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E [ MOLDOVA EUROPEANA
Product name: Apexelsin N\ v ACTIVE

EU number: EU/1/24/1835
Active substance: Paclitaxel
Indication: Apexelsin monotherapy is indicated for the treatment of metastatic breast cancer in adult patients who have

failed first-line treatment for metastatic disease and for whom standard, anthracycline containing therapy is
not indicated (see section 4.4).

Apexelsin in combination with gemcitabine is indicated for the first-line treatment of adult patients with
metastatic adenocarcinoma of the pancreas.

Apexelsin in combination with carboplatin is indicated for the first-line treatment of non-small cell lung cancer
in adult patients who are not candidates for potentially curative surgery and/or radiation therapy.

Marketing Authorisation WhiteOak Pharmaceutical B.V.
Holder: Teleportboulevard 130, Amsterdam, 1043 EJ, Nederland
ATC: Anatomical main group: L - Antineoplastic and immunomodulating agents

Therapeutic subgroup: LO1 - Antineoplastic agents

Pharmacological subgroup: LO1C - Plant alkaloids and other natural products
Chemical subgroup: LO1CD - Taxanes

Chemical substance: LO1CDO1 - paclitaxel

(See WHO ATC Index)

Package presentations


https://ec.europa.eu/
https://ec.europa.eu/health/documents/community-register/html/rss/h1835.rss
https://ec.europa.eu/health/documents/community-register/html/rss/h1835.rss
https://ec.europa.eu/health/documents/community-register/html/rss/h1835.rss
https://ec.europa.eu/health/documents/community-register/html/mh27657.htm
https://www.whocc.no/atc_ddd_index/?code=L01CD01&showdescription=yes

Information about presentations can be found in the website of the European Medicines Agency under the section "Product Information".
Likewise, presentations on which there has been a Commission decision are referred in the Summary of Product Characteristics (Annex | to the
Commission Decision granting the marketing authorisation) which is available in the Union Register.
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26 Jul 2024 Centralised - Authorisation EMEA/H/C/005997/0000 (2024)54680f24Jul - N - W - W
2024 B ®

27 Aug 2024 Centralised - Variation EMEA/H/C/005997/IAIN/0001/G -

Last updated on 03/09/2024.
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