Popis novih lijekova za koje je odobrenje dala Europska komisija od 1.12.2020. do 31.12.2020. godine/The list of new medicinal products authorised by the

European Commission in December 2020

Redni L L L Bioj onobfenia Ei¢/
broj/No. Naziv lijeka/Name Naziv djelatne tvari/Active Substance EC Authobrlsatlon ATK/ATC
number
1. Comirnaty single-stranded, 5’-capped messenger RNA produced using a cell-free in vitro EU/1/20/1528 JO7BX03
transcription from the corresponding DNA templates, encoding the viral spike (S)
protein of SARS-CoV-2
2. Fintepla * fenfluramine EU/1/20/1491 NO3AX26
3. Lenalidomide Mylan lenalidomide EU/1/20/1490 LO4AX04
4. Leqgvio inclisiran EU/1/20/1494 C10AX16
5. Libmeldy * autologous CD34+ cell enriched population that contains hematopoietic stem and  |EU/1/20/1493
progenitor cells transduced ex vivo using a lentiviral vector encoding the human
arylsulfatase A gene
6. Phesgo pertuzumab / trastuzumab EU/1/20/1497 LO1XY02
7. Rekambys rilpivirine EU/1/20/1482 JO5AG05
8. Tecartus * autologous peripheral blood T cells CD4 and CD8 selected and CD3 and CD28 EU/1/20/1492
activated transduced with retroviral vector expressing anti-CD19 CD28/CD3-zeta
chimeric antigen receptor and cultured
9. Trixeo Aerosphere formoterol / glycopyrronium bromide / budesonide EU/1/20/1498 RO3AL11
10. Vocabria cabotegravir EU/1/20/1481 JO5AJ04

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