Popis novoodobrenih lijekova u studenom 2024. godine / The list of newly approved medicinal products in November 2024

Redni Lo Naziv djelatne tvari/Active L . . . Broj odobrenja/Marketing
broj/No. Naziv lijeka/Name Substante Nositelj odobrenja/Marketing Authorisation Holder Aithorication Nuirber
1 Aplk?aban Abela 2,5 mg filmom apiksaban Abela Pharm d.o.o., Radnicka cesta 218, HR-H-793332049
oblozene tablete Zagreb, Hrvatska

2 Aplk?aban Abela 5 mg filmom apiksaban Abela Pharm d.o.o., Radnicka cesta 218, HR-H-555868188
oblozene tablete Zagreb, Hrvatska

3 BOSthInIb Onkogen 100 mg filmom bosutinib Onkogen Kift., Becsi Ut 77-79, Budimpesta, HR-H-142443843
obloZene tablete Madarska

4 Bosuvt|n|b Onkogen 500 mg filmom bosutinib Onkogen Kift., Becsi Ut 77-79, Budimpesta, HR-H-173133260
obloZene tablete Madarska

5 Celekoksib Pliva 100 mg tvrde celekoksib Pliva Hrvatska d.o0.0., Prilaz baruna Filipovi¢a HR-H-393147065
kapsule 25, Zagreb, Hrvatska

6 Celekoksib Pliva 200 mg tvrde celekoksib Pliva Hrvatska d.o0.0., Prilaz baruna Filipovi¢a HR-H-282049580
kapsule 25, Zagreb, Hrvatska

7 Co-Avtorls 10 mg/10 mg filmom ator\_/agtatmkalcu trihidrat, Krka - farma d.o.0., Radnitka cesta 48, HR-H-637787048
obloZene tablete ezetimib Zagreb, Hrvatska

8 Co-A:tons 10 mg/20 mg filmom ator\_/agtatlnkalcu trihidrat, Krka - farma d.o.0., Radnitka cesta 48, HR-H-336622775
obloZene tablete ezetimib Zagreb, Hrvatska

9 Co-A:tons 10 mg/40 mg filmom ator\_/agtatlnkalcu trihidrat, Krka - farma d.o.0., Radnitka cesta 48, HR-H-392657560
obloZene tablete ezetimib Zagreb, Hrvatska

10 Co—A:torls 10 mg/80 mg filmom ator\_/agtatlnkalcu trihidrat, Krka - farma d.o.0., Radnitka cesta 48, HR-H-650062255
obloZene tablete ezetimib Zagreb, Hrvatska

11 Dekgametgzpn Q_alt_an|ka__4 mg/ml natrijev deksametazonfosfat Galerllka International Kft., Baross utca 165/3, HR-H-883384294
otopina za injekciju/infuziju Budadrs, Madarska

12 Diosmin Kéri 1000 mg filmom . . Kéri Pharma Hungary Kft., Bartha Boldizsar
oblozene tablete diosmin Utca 7, Debrecen,Hajdu-Bihar, Madarska HR-H-058652920

13 |p-vital 12 500 IU tvrde kapsule  |kolekalciferol proximum d.0.0., Vodnikova 5, zagreb, HR-H-126419843

14 |b-vital 25 000 IU tvrde kapsule  |kolekalciferol proximum d.0.0., Vodnikova 5, zagreb, HR-H-525286031

15 |p-vital 5 600 1U tvrde kapsule kolekalciferol proximum d.0.0., Vodnikova 5, zagreb, HR-H-894041981

