Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/09/2024 - 30/09/2024

Tradename Strength

Pharmaceutical form

Marketing authorisation holder

Approved authorisations

Addimag vet 160 mg/ml + 84 mg/ml solution for infusion Alfasan Nederland B.V.
Addimag vet 240 mg/ml + 126 mg/ml solution for infusion Alfasan Nederland B.V.
Atorvastatin Teva 80 mg film-coated tablet Teva B.V.
Atorvastatin Teva 40 mg film-coated tablet TevaB.V.
Atorvastatin Teva 20 mg film-coated tablet Teva B.V.
Atorvastatin Teva 10 mg film-coated tablet Teva B.V.

6 mg/ml +2.23 mg/ml + 4.46 mg

Betolo Jml oromucosal spray, solution Mundipharma Oy

Dovequa 15mg film-coated tablet Bausch Health Ireland Limited
Dovequa 2.5mg film-coated tablet Bausch Health Ireland Limited
Dovequa 10 mg film-coated tablet Bausch Health Ireland Limited
Dovequa 20 mg film-coated tablet Bausch Health Ireland Limited
Entolex gastro-resistant capsule, soft Sana Pharma Medical AS
Ertapenem AptaPharma 19 powder for concentrate for solution for infusion Apta Medica Internacional d.o.o.
Fingolimod Devatis 0.5mg capsule, hard Devatis GmbH

Fingolimod Devatis 0.25mg capsule, hard Devatis GmbH

Fluticasone furoate Substipharm

27.5 mikrog/suihke

nasal spray, suspension

Substipharm

Hydrokortisoni Tiofarma 20 mg film-coated tablet Tiofarma B.V.

Hydrokortisoni Tiofarma 1mg film-coated tablet Tiofarma B.V.

Hydrokortisoni Tiofarma 2mg film-coated tablet Tiofarma B.V.

Hydrokortisoni Tiofarma 10 mg film-coated tablet Tiofarma B.V.

Hydrokortisoni Tiofarma 5mg film-coated tablet Tiofarma B.V.

Ibulinecaps 400 mg capsule, soft Fysioline Oy

Ibuprofen Fairmed 400 mg film-coated tablet Fairmed Healthcare GmbH
Ibuprofen Fairmed 200 mg film-coated tablet Fairmed Healthcare GmbH
Ibuprofen Fairmed 600 mg film-coated tablet Fairmed Healthcare GmbH
Ibuprofen Strides 200 mg film-coated tablet Strides Pharma (Cyprus) Limited
Ibuprofen Strides 600 mg film-coated tablet Strides Pharma (Cyprus) Limited
Ibuprofen Strides 400 mg film-coated tablet Strides Pharma (Cyprus) Limited

Levothyroxine SERB

200 microgram(s)/millilitre

solution for injection/infusion

SERB S.A.

Lidocaine Grindeks 20 mg/ml solution for injection Grindeks AS
Lidocaine Grindeks 10 mg/ml solution for injection Grindeks AS
Linagliptin/Metformin Sandoz 2.5mg/ 850 mg film-coated tablet Sandoz A/S
Linagliptin/Metformin Sandoz 2.5mg/ 1000 mg film-coated tablet Sandoz A/S

Livostin 0.5 mg/ml nasal spray, suspension Paranova Oy

Medimibi 0.5mg kit for radiopharmaceutical preparation Radiopharmacy Laboratorium Kft.
Mirabegron Glenmark 50 mg prolonged-release tablet Glenmark Arzneimittel GmbH
Mirabegron STADA 50 mg prolonged-release tablet STADA Arzneimittel AG

