Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/10/2024 - 31/10/2024

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Andatin 500 mg / 500 mg powder for solution for infusion Orifarm Oy
Azyter 15 mg/g eye drops, solution in single-dose container Paranova Oy
Azzalure 125 Speywood-yksikkoa powder for solution for injection Paranova Oy

Bactroban Nasal
Candesartan/Indapamide Krka
Candesartan/Indapamide Krka
Caninda

Caninda

Ciclesonide Orifarm
Ciclesonide Orifarm
Ciclesonide Orifarm
Dexamfetamin Sea Pharma
Dexamfetamin Sea Pharma
Dexamfetamin Sea Pharma
Diavic

Emla

Ertapenem Steriscience
Estradiol Orion

Estradiol Orion

Felimazole Vet

Gabapentin ratiopharm
Hedexin

Levonic

Micafungin Accord
Micafungin Accord
Midaquin Vet.

Milrinon Stragen

Relfydess

Remodulin

Remodulin

Rotigotine Medical Valley
Rotigotine Medical Valley
Rotigotine Medical Valley
Rotigotine Medical Valley
Rotigotine Medical Valley
Rotigotine Medical Valley
Streptus

Vamtexar

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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50 mg

100 mg

5 mg/ml

1 mg/ml
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5 mg/ml

10 mg/ml

1 mg/ 24 tuntia
2 mg/ 24 tuntia
3 mg/ 24 tuntia
4 mg / 24 tuntia
6 mg / 24 tuntia
8 mg / 24 tuntia

500 mg /20 mg

nasal ointment

tablet

tablet

tablet

tablet

pressurised inhalation, solution
pressurised inhalation, solution
pressurised inhalation, solution
tablet

tablet

tablet

solution for injection in pre-filled pen
cream

powder for concentrate for solution for infusion
Transdermal gel in sachet
Transdermal gel in sachet

oral solution

capsule, hard

syrup

solution for infusion

powder for concentrate for solution for infusion
powder for concentrate for solution for infusion
solution for injection

concentrate for solution for infusion
solution for injection

solution for infusion

solution for infusion

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

transdermal patch

syrup

modified-release tablet

Orifarm Oy

KRKA d.d. Novo mesto
KRKA d.d. Novo mesto
KRKA d.d. Novo mesto
KRKA d.d. Novo mesto
Orifarm Healthcare A/S
Orifarm Healthcare A/S
Orifarm Healthcare A/S
Sea Pharma AB

Sea Pharma AB

Sea Pharma AB

Sun Pharmaceutical Industries Europe B.V.
Abacus Medicine A/S
Steriscience B.V.

Orion Corporation

Orion Corporation
Dechra Regulatory B.V.
Orifarm Oy

Phytopharm Kleka S.A.
Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
Accord Healthcare B.V.
Accord Healthcare B.V.
Dechra Regulatory B.V.
Stragen Nordic A/S
Ipsen Pharma

Orifarm Oy

Orifarm Oy

Medical Valley Invest AB
Medical Valley Invest AB
Medical Valley Invest AB
Medical Valley Invest AB
Medical Valley Invest AB
Medical Valley Invest AB
RB Health Nordic A/S
Sandoz A/S
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Venlafaxin Krka 75mg prolonged-release capsule, hard Orifarm Oy
Vetoryl 20 mg chewable tablet Dechra Regulatory B.V.
Vetoryl 30 mg chewable tablet Dechra Regulatory B.V.
Vetoryl 60 mg chewable tablet Dechra Regulatory B.V.
Vetoryl 120 mg chewable tablet Dechra Regulatory B.V.
Zyrtec 10 mg film-coated tablet Orifarm Oy
Cancelled authorisations
Abacavir/Lamivudine Sandoz 600 mg / 300 mg film-coated tablet Sandoz A/S
Abirateron Sandoz 1000 mg film-coated tablet Sandoz A/S
Aerocomp Forspiro 320 mikrog / 9 mikrog /annos inhalation powder, pre-dispensed Sandoz A/S
Aerocomp Forspiro 160 mikrog / 4.5 mikrog/annos inhalation powder, pre-dispensed Sandoz A/S
Amlodipin Actavis 5mg tablet Actavis Group PTC ehf
Amlodipin Actavis 10 mg tablet Actavis Group PTC ehf
Atosiban Accord 6.75 mg solution for injection in pre-filled syringe Accord Healthcare B.V.
Avelox 400 mg film-coated tablet Bayer AG
Baklofen Mylan 25mg tablet Orifarm Oy
Baklofen Mylan 10 mg tablet Orifarm Oy
Betnovat 1mg/g ointment GlaxoSmithKline Oy
Bimatoprost Accord 0.3 mg/ml eye drops, solution Accord Healthcare B.V.
Bimatoprost Accord 0.1 mg/ml eye drops, solution Accord Healthcare B.V.
Bortezomib Sandoz 2.5mg powder for solution for injection Sandoz A/S
Bortezomib Sandoz 3.5mg powder for solution for injection Sandoz A/S
Bramitob 300mg/ 4 ml nebuliser solution Chiesi Farmaceutici S.p.A.
Brinzolamide Sandoz 10 mg/ml eye drops, suspension Sandoz A/S
Celecoxib Sandoz 100 mg capsule, hard Sandoz A/S
Celecoxib Sandoz 200 mg capsule, hard Sandoz A/S
Dalacin 300 mg capsule Paranova Oy
Exametazim Radiopharmacy Laboratory 0.5mg kit for radiopharmaceutical preparation Radiopharmacy Laboratorium Kft.
Flixotide Diskus 250 microg/dose inhalation powder, pre-dispensed Paranova Oy