16 Edolfsaban Genericon 15 mg filmom edoksabantosilat hidrat Genericon Pharma Gesellschqft m.b.H., HR-H-705467153
obloZene tablete HafnerstralRe 211, Graz, Austrija
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17 Edolisaban Genericon 30 mg filmom edoksabantosilat hidrat Genericon Pharma Gesellscha}ft m.b.H., HR-H-302477699
obloZene tablete HafnerstraBe 211, Graz, Austrija
18 Edolisaban Genericon 60 mg filmom edoksabantosilat hidrat Genericon Pharma Gesellscha}ft m.b.H., HR-H-020541927
obloZene tablete HafnerstraRe 211, Graz, Austrija
19 Soj virusa influence
(inaktivirani, fragmentirani)
Efluelda, suspenzija za injekciju u  |Tip A (H1N1), Soj virusa
napunjenoj Strcaljki, cjepivo protiv  |influence (inaktivirani, Sanofi Winthrop Industrie, 82, avenue Raspail, HR-H-537363691
influence (fragmentirani virion), fragmentirani) Tip A (H3N2), [Gentilly, Francuska
inaktivirano, 60 mikrograma HA/soju | Soj virusa influence
(inaktivirani, fragmentirani)
Tip B
20 Ezetimib/atorvastatin Krka 10 mg/10 |atorvastatinkalcij trihidrat, Krka d.d. Novo mesto, Smarjeska cesta 6,
. N - N HR-H-965860813
mg filmom obloZene tablete ezetimib Novo Mesto, Slovenija
21 Ezetimib/atorvastatin Krka 10 mg/20 |atorvastatinkalcij trihidrat, Krka d.d. Novo mesto, Smarje$ka cesta 6,
. N - N HR-H-079850300
mg filmom obloZene tablete ezetimib Novo Mesto, Slovenija
22 Ezetimib/atorvastatin Krka 10 mg/40 |atorvastatinkalcij trihidrat, Krka d.d. Novo mesto, Smarje$ka cesta 6,
. N - N HR-H-053648061
mg filmom obloZene tablete ezetimib Novo Mesto, Slovenija
23 Ezetimib/atorvastatin Krka 10 mg/80 |atorvastatinkalcij trihidrat, Krka d.d. Novo mesto, Smarje$ka cesta 6,
. N - N HR-H-836138012
mg filmom obloZene tablete ezetimib Novo Mesto, Slovenija
24 Ezetimib/atorvastatin TAD 10 mg/10 |atorvastatinkalcij trihidrat, TAD Pharma Gmbh, Heinz-Lohmann-Stralie 5,
) . L . Y HR-H-745978720
mg filmom obloZene tablete ezetimib Cuxhaven, Njemacka
25 Ezetimib/atorvastatin TAD 10 mg/20 |atorvastatinkalcij trihidrat, TAD Pharma Gmbh, Heinz-Lohmann-Stralie 5,
. N s : . HR-H-558906335
mg filmom obloZene tablete ezetimib Cuxhaven, Njemacka
26 Ezetimib/atorvastatin TAD 10 mg/40 |atorvastatinkalcij trihidrat, TAD Pharma Gmbh, Heinz-Lohmann-Stralie 5,
. N s : . HR-H-946281201
mg filmom obloZene tablete ezetimib Cuxhaven, Njemacka
27 Ezetimib/atorvastatin TAD 10 mg/80 |atorvastatinkalcij trihidrat, TAD Pharma Gmbh, Heinz-Lohmann-Stralie 5,
) . L . Y HR-H-275958797
mg filmom obloZene tablete ezetimib Cuxhaven, Njemacka
28 Intestipret meke Zelu€anootporne etengno ulje paprene Bionorica SE., Ker§chenste|nerstra[3e 11-15, HR-H-305513823
kapsule metvice Neumarkt, Njemacka
29 Laberon 100/6 mikrograma po beklometazondipropionat, |Stada d.o.o., Hercegovacka 14, Zagreb,
! . : o HR-H-661877983
potisku, stlaceni inhalat, otopina formoterolfumarat dihidrat  [Hrvatska
30 Laberon 200/6 mikrograma po beklometazondipropionat, |Stada d.o.o., Hercegovacka 14, Zagreb,
! . . o HR-H-640537056
potisku, stlaceni inhalat, otopina formoterolfumarat dihidrat  [Hrvatska
31 Leponex 200 mg tablete klozapin \élf/t;ltssgvatska d.0.0., Koranska 2, Zagreb, HR-H-267582554
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32 - L _
Litijev klorid LiDCO 0,15 mmol/ml - : LiDCO Netherlands B.V., Van Heuven
otopina za injekciju litjev klorid Goedhartlaan 935a, Amstelveen, Nizozemska HR-H-067194368
33 . - . Menarini International Operations Luxembourg
Nesyrgy 5 mg/10 mg filmom amlodipinbesilat, S.A., 1, Avenue de la Gare, Luksemburg, HR-H-886980947
obloZene tablete nebivololklorid
Luksemburg
34 , . - . Menarini International Operations Luxembourg
Nesyrgy 5 mg/5 mg filmom oblozene|amlodipinbesilat, S.A., 1, Avenue de la Gare, Luksemburg, HR-H-594203980
tablete nebivololklorid
Luksemburg
35 Ngzalllx 137 mlkrograma/50 . azelastinklorid, PharmaS d.o.o., Radni¢ka cesta 47, Zagreb,
mikrograma po potisku, sprej za : . HR-H-828087628
- flutikazonpropionat Hrvatska
nos, suspenzija
36 Suggmadeks' Acgord 100 mg/ml sugamadeksnatrij Accord Healthcare P_olslfa Sp. g 0.0., UI'. HR-H-899515195
otopina za injekciju Tasmowa 7, Mazowieckie, VarSava, Poljska
37 Utrogestan 400 mg meke kapsule Besins Healthcare Ireland Limited, 16 m
za rodnicu progesteron Pembroke Street Upper, Dublin 2, Irska HR-H-931097738
38 Va_llomlndo_ 80 mg/1,5 mg tablete s valsartan, indapamid Krka - farma d.o.0., Radni¢ka cesta 48, HR-H-788746058
prilagodenim oslobadanjem Zagreb, Hrvatska
39 Soj virusa influence
(inaktivirani, fragmentirani)
Vaxigrip, suspenzija za injekciju u Tip A (HIN1), Soj virusa
napunjenoj strcaljki, cjepivo protiv  |influence (inaktivirani, Sanofi Winthrop Industrie, 82, avenue Raspail, HR-H-952936215
influence (fragmentirani virion), fragmentirani) Tip A (H3N2), [Gentilly, Francuska
inaktivirano Soj virusa influence
(inaktivirani, fragmentirani)
Tip B
40 Zyfogam 5 mg filmom oblogene Bausch Health Ireland Limited, 3013 Lake
tableqte 9 linagliptin Drive, Citywest Business Campus, Dublin 24, |HR-H-943826941
Irska
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