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Tradename Strength Pharmaceutical form Marketing authorisation holder

Approved authorisations

Adapalene/Benzoyl peroxide STADA 3 mg/g + 25 mg/g gel STADA Arzneimittel AG
Adapalene/Benzoyl peroxide STADA 1 mg/g + 25 mg/g gel STADA Arzneimittel AG
Alpramil Vet 12 mg/30 mg film-coated tablet Alfasan Nederland B.V.
Alpramil Vet 5 mg/50 mg tablet Alfasan Nederland B.V.
Alpramil Vet 12.5 mg/125 mg tablet Alfasan Nederland B.V.
Alpramil Vet 20 mg/200 mg tablet Alfasan Nederland B.V.
Alpramil Vet 16 mg/40 mg film-coated tablet Alfasan Nederland B.V.
Alpramil Vet 4 mg/10 mg film-coated tablet Alfasan Nederland B.V.
Amidazed 1 mg/ml eye drops, solution Horus Pharma
Apremilast Hexal 10 mg + 20 mg + 30 mg film-coated tablet Hexal A/S
Apremilast Hexal 30 mg film-coated tablet Hexal A/S
Bensylpenicillin Noridem 6 g powder for solution for injection/infusion Noridem Enterprises Limited
Bensylpenicillin Noridem 1.2 g powder for solution for injection/infusion Noridem Enterprises Limited
Bensylpenicillin Noridem 3 g powder for solution for injection/infusion Noridem Enterprises Limited
Bensylpenicillin Noridem 0.6 g powder for solution for injection/infusion Noridem Enterprises Limited
Ceftriaxon hameln 1 g powder for solution for injection/infusion Hameln Pharma GmbH
Ceftriaxon hameln 2 g powder for solution for injection/infusion Hameln Pharma GmbH
Dapagliflozin/Metformin Krka 5 mg / 850 mg film-coated tablet KRKA d.d. Novo mesto
Dapagliflozin/Metformin Krka 5 mg / 1000 mg film-coated tablet KRKA d.d. Novo mesto
Duecoxin 6 mg chewable tablet Fatro S.p.A.
Duecoxin 10 mg chewable tablet Fatro S.p.A.
Duecoxin 40 mg chewable tablet Fatro S.p.A.
Esomeprazole Demo S.A. 40 mg powder for solution for injection/infusion Demo S.A.
Furosemid Omet Pharma 20 mg tablet Omet Pharma AB
Furosemid Omet Pharma 40 mg tablet Omet Pharma AB
Imipenem/Cilastatin Noridem 500 mg / 500 mg powder for solution for infusion Noridem Enterprises Limited
Lenvatinib Avansor 4 mg capsule, hard Avansor Pharma Oy
Lenvatinib Avansor 10 mg capsule, hard Avansor Pharma Oy
Lenvatinib ratiopharm 10 mg capsule, hard ratiopharm GmbH
Lenvatinib ratiopharm 4 mg capsule, hard ratiopharm GmbH
Linagliptin Orion 5 mg film-coated tablet Orion Corporation
Lorazepam Orion 0.5 mg tablet Orion Corporation
Melatonin Aspire 1 mg/ml oral solution Aspire Pharma (Malta) Limited
Melatonin Senaxa 2 mg prolonged-release tablet Przedsiebiorstwo Farmaceutyczne Lek-Am Sp. z o.o.
Miglustat Accord 100 mg capsule, hard Orifarm Oy
Ondansetron STADA 8 mg orodispersible tablet STADA Arzneimittel AG
Ondansetron STADA 4 mg orodispersible tablet STADA Arzneimittel AG
Precosa 250 mg capsule, hard Paranova Oy
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Psylipax 100 mg + 150 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Psylipax 75 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Psylipax 150 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Psylipax 25 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Psylipax 50 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Psylipax 100 mg
Prolonged-release suspension for injection in pre-filled 
syringe

Exeltis Healthcare S.L.