Glycopyrronium Martindale
Immunate

Immunate

Immunate

Kefavet Vet

Kefexin

Klexane

Klexane

Klexane

Klexane Cum Conservans

200 microgram(s)/millilitre
250 IU FVIII /190 IU VWF
1000 IU FVIII / 750 IU VWF
500 IU FVIIl / 375 IU VWF
250 mg

250 mg

100 mg/ml

15000 IU (150 mg) / 1 ml
12 000 IU (120 mg) / 0.8 ml
100 mg/ml

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.

solution for injection

powder and solvent for solution for injection
powder and solvent for solution for injection
powder and solvent for solution for injection

film-coated tablet

film-coated tablet

solution for injection

solution for injection in pre-filled syringe
solution for injection in pre-filled syringe
solution for injection

Ethypharm

Baxalta Innovations GmbH
Baxalta Innovations GmbH
Baxalta Innovations GmbH
Orion Corporation

Orion Corporation

Sanofi Oy

Sanofi Oy

Sanofi Oy

Sanofi Oy
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Lacosamide Sandoz 150 mg film-coated tablet Sandoz A/S
Lacosamide Sandoz 200 mg film-coated tablet Sandoz A/S
Lacosamide Sandoz 100 mg film-coated tablet Sandoz A/S
Lacosamide Sandoz 50 mg film-coated tablet Sandoz A/S
Ladiva capsule, hard Medis GmbH
Lenalidomide Fresenius Kabi 15mg capsule, hard Fresenius Kabi AB
Lenalidomide Fresenius Kabi 25mg capsule, hard Fresenius Kabi AB
Lenalidomide Fresenius Kabi 10 mg capsule, hard Fresenius Kabi AB
Lenalidomide Fresenius Kabi 20 mg capsule, hard Fresenius Kabi AB
Lenalidomide Fresenius Kabi 5mg capsule, hard Fresenius Kabi AB
Lenalidomide Fresenius Kabi 2.5mg capsule, hard Fresenius Kabi AB
Linezolid Accord 600 mg film-coated tablet Accord Healthcare B.V.
Loratadin Sandoz 10 mg orodispersible tablet Sandoz A/S
Lusama 82.5mg prolonged-release tablet Aristo Pharma GmbH
Lusama 165 mg prolonged-release tablet Aristo Pharma GmbH
Lusama 330 mg prolonged-release tablet Aristo Pharma GmbH
Montelukast Sandoz 4 mg granules Sandoz A/S
Olmesartan Medoxomil Sandoz 40 mg film-coated tablet Sandoz A/S
Olmesartan Medoxomil Sandoz 20 mg film-coated tablet Sandoz A/S
Olmesartan Medoxomil Sandoz 10 mg film-coated tablet Sandoz A/S
Orgaran 1250 anti-Xa U/ml solution for injection Paranova Oy
Padviram 600 mg / 200 mg / 245 mg film-coated tablet Sandoz A/S
Precosa 250 mg capsule, hard Orifarm Oy
Rabies-Imovax powder and solvent for suspension for injection Sanofi Pasteur Europe
Rasagiline Sandoz 1mg tablet Sandoz A/S
Remodulin 1 mg/ml solution for infusion Orifarm Oy
Rolod 1000 mg tablet Sandoz A/S
Rolod 500 mg tablet Sandoz A/S
Rubira 0.03mg/3mg film-coated tablet Sandoz A/S
Rubira 0.02mg/3mg film-coated tablet Sandoz A/S
Sedaconda 100 percent volume/volume inhalation vapour, liquid Sedana Medical AB
Sevelamer Pharmathen 800 mg film-coated tablet Pharmathen S.A.
Sumatriptan Teva 100 mg film-coated tablet Orifarm Oy
Sunitinib Sandoz 37.5mg capsule, hard Sandoz A/S

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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