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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

Abiraterone Vivanta 250 mg film-coated tablet Vivanta Generics s.r.o.
Abiraterone Vivanta 500 mg film-coated tablet Vivanta Generics s.r.o.
Almogran 12.5 mg film-coated tablet Abacus Medicine A/S
Atexam 27 mg prolonged-release tablet Exeltis Healthcare S.L.
Atexam 18 mg prolonged-release tablet Exeltis Healthcare S.L.
Atexam 36 mg prolonged-release tablet Exeltis Healthcare S.L.
Atexam 54 mg prolonged-release tablet Exeltis Healthcare S.L.
Atexam 45 mg prolonged-release tablet Exeltis Healthcare S.L.
Brinzolamide Hexal 10 mg/ml eye drops, suspension Hexal A/S
Cartaxx Vet 20 mg chewable tablet Alfasan Nederland B.V.
Cartaxx Vet 50 mg chewable tablet Alfasan Nederland B.V.
Cartaxx Vet 100 mg chewable tablet Alfasan Nederland B.V.
Dualux 50 mikrog/ml + 5 mg/ml eye drops, solution in single-dose container Laboratorios Salvat S.A.
Enzalutamide Zentiva 40 mg film-coated tablet Zentiva k.s.
Enzalutamide Zentiva 80 mg film-coated tablet Zentiva k.s.
Holoxan 500 mg powder for solution for injection/infusion Baxter Oy
Holoxan 1000 mg powder for solution for injection/infusion Baxter Oy
Levetiracetam Sandoz 500 mg film-coated tablet Orifarm Oy
Noviop 50 microg/ml eye drops, solution Horus Pharma
Ondansetron Noridem 2 mg/ml solution for injection Noridem Enterprises Limited
Rosuvastatin/Ezetimib Krka 30 mg / 10 mg film-coated tablet KRKA d.d. Novo mesto
Rosuvastatin/Ezetimib Krka 40 mg / 10 mg film-coated tablet KRKA d.d. Novo mesto
Sendoxan 200 mg powder for solution for injection Baxter Oy
Sendoxan 500 mg powder for solution for injection Baxter Oy
Sitagliptin AshCure 25 mg film-coated tablet AshCure Pharma B.V.
Sitagliptin AshCure 50 mg film-coated tablet AshCure Pharma B.V.
Sitagliptin AshCure 100 mg film-coated tablet AshCure Pharma B.V.

