
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/04/2026 - 30/04/2026

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

ALUTARD SQ 225 Timotei (Phleum pratense), siitepölyt suspension for injection ALK-Abello A/S
Amypha 100 mg capsule, hard Macure Pharma ApS
Apixaban Indoco 5 mg film-coated tablet Indoco Remedies Czech s.r.o.
Apixaban Indoco 2.5 mg film-coated tablet Indoco Remedies Czech s.r.o.
Apremilast Bioglan 10 mg + 20 mg + 30 mg film-coated tablet Bioglan AB
Apremilast Bioglan 30 mg film-coated tablet Bioglan AB
Atenativ 50 IU/ml powder and solvent for solution for infusion Octapharma AB
Baclofen Afortas 1 mg/ml oral solution 2Care4 Generics ApS
Cisatracurium Noridem 2 mg/ml solution for injection/infusion Noridem Enterprises Limited
Dapagliflozin STADA 10 mg film-coated tablet STADA Arzneimittel AG
Dapagliflozin STADA 5 mg film-coated tablet STADA Arzneimittel AG
Decitabine EVER Pharma 50 mg powder for concentrate for solution for infusion EVER Valinject GmbH
Desirett 75 microgram(s) film-coated tablet Abacus Medicine A/S
Dexozed 1 mg/ml eye drops, solution Horus Pharma
Epinadren 300 microgram(s) solution for injection in pre-filled pen Viatris Oy
Epinadren Junior 150 microgram(s) solution for injection in pre-filled pen Viatris Oy
Hilkota 50 mikrog/g + 0.5 mg/g cutaneous foam Glenmark Arzneimittel GmbH
Isoprotrace 10 microgram(s) kit for radiopharmaceutical preparation Billev Pharma ApS
Ketiva Vet 150 mg/ml solution for injection VetViva Richter GmbH
Linagliptin Accord 5 mg film-coated tablet Accord Healthcare B.V.
Maltofer 100 mg chewable tablet Orifarm Oy
Melatonin Vitabalans 4 mg tablet Vitabalans Oy
Melatonin Vitabalans 1 mg tablet Vitabalans Oy
Melatonin Vitabalans 2 mg tablet Vitabalans Oy
Micrazym 25000 Unit(s) gastro-resistant capsule, hard Circius Pharma AB
Micrazym 10000 Unit(s) gastro-resistant capsule, hard Circius Pharma AB
Mirabegron Glenmark 25 mg prolonged-release tablet Glenmark Arzneimittel GmbH
Nintedanib Bioglan 100 mg capsule, soft Bioglan AB
Nintedanib Bioglan 150 mg capsule, soft Bioglan AB
Paracetamol Kabi 10 mg/ml solution for infusion Fresenius Kabi AB
Perampanel Orion 2 mg film-coated tablet Orion Corporation
Perampanel Orion 12 mg film-coated tablet Orion Corporation
Perampanel Orion 4 mg film-coated tablet Orion Corporation
Perampanel Orion 6 mg film-coated tablet Orion Corporation
Perampanel Orion 8 mg film-coated tablet Orion Corporation
Perampanel Orion 10 mg film-coated tablet Orion Corporation
Pirfenidone Glenmark 267 mg film-coated tablet Glenmark Arzneimittel GmbH
Pirfenidone Glenmark 801 mg film-coated tablet Glenmark Arzneimittel GmbH
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Primidon Afortas 50 mg tablet 2Care4 Generics ApS
Primidon Afortas 125 mg tablet 2Care4 Generics ApS
Primidon Afortas 250 mg tablet 2Care4 Generics ApS
Primolut N 5 mg tablet Abacus Medicine A/S
Remodulin 10 mg/ml solution for infusion Abacus Medicine A/S
Rocuronium bromide Noridem 10 mg/ml solution for injection/infusion Noridem Enterprises Limited
Ropivacaine Noridem 2 mg/ml solution for injection Noridem Enterprises Limited
Ropivacaine Noridem 2 mg/ml solution for infusion Noridem Enterprises Limited
Ropivacaine Noridem 7.5 mg/ml solution for injection Noridem Enterprises Limited
Ropivacaine Noridem 10 mg/ml solution for injection Noridem Enterprises Limited
Ropivacaine Noridem 5 mg/ml solution for injection Noridem Enterprises Limited
Vortioxetine Orion 5 mg film-coated tablet Orion Corporation
Vortioxetine Orion 10 mg film-coated tablet Orion Corporation
Vortioxetine Orion 20 mg film-coated tablet Orion Corporation
Vortioxetine Orion 15 mg film-coated tablet Orion Corporation

Cancelled authorisations

Abiraterone ratiopharm 500 mg film-coated tablet Teva B.V.
Adaxor 10 mg film-coated tablet Avansor Pharma Oy
Adaxor 20 mg film-coated tablet Avansor Pharma Oy
Apomorphine Stada 5 mg/ml solution for infusion in pre-filled syringe STADA Arzneimittel AG
Aripiprazole Avansor 30 mg tablet Avansor Pharma Oy
Aripiprazole Avansor 10 mg tablet Avansor Pharma Oy
Aripiprazole Avansor 20 mg tablet Avansor Pharma Oy
Aripiprazole Avansor 5 mg tablet Avansor Pharma Oy
Aripiprazole Avansor 15 mg tablet Avansor Pharma Oy
Atropin 1 mg/ml solution for injection Orifarm Oy
Calmuril cream Evolan Pharma AB
Cymevene 500 mg powder for concentrate for solution for infusion Orifarm Oy
Emylif 50 mg orodispersible film Zambon S.p.A.
Furosemide Basi 10 mg/ml solution for injection/infusion Laboratórios Basi Indústria Farmacêutica S.A.
Gabapentin Accord 800 mg film-coated tablet Accord Healthcare B.V.
Injektionesteisiin käytettävä vesi CSL Behring solvent for parenteral use CSL Behring GmbH
Ketaminol vet 50 mg/ml solution for injection Intervet International B.V.
Maltofer 100 mg chewable tablet Orifarm Oy
Maxalt Rapitab 10 mg oral lyophilisate Orifarm Oy
Minulet 75 mikrog / 30 mikrog coated tablet Pfizer Oy
Orgaran 1250 anti-Xa U/ml solution for injection Orifarm Oy
Testogel 25 mg/dose transdermal gel Laboratoires Besins International
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