Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/06/2023 - 30/06/2023

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Bocouture 100 yksikkoa powder for solution for injection Orifarm Oy
Caspofungin Tillomed 50 mg powder for concentrate for solution for infusion Tillomed Pharma GmbH
Caspofungin Tillomed 70 mg powder for concentrate for solution for infusion Tillomed Pharma GmbH
Cisordinol-Acutard 50 mg/ml solution for injection 2care4 ApS
Dotarem 279.3 mg/ml solution for injection in pre-filled syringe Guerbet
Empressin 401U/ 2 ml concentrate for solution for infusion Orifarm Oy
Glucobel vet. 40g /100 ml solution for infusion Bela-Pharm GmbH & Co. KG
Ivermectin Medical Valley 3mg tablet Orifarm Oy
Kyleena 19.5mg intrauterine delivery system Abacus Medicine A/S
Levosimendan Bioglan 2.5 mg/ml concentrate for solution for infusion Bioglan Ab
Loperamide Grindeks 2mg capsule, hard AS GRINDEKS (JSC GRINDEKS)
Memantine ratiopharm GmbH 10 mg film-coated tablet ratiopharm GmbH
Memantine ratiopharm GmbH 20 mg film-coated tablet ratiopharm GmbH
Memantine ratiopharm GmbH 5mg+10mg+15mg+20mg film-coated tablet ratiopharm GmbH
Monopex 1 mg/ml eye drops, solution in single-dose container Paranova Oy
Naloxone Accord 0.4 mg/ml solution for injection/infusion in pre-filled syringe Accord Healthcare B.V.
Nurofen 300 mg prolonged-release tablet Reckitt Benckiser Healthcare (Scandinavia) A/S
Pantoprazole Kalceks 40 mg powder for solution for injection AS Kalceks
Provistopto 5 mg/ml eye drops, solution in single-dose container Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Salbutamol Neutec 2.5mg/2.5ml nebuliser solution Neutec Inhaler Ireland Limited
Solifenacin/Tamsulosin STADA 6mg/0.4mg modified-release tablet Stada Arzneimittel AG
Solu-Medrol 500 mg powder and solvent for solution for injection 2care4 ApS
Sugammadex Atnahs 100 mg/ml solution for injection Atnahs Pharma Netherlands B.V.
Sugammadex Glenmark 100 mg/ml solution for injection Glenmark Arzneimittel GmbH
Tadalafil STADA Nordic 10 mg film-coated tablet STADA Nordic ApS
Tadalafil STADA Nordic 5mg film-coated tablet STADA Nordic ApS
Tadalafil STADA Nordic 20 mg film-coated tablet STADA Nordic ApS
Trabectedin EVER Pharma 1mg powder for concentrate for solution for infusion EVER Valinject GmbH
Trabectedin EVER Pharma 0.25mg powder for concentrate for solution for infusion EVER Valinject GmbH
Zanosar 149 powder for concentrate for solution for infusion Orifarm Oy

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.
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Approved and cancelled marketing authorisations, parallel import authorisations and registrations
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Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Amaryl 2mg tablet Sanofi Oy
Amaryl 1mg tablet Sanofi Oy
Androtopic 16.2 mg/g gel Besins Healthcare SA
Aricept 5mg film-coated tablet Pfizer Oy
Azacitidine Zentiva 25 mg/ml powder for suspension for injection Zentiva k.s.
Bisoprolol Comp Avansor 10 mg/25mg film-coated tablet Synthon Hispania, S.L.
Bisoprolol Comp Avansor 5mg/12.5mg film-coated tablet Synthon Hispania, S.L.
Chloramphenicol Orifarm 5 mg/ml eye drops, solution Orifarm Generics A/S
Coopersect spot on vet 10 mg/ml spot-on solution Intervet International B.V.
Dasatinib Sandoz 50 mg film-coated tablet Paranova Oy
Dopmin 40 mg/ml concentrate for solution for infusion Orifarm Oy
Dygratyl 0.2 mg tablet Orifarm Oy
Irinotecan Pfizer 20 mg/ml concentrate for solution for infusion Pfizer Oy
Isotretinoin Sanoswiss 20 mg capsule, soft SanoSwiss UAB
Lenalidomide Cipla 10 mg capsule, hard Cipla Europe NV
Lenalidomide Cipla 20 mg capsule, hard Cipla Europe NV
Lenalidomide Cipla 5mg capsule, hard Cipla Europe NV
Lenalidomide Cipla 25mg capsule, hard Cipla Europe NV
Lenalidomide Cipla 15mg capsule, hard Cipla Europe NV
Letrozol Accord 2.5mg film-coated tablet Orifarm Oy
Moxodex vet 5 mg/ml pour-on solution Chanelle Pharmaceuticals Manufacturing Limited
Octreotide ratiopharm 20 mg Pgwdf—zr and solvent for prolonged-release suspension for Paranova Oy
injection
Silotoc 2.13 mg/ml oral solution Opella Healthcare France SAS
Somatuline Autogel 60 mg solution for injection in pre-filled syringe Orifarm Oy
Trileptal 600 mg film-coated tablet Orifarm Oy
Trileptal 600 mg film-coated tablet Paranova Oy
Ventoline 2mg tablet GlaxoSmithKline (Ireland) Limited
Voltaren 25mg gastro-resistant tablet Novartis Finland Oy
Zopitabs 7.5mg film-coated tablet As Grindex
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