Cancelled authorisations

Abacavir/Lamivudine Accord 600 mg / 300 mg film-coated tablet Accord Healthcare B.V.
Balancid Novum chewable tablet Viatris Oy
Calciumfolinate Sandoz 10 mg/ml solution for injection/infusion Sandoz A/S
Cefuroxime Kalceks 750 mg powder for solution for injection/infusion Kalceks AS
Cefuroxime Kalceks 1500 mg powder for solution for injection/infusion Kalceks AS
CitraFleet oral solution Casen Recordati, S.L.
Docetaxel Nordic 20 mg/ml concentrate for solution for infusion Nordic Group B.V.
Dorzolamid/Timolol Sandoz 20 mg/ml + 5 mg/ml eye drops, solution Sandoz A/S
Emerade 150 microgram(s) solution for injection in pre-filled pen Bausch Health Ireland Limited
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Emerade 300 microgram(s) solution for injection in pre-filled pen Bausch Health Ireland Limited
Emerade 500 microgram(s) solution for injection in pre-filled pen Bausch Health Ireland Limited
Eurican DAPPi-Lmulti lyophilisate and suspension for suspension for injection Boehringer Ingelheim Animal Health Nordics A/S
Eurican Lmulti suspension for injection Boehringer Ingelheim Animal Health Nordics A/S
Febuxostat Accord 80 mg film-coated tablet Accord Healthcare B.V.
Fingolimod Ailon 0.5 mg capsule, hard Ailon Pharma Oy
Fucithalmic 10 mg/g eye drops, suspension Orifarm Oy
Inandex 4 mg/ml solution for injection/infusion Accord Healthcare B.V.
Keto 50 mg film-coated tablet Vitabalans Oy
Lansoprazole Hexal 15 mg gastro-resistant capsule, hard Hexal AG
Lansoprazole Hexal 30 mg gastro-resistant capsule, hard Hexal AG
Levetiracetam 1A Farma 100 mg/ml concentrate for solution for infusion 1A Farma
Levetiracetam Stada 250 mg film-coated tablet STADA Arzneimittel AG
Levetiracetam Stada 500 mg film-coated tablet STADA Arzneimittel AG
Levetiracetam Stada 1000 mg film-coated tablet STADA Arzneimittel AG
Levetiracetam Stada 750 mg film-coated tablet STADA Arzneimittel AG
Linatera 0.02 mg / 3 mg film-coated tablet Bayer Oy
Metformin Sandoz 750 mg prolonged-release tablet Sandoz A/S
Metformin Sandoz 500 mg prolonged-release tablet Sandoz A/S
Metformin Sandoz 1000 mg prolonged-release tablet Sandoz A/S
Misbadi 110 mg capsule, hard Towa Pharmaceutical Europe S.L.
Misbadi 75 mg capsule, hard Towa Pharmaceutical Europe S.L.
Misbadi 150 mg capsule, hard Towa Pharmaceutical Europe S.L.
Mivacron 2 mg/ml solution for injection Aspen Pharma Trading Limited
Montelukast Accord 5 mg chewable tablet Accord Healthcare B.V.
Montelukast Accord 4 mg chewable tablet Accord Healthcare B.V.
Oculac 50 mg/ml eye drops, solution Alcon Nordic A/S
Oculac 50 mg/ml eye drops, solution in single-dose container Alcon Nordic A/S
Olmesartan Medoxomil Accord 20 mg film-coated tablet Accord Healthcare B.V.
Olmesartan Medoxomil Accord 10 mg film-coated tablet Accord Healthcare B.V.
Olmesartan Medoxomil Accord 40 mg film-coated tablet Accord Healthcare B.V.
Oramet-hexal 1000 mg film-coated tablet Hexal A/S
Ovestin 1 mg tablet Aspen Pharma Trading Limited
Piperacillin/Tazobactam Kalceks 2 g / 0.25 g powder for solution for infusion AS Kalceks
Piperacillin/Tazobactam Kalceks 4 g / 0.5 g powder for solution for infusion AS Kalceks
Pregabalin 1A Farma 75 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 300 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 100 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 50 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 150 mg capsule, hard 1A Farma A/S
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Pregabalin 1A Farma 25 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 225 mg capsule, hard 1A Farma A/S
Pregabalin 1A Farma 200 mg capsule, hard 1A Farma A/S
Primolut Nor 10 mg tablet Paranova Oy
Sitagliptin/Metformin Orion 50 mg / 1000 mg film-coated tablet Orion Corporation
Sitagliptin/Metformin Orion 50 mg / 850 mg film-coated tablet Orion Corporation
Subutex 8 mg sublingual tablet Indivior Europe Limited
Subutex 2 mg sublingual tablet Indivior Europe Limited
TRIMETIN 300 mg tablet Vitabalans Oy
Tadalafil Stada 10 mg film-coated tablet STADA Arzneimittel AG
Tadalafil Stada 20 mg film-coated tablet STADA Arzneimittel AG
Tadalafil Stada 5 mg film-coated tablet STADA Arzneimittel AG
Tamsurion 0.4 mg prolonged-release capsule, hard Orion Corporation
Theracap 37 MBq - 5.55 GBq capsule, hard GE Healthcare Buchler GmbH & Co.KG
Vardenafil Accord 20 mg film-coated tablet Accord Healthcare B.V.
Vardenafil Accord 10 mg film-coated tablet Accord Healthcare B.V.
Vardenafil Accord 5 mg film-coated tablet Accord Healthcare B.V.
Vardenafil Stada 5 mg film-coated tablet STADA Arzneimittel AG
Vildagliptin Accord 50 mg tablet Accord Healthcare B.V.
Zithromax 500 mg film-coated tablet Pfizer Oy
Zyloric 300 mg tablet Aspen Pharma Trading Limited
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