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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

Abirateron Devatis 500 mg film-coated tablet Devatis GmbH
Allopurinol STADA 100 mg tablet STADA Arzneimittel AG
Allopurinol STADA 300 mg tablet STADA Arzneimittel AG
Allopurinol STADA 200 mg tablet STADA Arzneimittel AG
Ampicillin Noridem 2 g powder for solution for injection/infusion Noridem Enterprises Limited
Ampicillin Noridem 1 g powder for solution for injection/infusion Noridem Enterprises Limited
Ampicillin Noridem 500 mg powder for solution for injection/infusion Noridem Enterprises Limited
Apixaban Glenmark 2.5 mg film-coated tablet Glenmark Arzneimittel GmbH
Apixaban Glenmark 5 mg film-coated tablet Glenmark Arzneimittel GmbH
Areleptan 0.5 mg capsule, hard Pharmaselect International Beteiligungs GmbH
Arsenic trioxide Tillomed 2 mg/ml concentrate for solution for infusion Tillomed Malta Limited
Atarax 25 mg film-coated tablet Abacus Medicine A/S
Bupropion STADA 300 mg modified-release tablet STADA Arzneimittel AG
Carprofen Norbrook 50 mg/ml solution for injection Norbrook Laboratories (Ireland) Limited
Cefazolin Noridem 1 g powder for solution for injection/infusion Noridem Enterprises Limited
Cefazolin Noridem 2 g powder for solution for injection/infusion Noridem Enterprises Limited
Cocciril Vet 2.5 mg/ml oral suspension HuVepharma
Dabigatran etexilate Gedeon Richter 150 mg capsule, hard Gedeon Richter Plc
Dabigatran etexilate Gedeon Richter 110 mg capsule, hard Gedeon Richter Plc
Dapagliflozin Sandoz 5 mg film-coated tablet Sandoz A/S
Dapagliflozin Sandoz 10 mg film-coated tablet Sandoz A/S
Edoxaban Avansor 15 mg film-coated tablet Avansor Pharma Oy
Edoxaban Avansor 60 mg film-coated tablet Avansor Pharma Oy
Edoxaban Avansor 30 mg film-coated tablet Avansor Pharma Oy
Exametazim Radiopharmacy Laboratory 0.5 mg kit for radiopharmaceutical preparation Radiopharmacy Laboratorium Kft.
Gentamicin Macure 10 mg/ml solution for injection/infusion Macure Healthcare Limited
Gentamicin Macure 40 mg/ml solution for injection/infusion Macure Healthcare Limited
Gentamicin Macure 20 mg/ml solution for injection/infusion Macure Healthcare Limited
Gentamicin Macure 80 mg/ml solution for infusion Macure Healthcare Limited
Introflor Vet 300 mg/ml solution for injection Interchemie Werken De Adelaar Eesti AS
Levetiracetam Kabi 5 mg/ml solution for infusion Fresenius Kabi AB
Levomepromazine Aspire 100 mg tablet Aspire Pharma (Malta) Limited
Levomepromazine Aspire 25 mg tablet Aspire Pharma (Malta) Limited
Lidocaine Noridem 10 mg/ml solution for injection Noridem Enterprises Limited
Lidocaine Noridem 20 mg/ml solution for injection Noridem Enterprises Limited
Macitentan Viatris 10 mg film-coated tablet Viatris Limited
Maltofer 2.5 mg/tippa oral drops, solution Paranova Oy
Maltofer 100 mg chewable tablet Paranova Oy
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Natriumklorid Noridem 9 mg/ml solution for injection Noridem Enterprises Limited
Teriflunomide Devatis 7 mg film-coated tablet Devatis GmbH
Teriflunomide Devatis 14 mg film-coated tablet Devatis GmbH
Venlafaxine Ipca 37.5 mg prolonged-release capsule, hard IPCA Produtos Farmacêuticos Unipessoal Lda.
Venlafaxine Ipca 75 mg prolonged-release capsule, hard IPCA Produtos Farmacêuticos Unipessoal Lda.
Venlafaxine Ipca 150 mg prolonged-release capsule, hard IPCA Produtos Farmacêuticos Unipessoal Lda.

Cancelled authorisations

AmBisome liposomal 50 mg powder for dispersion for infusion Paranova Oy
Edluar 5 mg sublingual tablet Viatris Oy
Edluar 10 mg sublingual tablet Viatris Oy
Fentanyyli Basi 50 microg/ml solution for injection Laboratórios Basi Indústria Farmacêutica S.A.
Icatibant Universal Farma 30 mg solution for injection in pre-filled syringe Universal Farma S.L.
L-Polamivet vet solution for injection Intervet International B.V.
Lenalidomide Orion 15 mg capsule, hard Orion Corporation
Lenalidomide Orion 20 mg capsule, hard Orion Corporation
Lenalidomide Orion 25 mg capsule, hard Orion Corporation
Lenalidomide Orion 10 mg capsule, hard Orion Corporation
Lenalidomide Orion 5 mg capsule, hard Orion Corporation
Maltonova 50 mg/ml oral drops, solution Paranova Oy
Maltonova 100 mg chewable tablet Paranova Oy
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
Octreoscan 111 kit for radiopharmaceutical preparation Curium Netherlands B.V.

Octreotide ratiopharm 30 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Oxybutynin Viatris 5 mg tablet Orifarm Oy
Sitagliptin Zentiva 25 mg film-coated tablet Zentiva, k.s.
Sitagliptin Zentiva 50 mg film-coated tablet Zentiva, k.s.
Sitagliptin Zentiva 100 mg film-coated tablet Zentiva, k.s.
Tigecycline Panpharma 50 mg powder for solution for infusion Panmedica
Vinorelbine medac 80 mg capsule, soft Medac Gesellschaft Für Klinische Spezialpräparate mbH
Zovirax 800 mg tablet GlaxoSmithKline Trading Services Limited
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