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

disperziju za infuziju

Hrvatska

Redni Lo Naziv djelatne tvari/Active L . . . Broj odobrenja/Marketing
broj/No. Naziv lijeka/Name Substante Nositelj odobrenja/Marketing Authorisation Holder Aithorication Nuirber
1 Abutrax 5 mg/ml prasak za paklitaksel Stada d.o.o., Hercegovacka 14, Zagreb, HR-H-793701682

Ceftriakson Swyssi 2 g prasak za
otopinu za injekciju/infuziju

ceftriaksonnatrij

Swyssi AG, Lyoner Stral3e 14, Schwanheim,
Frankfurt Am Main, Hessen, Njemacka

2 Aciklovir Accord 200 mg tablete  |aciklovir Accord Healthcare Polska Sp. 2 0.0,, Ul HR-H-991229447
Tasmowa 7, Mazowieckie, Var8ava, Poljska
3 Aciklovir Accord 400 mg tablete  |aciklovir Accord Healthcare Polska Sp. 2 0.0,, Ul HR-H-593346724
Tasmowa 7, Mazowieckie, Var8ava, Poljska
4 . . . . .
Ceftr|akson' $wy§§| 1 g pfasak za ceftriaksonnatri Swyssi AG, Lyonfer StralRe 14, _Schvxianhelm, HR-H-498268066
otopinu za injekciju/infuziju Frankfurt Am Main, Hessen, Njemacka
5

HR-H-713358746

6 Ciklofosfamid Accord 200 mg/ml
koncentrat za otopinu za
injekciju/infuziju

ciklofosfamid hidrat

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

HR-H-872342996

zelu€anootporne kapsule

dimetilfumarat

Park, Paola, Malta

! Damklin 100 mg vagitoriji klindamicinfosfat Makpharm d.o.0., Trnjanska cesta 37/1, HR-H-719167965
Zagreb, Hrvatska
8 Dekr.|stol 20 000 1U/ml oralne kapi, kolekalciferol Mibe Pharmaceuticals d.o.0., Zavrtnica 17, HR-H-049775212
otopina Zagreb, Hrvatska
9 Dimetilfumarat MSN 120 mg tvrde MSN Labs Europe Limited, Kw20a Corradino

