Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/08/2021 - 31/08/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Apixaban Sandoz 5mg film-coated tablet Sandoz A/S
Apixaban Sandoz 2.5mg film-coated tablet Sandoz A/S
Calciumgluconat B. Braun 100 mg/ml injection Paranova Oy
Dacepton 5 mg/ml solution for infusion Paranova Oy
Desrion 5mg film-coated tablet Orion Corporation Orion Pharma
Destamin 5mg film-coated tablet Orion Corporation Orion Pharma
Endovelle 2mg tablet Paranova Oy
Ficoxil 57 mg chewable tablet LIVISTO Intl, S.L.
Ficoxil 227 mg chewable tablet LIVISTO Intl, S.L.
Ibetin 400 mg film-coated tablet Zentiva, k.s.
Ibetin 200 mg film-coated tablet Zentiva, k.s.
Icatibant Ratiopharm 30 mg solution for injection in pre-filled syringe TevaB.V.
Irinotecan SUN 1.5 mg/ml solution for infusion Sun Pharmaceutical Industries Europe B.V.
Lodisure Vet 1mg tablet Dechra Regulatory B.V.
Menopur 600 IU solution for injection in pre-filled pen Ferring Laakkeet Oy
Menopur 1200 IU solution for injection in pre-filled pen Ferring Laakkeet Oy
Ocutifex 0.25 mg/ml eye drops, solution in single-dose container Pharma Stulln GmbH
Ondansetron Kalceks 2 mg/ml solution for injection/infusion Akciju sabiedriba Kalceks
Prostivas 0.5 mg/ml concentrate for solution for infusion Paranova Oy

Sitagliptin/Metformin Orion
Sitagliptin/Metformin Orion
Ticagrelor Stada

Ticagrelor Stada
Treprostinil Tillomed
Treprostinil Tillomed
Treprostinil Tillomed
Treprostinil Tillomed

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.
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Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/08/2021 - 31/08/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Cancelled authorisations
Capecitabine Koanaa 150 mg film-coated tablet Koanaa Healthcare GmbH
Capecitabine Koanaa 500 mg film-coated tablet Koanaa Healthcare GmbH
Dihydrostreptomycin Bia Vet 500 mg tablet Boehringer Ingelheim Animal Health Nordics A/S
Dutasteride/Tamsulosinhydrochloride Hexal 0.5mg /0.4 mg capsule, hard Hexal A/S
Dystardis 25mg tablet AOP Orphan Pharmaceuticals AG
Femilar coated tablet Bayer Oy
Femoden coated tablet Bayer Oy
Leponex 100 mg tablet Orifarm Oy
Metronidazol Baxter 5 mg/ml solution for infusion Baxter Holding B.V.
Niquitin Freshmint 2mg medicated chewing-gum Perrigo Sverige AB
Niquitin Freshmint 4 mg medicated chewing-gum Perrigo Sverige AB
Niquitin Tropical 2mg medicated chewing-gum Perrigo Sverige AB
Niquitin Tropical 4 mg medicated chewing-gum Perrigo Sverige AB
Oramorph 20 mg/ml oral solution 2care4 ApS
Oramorph 2 mg/ml oral solution 2care4 ApS
Parlodel 10 mg capsule, hard Meda Oy
Parlodel 5mg capsule, hard Meda Oy
Posirex Honey-Lemon 1.2mg/ 0.6 mg lozenge Orion Corporation / ORION PHARMA / Orion Oyj
Prednison 40 mg tablet Orion Corporation
Syntocinon 8.3 microg/ml concentrate for solution for infusion/solution for injection  Orifarm Oy
Zenon 40mg /10 mg film-coated tablet Sanofi Oy
Zenon 10 mg/ 10 mg film-coated tablet Sanofi Oy
Zenon 20mg/ 10 mg film-coated tablet Sanofi Oy
Zopiklon Mylan 5mg film-coated tablet Mylan AB

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.
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