
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/03/2023 - 31/03/2023

1

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

Axitinib STADA 1 mg film-coated tablet Stada Arzneimittel AG
Axitinib STADA 5 mg film-coated tablet Stada Arzneimittel AG
Axitinib STADA 3 mg film-coated tablet Stada Arzneimittel AG
Axitinib STADA 7 mg film-coated tablet Stada Arzneimittel AG
Axitinib Sandoz 1 mg film-coated tablet Sandoz A/S
Axitinib Sandoz 5 mg film-coated tablet Sandoz A/S
Axitinib Sandoz 3 mg film-coated tablet Sandoz A/S
Axitinib Sandoz 7 mg film-coated tablet Sandoz A/S
Bonjesta 20 mg / 20 mg modified-release tablet Exeltis Healthcare S.L.
Botox 100 Allergan Unit(s) powder for solution for injection Abacus Medicine A/S
Cartexan 400 mg capsule, hard Orifarm Oy
Cetraxal Comp 3 mg/ml + 0.25 mg/ml ear drops, solution Orifarm Oy
Clavaseptin 600 mg / 150 mg tablet Vetoquinol S.A.
Cortotic Vet 0.584 mg/ml ear spray, solution Virbac
Cyclophosphamide Accord 500 mg powder for solution for injection/infusion Accord Healthcare B.V.
Cyclophosphamide Accord 1000 mg powder for solution for injection/infusion Accord Healthcare B.V.
Dagravit 5 mg tablet Vemedia Manufacturing B.V.
Dagravit 3 mg tablet Vemedia Manufacturing B.V.
Dimetylfumarat Avansor 120 mg gastro-resistant capsule, hard Avansor Pharma Oy
Dimetylfumarat Avansor 240 mg gastro-resistant capsule, hard Avansor Pharma Oy
Emylif 50 mg orodispersible film Zambon S.p.A.
Hydroxocobalamin Pharmexon 1 mg/ml solution for injection Pharmexon Consulting SRO
Lacosamide hameln 10 mg/ml solution for infusion Hameln Pharma GmbH
Lisinopril Grindeks 5 mg tablet AS GRINDEKS (JSC GRINDEKS)
Lisinopril Grindeks 10 mg tablet AS GRINDEKS (JSC GRINDEKS)
Lisinopril Grindeks 20 mg tablet AS GRINDEKS (JSC GRINDEKS)
Metformin Sandoz 1000 mg prolonged-release tablet Sandoz A/S
Metformin Sandoz 500 mg prolonged-release tablet Sandoz A/S
Metformin Sandoz 750 mg prolonged-release tablet Sandoz A/S
Rativor 2.5 mg tablet Macure Healthcare Limited
Rativor 0.5 mg tablet Macure Healthcare Limited
Rativor 1 mg tablet Macure Healthcare Limited
Rivaroxaban Stada 15 mg capsule, hard Stada Arzneimittel AG
Rivaroxaban Stada 20 mg capsule, hard Stada Arzneimittel AG
Rivaroxaban Stada 15 mg + 20 mg capsule, hard Stada Arzneimittel AG
Subelan 75 mg prolonged-release tablet Exeltis Healthcare S.L.
Subelan 37.5 mg prolonged-release tablet Exeltis Healthcare S.L.
Subelan 150 mg prolonged-release tablet Exeltis Healthcare S.L.
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Subelan 300 mg prolonged-release tablet Exeltis Healthcare S.L.
Subelan 225 mg prolonged-release tablet Exeltis Healthcare S.L.
Veramacor 2.5 mg/ml solution for injection/infusion Macure Pharma ApS
Vinorelbine Accord 20 mg capsule, soft Accord Healthcare B.V.
Vinorelbine Accord 30 mg capsule, soft Accord Healthcare B.V.
Vinorelbine Accord 80 mg capsule, soft Accord Healthcare B.V.
Xylocain 2 % gel Orifarm Oy
octaplasLG powder and solvent for solution for infusion Octapharma AB

Cancelled authorisations

Advocin vet 25 mg/ml solution for injection Zoetis Animal Health ApS
Alzyr 10 mg film-coated tablet SanoSwiss UAB
Aricept 10 mg film-coated tablet Pfizer Oy
Bisoprolol SanoSwiss 5 mg tablet SanoSwiss UAB
Bisoprolol SanoSwiss 10 mg tablet SanoSwiss UAB
Cardizem Retard 180 mg prolonged-release tablet Pfizer Oy
Cefepime Norameda 1 g powder for solution for injection/infusion UAB Norameda
Finadyne vet. 50 mg/ml pour-on solution Intervet International B.V.
Geilozen 8.75 mg lozenge Geiser Pharma S.L.
Kevenix 0.5 mg/ml oral solution SanoSwiss UAB
Libroxar 8 mg / 2 mg sublingual tablet Laboratoires SMB S.A.
Libroxar 2 mg / 0.5 mg sublingual tablet Laboratoires SMB S.A.
Novavita 1 mg film-coated tablet Alternova A/S
Resflor vet. solution for injection Intervet International B.V.
Seresto vet. (Kissoille) 1.25 g + 0.56 g collar Bayer Animal Health GmbH
Seresto vet. (Koirille < 8 Kg) 1.25 g + 0.56 g collar Bayer Animal Health GmbH
Slorex 10 mg film-coated tablet SanoSwiss UAB
Zinacef 250 mg powder for solution for injection/infusion Sandoz A/S
Zinacef 750 mg powder for solution for injection/infusion Sandoz A/S
Zinacef 1.5 g powder for solution for injection/infusion Sandoz A/S
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