Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/01/2021 - 31/01/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations

Butorgesic vet 10 mg/ml solution for injection CP-Pharma Handelsgesellschaft mbH
Fenylefrin Sintetica 0.08 mg/ml solution for injection/infusion Sintetica GmbH

Fenylefrin Sintetica 8.2 mg/ml solution for injection Sintetica GmbH

Fingolimod Pharmathen 0.5 mg capsule, hard Pharmathen S.A.

Fingolimod Zentiva 0.5 mg capsule, hard Zentiva, k.s.

Flutiform K-Haler 125 mikrog / 5 pressurised inhalation, suspension Orifarm Oy

Lenalidomide Stada
Lenalidomide Stada
Lenalidomide Stada
Lenalidomide Stada
Lenalidomide Stada
Lenalidomide Stada
Lenalidomide Stada
Lidobel vet.
Mesalatsiini ESPL
Propecia
Rectogesic
Risperidon Ratiopharm

Risperidon Ratiopharm

Risperidon Ratiopharm

Rivaroxaban Sandoz
Targaxan
Vetbromide

Zelys vet

Zelys vet

Zelys vet

mikrog / annos
10 mg
7.5 mg
20 mg
25 mg
2.5mg
5mg

15 mg
16 mg/ml
19

1 mg

4 mgl/g
25 mg

37.5mg

50 mg

2.5 mg
550 mg
600 mg
10 mg
1.25 mg
5mg

capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

capsule, hard

solution for injection

suppository

film-coated tablet

rectal ointment

powder and solvent for prolonged-release
suspension for injection

powder and solvent for prolonged-release
suspension for injection

powder and solvent for prolonged-release
suspension for injection

film-coated tablet

film-coated tablet

tablet

chewable tablet

chewable tablet

chewable tablet

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.

STADA Arzneimittel AG
STADA Arzneimittel AG
STADA Arzneimittel AG
STADA Arzneimittel AG
STADA Arzneimittel AG
STADA Arzneimittel AG
STADA Arzneimittel AG
Bela-Pharm GmbH & Co. KG
ESPL Regulatory Consulting Limited
Abacus Medicine A/S
Abacus Medicine A/S
ratiopharm GmbH

ratiopharm GmbH

ratiopharm GmbH

Sandoz A/S
Paranova Oy
Regivet BV

Ceva Santé Animale
Ceva Santé Animale
Ceva Santé Animale
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Amlodipin/Valsartan/Hydrochlorothiazide Sandoz

Amlodipin/Valsartan/Hydrochlorothiazide Sandoz

Amlodipin/Valsartan/Hydrochlorothiazide Sandoz

Amlodipin/Valsartan/Hydrochlorothiazide Sandoz

Amlodipin/Valsartan/Hydrochlorothiazide Sandoz

Basiron Ac
Basocare

Bortezomib Teva
Bortezomib Teva
Condyline
Diazepam Accord
Diazepam Accord
Ezetimib Universal
Ferofix

Gabapentin Sandoz
Harmonet

Hydraderm
Ismexin

Karbamid Evolan
Lamotrigin Sandoz
Lamotrigin Sandoz
Lamotrigin Sandoz

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.

5mg /160 mg/12.
5mg

10 mg /160 mg/ 12.
5mg

5mg /160 mg/ 25
mg

10 mg /160 mg/ 25
mg

10 mg /320 mg/ 25
mg

5%

1000 mg

2.5 mg
3.5mg
5 mg/ml
10 mg
5 mg
10 mg
100 mg

400 mg

75 mikrog / 20
mikrog

1%

20 mg

50 mg/g

50 mg

25 mg

100 mg

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

film-coated tablet

gel

gastro-resistant tablet

powder for solution for injection
powder for solution for injection

cutaneous solution
tablet

tablet

tablet

chewable tablet

capsule, hard
coated tablet

cream
tablet
cream
dispersible tablet
dispersible tablet
dispersible tablet

Sandoz A/S

Sandoz A/S

Sandoz A/S

Sandoz A/S

Sandoz A/S

Orifarm Oy

Fresenius Medical Care Deutschland
GmbH

Teva B.V.

Teva B.V.

Galderma Nordic AB

Accord Healthcare B.V.
Accord Healthcare B.V.
Universal Farma S.L.
Uni-Pharma Kleon Tsetis
Pharmaceutical Laboratories
Orifarm Oy

Orifarm Oy

Evolan Pharma AB
ratiopharm GmbH
Evolan Pharma AB
Sandoz A/S
Sandoz A/S
Sandoz A/S
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Lamotrigin Sandoz 200 mg dispersible tablet Sandoz A/S

Mebunat Vet 60 mg/ml solution for injection Orion Corporation
Meta-lodobenzylguanidine(l-131) Diagnostiseen 9.25-18.5 MBg/ml  solution for injection GE Healthcare Buchler GmbH & Co.
Kéayttoon KG

Microluton 30 microg coated tablet Paranova Oy

Mirtazapin Krka 30 mg film-coated tablet Orifarm Oy

Mitostat powder for solution for infusion Orion Corporation
Moxifloxacin Accord 400 mg film-coated tablet Accord Healthcare B.V.
Naramig 2.5mg film-coated tablet Paranova Oy

Pimafucort cream Orifarm Oy

Simvastatin Ratiopharm 20 mg film-coated tablet Paranova Oy

Targiniq 25mg/1.25 mg prolonged-release tablet Mundipharma Oy

Tobi 300 mg /5 ml nebuliser solution Orifarm Oy

Voriconazole Accordpharma 200 mg film-coated tablet Accord Healthcare B.V.
Voriconazole Accordpharma 50 mg film-coated tablet Accord Healthcare 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.
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