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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

Amsalyo 75 mg powder for concentrate for solution for infusion Eurocept International BV
Apixaban Orion 5 mg film-coated tablet Orion Corporation
Apixaban Orion 2.5 mg film-coated tablet Orion Corporation
Atropin Abboxia 0.5 mg/ml solution for injection Abboxia AB
Atropin Abboxia 1 mg/ml solution for injection Abboxia AB
Bosutinib STADA 400 mg film-coated tablet STADA Arzneimittel AG
Bosutinib STADA 500 mg film-coated tablet STADA Arzneimittel AG
Bosutinib STADA 100 mg film-coated tablet STADA Arzneimittel AG
Buprelab Vet 0.3 mg/ml solution for injection LABIANA Life Sciences S.A
Dabigatran etexilate Viatris 75 mg capsule, hard Viatris Limited
Dabigatran etexilate Viatris 110 mg capsule, hard Viatris Limited
Dabigatran etexilate Viatris 150 mg capsule, hard Viatris Limited
Daptomycin Accord Healthcare 500 mg powder for solution for injection/infusion Accord Healthcare B.V.
Daptomycin Accord Healthcare 350 mg powder for solution for injection/infusion Accord Healthcare B.V.
Emoxenduo 500 mg / 20 mg modified-release tablet Bausch Health Ireland Limited
Hexvix 85 mg powder and solvent for intravesical solution Paranova Oy
Lugesteron 400 mg vaginal capsule, soft Besins Healthcare Ireland Ltd.
Naloxon B. Braun 0.4 mg/ml solution for injection/infusion Orifarm Oy
Nintedanib STADA 100 mg capsule, soft STADA Arzneimittel AG
Nintedanib STADA 150 mg capsule, soft STADA Arzneimittel AG
Nintedanib Zentiva 100 mg capsule, soft Zentiva k.s.
Nintedanib Zentiva 150 mg capsule, soft Zentiva k.s.
Nintedanib ratiopharm 100 mg capsule, soft Teva GmbH
Nintedanib ratiopharm 150 mg capsule, soft Teva GmbH
Nitroglycerin Macure 1 mg/ml solution for infusion Macure Healthcare Limited

Pamorelin 22.5 mg
powder and solvent for prolonged-release suspension for 
injection

Abacus Medicine A/S

Pamorelin 22.5 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Paracetamol/Codeine Accord 500 mg / 30 mg effervescent tablet Accord Healthcare B.V.
Pazopanib Zentiva 200 mg film-coated tablet Zentiva k.s.
Pazopanib Zentiva 400 mg film-coated tablet Zentiva k.s.
Peditrace concentrate for solution for infusion Orifarm Oy
Rivaxa 20 mg film-coated tablet Glenmark Pharmaceuticals Nordic AB
Rivaxa 15 mg film-coated tablet Glenmark Pharmaceuticals Nordic AB
Rivaxa 15 mg + 20 mg film-coated tablet Glenmark Pharmaceuticals Nordic AB
Rivaxa 10 mg film-coated tablet Glenmark Pharmaceuticals Nordic AB
Rivaxa 2.5 mg film-coated tablet Glenmark Pharmaceuticals Nordic AB
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Salmeterol Orifarm 50 microg/dose inhalation powder, pre-dispensed Orifarm Healthcare A/S
Sugammadex Aguettant 10 mg/ml solution for injection in pre-filled syringe Laboratoire Aguettant
Sugammadex Aguettant 50 mg/ml solution for injection in pre-filled syringe Laboratoire Aguettant
Testosterone Orifarm 1000 mg / 4 ml solution for injection Orifarm Healthcare A/S
Vortioxetine STADA 10 mg film-coated tablet STADA Arzneimittel AG
Vortioxetine STADA 15 mg film-coated tablet STADA Arzneimittel AG
Vortioxetine STADA 5 mg film-coated tablet STADA Arzneimittel AG
Vortioxetine STADA 20 mg film-coated tablet STADA Arzneimittel AG
Zomylac 80 mg/ml + 16 mg/ml concentrate for solution for infusion Macure Healthcare Limited

Cancelled authorisations

Buscopan compositum vet. solution for injection Boehringer Ingelheim Vetmedica GmbH
Formoterol Easyhaler 12 microg/dose inhalation powder Paranova Oy
Pemetrexed Viatris 25 mg/ml concentrate for solution for infusion Viatris Limited
Rosuvastatin Accord 10 mg film-coated tablet Accord Healthcare B.V.
Rosuvastatin Accord 5 mg film-coated tablet Accord Healthcare B.V.
Simvastatin SanoSwiss 80 mg film-coated tablet SanoSwiss UAB
Sumatriptan Sandoz 50 mg film-coated tablet Orifarm Oy
Synarela 200 microg/dose nasal spray, solution Paranova Oy
Ventipulmin vet 16 microgram(s)/gram granules Boehringer Ingelheim Vetmedica GmbH
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