Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/11/2025 - 30/11/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Actilyse powder and solvent for solution for injection/infusion 2care4 ApS
Amlodipine ratiopharm 5mg tablet Teva B.V.
Amlodipine ratiopharm 10 mg tablet TevaB.V.
Benamix 6.25 mg/g premix for medicated feed Virbac
Cardovia 1.25mg film-coated tablet STADA Arzneimittel AG
Cardovia 2.5mg film-coated tablet STADA Arzneimittel AG
Cardovia 3.75mg film-coated tablet STADA Arzneimittel AG
Cardovia 5mg film-coated tablet STADA Arzneimittel AG
Cardovia 7.5mg film-coated tablet STADA Arzneimittel AG
Cardovia 10 mg film-coated tablet STADA Arzneimittel AG
Ceftazidim hameln 500 mg powder for solution for injection Hameln Pharma GmbH
Ceftazidim hameln 19 powder for solution for injection/infusion Hameln Pharma GmbH
Ceftazidim hameln 29 powder for solution for injection/infusion Hameln Pharma GmbH
Colchicine Indoco 500 microgram(s) tablet Indoco Remedies Czech s.r.o.
Dapagliflozin Orion 5mg film-coated tablet Orion Corporation
Dapagliflozin Orion 10 mg film-coated tablet Orion Corporation
Emcepe vet 1 mg/ml oral solution CP-Pharma Handelsgesellschaft mbH
Enzalutamide ratiopharm 40 mg film-coated tablet Teva GmbH
Enzalutamide ratiopharm 80 mg film-coated tablet Teva GmbH
Eptifibatide Ctruz 0.75 mg/ml solution for infusion Ctruz ApS
Eptifibatide Ctruz 2 mg/ml solution for injection Ctruz ApS
Flagyl 500 mg pessary Abacus Medicine A/S
Lenvatinib Sandoz 4 mg capsule, hard Sandoz A/S
Lenvatinib Sandoz 10 mg capsule, hard Sandoz A/S
Levothyroxine Sandoz 25 microgram(s) tablet Sandoz A/S
Levothyroxine Sandoz 100 microgram(s) tablet Sandoz A/S

Lumivaxon
Lumivaxon
Lumivaxon
Safinamide Vivanta
Safinamide Vivanta
Sitagliptin Devatis
Sitagliptin Devatis
Sitagliptin Devatis
Testosterone ratiopharm
Trichoderm vet
Vagifem
Ventimaxx Vet

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.
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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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Cancelled authorisations

Apixaban Doc Generici 2.5mg film-coated tablet Doc Generici S.r.l.

Apixaban Doc Generici 5mg film-coated tablet Doc Generici S.r.l.
Candesartan/Hydrochlorothiazide Holsten 8mg/12.5mg tablet Holsten Pharma GmbH
Candesartan/Hydrochlorothiazide Holsten 16 mg/12.5mg tablet Holsten Pharma GmbH
Candesartan/Hydrochlorothiazide Holsten 32mg/12.5mg tablet Holsten Pharma GmbH
Candesartan/Hydrochlorothiazide Holsten 32mg/25mg tablet Holsten Pharma GmbH
Cohemin Depot 1 mg/ml solution for injection Orion Corporation
Dexmedetomidine Altan 100 microg/ml concentrate for solution for infusion Altan Pharma Limited
Dexmedetomidine Altan Pharma 4 microg/ml solution for infusion Altan Pharma Ltd

Everolimus Ethypharm 2.5mg tablet Ethypharm

Everolimus Ethypharm 5mg tablet Ethypharm

Everolimus Ethypharm 10 mg tablet Ethypharm

Levosimendan Altan 2.5 mg/ml concentrate for solution for infusion Altan Pharma Ltd

Lioresal 25mg tablet Paranova Oy

Momesonex 50 microg/dose nasal spray, suspension Teva Pharma B.V.

Perindopril Ratiopharm 8 mg tablet Paranova Oy

Pirfenidone Vivanta 267 mg film-coated tablet Vivanta Generics s.r.o.
Pirfenidone Vivanta 801 mg film-coated tablet Vivanta Generics s.r.o.
Rowiren cream Medis GmbH

Sebuss 2.5mg film-coated tablet Pharmascience International Limited
Sebuss 5mg film-coated tablet Pharmascience International Limited
Teriflunomide Desitin 14 mg film-coated tablet Desitin Arzneimittel GmbH
Teriflunomide Vivanta 14 mg film-coated tablet Vivanta Generics s.r.o.
Ticagrelor Vivanta 60 mg film-coated tablet Vivanta Generics s.r.o.
Ticagrelor Vivanta 90 mg film-coated tablet Vivanta Generics s.r.o.

Zeclar 50 mg/ml granules for oral suspension Orion Corporation

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.



