Popis novih lijekova za koje je odobrenje dala Europska komisija od 1.7.2020. do 31.7.2020. godine/The list of new medicinal products authorised by the

European Commission in July 2020

Rgdnl Naziv lijeka/Name Naziv djelatne tvari/Active Substance BIo] od(?brgnja SEC ATK/ATC
broj/No. Authorisation number
1. Apixaban Accord apixaban EU/1/20/1458 BO1AF02
2. Enerzair Breezhaler indacaterol / glycopyrronium / mometasone furoate EU/1/20/1438 RO3AL12
3. Hepcludex * bulevirtide EU/1/20/1446 JO5AX28
4, Mvabea Recombinant Modified Vaccinia Ankara Bavarian Nordic Virus EU/1/20/1445 JO7BX02
encoding the: Ebola virus Zaire (ZEBOV) Mayinga strain glycoprotein
(GP); Ebola virus Sudan Gulu strain GP; Ebola virus Tai Forest strain
nucleoprotein and the Marburg virus Musoke strain GP
5 Pigray alpelisib EU/1/20/1455 LO1XX65
6. Pretomanid FGK * pretomanid EU/1/20/1437 Jo4
7. Rozlytrek entrectinib EU/1/20/1460 LO1XES6
8 Veklury remdesivir EU/1/20/1459
9. Xenleta lefamulin EU/1/20/1457 JO1XX12
10. Zabdeno Recombinant Adenovirus type 26 (Ad26) encoding the glycoprotein EU/1/20/1444 JO7BX02
(GP) of the Ebola virus Zaire (ZEBOV) Mayinga strain
11. Zercepac trastuzumab EU/1/20/1456 LO1XC03
12. Zimbus Breezhaler indacaterol / glycopyrronium / mometasone furoate EU/1/20/1440 RO3AL12

* lijek u EU ima "orphan" status/medicinal product with "orphan” designation
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