Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations
01/12/2020 - 31/12/2020

Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Ascorbic acid Pascoe 150 mg/ml concentrate for solution for injection/infusion Pascoe pharmazeutische Praparate
GmbH

Atropine Accord 0.1 mg/ml solution for injection in pre-filled syringe Accord Healthcare B.V.

Brinzolamide Accord 10 mg/ml eye drops, suspension Accord Healthcare B.V.

Buprefarm 25 mikrogl/t transdermal patch Orifarm Generics A/S

Buprefarm 40 mikrog/t transdermal patch Orifarm Generics A/S

Buprefarm 30 mikrog/t transdermal patch Orifarm Generics A/S

Cevac MD Rispens concentrate and solvent for suspension for CEVA-Phylaxia Veterinary Biologicals

injection Co. Ltd.

Ceyesta 3mg tablet HK Pharma Limited

Entocort 3mg prolonged-release capsule, hard Paranova Oy

Melatonin Unimedic Pharma 1 mg/ml oral solution Unimedic Pharma AB

Melatonin Vemedia 3mg tablet Vemedia Manufacturing B.V.

Melatonin Vemedia 5mg tablet Vemedia Manufacturing B.V.

Noxarem 5mg tablet Vemedia Manufacturing B.V.

Noxarem 3mg tablet Vemedia Manufacturing B.V.

Roter 3mg tablet Vemedia Manufacturing B.V.

Roter 5mg tablet Vemedia Manufacturing B.V.

Sefazin vet 20 mg/ml solution for injection Interchemie Eesti Werken De Adelaar
Eesti AS

Sitagliptin Orion 100 mg film-coated tablet Orion Corporation

Sitagliptin Orion 50 mg film-coated tablet Orion Corporation

Sitagliptin Orion 25 mg film-coated tablet Orion Corporation

Ticagrelor Sandoz 90 mg film-coated tablet Sandoz A/S

Ticagrelor Sandoz 60 mg film-coated tablet Sandoz A/S

Tiogiva 18 microg inhalation powder, hard capsule Glenmark Pharmaceuticals Nordic AB

Cancelled authorisations
Afluria

15 mikrog HA / 0.5
ml

suspension for injection in pre-filled syringe

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.

Seqirus GmbH



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/12/2020 - 31/12/2020

Tradename Strength Pharmaceutical form Marketing authorisation holder
Agomelatin Sandoz 25 mg film-coated tablet Sandoz A/S
Agrippal 15 mikrog HA /0.5  suspension for injection in pre-filled syringe Seqirus S.r.l.
ml
Airflusal Sprayhaler 25 mikrog / 250 pressurised inhalation, suspension Sandoz A/S
mikrog / annos
Airflusal Sprayhaler 25 mikrog / 125 pressurised inhalation, suspension Sandoz A/S

Alfacalcidol Aristo
Alfacalcidol Aristo
Alfacalcidol Aristo
Alfexodil

Alfexodil

Almotriptan Sandoz
Aripiprazole Aristo
Aripiprazole Aristo
Bartal

Bartal

Benakor Vet.
Bonefos
Buprenorphine Orion
Buprenorphine Orion
Buprenorphine Orion
Candemox Comp
Crestor

Dasatinib Sandoz
Dasatinib Sandoz
Delamonie
Denagard Vet
Dozurso

Dozurso

Duloxetin Aristo

mikrog / annos
0.5 microg
0.25 microg

1 microg

120 mg

180 mg

12.5 mg

15 mg

30 mg

75 mg

160 mg

2.5 mg

60 mg/ml

5 mikrog/tunti
10 mikrog/tunti
20 mikrog/tunti
16 mg/12.5mg
40 mg

140 mg

100 mg

75 microg

20 mg/g

250 mg

500 mg

30 mg

capsule, soft
capsule, soft
capsule, soft
film-coated tablet
film-coated tablet
film-coated tablet
tablet

tablet
gastro-resistant tablet
gastro-resistant tablet
film-coated tablet
concentrate for solution for infusion
transdermal patch
transdermal patch
transdermal patch
tablet

film-coated tablet
film-coated tablet
film-coated tablet
film-coated tablet

oral powder
film-coated tablet
film-coated tablet
gastro-resistant capsule, hard

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.

