J-C Health Care Ltd.

tel +972-9-959-1111
fax +972-9-958-3636

Kibbutz Shefayim 6099000, ISRAEL J a n Sse n

fefmonalfohmen

10/2022
n/1111 n/xanN
n/T11n/npn
DARZALEX 20 mg/mL L.V. :iman
TN 7"n/a"n20 opTINT

.2022 210pINA ATUNN |ITIAY 1'wIANN %2 XaN? [17un 2 D2V TN nwpan J-C Health Care Ltd n1an

“4p-BY-24R2 DOL] |NIDN LAWINY LOPL ,0ITNA [NION GOIAY LDPL) TWNANA DVIAIN DMIP'YD [IATUN 'DI
.0'9011 DIIATY D' N, ( 2INY VP12 WATIA NINNN DHIINAN DOV AR

XYW AI'WINY NNYIRARD NIFNAN

° in combination with lenalidomide and dexamethasone or with bortezomib, melphalan and
prednisone for the treatment of adult patients with newly diagnosed multiple myeloma who are
ineligible for autologous stem cell transplant.

° in combination with bortezomib, thalidomide and dexamethasone for the treatment of adult
patients with newly diagnosed multiple myeloma who are eligible for autologous stem cell
transplant.

° in combination with lenalidomide and dexamethasone, or bortezomib and dexamethasone, for
the treatment of adult patients with multiple myeloma who have received at least one prior
therapy.

. as monotherapy for the treatment of adult patients with relapsed and refractory multiple
myeloma, whose prior therapy included a proteasome inhibitor and an immunomodulatory
agent and who have demonstrated disease progression on the last therapy.
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5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Antineoplastic agents, monoclonal antibodies and antibody drug
conjugates, CD38 (Clusters of Differentiation 38) inhibitors, ATC code: £61XC24L01FCO1.
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