
Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/07/2022 - 31/07/2022

1

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

Cabazitaxel medac 20 mg/ml concentrate for solution for infusion Medac Gesellschaft Für Klinische Spezialpräparate mbH

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

Accord Healthcare B.V.

Clindoxyl 50 mg/g + 10 mg/g gel Paranova Oy
Ditustat 6 mg/ml oral solution Teva B.V.
Dopital 50 mg capsule, hard Macure Pharma ApS
Dopital 100 mg capsule, hard Macure Pharma ApS
Dopital 200 mg capsule, hard Macure Pharma ApS
Etraga 25 mg/ml powder for suspension for injection Stada Arzneimittel AG
Fampridine Laboratorios Liconsa 10 mg prolonged-release tablet Laboratorios Liconsa S.A.
Fampridine Stada 10 mg prolonged-release tablet Stada Arzneimittel AG
Fenprokel vet 100 mg/ml solution for injection Kela N.V.
Gepretix 100 mg capsule, soft Exeltis Healthcare S.L.
Gepretix 200 mg capsule, soft Exeltis Healthcare S.L.
Nomigrin 85 mg / 500 mg film-coated tablet Orion Corporation Orion Pharma

Octreotide ratiopharm 20 mg
powder and solvent for prolonged-release suspension for 
injection

Paranova Oy

Octreotide ratiopharm 10 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Octreotide ratiopharm 20 mg
powder and solvent for prolonged-release suspension for 
injection

Orifarm Oy

Piperacillin/Tazobactam Stada 2 g / 0.25 g powder for solution for infusion Stada Arzneimittel AG
Piperacillin/Tazobactam Stada 4 g / 0.5 g powder for solution for infusion Stada Arzneimittel AG
Sitagliptin/Metformin Reddy 50 mg / 850 mg film-coated tablet Reddy Holding GmbH
Sitagliptin/Metformin Reddy 50 mg / 1000 mg film-coated tablet Reddy Holding GmbH
Xembify 200 mg/ml solution for injection Instituto Grifols S.A.
Xonvea 10 mg / 10 mg gastro-resistant tablet CampusPharma AB
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Cancelled authorisations

Buprenorphine Glenmark 5 microgram(s)/hour transdermal patch Glenmark Arzneimittel GmbH
Buprenorphine Glenmark 10 microgram(s)/hour transdermal patch Glenmark Arzneimittel GmbH
Buprenorphine Glenmark 20 microgram(s)/hour transdermal patch Glenmark Arzneimittel GmbH
Celecoxib Orion 100 mg capsule, hard Aurobindo Pharma (Malta) Ltd
Celecoxib Orion 200 mg capsule, hard Aurobindo Pharma (Malta) Ltd
Fampridine Biomo 10 mg prolonged-release tablet Biomo Pharma GmbH
Foradil 12 microg/dose inhalation powder, hard capsule Novartis Finland Oy
Galantamine Ratiopharm 16 mg prolonged-release capsule, hard Actavis Group PTC ehf
Galantamine Ratiopharm 8 mg prolonged-release capsule, hard Actavis Group PTC ehf
Galantamine Ratiopharm 24 mg prolonged-release capsule, hard Actavis Group PTC ehf
Ixel 50 mg capsule, hard Paranova Oy
Ketanest-S 5 mg/ml solution for injection/infusion Orifarm Oy
Klimedix 1 mg / 2 mg film-coated tablet Gedeon Richter Plc
Lactovac vet. suspension for injection Zoetis Animal Health ApS
Leukeran 2 mg film-coated tablet Orifarm Oy
Levocetirizin Ratiopharm 5 mg film-coated tablet Orifarm Oy
Monoprost 50 microgram(s)/millilitre eye drops, solution in single-dose container Orifarm Oy
Nitrosid 1 mg/ml concentrate for solution for infusion Orion Corporation
Olanzapin Actavis 15 mg film-coated tablet Actavis Group PTC ehf
Olanzapin Actavis 10 mg film-coated tablet Actavis Group PTC ehf
Olanzapin Actavis 20 mg film-coated tablet Actavis Group PTC ehf
Olanzapin Actavis 2.5 mg film-coated tablet Actavis Group PTC ehf
Olanzapin Actavis 5 mg film-coated tablet Actavis Group PTC ehf
Olanzapin Actavis 7.5 mg film-coated tablet Actavis Group PTC ehf
Orloc Comp 5 mg / 12.5 mg film-coated tablet Orion Corporation
Orloc Comp 10 mg / 25 mg film-coated tablet Orion Corporation
Pregnyl 5000 IU powder and solvent for solution for injection Merck Sharp & Dohme B.V.
Sepram 30 mg film-coated tablet Paranova Oy
Tolterodine Accord 2 mg prolonged-release capsule, hard Accord Healthcare B.V.
Tolterodine Accord 4 mg prolonged-release capsule, hard Accord Healthcare B.V.
Vetzin vet. 1000 mg/g premix for medicated feed Vepidan Aps
Zoladex 10.8 mg implant Paranova Oy
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