Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/03/2025 - 31/03/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Aforbe 200 / 6 mikrog /annos pressurised inhalation, solution Viatris Limited
Brivaracetam ratiopharm 10 mg film-coated tablet Teva B.V.
Brivaracetam ratiopharm 100 mg film-coated tablet Teva B.V.
Brivaracetam ratiopharm 50 mg film-coated tablet TevaB.V.
Brivaracetam ratiopharm 25mg film-coated tablet Teva B.V.
Brivaracetam ratiopharm 75mg film-coated tablet Teva B.V.
Bupivacaine Spinal Tung Aguettant 5 mg/ml solution for injection Laboratoire Aguettant
Cefenicol 5 mg/ml eye drops, solution CP-Pharma Handelsgesellschaft mbH
Cefenidex 2 mg/ml + 1 mg/ml eye drops, solution CP-Pharma Handelsgesellschaft mbH
Dagraduo 100 mg/ 10 mg film-coated tablet KRKA d.d. Novo mesto
Diclofenac STADA 23.2mg/g gel STADA Arzneimittel AG
Dimethyl fumarate SUN 240 mg gastro-resistant capsule, hard Sun Pharmaceutical Industries Europe B.V.
Dimethyl fumarate SUN 120 mg gastro-resistant capsule, hard Sun Pharmaceutical Industries Europe B.V.
Dimethyl fumarate Teva GmbH 120 mg gastro-resistant capsule, hard Teva GmbH
Dimethyl fumarate Teva GmbH 240 mg gastro-resistant capsule, hard Teva GmbH

Divigel

Divigel

Droperidol Aguettant
Droperidol Aguettant
Edoxaban Zentiva
Edoxaban Zentiva
Edoxaban Zentiva
Enzalutamide 1A Farma
Enzalutamide Sandoz
Enzalutamide Sandoz
Figozap

Figozap

Leponex

Leponex

Leponex

Leponex

Neurisol
Noradrenalin Noridem
Petacort

Petacort

Petacort

Petacort

Petacort

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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Oresund Pharma ApS (@resund Pharma)
Noridem Enterprises Limited

Hualan Pharmaceuticals Limited

Hualan Pharmaceuticals Limited

Hualan Pharmaceuticals Limited

Hualan Pharmaceuticals Limited

Hualan Pharmaceuticals Limited



Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/03/2025 - 31/03/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Rivaroxaban Sandoz 20 mg capsule, hard Sandoz A/S
Rivaroxaban Sandoz 15mg capsule, hard Sandoz A/S
Rivaroxaban Sandoz 10 mg capsule, hard Sandoz A/S
Rosanta 10 mg film-coated tablet Piam Farmaceutici S.p.A.
Rosanta 15mg film-coated tablet Piam Farmaceutici S.p.A.
Rosanta 20 mg film-coated tablet Piam Farmaceutici S.p.A.
Rosanta 30 mg film-coated tablet Piam Farmaceutici S.p.A.
Rosanta 5mg film-coated tablet Piam Farmaceutici S.p.A.
Rosanta 40 mg film-coated tablet Piam Farmaceutici S.p.A.
Sugammadex Accord 100 mg/ml solution for injection Accord Healthcare B.V.
Vetoryl 20 mg capsule, hard Dechra Regulatory B.V.
Viscotears 2mg/g eye gel in single-dose container Paranova Oy
Cancelled authorisations
Antirobe vet. 300 mg capsule, hard Zoetis Animal Health ApS
Antirobe vet. 25mg capsule, hard Zoetis Animal Health ApS
Antirobe vet. 150 mg capsule, hard Zoetis Animal Health ApS
Antirobe vet. 75mg capsule, hard Zoetis Animal Health ApS
Calcipotriol / Betamethasone Orifarm 50/500 mikrog/g gel Orifarm Generics A/S
Cartexan 400 mg capsule, hard Orifarm Oy
Colonsoft powder for oral solution Orion Corporation
Esmeron 10 mg/ml solution for injection Merck Sharp & Dohme B.V.
Propecia 1mg film-coated tablet Paranova Oy
Retafyllin 200 mg prolonged-release tablet Orion Corporation
Suiseng Vet suspension for injection Laboratorios Hipra S.A.
Trosyd 10 mg/g cutaneous powder Pfizer Oy
Yaz 0.02mg/3mg film-coated tablet 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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