
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/12/2023 - 31/12/2023

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

Amikacin Macure 250 mg/ml solution for injection Orifarm Oy
Betolo appelsiini 2 mg / 0.6 mg / 1.2 mg lozenge Mundipharma Oy
Betolo hunaja & sitruuna 2 mg / 0.6 mg / 1.2 mg lozenge Mundipharma Oy
Betolo mint 2 mg / 0.6 mg / 1.2 mg lozenge Mundipharma Oy
Bumacor 20 mg/ml solution for injection Orifarm Oy
Dabigatran etexilate Orion 150 mg capsule, hard Orion Corporation
Dabigatran etexilate Orion 110 mg capsule, hard Orion Corporation
Dabigatran etexilate Orion 75 mg capsule, hard Orion Corporation
Dapagliflozin Krka 10 mg film-coated tablet KRKA, d.d., Novo mesto
Dapagliflozin Krka 5 mg film-coated tablet KRKA, d.d., Novo mesto
Duonasa 125 mikrog + 50 mikrog / annos nasal spray, suspension Teva B.V.
Grazax 75 000 SQ-T sublingual lyophilisate Paranova Oy
Kelamoxil vet 150 mg/ml suspension for injection Kela N.V.
Mellozzan 1 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Mellozzan 4 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Mellozzan 0.5 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Mellozzan 5 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Mellozzan 3 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Mellozzan 2 mg tablet Medice Arzneimittel Pütter GmbH & Co. KG
Piperacillin/Tazobactam Antibiotice 2 g / 0.25 g powder for solution for infusion Antibiotice SA
Piperacillin/Tazobactam Antibiotice 4 g / 0.5 g powder for solution for infusion Antibiotice SA
Plerixafor Viatris 20 mg/ml solution for injection Viatris Limited
Soluclin vet 25 mg/ml oral solution CP-Pharma Handelsgesellschaft mbH
Ticagrelor ratiopharm 60 mg film-coated tablet Teva B.V.
Ticagrelor ratiopharm 90 mg film-coated tablet Teva B.V.
Zithromax IV 500 mg powder for solution for infusion Orifarm Oy
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Cancelled authorisations

Abirateron Avansor 250 mg tablet Avansor Pharma Oy
Chorulon vet 5000 IU powder and solvent for solution for injection Intervet International B.V.
Clindabuc vet. 200 mg tablet Ceva Sante Animale B.V.
Clindabuc vet. 75 mg tablet Ceva Sante Animale B.V.
Detremin 800 IU/tippa oral drops, solution Renapharma AB
Dimetylfumarat Avansor 120 mg gastro-resistant capsule, hard Avansor Pharma Oy
Enzaprost Bovis 12.5 mg/ml solution for injection Ceva Sante Animale
Esomeprazol Ratiopharm 40 mg gastro-resistant capsule, hard Paranova Oy
Fexorin 120 mg film-coated tablet Orion Corporation
Flixotide 0.5 mg/dose nebuliser suspension GlaxoSmithKline Oy
Flixotide Diskus 250 microg/dose inhalation powder, pre-dispensed Abacus Medicine A/S
Flixotide Diskus 500 microg/dose inhalation powder, pre-dispensed Abacus Medicine A/S
Lenalidomid Avansor 2.5 mg capsule, hard Avansor Pharma Oy
Lenalidomid Avansor 7.5 mg capsule, hard Avansor Pharma Oy
Logimax Forte 10 mg / 95 mg prolonged-release tablet Orifarm Oy
Lopid 600 mg film-coated tablet Pfizer Oy
Meloxicam Orion 7.5 mg tablet Orion Corporation
Montelukast Orion 4 mg chewable tablet Orion Corporation
Neurontin 800 mg film-coated tablet Paranova Oy
Nexium 40 mg gastro-resistant tablet Paranova Oy
Para-Hot 500 mg powder for oral solution Orion Corporation
Targaxan 550 mg film-coated tablet Paranova Oy
Ticagrelor Avansor 60 mg film-coated tablet Avansor Pharma Oy
Tiotropium ProPharma Group 18 microgram(s) inhalation powder, hard capsule ProPharma Group Netherlands BV
Zoladex 3.6 mg implant Orifarm Oy


	Approved authorisations
	Cancelled authorisations

