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NINLARO is indicated, in combination with lenalidomide and dexamethasone, for the treatment of

patients with multiple myeloma who have received at least one prior therapy.

Ixazomib (as Citrate) - 2.3 mg, 3mg & 4 mg :5ry9 2vdn
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Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125 Tel: +972-3--33733140 Fax (local): + 972-3-3733150
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4 CONTRAINDICATIONS
Hypersensitivity to the active substance or to any of the excipients listed in section 14.Nene:

5 WARNINGS AND PRECAUTIONS

5.6 Thrombotic Microangiopathy

Cases, sometimes fatal, of thrombotic microangiopathy, including thrombotic thrombocytopenic
purpura/hemolytic uremic syndrome (TTP/HUS), have been reported in patients who received NINLARO.
Monitor for signs and symptoms of TTP/HUS. If the diagnosis is suspected, stop NINLARO and evaluate. If
the diagnosis of TTP/HUS is excluded, consider restarting NINLARO. The safety of reinitiating NINLARO
therapy in patients previously experiencing TTP/HUS is not known.

6 ADVERSE REACTIONS
The following adverse reactions are described in detail in other sections of the prescribing information:

e Thrombocytopenia [see Warnings and Precautions (5.1)]
e Gastrointestinal Toxicities [see Warnings and Precautions (5.2)]

e Peripheral Neuropathy [see Warnings and Precautions (5.3)]

e Peripheral Edema [see Warnings and Precautions (5.4)]

e Cutaneous Reactions [see Warnings and Precautions (5.5)]

e Thrombotic Microangiopathy [see Warnings and Precautions (5.6)]

e Hepatotoxicity [see Warnings and Precautions (5.67)]

Any suspected adverse events should be reported to the Ministry of Health according to the National Regulation by using

10 DESCRIPTION

Ixazomib is a proteasome inhibitorNINEARO(ixazemib)-is-anantineeplasticagent. Ixazomib citrate, a prodrug,
rapidly hydrolyzes under physiological conditions to its biologically active form, ixazomib, The chemical

name of ixazomib citrate is 1,3,2-dioxaborolane-4,4-diacetic acid, 2-[(1R)-1-[[2-[(2,5-
dichlorobenzoyl)amino]acetyl]amino]-3-methylbutyl]-5-ox0- and...
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https://sideeffects.health.gov.il/
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