Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/08/2025 - 31/08/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Apixaban Grindeks 2.5mg film-coated tablet Grindeks AS
Apixaban Grindeks 5mg film-coated tablet Grindeks AS
Cefotaxim hameln 2g powder for solution for injection/infusion Hameln Pharma GmbH
Cefotaxim hameln 1g powder for solution for injection/infusion Hameln Pharma GmbH

Ciclesonide Glenmark
Ciclesonide Glenmark
Cloxacillin Stragen
Cortiflix
Fucidin-Hydrocortison
lluvien

Menisy

Menisy

Menisy

Milbetab

Milbetab

Oftagel

Pultadev

Septabene sitruuna, hunaja, inkivaari

Tadalafil Devatis
Tadalafil Devatis
Tadalafil Devatis

Teicoplanin Demo S.A.
Teicoplanin Demo S.A.

Teriflunomide Desitin
Veluna

Waladex

Waladex

Zepromec vet
Zubatmin

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.

160 microg/dose
80 microg/dose
109

0.1mg

190 microgram(s)
8 mg

16 mg

24 mg

16 mg /40 mg
4mg/10mg
2.5mg/g

20 mg
3mg/1mg
10 mg

5mg

20 mg

200 mg

400 mg

14 mg

360 microgram(s)/millilitre

1mg
4 mg
5 mg/ml

pressurised inhalation, solution
pressurised inhalation, solution
powder for solution for injection/infusion
tablet

cream

intravitreal implant in applicator
tablet

tablet

tablet

film-coated tablet

film-coated tablet

eye gel in single-dose container
film-coated tablet

lozenge

film-coated tablet

film-coated tablet

film-coated tablet

powder and solvent for solution for injection/infusion
powder and solvent for solution for injection/infusion

film-coated tablet

oral solution

tablet

tablet

pour-on solution

concentrate for solution for infusion

Glenmark Arzneimittel GmbH

Glenmark Arzneimittel GmbH

Stragen Nordic A/S

Renata Pharmaceuticals (Ireland) Limited
Abacus Medicine A/S

Abacus Medicine A/S

STADA Arzneimittel AG

STADA Arzneimittel AG

STADA Arzneimittel AG

Chanelle Pharmaceuticals Manufacturing Limited
Chanelle Pharmaceuticals Manufacturing Limited
Paranova Oy

Devatis GmbH

KRKA d.d. Novo mesto

Devatis GmbH

Devatis GmbH

Devatis GmbH

Demo S.A.

Demo S.A.

Desitin Arzneimittel GmbH

Nordic Pill AB

2Care4 Generics ApS

2Care4 Generics ApS

Chanelle Pharmaceuticals Manufacturing Limited
Macure Pharma ApS



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/08/2025 - 31/08/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Ampiclox vet intramammary suspension Zoetis Animal Health ApS
Atorbir 40 mg film-coated tablet Abacus Medicine A/S
Clavubactin 250 mg/ 62.5 mg tablet Le Vet. B.V.
Clavubactin 50 mg/12.5mg tablet Le Vet. B.V.
Clavubactin 500 mg/ 125 mg tablet Le Vet. B.V.
Fluorouracil Accord 50 mg/ml solution for injection/infusion Paranova Oy
Fulvestrant medac 250 mg solution for injection in pre-filled syringe Medac Gesellschaft Fiir Klinische Spezialpréaparate mbH
Kabiven emulsion for infusion Fresenius Kabi AB
Kyleena 19.5mg intrauterine delivery system Abacus Medicine A/S
Mercilon tablet Abacus Medicine A/S
Nortriptyline Holsten 10 mg film-coated tablet Holsten Pharma GmbH
Nortriptyline Holsten 25mg film-coated tablet Holsten Pharma GmbH
Propecia 1mg film-coated tablet Abacus Medicine A/S
Spiriva 18 microgram(s) inhalation powder, hard capsule Abacus Medicine A/S
Sunitinib Krka 50 mg capsule, hard KRKA d.d. Novo mesto
Sunitinib Krka 12.5mg capsule, hard KRKA d.d. Novo mesto
Sunitinib Krka 25mg capsule, hard KRKA d.d. Novo mesto
Targaxan 550 mg film-coated tablet Abacus Medicine A/S
Triesence 40 mg/ml suspension for injection Orifarm Oy
Valsartan/Hydroklortiazid Actavis 160 mg /25 mg film-coated tablet Actavis Group PTC ehf

Valsartan/Hydroklortiazid Actavis

Valsartan/Hydroklortiazid Actavis

Zoledronic Acid Sun

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.

160 mg/12.5mg
80mg/12.5mg
5mg

film-coated tablet
film-coated tablet
solution for infusion

Actavis Group PTC ehf
Actavis Group PTC ehf
Sun Pharmaceutical Industries B.V.
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