Approved and cancelled marketing authorisations, parallel import authorisations and registrations

FI mec 01/11/2021 - 30/11/2021

Tradename Strength Pharmaceutical form Marketing authorisation holder
Approved authorisations
Azacitidine Glenmark 25 mg/ml powder for suspension for injection Glenmark Arzneimittel GmbH
Azacitidine Tillomed 25 mg/ml powder for suspension for injection Tillomed Pharma GmbH
Cabazitaxel Glenmark 20 mg/ml concentrate for solution for infusion Glenmark Arzneimittel GmbH

Carbetocin Aguettant
Ceranor

Cidofovir Tillomed
Deferasirox Glenmark
Deferasirox Glenmark
Deferasirox Glenmark
Dexamethasone phosphate hameln
Diane Nova

Diflucan

Fluorouracil Accord
Ganirelix Orifarm
Glypressin

Hypotron

Icatibant Avansor

Icatibant Glenmark
Icatibant Zentiva

lloprost Zentiva

lloprost Zentiva
Methylphenidate Mylan
Methylphenidate Mylan
Methylphenidate Mylan
Methylphenidate Mylan
Nifedipin Alternova

Orgaran

Primovist

Rybrila

Sitagliptin STADA
Sitagliptin STADA
Sitagliptin STADA
Sitagliptin/Metformin STADA
Sitagliptin/Metformin STADA
Vendiol

Venlafaxin Orion
Vildagliptin/Metformin Krka
Vildagliptin/Metformin Krka

The Finnish Medicines Agency Fimea makes every effort to ensure that the information is accurate and up to date, but individual errors can occur.
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1250 anti-Xa U/ml

0.25 mmol/ml

160 microgram(s)/millilitre
50 mg

100 mg

25mg

50 mg/ 1000 mg

50 mg/ 850 mg

60 mikrog / 15 mikrog
225mg

50 mg / 850 mg

50 mg / 1000 mg

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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prolonged-release capsule, hard
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film-coated tablet

Laboratoire Aguettant
STADA Arzneimittel AG
Tillomed Pharma GmbH
Glenmark Arzneimittel GmbH
Glenmark Arzneimittel GmbH
Glenmark Arzneimittel GmbH
Hameln Pharma GmbH
Paranova Oy

Orifarm Oy

Orifarm Oy

Orifarm Generics A/S
Paranova Oy

Brancaster Pharma Ireland Ltd.
Avansor Pharma Oy
Glenmark Arzneimittel GmbH
Zentiva, k.s.

Zentiva, k.s.

Zentiva, k.s.

