Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/05/2021 - 31/05/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Abirateron Sandoz 500 mg film-coated tablet Sandoz A/S
Abiraterone Stada 500 mg film-coated tablet STADA Arzneimittel AG
Actilyse powder and solvent for solution for injection/infusion Paranova Oy
Actilyse 2mg powder for solution for injection/infusion Orifarm Oy
Aethoxysklerol 30 mg/ml solution for injection Paranova Oy
Apovomin vet 1 mg/ml solution for injection Dechra Regulatory B.V.
Bocouture 50 yksikkoa powder for solution for injection Paranova Oy
Butasal vet 100 mg/ml + 0,05 mg/ml solution for injection Interchemie Eesti Werken De Adelaar Eesti AS
Cabazitaxel STADA 20 mg/ml concentrate for solution for infusion STADA Arzneimittel AG
Calcipotriol / Betamethasone Orifarm 50/500 mikrog/g gel Orifarm Generics A/S
Calciumgluconat B. Braun 100 mg/ml injection 2care4 ApS
Certican 0.5mg tablet Orifarm Oy
Corvert 87 microg/ml solution for infusion Paranova Oy
Dexmedetomidine Baxter 100 microg/ml concentrate for solution for infusion Baxter Holding B.V.
Elvanse 30 mg capsule, hard Orifarm Oy
Fesoterodine Stada 4mg prolonged-release tablet STADA Arzneimittel AG
Fesoterodine Stada 8 mg prolonged-release tablet STADA Arzneimittel AG
Heparin Leo 100 IU/ml solution for injection Orifarm Oy
Heparin Leo 5000 IU/ml solution for injection Orifarm Oy
Linagliptin STADA 5mg film-coated tablet Stada Arzneimittel AG
Meriofert 150 1U powder and solvent for solution for injection IBSA Farmaceutici Italia S.r.|
Meriofert 751U powder and solvent for solution for injection IBSA Farmaceutici Italia S.r.|
Merocarb 1g powder for solution for injection/infusion Antibiotice SA
Noradrenalin Fresenius Kabi 1 mg/ml concentrate for solution for infusion Fresenius Kabi Ab
Oleo D3 14400 IU/ml oral drops, solution Fresenius Kabi AB
Prograf 5mg capsule, hard Abacus Medicine A/S
Prosterid 1mg film-coated tablet 2Care4 Generics ApS
Ryaltris ﬁk?;ﬁﬁ?';:zz]fz:nigo nasal spray, suspension Glenmark Pharmaceuticals s.r.o.
Trymox vet 150 mg/ml suspension for injection Univet Ltd.
Uromitexan 100 mg/ml solution for injection Orifarm Oy
Vetoryl 5mg capsule, hard Dechra Regulatory B.V.

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.



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/05/2021 - 31/05/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Almotriptan Orifarm 12.5mg film-coated tablet Orifarm Generics A/S
Aminess N film-coated tablet Meda Oy
Ampicillin Mylan 2g powder for solution for injection/infusion Mylan Ireland Limited
Ampicillin Mylan 500 mg powder for solution for injection/infusion Mylan Ireland Limited
Ampicillin Mylan 250 mg powder for solution for injection/infusion Mylan Ireland Limited
Ampicillin Mylan 1g powder for solution for injection/infusion Mylan Ireland Limited
Biovac injection United Vaccines Holding B.V.
Blocanol 5 mg/ml eye drops, solution Santen Oy
Chelidonium, Rhizoma Weleda D4, D5, D6 drops Weleda AG
Divitren tablet Orion Corporation
Echinaguard drops Meda Oy
Fenflor vet 300 mg/ml solution for injection KRKA, d.d., Novo mesto
Holoxan powder for solution for injection/infusion Paranova Oy
Ketanest-S 5 mg/ml solution for injection/infusion Paranova Oy
Montelukast Mylan 5mg chewable tablet Mylan AB
Novantrone 2 mg/ml concentrate for solution for infusion Meda Oy
Oxcarbazepin Mylan 600 mg film-coated tablet Mylan AB
Oxcarbazepin Mylan 150 mg film-coated tablet Mylan AB
Oxcarbazepin Mylan 300 mg film-coated tablet Mylan AB
Picoprep powder for oral solution Orifarm Oy
Relifex 19 soluble tablet Meda Oy
Roferon-A 3 milj.1u/0.5 ml solution for injection in pre-filled syringe Roche Oy
Solu-Medrol 40 mg powder and solvent for solution for injection Orifarm Oy
Somac 20 mg gastro-resistant tablet Paranova Oy
Trental 400 mg prolonged-release tablet Sanofi Oy
Trexan 25 mg/ml solution for injection Orion Corporation
Trexan 2.5 mg/ml solution for injection Orion Corporation
Urokinase Medac 10000 IU powder for solution for injection/infusion medac Gesellschaft fiir klinische Spezialpraparate mbH
Urokinase Medac 50000 IU powder for solution for injection/infusion medac Gesellschaft fiir klinische Spezialpraparate mbH
Urokinase Medac 500000 IU powder for solution for injection/infusion medac Gesellschaft fiir klinische Spezialpraparate mbH
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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.
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