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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

Abiraterone ratiopharm 500 mg film-coated tablet Teva B.V.
Apixaban Stada 5 mg film-coated tablet Stada Arzneimittel AG
Apixaban Stada 2.5 mg film-coated tablet Stada Arzneimittel AG
Azacitidine Lorien 25 mg/ml powder for suspension for injection Laboratorios Lorien S.L.
Bosentan Accord 62.5 mg film-coated tablet Orifarm Oy
Budesonid Medical Valley 3 mg modified-release capsule, hard Medical Valley Invest AB

Carmustine Waymade 100 mg
powder and solvent for concentrate for solution for 
infusion

Waymade B.V.

Dozuril vet 50 mg/ml oral suspension Dopharma Research B.V.
Fampridin Zentiva 10 mg prolonged-release tablet Zentiva, k.s.
Fampridine Biomo 10 mg prolonged-release tablet Biomo Pharma GmbH
Fampridine Sandoz 10 mg prolonged-release tablet Sandoz A/S
Flusils hunaja-sitruuna 8.75 mg lozenge Teva B.V.
Ketazed 0.25 mg/ml eye drops, solution Horus Pharma
Levolac 670 mg/ml oral solution Orion Corporation
Lilinorm 1 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 10 mg / 5 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 5 mg film-coated tablet ACE Pharmaceuticals BV
Lilinorm 10 mg film-coated tablet ACE Pharmaceuticals BV
Losec MUPS 10 mg gastro-resistant tablet Paranova Oy
Methylphenidate Orion 27 mg prolonged-release tablet Orion Corporation
Methylphenidate Orion 36 mg prolonged-release tablet Orion Corporation
Misbadi 75 mg capsule, hard Towa Pharmaceutical Europe S.L
Misbadi 110 mg capsule, hard Towa Pharmaceutical Europe S.L
Misbadi 150 mg capsule, hard Towa Pharmaceutical Europe S.L
Nuvaring 0.120 mg / 0.015 mg per 24 h vaginal delivery system Abacus Medicine A/S
Serefarm 50 mikrog /100 mikrog / annos inhalation powder, pre-dispensed Orifarm Generics A/S
Serefarm 50 mikrog / 250 mikrog / annos inhalation powder, pre-dispensed Orifarm Generics A/S
Serefarm 50 mikrog / 500 mikrog /annos inhalation powder, pre-dispensed Orifarm Generics A/S
Sunitinib Vivanta 50 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 25 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 12.5 mg capsule, hard Vivanta Generics s.r.o.
Sunitinib Vivanta 37.5 mg capsule, hard Vivanta Generics s.r.o.
Syncroprost 0.250 mg/ml solution for injection Ceva Santé Animale
Vinorelbine PharmSol 20 mg capsule, soft PharmSol Europe Limited
Vinorelbine PharmSol 30 mg capsule, soft PharmSol Europe Limited
Vinorelbine PharmSol 80 mg capsule, soft PharmSol Europe Limited
Voxra 300 mg modified-release tablet Paranova Oy
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Cancelled authorisations

Amoxin 375 mg film-coated tablet ratiopharm GmbH
Apurin Sandoz 300 mg tablet Orifarm Oy
Atovaquone/Proguanil Glenmark 250 mg / 100 mg film-coated tablet Glenmark Arzneimittel GmbH
Beconase 50 microg/dose nasal spray, suspension Paranova Oy
Betahistin Abbott 16 mg tablet Abbott Healthcare Products B.V
Betahistine Abbott 24 mg orodispersible tablet Abbott Healthcare Products B.V
Clarium 200 mg prolonged-release capsule, hard Laboratoires SMB S.A.
Creon 10 000 gastro-resistant capsule, hard Orifarm Oy
Deprakine 300 mg gastro-resistant tablet Sanofi Oy
Deprakine 60 mg/ml oral solution Sanofi Oy
Deprakine 500 mg gastro-resistant tablet Sanofi Oy
Emovat 0.5 mg/g cream GlaxoSmithKline Oy
Emtricitabine/Tenofovir Disoproxil Teva 200 mg / 245 mg film-coated tablet Teva B.V.
Fenosup Lidose 160 mg capsule, hard Laboratoires SMB S.A.
Gaviscon oral suspension Paranova Oy
Letrozole SanoSwiss 2.5 mg film-coated tablet SanoSwiss UAB
Meropenem Accord 1 g powder for solution for injection/infusion Accord Healthcare B.V.
Meropenem Accord 500 mg powder for solution for injection/infusion Accord Healthcare B.V.
Microluton 30 microgram(s) coated tablet Bayer Oy
Nanocoll 0.5 mg kit for radiopharmaceutical preparation GE Healthcare Srl
Simvastatin Ratiopharm 80 mg film-coated tablet Orifarm Oy
Voltaren Rapid 25 mg coated tablet Novartis Finland Oy
Zovirax 3 % eye ointment GlaxoSmithKline (Ireland) Limited
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