Orifarm Oy

Orifarm Oy

Orifarm Oy

Orifarm Oy

Paranova Oy

Paranova Oy

Orifarm Oy

Clinigen Healthcare B.V.
Stada Arzneimittel AG

Stada Arzneimittel AG

Stada Arzneimittel AG

Stada Arzneimittel AG

Stada Arzneimittel AG
Gedeon Richter Plc

Orion Corporation

KRKA, d.d., Novo mesto
KRKA, d.d., Novo mesto



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/11/2021 - 30/11/2021
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Wynzora 50 mikrog/g + 0.5 mg/g cream Almirall S.A.
Cancelled authorisations
Adursal 150 mg film-coated tablet Takeda Oy
Amlodipine/Valsartan/Hydrochlorothiazide Stada 5mg/160 mg/25mg film-coated tablet Stada Arzneimittel AG
Amlodipine/Valsartan/Hydrochlorothiazide Stada 10 mg/ 160 mg /25 mg film-coated tablet Stada Arzneimittel AG
Armoneve 10 mg/5mg prolonged-release tablet Mundipharma Oy
Armoneve 15mg/7.5mg prolonged-release tablet Mundipharma Oy
Armoneve 5mg/2.5mg prolonged-release tablet Mundipharma Oy
Armoneve 2.5mg/1.25mg prolonged-release tablet Mundipharma Oy
Armoneve 20mg/ 10 mg prolonged-release tablet Mundipharma Oy
Armoneve 40 mg /20 mg prolonged-release tablet Mundipharma Oy
Armoneve 30mg/15mg prolonged-release tablet Mundipharma Oy
Avinew Neo effervescent tablet Boehringer Ingelheim Animal Health Nordics A/S
Azamun 50 mg film-coated tablet Takeda Oy
Azamun 25mg film-coated tablet Takeda Oy
Berocca Citrus effervescent tablet Bayer Oy
Bivalirudin Accord 250 mg powder for concentrate for solution for injection/infusion ~ Accord Healthcare B.V.
Cefuroxim Sandoz 750 mg powder for solution/suspension for injection Sandoz A/S
Cefuroxim Sandoz 1500 mg powder for solution for infusion Sandoz A/S
Cefuroxim Sandoz 1500 mg powder for solution for injection Sandoz A/S
Cefuroxim Sandoz 250 mg powder for solution/suspension for injection Sandoz A/S
Coprenessa 4mg/1.25mg tablet Paranova Oy
Cornina 0.57 g medicated plaster Beiersdorf AG
Diformin Retard 500 mg modified-release film-coated tablet Takeda Oy
Diformin Retard 1g modified-release film-coated tablet Takeda Oy
Diformin Retard 750 mg modified-release film-coated tablet Takeda Oy
Digoxin 0.25 mg/ml solution for injection Orion Corporation
Doxorubicin Ebewe 2 mg/ml solution for injection Ebewe Pharma Ges.m.b.H. Nfg.KG
Duphalac 950 mg/g oral powder Mylan Healthcare B.V.
Eprivalan vet. 5 mg/ml pour-on solution Boehringer Ingelheim Animal Health Nordics A/S
Estracyt 140 mg capsule, hard Pfizer Oy
Flusils appelsiini 8.75mg lozenge Teva B.V.
Fosfomycin 1A Farma 39 powder for oral solution 1A Pharma A/S
Glimepirid Krka 2mg tablet KRKA Sverige AB
Glimepirid Krka 3mg tablet KRKA Sverige AB
Glimepirid Krka 1mg tablet KRKA Sverige AB
Glimepirid Krka 4 mg tablet KRKA Sverige AB
Hadensa 4 mg/50mg suppository Takeda Oy
Inside Brus 150 mg effervescent tablet Meda OTC

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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Lencya 30 mg film-coated tablet Sandoz A/S
Laakkeellinen Karbogeeni Awo 5%/95% medicinal gas, compressed Woikoski Oy
Meliane coated tablet Orifarm Oy
Miral film-coated tablet Takeda Oy
Olmestad Comp 20mg/25mg film-coated tablet Stada Arzneimittel AG
Olmestad Comp 20mg/12.5mg film-coated tablet Stada Arzneimittel AG
Orlistat Stada 60 mg capsule, hard Stada Arzneimittel AG
Persantin Depot 200 mg modified-release capsule, hard Boehringer Ingelheim International GmbH
Rosuvastatin Ratiopharm 40 mg film-coated tablet Paranova Oy
Stesolid Novum 5 mg/ml emulsion for injection Actavis Group PTC ehf
Tamofen 10 mg tablet Bayer Oy
Tamofen 20 mg tablet Bayer Oy
Temazepam Orion 10 mg tablet Orion Corporation
Theofol 6.6 mg/ml oral solution Takeda Oy
Theofol Comp oral solution Takeda Oy
Trilyme suspension for injection Boehringer Ingelheim Animal Health Nordics A/S
Vancomycin Sandoz 500 mg powder for solution for infusion Sandoz A/S
Vancomycin Sandoz 1000 mg powder for solution for infusion Sandoz A/S
Visclear 0.5 mg/ml eye drops, solution McNeil, a division of Janssen- Cilag Oy
Zavedos powder for solution for injection Pfizer 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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