Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/08/2023 - 31/08/2023

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Abiraterone medac 250 mg tablet Medac Gesellschaft Fiir Klinische Spezialpraparate mbH
Abiraterone medac 500 mg film-coated tablet Medac Gesellschaft Fiir Klinische Spezialpréaparate mbH
Clefirem 14 mg film-coated tablet Bausch Health Ireland Limited
Clindamycin Noridem 150 mg/ml solution for injection/infusion Noridem Enterprises Limited
Cloxacillin Vital Pharma Nordic 29 powder for solution for injection/infusion Vital Pharma Nordic ApS
Eribulin Advanz Pharma 0.44 mg/ml solution for injection Advanz Pharma Limited
Fludosol 200 mg/ml suspension for use in drinking water Dopharma Research B.V.
Galieve Dual ng0.00 mg /106.50 mg /187.50 chewable tablet RB Health Nordic A/S
Garbalieve ﬁlsgo'oo mg/106.50 mg /187.50 chewable tablet RB Health Nordic A/S
Ibuxin-Caps 400 mg capsule, soft TevaB.V.
Ipratropium bromide/salbutamol Neutec 0.5mg /2.5 mg per 2.5 ml nebuliser solution Neutec Inhaler Ireland Limited
Kyleena 19.5mg intrauterine delivery system Paranova Oy
Myrelez 120 mg solution for injection in pre-filled syringe Orifarm Oy
Prolutex 25mg solution for injection Paranova Oy
Remifentanil Orion 1mg powder for concentrate for solution for injection/infusion  Orion Corporation Orion Pharma
Remifentanil Orion 2mg powder for concentrate for solution for injection/infusion  Orion Corporation Orion Pharma
Remifentanil Orion 5mg powder for concentrate for solution for injection/infusion  Orion Corporation Orion Pharma
Sugammadex Baxter 100 mg/ml solution for injection Baxter Holding B.V.
Sugammadex Kalceks 100 mg/ml solution for injection AS Kalceks
Targaxan 550 mg film-coated tablet Orifarm Oy
Teriflunomide ratiopharm 14 mg film-coated tablet Teva B.V.
Uromitexan 100 mg/ml solution for injection 2care4 ApS
Verorab powder and solvent for suspension for injection Sanofi Pasteur
Vominil 10 mg/ml solution for injection VetViva Richter GmbH
Xylamidor 20 mg/ml solution for injection VetViva Richter GmbH

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.



Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/08/2023 - 31/08/2023

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Alendronat Sandoz 70 mg film-coated tablet Paranova Oy
Diasectral 200 mg film-coated tablet CHEPLAPHARM Arzneimittel GmbH
Felodipin Ratiopharm 5mg prolonged-release tablet Paranova Oy
Imvlo 4mg granules N.V. Organon
Imvlo 10 mg film-coated tablet N.V. Organon
Imvlo 4 mg chewable tablet N.V. Organon
Imvlo 5mg chewable tablet N.V. Organon
Isosorbide Mononitrate Vitabalans 20 mg tablet Vitabalans Oy
Micafungin Mylan 100 mg powder for concentrate for solution for infusion Mylan AB
Micafungin Mylan 50 mg powder for concentrate for solution for infusion Mylan AB
Mometasone Sanoswiss 50 microg/dose nasal spray, suspension SanoSwiss UAB
Olanzapin Ratiopharm 20 mg tablet Paranova Oy
Pemetrexed Seacross 500 mg powder for concentrate for solution for infusion Seacross Pharma (Europe) Limited
Pemetrexed Seacross 100 mg powder for concentrate for solution for infusion Seacross Pharma (Europe) Limited

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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