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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

Apixaban ratiopharm GmbH 5 mg film-coated tablet ratiopharm GmbH
Apixaban ratiopharm GmbH 2.5 mg film-coated tablet ratiopharm GmbH
Apovomin 3 mg/ml solution for injection Dechra Regulatory B.V.
Brandasit 50 mg / 1000 mg film-coated tablet Genepharm S.A.
Brandasit 50 mg / 850 mg film-coated tablet Genepharm S.A.
Cabazitaxel Fresenius Kabi 20 mg/ml concentrate for solution for infusion Fresenius Kabi Ab
Dimethyl fumarate Sandoz 120 mg gastro-resistant capsule, hard Sandoz A/S
Dimethyl fumarate Sandoz 240 mg gastro-resistant capsule, hard Sandoz A/S
Erwinase 10000 U powder for solution for injection/infusion Porton Biopharma Limited
Lercanidipine Hydrochloride Accord 10 mg film-coated tablet Accord Healthcare B.V.
Lercanidipine Hydrochloride Accord 20 mg film-coated tablet Accord Healthcare B.V.
Meropenem Thrive 500 mg powder for solution for injection/infusion Thrive Pharma Ltd
Meropenem Thrive 1 g powder for solution for injection/infusion Thrive Pharma Ltd
Metformin STADA 500 mg prolonged-release tablet Stada Arzneimittel AG
Metformin STADA 750 mg prolonged-release tablet Stada Arzneimittel AG
Metformin STADA 1000 mg prolonged-release tablet Stada Arzneimittel AG
Oxycodone Abboxia 1 mg/ml solution for injection/infusion Abboxia AB
Oxycodone Abboxia 10 mg/ml solution for injection/infusion Abboxia AB
Porcivac Ery Parvo emulsion for injection Laboratorios Syva S.A.
Produodopa 240 mg/ml + 12 mg/ml solution for infusion AbbVie Oy
Temprace Vet 0.5 mg/ml solution for injection Le Vet. Beheer B.V.
Ticagrelor Mylan 60 mg film-coated tablet Mylan AB
Ticagrelor Mylan 90 mg film-coated tablet Mylan AB
Verdye 5 mg/ml powder for solution for injection Diagnostic Green GmbH
Zamisept 1 mg/ml eye drops, solution Laboratoires Thea

Cancelled authorisations

Accupro 5 mg film-coated tablet Pfizer Oy
Accupro 10 mg film-coated tablet Pfizer Oy
Accupro 20 mg film-coated tablet Pfizer Oy
Amorion 375 mg film-coated tablet Orion Corporation
Clozapine Accord 100 mg tablet Paranova Oy
Dasatinib Mylan 80 mg film-coated tablet Mylan AB
Dasatinib Mylan 140 mg film-coated tablet Mylan AB
Desloratadin Orion 5 mg film-coated tablet Orion Corporation
Dutasteride/Tamsulosinhydrochlorid Glenmark 0.5 mg / 0.4 mg capsule, hard Glenmark Arzneimittel GmbH
Esomeprazol Navamedic 20 mg gastro-resistant tablet Navamedic ASA
Esomeprazol Navamedic 40 mg gastro-resistant tablet Navamedic ASA
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Fexofenadine Bluefish 120 mg film-coated tablet Bluefish Pharmaceuticals AB
Fexofenadine Bluefish 180 mg film-coated tablet Bluefish Pharmaceuticals AB
Fluconazole Baxter 2 mg/ml solution for infusion Baxter Holding B.V.
Geepenil 606 mg powder for solution for injection Orion Corporation
Hydrea 500 mg capsule, hard Paranova Oy
Levact 2.5 mg/ml powder for concentrate for solution for infusion Astellas Pharma GmbH
Lidokain Mylan 10 mg/ml solution for injection Mylan Ireland Limited
Lidokain Mylan 20 mg/ml solution for injection Mylan Ireland Limited
Logimax Forte 10 mg / 95 mg prolonged-release tablet Paranova Oy
Longin Kirsikka 3 mg/ml oromucosal spray, solution Orion Corporation
Longin Sitruuna 3 mg lozenge Orion Corporation
Lunivia 1 mg film-coated tablet Alfred E. Tiefenbacher (GmbH & Co. KG)
Lunivia 2 mg film-coated tablet Alfred E. Tiefenbacher (GmbH & Co. KG)
Lunivia 3 mg film-coated tablet Alfred E. Tiefenbacher (GmbH & Co. KG)
Melatonin Orion 3 mg film-coated tablet Orion Corporation
Nefoxef 120 mg film-coated tablet Mylan AB
Oxycodone Orion 10 mg/ml solution for injection/infusion Orion Corporation
Proctosedyl rectal ointment Sanofi Oy
Salmeson 50 mikrog / 250 mikrog / annos inhalation powder, pre-dispensed Elpen Pharmaceutical Co. Inc.
Salmeson 50 mikrog / 500 mikrog / annos inhalation powder, pre-dispensed Elpen Pharmaceutical Co. Inc.
Soprobec 50 microg/dose pressurised inhalation, solution Glenmark Arzneimittel GmbH
Soprobec 100 microg/dose pressurised inhalation, solution Glenmark Arzneimittel GmbH
Soprobec 200 microg/dose pressurised inhalation, solution Glenmark Arzneimittel GmbH
Soprobec 250 microg/dose pressurised inhalation, solution Glenmark Arzneimittel GmbH
Tadalafil Sandoz 5 mg film-coated tablet Paranova Oy
Travoprost/Timolol Mylan 40 mikrog/ml + 5 mg/ml eye drops, solution Mylan AB
Vitaros 2 mg/g cream The Simple Pharma Company Limited
Voltaren Forte 23.2 mg/g gel 2care4 ApS
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