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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

Addicort 20 mg/g + 1 mg/g cream Strides Nordic ApS
Amikacin Afortas 250 mg/ml solution for injection 2Care4 Generics ApS
Brivaracetam Orion 10 mg film-coated tablet Orion Corporation
Brivaracetam Orion 25 mg film-coated tablet Orion Corporation
Brivaracetam Orion 50 mg film-coated tablet Orion Corporation
Brivaracetam Orion 75 mg film-coated tablet Orion Corporation
Brivaracetam Orion 100 mg film-coated tablet Orion Corporation
Desloratadin Orion 2.5 mg orodispersible tablet Orion Corporation
Dexmedetomidine hameln 4 microg/ml solution for infusion Hameln Pharma GmbH
Gazoron 1 mg film-coated tablet STADA Arzneimittel AG
Gazoron 2 mg film-coated tablet STADA Arzneimittel AG
Lacosamide Grindeks 50 mg film-coated tablet Grindeks AS
Lacosamide Grindeks 100 mg film-coated tablet Grindeks AS
Lacosamide Grindeks 150 mg film-coated tablet Grindeks AS
Lacosamide Grindeks 200 mg film-coated tablet Grindeks AS
Lacosamide Tillomed 10 mg/ml solution for infusion Tillomed Malta Limited
Larofec 250 mg Film-coated granules in sachet C4 health GmbH
Larofec 500 mg Film-coated granules in sachet C4 health GmbH
Larofec 750 mg Film-coated granules in sachet C4 health GmbH
Larofec 1000 mg Film-coated granules in sachet C4 health GmbH
Lenzelta suspension for injection Boehringer Ingelheim Vetmedica GmbH
Linagliptin ratiopharm 5 mg film-coated tablet Teva B.V.
Macitentan Sandoz 10 mg film-coated tablet Sandoz A/S
Methotrexate Stada 2.5 mg tablet STADA Arzneimittel AG
Methotrexate Stada 5 mg tablet STADA Arzneimittel AG
Methotrexate Stada 7.5 mg tablet STADA Arzneimittel AG
Methotrexate Stada 10 mg tablet STADA Arzneimittel AG
Methotrexate Stada 15 mg tablet STADA Arzneimittel AG
Methotrexate Stada Arzneimittel AG 2.5 mg tablet STADA Arzneimittel AG
Methotrexate Stada Arzneimittel AG 5 mg tablet STADA Arzneimittel AG
Methotrexate Stada Arzneimittel AG 7.5 mg tablet STADA Arzneimittel AG
Methotrexate Stada Arzneimittel AG 10 mg tablet STADA Arzneimittel AG
Methotrexate Stada Arzneimittel AG 15 mg tablet STADA Arzneimittel AG
Piperacillin/Tazobactam B. Braun 4 g / 0.5 g powder and solvent for solution for infusion B. Braun Melsungen AG
Riastap 2 g powder for solution for injection/infusion CSL Behring GmbH
Risperdal 1 mg/ml oral solution Abacus Medicine A/S
Telmitraxx 4 mg/ml oral solution Alfasan Nederland B.V.
Testosterone SUN 1000 mg / 4 ml solution for injection Sun Pharmaceutical Industries Europe B.V.
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Tygatro 10 mg film-coated tablet Glenmark Arzneimittel GmbH
Tygatro 25 mg film-coated tablet Glenmark Arzneimittel GmbH
Tygatro 50 mg film-coated tablet Glenmark Arzneimittel GmbH
Tygatro 75 mg film-coated tablet Glenmark Arzneimittel GmbH
Tygatro 100 mg film-coated tablet Glenmark Arzneimittel GmbH
Uvesol 0.5 mg/ml Eye drops, emulsion in single-dose container Laboratorios Salvat S.A.
Vancomycin Noridem 500 mg powder for concentrate for solution for infusion Noridem Enterprises Limited
Vancomycin Noridem 1000 mg powder for concentrate for solution for infusion Noridem Enterprises Limited
Vi-Siblin granules Paranova Oy
Vizilatan 50 microg/ml eye drops, solution Bausch + Lomb Ireland Limited
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Cancelled authorisations

Abstral 100 microgram(s) sublingual tablet Grünenthal GmbH
Abstral 200 microgram(s) sublingual tablet Grünenthal GmbH
Abstral 300 microgram(s) sublingual tablet Grünenthal GmbH
Abstral 400 microgram(s) sublingual tablet Grünenthal GmbH
Abstral 600 microgram(s) sublingual tablet Grünenthal GmbH
Abstral 800 microgram(s) sublingual tablet Grünenthal GmbH
Bcg-Medac powder and solvent for intravesical suspension Paranova Oy
Brivaracetam Holsten 10 mg film-coated tablet Holsten Pharma GmbH
Brivaracetam Holsten 25 mg film-coated tablet Holsten Pharma GmbH
Brivaracetam Holsten 50 mg film-coated tablet Holsten Pharma GmbH
Brivaracetam Holsten 75 mg film-coated tablet Holsten Pharma GmbH
Brivaracetam Holsten 100 mg film-coated tablet Holsten Pharma GmbH
Calciumgluconat B. Braun 100 mg/ml injection Paranova Oy
Curosurf 80 mg/ml endotracheopulmonary instillation, suspension 2care4 ApS
Divina tablet Orion Corporation
Effortil 10 mg/ml solution for injection Paranova Oy
Epirubicin SanoSwiss 2 mg/ml solution for injection SanoSwiss UAB
Eribulin medac 0.44 mg/ml solution for injection Medac Gesellschaft Für Klinische Spezialpräparate mbH
Frekidir 25 mg film-coated tablet Pharmathen S.A.
Frekidir 50 mg film-coated tablet Pharmathen S.A.
Frekidir 100 mg film-coated tablet Pharmathen S.A.
Hydrocortisone Orifarm 1 percent gel Orifarm Healthcare A/S
Imovane 5 mg film-coated tablet Sanofi Oy
Indium In-111 Oxinate 37 MBq/ml radiopharmaceutical precursor Curium Netherlands B.V.
Loratadin Holsten 10 mg tablet Holsten Pharma GmbH
Methotrexate Afortas 2.5 mg tablet 2Care4 Generics ApS
Mucoratio 200 mg effervescent tablet Teva B.V.
Peditrace concentrate for solution for infusion Orifarm Oy
Sitagliptin Hexal 25 mg film-coated tablet Hexal A/S
Sitagliptin Hexal 50 mg film-coated tablet Hexal A/S
Sitagliptin Hexal 100 mg film-coated tablet Hexal A/S
Sitagliptin/Metformin Pharmathen 50 mg / 850 mg film-coated tablet Pharmathen S.A.
Sitagliptin/Metformin Pharmathen 50 mg / 1000 mg film-coated tablet Pharmathen S.A.
Tamsact 0.4 mg modified-release capsule, hard Holsten Pharma GmbH
Vodask 200 mg powder for solution for infusion Pharmathen S.A.
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