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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

Amoxicillin/Clavulanic acid Bioglan 500 mg / 125 mg film-coated tablet Altiex Life s.r.o.
Amoxicillin/Clavulanic acid Bioglan 875 mg / 125 mg film-coated tablet Altiex Life s.r.o.
Brinzolamide/Brimonidine STADA 10 mg/ml + 2 mg/ml eye drops, suspension STADA Arzneimittel AG
Carbidopa/Levodopa Orifarm 25 mg / 100 mg tablet Orifarm Healthcare A/S
Carbidopa/Levodopa Orifarm 12.5 mg / 50 mg tablet Orifarm Healthcare A/S
Coldycin Hunaja 5 mg / 1 mg compressed lozenge Orifarm Healthcare A/S
Coldycin Mansikka 5 mg / 1 mg compressed lozenge Orifarm Healthcare A/S
Coldycin Mentoli 5 mg/ 1 mg compressed lozenge Orifarm Healthcare A/S
Coldycin Sitruuna 5 mg/ 1 mg compressed lozenge Orifarm Healthcare A/S
Doxymed Vet 500 mg/g powder for use in drinking water/milk Dopharma Research B.V.
Labiketo vet 150 mg/ml solution for injection LABIANA Life Sciences S.A
Lacosamide Vivanta 10 mg/ml solution for infusion Vivanta Generics s.r.o.
Lecrolyn Sine 40 mg/ml eye drops, solution Paranova Oy
Meropenem B. Braun 500 mg powder and solvent for solution for infusion B. Braun Melsungen AG
Meropenem B. Braun 1 g powder and solvent for solution for infusion B. Braun Melsungen AG
Methagesic Vet 10 mg/ml solution for injection Zoetis Animal Health ApS
Mirtazapin Sandoz 45 mg film-coated tablet Sandoz A/S
Mirtazapin Sandoz 15 mg film-coated tablet Sandoz A/S
Mirtazapin Sandoz 30 mg film-coated tablet Sandoz A/S
Perxine 50 mg/g cream Paranova Oy
Rocuronium bromide Aguettant 10 mg/ml solution for injection in pre-filled syringe Laboratoire Aguettant
Varenicline ratiopharm 0.5 mg film-coated tablet Teva B.V.
Varenicline ratiopharm 0.5 mg + 1 mg film-coated tablet Teva B.V.
Varenicline ratiopharm 1 mg film-coated tablet Teva B.V.
Voriconazole STADA 10 mg/ml concentrate for solution for infusion STADA Arzneimittel AG
Voriconazole hameln 200 mg powder for solution for infusion Hameln Pharma GmbH
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Cancelled authorisations

Ambrisentan AOP 10 mg film-coated tablet Aop Orphan Pharmaceuticals GmbH
Ambrisentan AOP 5 mg film-coated tablet Aop Orphan Pharmaceuticals GmbH
Diclomex 50 mg gastro-resistant tablet ratiopharm GmbH
Fomeda Easyhaler 12 microg/dose inhalation powder Orion Corporation
Isotracin 10 mg capsule, soft 2Care4 Generics ApS
Isotracin 20 mg capsule, soft 2Care4 Generics ApS
Oxyswiss Depot 10 mg prolonged-release tablet SanoSwiss UAB
Oxyswiss Depot 20 mg prolonged-release tablet SanoSwiss UAB
Oxyswiss Depot 40 mg prolonged-release tablet SanoSwiss UAB
Oxyswiss Depot 5 mg prolonged-release tablet SanoSwiss UAB
Reodyn 50 mg/ml oral solution Orion Corporation
Sunitinib Ratiopharm 37.5 mg capsule, hard ratiopharm GmbH
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