HR-H-808521986

10 Dimetilfumarat MSN 240 mg tvrde
zelu€anootporne kapsule

dimetilfumarat

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

HR-H-016929953

11 Eplerenon MSN 25 mg filmom
oblozene tablete

eplerenon

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

HR-H-478422941

12 Eplerenon MSN 50 mg filmom
oblozene tablete

eplerenon

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

HR-H-904498436

13 Eribulin EVER Pharma 0,44 mg/mi
otopina za injekciju

eribulinmesilat

EVER Valinject GmbH, Oberburgau 3,
Unterach am Attersee, Austrija

HR-H-870080195
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14 Povrsinski antigeni
inaktiviranog virusa
influence soj A (H1N1),
N L Povrsinski antigeni .
Ln;lug/r?c;:gllsgtfgaz#; za injekciju u inaktiviranog virusa \él:/t;;zgvatska d.o.o., Koranska 2, Zagreb, HR-H-985491446
punjenol J influence soj A (H3N2),
Povrsinski antigeni
inaktiviranog virusa
influence soj B
15 Lumobry 0 25 ma/ml kapi za oko Bausch + Lomb Ireland Limited, 3013 Lake
otopinay ' 9 P ' brimonidintartarat Drive, Citywest Business Campus, Dublin 24, |HR-H-153563402
Irska
16 Perindoprilarginin/indapamid/amlodi . S .
pin Krka 10 mg /2,5 mg /10 mg permdop_rllarglnm,_ _ _ Krka - farma d.o.o., Radnicka cesta 48, HR-H-427257290
tablete indapamid, amlodipinbesilat |Zagreb, Hrvatska
17 Perindoprilarginin/indapamid/amlodi . I .
pin Krka 10 mg /2,5 mg /5 mg permdop'rllarglnln,. . . Krka - farma d.o.o., Radni¢ka cesta 48, HR-H-629329446
tablete indapamid, amlodipinbesilat |Zagreb, Hrvatska
18 Perindoprilarginin/indapamid/amlodi . S .
pin Krka 5 mg /1,25 mg /5 mg permdop_rllarglnm,_ _ _ Krka - farma d.o.o., Radnicka cesta 48, HR-H-114285340
tablete indapamid, amlodipinbesilat |Zagreb, Hrvatska
19 Ramipril/amlodipin Sandoz 10 ramipril, amlodipinbesilat Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-337004245
mg/10 mg tvrde kapsule Hrvatska
20 Ramipril/amlodipin Sandoz 10 mg/5 ramipril, amlodipinbesilat Sandoz d.o.o., Maksimirska 120, Zagreb, HR-H-465528664
mg tvrde kapsule Hrvatska
21 Ramipril/amlodipin Sandoz 5 mg/10 ramipril, amlodipinbesilat Sandoz d.o.o., Maksimirska 120, Zagreb, HR-H-214437792
mg tvrde kapsule Hrvatska
22 Ramipril/amlodipin Sandoz 5 mg/5 ramipril, amlodipinbesilat Sandoz d.o.o0., Maksimirska 120, Zagreb, HR-H-984668816
mg tvrde kapsule Hrvatska
23 Ranolz?lzn? Accord 375 mg tablete s ranolazin Accord Healthcare Ffolslfa Sp. % 0.0., UI'. HR-H-188739599
produljenim oslobadanjem Tasmowa 7, Mazowieckie, VarSava, Poljska
24 Ranolz?lzn? Accord 500 mg tablete s ranolazin Accord Healthcare Ffolslfa Sp. % 0.0., UI'. HR-H-721678967
produljenim oslobadanjem Tasmowa 7, Mazowieckie, VarSava, Poljska
25 Ranolz?lzn? Accord 750 mg tablete s ranolazin Accord Healthcare Ffolslfa Sp. % 0.0., UI'. HR-H-351939801
produljenim oslobadanjem Tasmowa 7, Mazowieckie, VarSava, Poljska
26 Telirem 14 mg filmom oblozene teriflunomid Alpha-Medical d.o.o., Dragutina Golika 36, HR-H-557547366
tablete Zagreb, Hrvatska
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27 Tlvlemaq 10vmg, 20mgi 30 mg apremilast Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-310635631
filmom obloZzene tablete Hrvatska

28 Tivlemaq 30 mg filmom oblozene apremilast Sandoz d.o.0., Maksimirska 120, Zagreb, HR-H-629196570
tablete Hrvatska

29 Torvas 10 mg filmom oblozene atorvastatinkalcij trihidrat Belupo !uekow i kozmetika d.d., Ulica Danica 5, HR-H-627232753
tablete Koprivnica, Hrvatska

30 Torvas 20 mg filmom oblozene atorvastatinkalcij trihidrat Belupo !uekow i kozmetika d.d., Ulica Danica 5, HR-H-756442565
tablete Koprivnica, Hrvatska

31 Torvas 40 mg filmom oblozene atorvastatinkalcij trihidrat Belupo !uekow i kozmetika d.d., Ulica Danica 5, HR-H-261320572
tablete Koprivnica, Hrvatska

32 Torvas 80 mg filmom oblozene atorvastatinkalcij trihidrat Belupo !uekow i kozmetika d.d., Ulica Danica 5, HR-H-255201700
tablete Koprivnica, Hrvatska

33 Va_llomlndo_ 160 mg/1,5 mg tablete s valsartan, indapamid Krka - farma d.o.0., Radni¢ka cesta 48, HR-H-661290088
prilagodenim oslobadanjem Zagreb, Hrvatska
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