Rivaroxaban Indoco 15 mg film-coated tablet Indoco Remedies Czech s.r.o.
Rivaroxaban Indoco 20 mg film-coated tablet Indoco Remedies Czech s.r.o.
Rivaroxaban Indoco 15 mg + 20 mg film-coated tablet Indoco Remedies Czech s.r.o.
Rivaroxaban Indoco 2.5 mg film-coated tablet Indoco Remedies Czech s.r.o.
Rivaroxaban Indoco 10 mg film-coated tablet Indoco Remedies Czech s.r.o.
Sacubitril/Valsartan ratiopharm 24 mg / 26 mg film-coated tablet Teva GmbH
Sacubitril/Valsartan ratiopharm 49 mg / 51 mg film-coated tablet Teva GmbH
Sacubitril/Valsartan ratiopharm 97 mg / 103 mg film-coated tablet Teva GmbH
Strifus 20 mg/g cream Strides Nordic ApS
Tamsulosin hydrochloride Viatris 0.4 mg modified-release capsule, hard Viatris Limited
Thiamine Kabi 50 mg/ml solution for injection/infusion Fresenius Kabi AB
Tralgenix Vet 50 mg tablet Axience
Vortioxetine Krka 5 mg film-coated tablet KRKA d.d. Novo mesto
Vortioxetine Krka 10 mg film-coated tablet KRKA d.d. Novo mesto
Vortioxetine Krka 20 mg film-coated tablet KRKA d.d. Novo mesto
Vortioxetine Krka 15 mg film-coated tablet KRKA d.d. Novo mesto
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Cancelled authorisations

Abacavir/Lamivudine Sandoz 600 mg / 300 mg film-coated tablet Orifarm Oy
Ambroxol ratiopharm 3 mg/ml oral solution Teva B.V.
Andatin 500 mg / 500 mg powder for solution for infusion Orifarm Oy
Catapresan 150 microg/ml solution for injection Orifarm Oy
Copaxone 20 mg/ml solution for injection in pre-filled syringe Abacus Medicine A/S
Desmopressin Orion 60 microgram(s) sublingual tablet Orion Corporation
Desmopressin Orion 120 microgram(s) sublingual tablet Orion Corporation
Desmopressin Orion 240 microgram(s) sublingual tablet Orion Corporation
Dilzem 300 mg prolonged-release capsule, hard Orion Corporation
Exemestane Accord 25 mg film-coated tablet Paranova Oy
Finasterid Ratiopharm 5 mg film-coated tablet Paranova Oy
Fulvestrant Reddy 250 mg solution for injection in pre-filled syringe Reddy Holding GmbH
Gabapentin ratiopharm 300 mg capsule, hard Orifarm Oy
Imatinib Orion 400 mg capsule, hard Cipla Europe NV
Levosimendan Fresenius Kabi 2.5 mg/ml concentrate for solution for infusion Fresenius Kabi AB
Losanova 25 mg film-coated tablet Paranova Oy
Mini-Pill 0.35 mg tablet Orifarm Oy
Muse 125 microgram(s) urethral stick Viatris Oy
Neurobion forte coated tablet Paranova Oy
Strefen Hunaja & Sitruuna 16.2 mg/ml oromucosal spray, solution Paranova Oy
Sugammadex ELM 100 mg/ml solution for injection ELM Pharmaceutical, S.L
Sugammadex Panpharma 100 mg/ml solution for injection Panmedica
Syncropine 3 mg tablet Pierpaoli Exelyas S.r.l.
Syncropine 5 mg tablet Pierpaoli Exelyas S.r.l.
Yasmin 0.03 mg / 3 mg film-coated tablet Abacus Medicine A/S
Yasminelle 0.02 mg / 3 mg film-coated tablet Orifarm Oy
Zysils Sitruuna 3 mg lozenge Teva B.V.
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