Aristo Pharma GmbH
Aristo Pharma GmbH
Aristo Pharma GmbH
Sandoz A/S

Sandoz A/S

Sandoz A/S

Aristo Pharma GmbH
Aristo Pharma GmbH
KRKA, d.d., Novo mesto
KRKA, d.d., Novo mesto
Le Vet Beheer B.V.
Bayer Oy

Orion Corporation

Orion Corporation

Orion Corporation
Orifarm Oy

Orifarm Oy

Sandoz A/S

Sandoz A/S

Sandoz A/S

Elanco GmbH
Laboratoires Mayoly Spindler
Laboratoires Mayoly Spindler
Aristo Pharma GmbH



Fimea

Approved and cancelled marketing authorisations, parallel import authorisations and registrations

01/12/2020 - 31/12/2020

Tradename Strength Pharmaceutical form Marketing authorisation holder
Duloxetin Aristo 60 mg gastro-resistant capsule, hard Aristo Pharma GmbH
Eletriptan Alternova 40 mg film-coated tablet Alternova A/S
Femiori 30 mg film-coated tablet Orifarm Generics A/S
Fluconazol Sandoz 150 mg capsule, hard Sandoz A/S
Gabapentin Aristo 100 mg capsule, hard Aristo Pharma GmbH
Gabapentin Aristo 300 mg capsule, hard Aristo Pharma GmbH
Gabapentin Aristo 400 mg capsule, hard Aristo Pharma GmbH
Gemcitabin Fresenius Kabi 40 mg/ml concentrate for solution for infusion Fresenius Kabi AB
Genotropin 12 mg powder and solvent for solution for injection Paranova Oy
Glimepirid Sandoz 1mg tablet Sandoz A/S
Glimepirid Sandoz 2 mg tablet Sandoz A/S
Glimepirid Sandoz 3mg tablet Sandoz A/S
Glimepirid Sandoz 4 mg tablet Sandoz A/S
Hyalgan solution for injection Orifarm Oy
Kagitz 50 mg prolonged-release tablet Aristo Pharma GmbH
Kagitz 300 mg prolonged-release tablet Aristo Pharma GmbH
Kagitz 400 mg prolonged-release tablet Aristo Pharma GmbH
Lactulose Sandoz 670 mg/ml oral solution Sandoz A/S
Levocalcium Vet solution for injection Orion Corporation
Levocar 200 mg /50 mg prolonged-release tablet Sandoz A/S
Levocetirizine Sandoz 5mg film-coated tablet Sandoz A/S
Linatil 2.5mg tablet Hexal A/S
Lisinopril Ratiopharm 10 mg tablet Orifarm Oy
Lovastatin Stada 40 mg tablet Orifarm Oy
Martam 150 mikrog / 20 film-coated tablet Sandoz A/S

mikrog
Meta-lodobenzylguanidine(l-131) Terapeuttiseen 185 MBq - 740 solution for infusion GE Healthcare Buchler GmbH & Co.
Kayttoon MBg/ml KG
Mirtazapin Orion 15 mg film-coated tablet Orifarm Oy
Mommox 1 mg/g cream Sandoz A/S
Nexium 10 mg gastro-resistant granules for oral suspension Paranova 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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Tradename Strength Pharmaceutical form Marketing authorisation holder
Nootropil 1200 mg film-coated tablet Orifarm Oy
Oxytocin Orifarm 101U concentrate for solution for injection/infusion Orifarm Generics A/S
Para-Caps 500 mg capsule, soft Orion Corporation
Parvoerysin Vet emulsion for injection Salfarm Danmark A/S
Perindopril Krka 2mg tablet KRKA Sverige AB
Rosuvastatin Sandoz 10 mg film-coated tablet Orifarm Oy
Rosuvastatin Sandoz 20 mg film-coated tablet Orifarm Oy
Seretide Diskus 50 mikrog / 250 inhalation powder, pre-dispensed Orifarm Oy

mikrog / annos
Seretide Diskus 50 mikrog / 500 inhalation powder, pre-dispensed Orifarm Oy

mikrog / annos
Solvetta 0.120 mg / 0.015 vaginal delivery system Sandoz A/S

mg /24 h
Tadalafil Sandoz 2.5mg film-coated tablet Sandoz A/S
Tamsulosiinihydrokloridi Krka 0.4 mg modified-release capsule, hard KRKA, d.d., Novo mesto
Telmisartan Sandoz 80 mg tablet Sandoz A/S
Tramadol Retard Hexal 200 mg prolonged-release tablet Hexal A/S

Zavedos

powder for solution for injection

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.

Paranova Oy
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