
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/02/2025 - 28/02/2025

1

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.
The information contained in the document is based on the applicant's notification and the situation at the time of submitting the document.

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Azelastine/Fluticasone Newbury 125 mikrog + 50 mikrog / annos nasal spray, suspension Newbury Pharmaceuticals AB
Azerix 125 mikrog + 50 mikrog / annos nasal spray, suspension Especialidades Farmaceuticas Centrum S.A.
Bimatix 400 mg film-coated tablet STADA Arzneimittel AG
Bimatix 100 mg film-coated tablet STADA Arzneimittel AG
Bupropion Omet Pharma 150 mg modified-release tablet Omet Pharma AB
Caspofungin Demo S.A. 50 mg powder for concentrate for solution for infusion Demo S.A.
Caspofungin Demo S.A. 70 mg powder for concentrate for solution for infusion Demo S.A.
Clotic 10 mg/ml ear drops, solution in single-dose container Laboratorios Salvat S.A.
Dacepton 5 mg/ml solution for infusion Paranova Oy
Daptomycin MIP Pharma 350 mg powder for solution for injection/infusion MIP Pharma GmbH
Daptomycin MIP Pharma 500 mg powder for solution for injection/infusion MIP Pharma GmbH
Dicloabak 1 mg/ml eye drops, solution Orifarm Oy
Ezetimib/Atorvastatin Krka 10 mg / 10 mg film-coated tablet KRKA d.d. Novo mesto
Ezetimib/Atorvastatin Krka 10 mg / 40 mg film-coated tablet KRKA d.d. Novo mesto
Ezetimib/Atorvastatin Krka 10 mg / 20 mg film-coated tablet KRKA d.d. Novo mesto
Ezetimib/Atorvastatin Krka 10 mg / 80 mg film-coated tablet KRKA d.d. Novo mesto
Fercarbos 50 mg Fe / ml Dispersion for injection/infusion Viatris Limited
Gynover 10E8 CFU / 10E8 CFU vaginal capsule, hard Verman Ab Oy
Lanreotide Viatris 60 mg solution for injection in pre-filled syringe Viatris Limited
Lanreotide Viatris 120 mg solution for injection in pre-filled syringe Viatris Limited
Lanreotide Viatris 90 mg solution for injection in pre-filled syringe Viatris Limited
Metoclopramide Noridem 5 mg/ml solution for injection Noridem Enterprises Limited
Microlax rectal solution Paranova Oy
Mirabegron Avansor 50 mg prolonged-release tablet Avansor Pharma Oy
Nilotinib Zentiva 200 mg capsule, hard Zentiva k.s.
Nilotinib Zentiva 50 mg capsule, hard Zentiva k.s.
Nilotinib Zentiva 150 mg capsule, hard Zentiva k.s.
Odyral 20 mg/ml eye drops, solution in single-dose container Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Pomalidomide Bioglan 2 mg capsule, hard Bioglan AB
Pomalidomide Bioglan 4 mg capsule, hard Bioglan AB
Pomalidomide Bioglan 3 mg capsule, hard Bioglan AB
Pomalidomide STADA 1 mg capsule, hard STADA Arzneimittel AG
Pomalidomide STADA 2 mg capsule, hard STADA Arzneimittel AG
Pomalidomide STADA 3 mg capsule, hard STADA Arzneimittel AG
Pomalidomide STADA 4 mg capsule, hard STADA Arzneimittel AG
Sporanox 100 mg capsule, hard Abacus Medicine A/S
Teriflunomide Olpha 14 mg film-coated tablet Olpha AS
Ticagrelor Accord 90 mg film-coated tablet Accord Healthcare B.V.
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Ticagrelor Accord 60 mg film-coated tablet Accord Healthcare B.V.
Tigecycline Norameda 50 mg powder for solution for infusion UAB Norameda
Valtrex 500 mg film-coated tablet Orifarm Oy

Cancelled authorisations

Balfumon 120 mg gastro-resistant capsule, hard G.L. Pharma GmbH
Balfumon 240 mg gastro-resistant capsule, hard G.L. Pharma GmbH
Clofarabine Avansor 1 mg/ml concentrate for solution for infusion Avansor Pharma Oy

Enanton Depot Dual 11.25 mg
powder and solvent for suspension for injection in pre-
filled syringe

Paranova Oy

Eprecis vet 20 mg/ml solution for injection Ceva Sante Animale
Ghemaxan 2 000 IU (20 mg) / 0.2 ml solution for injection in pre-filled syringe Chemi S.p.A.
Ibusal 800 mg film-coated tablet Orion Corporation
Ibusal 200 mg film-coated tablet Orion Corporation
Ibusal 600 mg film-coated tablet Orion Corporation
Isosorbide Mononitrate Vitabalans 10 mg tablet Vitabalans Oy
Laxido powder for oral solution in single-dose container InterGal Pharma Ireland Limited
Laxido Appelsiini powder for oral solution in single-dose container InterGal Pharma Ireland Limited
Oftan C-C 2 mg/ml + 5 mg/ml eye drops, solution Santen Oy
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