedanib Accordpharma 150 mg
meke kapsule

nintedanibesilat

Accord Healthcare Polska Sp. z 0.0., Ul
Tasmowa 7, Mazowieckie, VarSava, Poljska

HR-H-165739712

24 Olpresan plus 20 mg/12,5 mg
filmom oblozene tablete

olmesartanmedoksomil,
hidroklorotiazid

MSN Labs Europe Limited, Kw20a Corradino
Park, Paola, Malta

HR-H-261013043

25 Olpresan plus 20 mg/25 mg filmom
oblozene tablete

olmesartanmedoksomil,
hidroklorotiazid

MSN Labs Europe Limited, Kw20a Corradino
Park, Paola, Malta

HR-H-339897980

26 Olpresan plus 40 mg/12,5 mg
filmom oblozene tablete

olmesartanmedoksomil,
hidroklorotiazid

MSN Labs Europe Limited, Kw20a Corradino
Park, Paola, Malta

HR-H-291784114

27 Olpresan plus 40 mg/25 mg filmom
oblozene tablete

olmesartanmedoksomil,
hidroklorotiazid

MSN Labs Europe Limited, Kw20a Corradino
Park, Paola, Malta

HR-H-344927853

28 Pazopanib Sandoz 200 mg filmom
oblozene tablete

pazopanibklorid

Sandoz d.o.0., Maksimirska 120, Zagreb,
Hrvatska

HR-H-970342587

29 Pazopanib Sandoz 400 mg filmom
oblozene tablete

pazopanibklorid

Sandoz d.o.0., Maksimirska 120, Zagreb,
Hrvatska

HR-H-957671422

filmom obloZene tablete

sorafenibtosilat

Lampousas, 1, Nicosia, Cipar

30 Setiapo 15 mg filmom obloZene edoksabantosilat hidrat Zentiva k.s., U Kabelovvn}/ 130, Dolni HR-H-163607020
tablete Mecholupy, Prag 10, CesSka
31 Setiapo 30 mg filmom obloZene edoksabantosilat hidrat Zentiva k.s., U Kabelovvn}/ 130, Dolni HR-H-714961004
tablete Mecholupy, Prag 10, Ceska
32 Setiapo 60 mg filmom obloZene edoksabantosilat hidrat Zentiva k.s., U Kabelovvny 130, Dolni HR-H-342108097
tablete Mecholupy, Prag 10, Ceska
33 Siargena 2,5 mg filmom obloZene . Genepharm S.A., 18th km. Marathonos
tablete apiksaban Avenue, Pallini, Attiki, Gréka HR-H-628671159
34 Siargena 5 mg filmom obloZene . Genepharm S.A., 18th km. Marathonos
tablete apiksaban Avenue, Pallini, Attiki, Gréka HR-H-421212481
35 Sorafenib Pharmascience 200 mg Pharmascience International Limited,

HR-H-564743460
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36 Sunitinib MSN 12,5 mg tvrde sunitinibmalat MSN Labs Europe Limited, Kw20a Corradino HR-H-111634084
kapsule Park, Paola, Malta
37 |sunitinib MSN 25 mg tvrde kapsule |sunitinibmalat MSN Labs Europe Limited, Kw20a Corradino |\ o 4\ 13533640
Park, Paola, Malta
38 Sunitinib MSN 50 mg tvrde kapsule |sunitinibmalat MSN Labs Europe Limited, Kw20a Corradino HR-H-008721829
Park, Paola, Malta
39 .Z(.aglu>'<'en 6 mg/ml otqplqa za liraglutid Zentivak.s., U Kabelovvn}/ 130, Dolni HR-H-485086578
injekciju u napunjenoj brizgalici Mecholupy, Prag 10, Ceska
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