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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

Apixaban Cipla 2.5 mg film-coated tablet Cipla Europe NV
Apixaban Cipla 5 mg film-coated tablet Cipla Europe NV
Bexarotene Amdipharm 75 mg capsule, soft Amdipharm Limited
Cardisan Vet 2.5 mg chewable tablet Alfasan Nederland B.V.
Cardisan Vet 1.25 mg chewable tablet Alfasan Nederland B.V.
Cardisan Vet 15 mg chewable tablet Alfasan Nederland B.V.
Cardisan Vet 5 mg chewable tablet Alfasan Nederland B.V.
Cardisan Vet 10 mg chewable tablet Alfasan Nederland B.V.
Cosopt Sine 20 mg/ml + 5 mg/ml eye drops, solution Abacus Medicine A/S
Cyclophosphamide Accord 200 mg/ml concentrate for solution for injection/infusion Accord Healthcare B.V.
Desmopressin Orifarm 120 microgram(s) sublingual lyophilisate Orifarm Healthcare A/S
Desmopressin Orifarm 240 microgram(s) sublingual lyophilisate Orifarm Healthcare A/S
Desmopressin Orifarm 60 microgram(s) sublingual lyophilisate Orifarm Healthcare A/S
Dimethyl fumarate Orion 120 mg gastro-resistant capsule, hard Orion Corporation
Dimethyl fumarate Orion 240 mg gastro-resistant capsule, hard Orion Corporation
Dimetylfumarat Avansor 240 mg gastro-resistant capsule, hard Avansor Pharma Oy
Dophasin 200000 IU/ml solution for injection Dopharma Research B.V.
Eltrombopag Avansor 25 mg film-coated tablet Avansor Pharma Oy
Eltrombopag Avansor 50 mg film-coated tablet Avansor Pharma Oy
Eltrombopag Avansor 75 mg film-coated tablet Avansor Pharma Oy
Eltrombopag Krka 75 mg film-coated tablet KRKA d.d. Novo mesto
Eltrombopag Krka 25 mg film-coated tablet KRKA d.d. Novo mesto
Eltrombopag Krka 50 mg film-coated tablet KRKA d.d. Novo mesto
Iburion 800 mg film-coated tablet Orion Corporation
Iburion 600 mg film-coated tablet Orion Corporation
Icalziss 340 mmol/l solution for infusion Vantive Belgium S.R.L.
Inandex 4 mg/ml solution for injection/infusion Accord Healthcare B.V.
Ipidacrine MD-Pharm 20 mg tablet MD-Pharm s.r.o.
Ipidacrine MD-Pharm 5 mg/ml solution for injection MD-Pharm s.r.o.
Ipidacrine MD-Pharm 15 mg/ml solution for injection MD-Pharm s.r.o.
Karglumiinihappo Waymade 200 mg dispersible tablet Waymade B.V.
Leponex 200 mg tablet Viatris Oy
Levosimendan Waymade 2.5 mg/ml concentrate for solution for infusion Waymade B.V.
Linagliptin Sandoz 5 mg film-coated tablet Sandoz A/S
Maxalt 10 mg tablet Paranova Oy
Meropenem Navamedic 1 g powder for solution for injection/infusion Navamedic ASA
Meropenem Navamedic 500 mg powder for solution for injection/infusion Navamedic ASA
Nintedanib Sandoz 150 mg capsule, soft Sandoz A/S
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Nintedanib Sandoz 100 mg capsule, soft Sandoz A/S
Pomalidomide Grindeks 2 mg capsule, hard Grindeks AS
Pomalidomide Grindeks 3 mg capsule, hard Grindeks AS
Pomalidomide Grindeks 1 mg capsule, hard Grindeks AS
Pomalidomide Grindeks 4 mg capsule, hard Grindeks AS
Pyrocam 20 mg/ml solution for injection HuVepharma
Salofalk 1 g gastro-resistant tablet Dr. Falk Pharma GmbH
Tafluprost/Timolol Santen 15 mikrog/ml + 5 mg/ml eye drops, solution in single-dose container Santen Oy
Trevicopto Comp 40 mikrog/ml + 5 mg/ml eye drops, solution in single-dose container Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Valomindo 80 mg / 1.5 mg modified-release tablet KRKA d.d. Novo mesto

Cancelled authorisations

Aclomed 5 percent cream Orifarm Generics A/S
Atosiban Accord 37.5 mg / 5 ml concentrate for solution for infusion Accord Healthcare B.V.
Clobazam Essential Pharmaceuticals 1 mg/ml oral suspension Essential Pharmaceuticals Ltd
Epaclob 2 mg/ml oral suspension Ethypharm
Epaclob 1 mg/ml oral suspension Ethypharm
Fulvestrant Fresenius Kabi 250 mg solution for injection in pre-filled syringe Fresenius Kabi AB
Marbonor vet 100 mg/ml solution for injection Norbrook Laboratories (Ireland) Limited
Moviprep powder for oral solution Orifarm Oy
Nalgesin 220 mg film-coated tablet KRKA Sverige AB
Reminyl 4 mg/ml oral solution Janssen-Cilag Oy
Rhesonativ 625 IU/ml solution for injection Octapharma Ab
Risedronat Accord 35 mg film-coated tablet Accord Healthcare B.V.
Zopinox 7.5 mg film-coated tablet Orion Corporation
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