
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/04/2022 - 30/04/2022

1

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

Amiodarone Accord 30 mg/ml concentrate for solution for injection/infusion Accord Healthcare B.V.
Atgam 50 mg/ml concentrate for solution for infusion Pfizer Oy
Bimatoprost/Timolol STADA 0.3 mg/ml + 5 mg/ml eye drops, solution in single-dose container Stada Arzneimittel AG
Caniphedrin 20 mg tablet Richter Pharma AG
Caniphedrin 50 mg tablet Richter Pharma AG
Dapagliflozin ratiopharm 5 mg film-coated tablet Teva B.V.
Dapagliflozin ratiopharm 10 mg film-coated tablet Teva B.V.
Dasatinib Sandoz 50 mg film-coated tablet Orifarm Oy
Icatibant Fresenius 30 mg solution for injection in pre-filled syringe Fresenius Kabi Ab
Icatibant Universal Farma 30 mg solution for injection in pre-filled syringe Universal Farma S.L.
Loratadine Accord 10 mg tablet Accord Healthcare B.V.
Nizoral 2 % cream Paranova Oy
Pirfenidone Sandoz 267 mg film-coated tablet Sandoz A/S
Pirfenidone Sandoz 801 mg film-coated tablet Sandoz A/S
Pirfenidone ratiopharm 267 mg film-coated tablet ratiopharm GmbH
Pirfenidone ratiopharm 801 mg film-coated tablet ratiopharm GmbH
Rymphysia 500 mg powder and solvent for solution for infusion Takeda Manufacturing Austria AG
Rymphysia 1000 mg powder and solvent for solution for infusion Takeda Manufacturing Austria AG
Sitagliptin/Metformin Zentiva 50 mg / 850 mg film-coated tablet Zentiva, k.s.
Sitagliptin/Metformin Zentiva 50 mg / 1000 mg film-coated tablet Zentiva, k.s.
Sorafenib Mylan 200 mg film-coated tablet Orifarm Oy
Sugammadex Reddy 100 mg/ml solution for injection Reddy Holding GmbH
Vomend vet 10 mg chewable tablet Dechra Regulatory B.V.
Vomend vet 5 mg chewable tablet Dechra Regulatory B.V.
Xefal 500 mg capsule, hard Antibiotice SA
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Anagrelide Aop 0.5 mg capsule, hard Aop Orphan Pharmaceuticals GmbH
Augmentin 875 mg / 125 mg film-coated tablet GlaxoSmithKline (Ireland) Limited
Betnovat 1 mg/g cream GlaxoSmithKline Oy
Cetraxal Comp 3 mg/ml + 0.25 mg/ml ear drops, solution Paranova Oy
Denise 150 / 20 mikrog tablet ratiopharm GmbH
Deprakine 200 mg/ml oral drops, solution Sanofi Oy
Ezetimib Aristo 10 mg tablet Aristo Pharma GmbH
Flevox vet 50 mg spot-on solution Vetoquinol SA
Flevox vet 67 mg spot-on solution Vetoquinol SA
Flevox vet 134 mg spot-on solution Vetoquinol SA
Flevox vet 268 mg spot-on solution Vetoquinol SA
Flevox vet 402 mg spot-on solution Vetoquinol SA
Gabapentin Sandoz 300 mg capsule, hard Paranova Oy
Haemate 1000 IU FVIII / 2400 IU VWF powder and solvent for solution for injection/infusion Abacus Medicine A/S
Haemate 250 IU FVIII / 600 IU VWF powder and solvent for solution for injection/infusion Abacus Medicine A/S
Imatinib Koanaa 100 mg film-coated tablet Koanaa Healthcare GmbH
Imatinib Koanaa 400 mg film-coated tablet Koanaa Healthcare GmbH
Pafinur 1 mg/ml oral solution J.Uriach y Compañia SA
Pafinur 10 mg tablet J.Uriach y Compañia SA
Rhemox vet 500 mg/g powder for use in drinking water Industrial Veterinaria, S.A.
Ritalin 30 mg modified-release capsule, hard Novartis Finland Oy
Ritalin 60 mg modified-release capsule, hard Novartis Finland Oy
Ritalin 10 mg modified-release capsule, hard Novartis Finland Oy
Ritalin 20 mg modified-release capsule, hard Novartis Finland Oy
Ritalin 40 mg modified-release capsule, hard Novartis Finland Oy
Teveten 600 mg film-coated tablet Paranova Oy
Zidoval 7.5 mg/g vaginal gel Paranova Oy
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