Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/01/2025 - 31/01/2025

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Acetylcysteine Macure 200 mg/ml concentrate for solution for infusion Macure Pharma ApS
Almoxin Vet 150 mg/ml suspension for injection Alfasan Nederland B.V.
Apremilast STADA 30 mg film-coated tablet STADA Arzneimittel AG

Apremilast STADA

10 mg + 20 mg + 30 mg

film-coated tablet

STADA Arzneimittel AG

Bactroban Nasal 2 percent nasal ointment Abacus Medicine A/S
Bortezomib Glenmark 2.5 mg/ml solution for injection Glenmark Arzneimittel GmbH
Candesartan STADA 4mg tablet STADA Arzneimittel AG
Candesartan STADA 32mg tablet STADA Arzneimittel AG
Candesartan STADA 16 mg tablet STADA Arzneimittel AG
Candesartan STADA 8 mg tablet STADA Arzneimittel AG

Cetraxal Comp

3 mg/ml + 0.25 mg/ml

ear drops, solution

Abacus Medicine A/S

Clonidine Macure 150 microgram(s)/millilitre solution for injection Macure Pharma ApS

Cluvot 1250 International unit(s) powder and solvent for solution for injection/infusion Abacus Medicine A/S
Dutasteride Ratiopharm 0.5mg capsule, soft Orifarm Oy

Edoxaban Sandoz 30 mg film-coated tablet Sandoz A/S

Edoxaban Sandoz 15mg film-coated tablet Sandoz A/S

Edoxaban Sandoz 60 mg film-coated tablet Sandoz A/S

Efluelda 60 mikrog HA / 0.5 ml suspension for injection in pre-filled syringe Sanofi Winthrop Industrie
Eltrombopag Sandoz 50 mg film-coated tablet Sandoz A/S

Eltrombopag Sandoz 25mg film-coated tablet Sandoz A/S

Eltrombopag Sandoz 75mg film-coated tablet Sandoz A/S

Fucidin 2 percent ointment Abacus Medicine A/S
Fulvestrant STADA Nordic 250 mg solution for injection in pre-filled syringe STADA Nordic ApS

Gabapentin ratiopharm GmbH 300 mg capsule, hard ratiopharm GmbH

Gabapentin ratiopharm GmbH 400 mg capsule, hard ratiopharm GmbH

Leuject 2 mg/ml solution for injection Atnahs Pharma Netherlands B.V.
Meropenem AptaPharma 149 powder for solution for injection/infusion Apta Medica Internacional d.o.o.
Meropenem AptaPharma 500 mg powder for solution for injection/infusion Apta Medica Internacional d.o.o.
Meropenem AptaPharma 2g powder for solution for infusion Apta Medica Internacional d.o.o.
Metoclopramide G.L. Pharma 5 mg/ml solution for injection G.L. Pharma GmbH

Odyralduo 20 mg/ml + 5 mg/ml eye drops, solution in single-dose container Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Oftaquix 5 mg/ml eye drops, solution Orifarm Oy

Oparta 100 mikrog / 6 mikrog/annos pressurised inhalation, solution STADA Arzneimittel AG

Oparta 200 mikrog / 6 mikrog/annos pressurised inhalation, solution STADA Arzneimittel AG
Pomalidomid Devatis 4 mg capsule, hard Devatis GmbH

Pomalidomid Devatis 2mg capsule, hard Devatis GmbH

Pomalidomid Devatis 3mg capsule, hard Devatis GmbH

Pomalidomid Devatis 1mg capsule, hard Devatis GmbH

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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Posaconazole Vivanta 100 mg gastro-resistant tablet Vivanta Generics s.r.o.
Sigrolem 15mg film-coated tablet S.F. Group S.r.l.

Sigrolem 20 mg film-coated tablet S.F. Group S.r.l.

Sigrolem 10 mg film-coated tablet S.F. Group S.r.l.

Sigrolem 40 mg film-coated tablet S.F. Group S.r.l.

Sigrolem 30 mg film-coated tablet S.F. Group S.r.l.

Sigrolem 5mg film-coated tablet S.F. Group S.r.l.

Sodium iodide (I-131) POLATOM 37-7400 MBq capsule, hard Narodowe Centrum Badan Jadrowych
Striroxin 100 microgram(s) tablet Strides Nordic ApS

Striroxin 125 microgram(s) tablet Strides Nordic ApS

Striroxin 75 microgram(s) tablet Strides Nordic ApS

Striroxin 50 microgram(s) tablet Strides Nordic ApS

Striroxin 175 microgram(s) tablet Strides Nordic ApS

Striroxin 150 microgram(s) tablet Strides Nordic ApS

Striroxin 200 microgram(s) tablet Strides Nordic ApS

Striroxin 25 microgram(s) tablet Strides Nordic ApS

Vancomycin Bioglan 1000 mg powder for concentrate for solution for infusion Bioglan AB

Vancomycin Bioglan 500 mg powder for concentrate for solution for infusion Bioglan AB

Vaxigrip 15 mikrog HA / 0.5 ml suspension for injection in pre-filled syringe Sanofi Winthrop Industrie

Vocasept 8.75mg lozenge Mapaex Consumer Healthcare (Ireland) Private Limited
Walrie 500 mg powder for concentrate for solution for infusion Adalvo Limited

Xonvea 10 mg/ 10 mg gastro-resistant tablet Paranova Oy

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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Cancelled authorisations
Betnovat 1 mg/ml cutaneous solution GlaxoSmithKline Oy
Catapresan 150 microgram(s)/millilitre solution for injection 2care4 ApS
Chirocaine 5 mg/ml solution for injection/concentrate for solution for infusion AbbVie Oy
Chirocaine 2.5 mg/ml solution for injection/concentrate for solution for infusion AbbVie Oy
Chirocaine 7.5 mg/ml solution for injection/concentrate for solution for infusion AbbVie Oy
Humulin NPH KwikPen 100 IU/ml suspension for injection in pre-filled pen Eli Lilly Finland Oy Ab
Malarone 250 mg/ 100 mg film-coated tablet 2care4 ApS
Metvix 160 mg/g cream 2care4 ApS
Mirtazapin ratiopharm 45 mg film-coated tablet Actavis Group PTC ehf
Mirtazapin ratiopharm 15mg film-coated tablet ratiopharm GmbH
Mirtazapin ratiopharm 30 mg film-coated tablet ratiopharm GmbH
Neurontin 300 mg capsule, hard Paranova Oy
Nimotop 30 mg film-coated tablet 2care4 ApS
Olmesartan medoxomil/Amlodipine Accord 40 mg/5mg film-coated tablet Accord Healthcare B.V.
Pertriptyl 2mg/25mg film-coated tablet Orion Corporation
Pertriptyl 4mg/25mg film-coated tablet Orion Corporation
Sugammadex Gebro 100 mg/ml solution for injection Gebro Pharma GmbH
Tavanic 250 mg film-coated tablet Sanofi Oy
Usowa 20 mg/ml suspension for injection 2care4 ApS
Yasminelle 0.02mg/3mg film-coated tablet Paranova Oy

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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