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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.

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Aciclovir Noridem 500 mg powder for solution for infusion Noridem Enterprises Limited
Aciclovir Noridem 250 mg powder for solution for infusion Noridem Enterprises Limited
Alensol 70 mg oral solution Oresund Pharma ApS (Øresund Pharma)
Alutard SQ 553 Koira, epiteelit suspension for injection ALK-Abello A/S
Apixaban Hexal 5 mg film-coated tablet Hexal A/S
Apixaban Hexal 2.5 mg film-coated tablet Hexal A/S
Brivaracetam Glenmark 50 mg film-coated tablet Glenmark Arzneimittel GmbH
Brivaracetam Glenmark 10 mg film-coated tablet Glenmark Arzneimittel GmbH
Brivaracetam Glenmark 25 mg film-coated tablet Glenmark Arzneimittel GmbH
Brivaracetam Glenmark 100 mg film-coated tablet Glenmark Arzneimittel GmbH
Brivaracetam Glenmark 75 mg film-coated tablet Glenmark Arzneimittel GmbH
Brivaracetam STADA 10 mg film-coated tablet STADA Arzneimittel AG
Brivaracetam STADA 50 mg film-coated tablet STADA Arzneimittel AG
Brivaracetam STADA 25 mg film-coated tablet STADA Arzneimittel AG
Brivaracetam STADA 75 mg film-coated tablet STADA Arzneimittel AG
Brivaracetam STADA 100 mg film-coated tablet STADA Arzneimittel AG
Bultavo 3 suspension for injection Boehringer Ingelheim Vetmedica GmbH
Buprenorphine G.L. Pharma 0.2 mg sublingual tablet G.L. Pharma GmbH
Buprenorphine G.L. Pharma 0.4 mg sublingual tablet G.L. Pharma GmbH
Chondroitin sulfate IBSA 800 mg tablet IBSA Farmaceutici Italia S.r.l
Cizbor 2.5 mg film-coated tablet Sandoz A/S
Cizbor 5 mg film-coated tablet Sandoz A/S
Daptomycin Noridem 350 mg powder for solution for injection/infusion Noridem Enterprises Limited
Daptomycin Noridem 500 mg powder for solution for injection/infusion Noridem Enterprises Limited
Decigatan 1.5 mg tablet Aflofarm Farmacja Polska Sp. z o.o.
Dimethyl fumarate STADA Nordic 120 mg gastro-resistant capsule, hard STADA Nordic ApS
Dimethyl fumarate STADA Nordic 240 mg gastro-resistant capsule, hard STADA Nordic ApS
Dormostop Vet 5 mg/ml solution for injection Alfasan Nederland B.V.
Edoxaban ratiopharm 15 mg film-coated tablet Teva GmbH
Edoxaban ratiopharm 60 mg film-coated tablet Teva GmbH
Edoxaban ratiopharm 30 mg film-coated tablet Teva GmbH
Elihib 5 mg film-coated tablet G.L. Pharma GmbH
Elihib 2.5 mg film-coated tablet G.L. Pharma GmbH
Eltrombopag STADA 75 mg film-coated tablet STADA Arzneimittel AG
Eltrombopag STADA 25 mg film-coated tablet STADA Arzneimittel AG
Eltrombopag STADA 50 mg film-coated tablet STADA Arzneimittel AG
Finrexin Eukalyptus & Mentoli 350 mg / 30 mg / 300 mg oral powder Orifarm Healthcare A/S
Fluarix 15 mikrog HA / 0.5 ml suspension for injection in pre-filled syringe GlaxoSmithKline Oy
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Flurbiprofen STADA 16.2 mg/ml oromucosal spray, solution STADA Arzneimittel AG
Frontcontrol 230 mg / 20 mg film-coated tablet Chanelle Pharmaceuticals Manufacturing Limited
Illuccix 25 microgram(s) kit for radiopharmaceutical preparation Telix Innovations
Macitentan Glenmark 10 mg film-coated tablet Glenmark Arzneimittel GmbH
Micafungin Hikma 50 mg powder for concentrate for solution for infusion Hikma Farmacêutica (Portugal) S.A.
Micafungin Hikma 100 mg powder for concentrate for solution for infusion Hikma Farmacêutica (Portugal) S.A.
Orestra 1 mg film-coated tablet Besins Healthcare Ireland Ltd.
Orestra 2 mg film-coated tablet Besins Healthcare Ireland Ltd.
Pantoprazol SUN Pharma 40 mg powder for solution for injection Sun Pharmaceutical Industries Europe B.V.
Parkadin 100 mg capsule, hard Renata Pharmaceuticals (Ireland) Limited
Prostivas 0.5 mg/ml concentrate for solution for infusion Abacus Medicine A/S
Rivaroxaban ADOH 10 mg film-coated tablet ADOH B.V.
Rivaroxaban ADOH 15 mg film-coated tablet ADOH B.V.
Rivaroxaban ADOH 20 mg film-coated tablet ADOH B.V.
SUBLIVAC Koivu 40000 Allergy Unit(s) Native Oromucosal drops, solution HAL Allergy B.V.
SUBLIVAC Puita 40000 Allergy Unit(s) Native Oromucosal drops, solution HAL Allergy B.V.
Sewab 2.5 mg film-coated tablet Sandoz A/S
Sewab 5 mg film-coated tablet Sandoz A/S
Syncropine 3 mg tablet Pierpaoli Exelyas S.r.l.
Syncropine 5 mg tablet Pierpaoli Exelyas S.r.l.
Vistabel 4 Allergan-yksikköä/0.1 ml powder for solution for injection Orifarm Oy
Xylexx Vet 20 mg/ml solution for injection Alfasan Nederland B.V.

Cancelled authorisations

Azacitidine Lorien 25 mg/ml powder for suspension for injection Laboratorios Lorien S.L.
Canagliflozin ratiopharm 100 mg film-coated tablet Teva B.V.
Canagliflozin ratiopharm 300 mg film-coated tablet Teva B.V.
Dexmedetomidine B. Braun 100 microgram(s)/millilitre concentrate for solution for infusion B. Braun Melsungen AG
Ferglep vet 200 mg/ml solution for injection Laboratorios Hipra S.A.
Ilomedin 0.1 mg/ml concentrate for solution for infusion Paranova Oy
Kefavet Vet 500 mg film-coated tablet Orion Corporation
Malvitona oral solution Viatris Oy
Sorafenib Mylan 200 mg film-coated tablet Orifarm Oy
Ultracortenol 5 mg/g eye ointment Orifarm Oy
Viscotears 2 mg/g eye gel Orifarm Oy
Voltaren 140 mg medicated plaster Haleon Denmark ApS
Zocor 80 mg film-coated tablet N.V. Organon
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