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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Mirabegron Zentiva 50 mg prolonged-release tablet Zentiva k.s.
Mirabegron ratiopharm 50 mg prolonged-release tablet Teva GmbH
Naproxen Accord 250 mg tablet Accord Healthcare B.V.
Naproxen Accord 500 mg tablet Accord Healthcare B.V.
Nortriptyline Holsten 10 mg film-coated tablet Holsten Pharma GmbH
Nortriptyline Holsten 25mg film-coated tablet Holsten Pharma GmbH
Nystimex 100 000 1U/ml oral suspension Orifarm Oy
Pyrocam 15 mg/ml oral suspension HuVepharma
Rococlos vet. emulsion for injection Bioveta a.s.
Strepsolve pastille RB Health Nordic A/S
Targiniq 5mg/2.5mg prolonged-release tablet Orifarm Oy
Targiniq 10 mg/5mg prolonged-release tablet Orifarm Oy
Thyrovet 600 microgram(s) tablet CP-Pharma Handelsgesellschaft mbH
Thyrovet 200 microgram(s) tablet CP-Pharma Handelsgesellschaft mbH
Thyrovet 400 microgram(s) tablet CP-Pharma Handelsgesellschaft mbH
Thyrovet 800 microgram(s) tablet CP-Pharma Handelsgesellschaft mbH
Tolerak 40 mg/g cream Paranova Oy
Vancomycin hameln 500 mg powder for concentrate for solution for infusion Hameln Pharma GmbH
Vancomycin hameln 1000 mg powder for concentrate for solution for infusion Hameln Pharma GmbH
Varenicline Glenmark 1mg film-coated tablet Glenmark Arzneimittel GmbH
Varenicline Glenmark 0.5mg film-coated tablet Glenmark Arzneimittel GmbH
Venlafaxin Krka 37.5mg prolonged-release capsule, hard Paranova Oy
Voriconazole Accord 200 mg powder for solution for infusion Accord Healthcare B.V.
Zopiclone Grindeks 7.5mg film-coated tablet Grindeks AS
Zopiclone Grindeks 3.75mg film-coated tablet Grindeks AS
Zopiclone Grindeks 5mg film-coated tablet Grindeks AS

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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Abiraterone medac 250 mg tablet Medac Gesellschaft Fiir Klinische Spezialpraparate mbH
Abiraterone medac 500 mg film-coated tablet Medac Gesellschaft Fiir Klinische Spezialpraparate mbH
Alfaxan 10 mg/ml solution for injection Zoetis Animal Health ApS
Belkyra 10 mg/ml solution for injection AbbVie Oy
Cefuroxim Stragen 159 powder for solution for injection/infusion Stragen Nordic A/S
Chirocaine 0.625 mg/ml solution for infusion AbbVie Oy
Chirocaine 1.25 mg/ml solution for infusion AbbVie Oy
Furesis Comp tablet Orion Corporation
Ghemaxan 15000 IU (150 mg) / 1 ml solution for injection in pre-filled syringe Chemi S.p.A.
Ghemaxan 8000 IU (80 mg) / 0.8 ml solution for injection in pre-filled syringe Chemi S.p.A.
Ghemaxan 12000 IU (120 mg) / 0.8 mi solution for injection in pre-filled syringe Chemi S.p.A.
Ghemaxan 6 000 IU (60 mg) / 0.6 ml solution for injection in pre-filled syringe Chemi S.p.A.
Ibetin 400 mg film-coated tablet Zentiva, k.s.
Ibetin 200 mg film-coated tablet Zentiva, k.s.

Innovair Nexthaler

Levetiracetam Sandoz
Levomepromazine Orion
Pemetrexed Norameda
Pemetrexed Norameda
Rivastigmin Stada
Rivastigmin Stada
Rivastigmin Stada
Rivastigmin Stada
Ropivacaine B. Braun
Ropivacaine B. Braun
Ropivacaine B. Braun
Ropivacaine B. Braun
Teriflunomide ratiopharm
Vonamyl

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.

200 mikrog / 12 mikrog /
inhalaatio

500 mg
50 mg
500 mg
100 mg

6 mg
3mg
4.5mg
1.5mg

10 mg/ml
2 mg/ml
5 mg/ml
7.5 mg/ml
14 mg
0.120mg/0.015mg /24 h

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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Chiesi Farmaceutici S.p.A.
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