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Naziv lijeka/Name
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Substance
Nositelj odobrenja/Marketing Authorisation Holder

Broj odobrenja/Marketing 

Authorisation Number

1 Acetilcistein Zambon 600 mg 

šumeće tablete
acetilcistein

Zambon S.p.A., Via Lillo del Duca, 10, Bresso 

(Milano), Italija
HR-H-839372361

2 Ambroksolklorid Galenika 20 mg 

pastile
ambroksolklorid

Galenika International Kft., Baross utca 165/3, 

Budaörs, Mađarska
HR-H-266077631

3
Deksametazon Zentiva 4 mg tablete deksametazon

Zentiva k.s., U Kabelovny 130, Dolni 

Mecholupy, Prag 10, Češka
HR-H-003645847

4
Dipleksil 250 mg želučanootoporne 

tablete
heminatrijev valproat

Tecnifar Industria Tecnica Farmaceutica S.A., 

Torre Sul, Rua José Da Costa Pedreira 11 B, 

Lisabon, Portugal

HR-H-724539099

5
Dipleksil 500 mg želučanootoporne 

tablete
heminatrijev valproat

Tecnifar Industria Tecnica Farmaceutica S.A., 

Torre Sul, Rua José Da Costa Pedreira 11 B, 

Lisabon, Portugal

HR-H-711820559

6 Escitalopram Grindeks 10 mg 

filmom obložene tablete
escitalopramoksalat Grindeks AS, Krustpils iela 53, Riga, Latvija HR-H-044449875

7 Escitalopram Grindeks 20 mg 

filmom obložene tablete
escitalopramoksalat Grindeks AS, Krustpils iela 53, Riga, Latvija HR-H-856403393

8 Escitalopram Grindeks 5 mg filmom 

obložene tablete
escitalopramoksalat Grindeks AS, Krustpils iela 53, Riga, Latvija HR-H-432072785

9 Flonseno 25 mikrograma/125 

mikrograma po potisku, stlačeni 

inhalat, suspenzija

salmeterolksinafoat, 

flutikazonpropionat

Alkaloid - INT d.o.o., Šlandrova ulica 4, 

Ljubljana - Črnuče, Slovenija
HR-H-326006833

10 Flonseno 25 mikrograma/250 

mikrograma po potisku, stlačeni 

inhalat, suspenzija

salmeterolksinafoat, 

flutikazonpropionat

Alkaloid - INT d.o.o., Šlandrova ulica 4, 

Ljubljana - Črnuče, Slovenija
HR-H-092862384

11 Flonseno 25 mikrograma/50 

mikrograma po potisku, stlačeni 

inhalat, suspenzija

salmeterolksinafoat, 

flutikazonpropionat

Alkaloid - INT d.o.o., Šlandrova ulica 4, 

Ljubljana - Črnuče, Slovenija
HR-H-989832615

12
Gapulsid 1 mg tablete cinitapridhidrogentartarat

Novatin Limited, 230, Second Floor, 

Eucharistic Congress Road, Mosta, Malta
HR-H-759403271

13 Kazak 10 mg otopina za injekciju u 

napunjenoj štrcaljki
metotreksat

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-715275878

14 Kazak 15 mg otopina za injekciju u 

napunjenoj štrcaljki
metotreksat

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-236889010

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

F-0818/2**MA-OP-0019 1/2



15 Kazak 20 mg otopina za injekciju u 

napunjenoj štrcaljki
metotreksat

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-505593404

16 Kazak 25 mg otopina za injekciju u 

napunjenoj štrcaljki
metotreksat

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-853136565

17 Kazak 7,5 mg otopina za injekciju u 

napunjenoj štrcaljki
metotreksat

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-463373621

18 Pirfenidon Accord 267 mg filmom 

obložene tablete
pirfenidon

Accord Healthcare Polska Sp. z o.o., Ul. 

Tasmowa 7, Mazowieckie, Varšava, Poljska
HR-H-325579005

19 Pirfenidon Accord 801 mg filmom 

obložene tablete
pirfenidon

Accord Healthcare Polska Sp. z o.o., Ul. 

Tasmowa 7, Mazowieckie, Varšava, Poljska
HR-H-273589108

20 Riminon 1 mg/ml otopina za 

injekciju/infuziju
milrinon

Makpharm d.o.o., Trnjanska cesta 37/1, 

Zagreb, Hrvatska
HR-H-337834098

21 Solifenacinsukcinat/tamsulozinklorid 

Viatris 6 mg/0,4 mg tablete s 

prilagođenim oslobađanjem

solifenacinsukcinat, 

tamsulozinklorid

Viatris Limited, Damastown Industrial Park, 

Mulhuddart, Dublin, Irska
HR-H-195727064

22 Sugamadeks AptaPharma 100 

mg/ml otopina za injekciju
sugamadeksnatrij

Apta Medica Internacional d.o.o., Likozarjeva 

ulica 6, Ljubljana, Slovenija
HR-H-033314955
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