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° 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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2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Each 5 mL vial of solution for infusion contains 273.3 mg of sorbitol.

Each 20 mL vial of solution for infusion contains 1093 mg of sorbitol.
For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Concentrate for solution for infusion.
The solution is colourless to yellow, with a pH of 5.5 and osmolality of 310 to 370 mOsm/kg.

4.4  Special warnings and precautions for use

Excipients
This medicinal product contains sorbitol. Patients with hereditary fructose intolerance (HFI) must not

be given this medicinal product unless strictly necessary.

h-5-mland20-mly of DARZA ohtains-0-4-rmme

A detailed history with regard to HFl symptoms has to be taken of each patient prior to being given this

medicinal product.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Mannitol

Sodi .

Sodi .

Sorbitol

L-histidine hydrochloride monohydrate
L-methionine

Polysorbate 20

L-histidine

Water for injections

Manufacturer: Janssen-Cilag International NV., Turnhoutseweg 30 B-2340 Beerse, Belgium CiagAG;
Hochstrasse 2018200 Schaffhausen,Switzerland
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Sorbitol, L-histidine hydrochloride monohydrate, L-methionine, Polysorbate 20, L-histidine, Water for
injections
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