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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 I7'yo 2ann
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Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125 Tel: +972-3-3733140 Fax (local): + 972-3-3733150



5  WARNINGS AND PRECAUTIONS

:NOINY7 i7y

5.5 Cutaneous Reactions

Stevens-Johnson syndrome and toxic epidermal necrolvsis, mcluding a-fatal cases, has-have been reported with
NINLARO [see Adverse Reactions (6.1,_0.2)]. If Stevens-Johnson syndrome or toxic epidermal necrolysis
occurs, discontinue NINLARO and manage as climically indicated.

6 ADVERSE REACTIONS

6.2 Post marketing Experience

The following adverse reactions have been identified during post-approval use of NINLARO._ Because these
reactions are reported voluntanily from a population of uncertain size. 1t 1s not alwavs possible to reliably

estimate their frequency or establish a causal relationship to dme exposure.
Skin and subcutaneous tissue disorders: Toxic epidenmal necrolysis

8 USEINSPECIFIC POPULATIONS

8.1 Pregnancy
Risk Summary
Based on its mechamsm of action [see Clinical Pharmacelogy (11.1)] and data from amimal reproduction
studies, NINLAR.O can cause fetal harm when admimistered to a pregnant woman. There are no available data
on NINLAF.O use in pregnant women to evaluate drug-associated nsk. Ixazonub caused embryo-fetal toxicity

in pregnant rats and rabbits at doses resulting in exposures that were slightly lugher than those observed in
patients receiving the recommended dose (see Data). Advise pregnant women of the potential risk to a fetus.

In the 1UU.S. general population. the estimated backoround nisk of major birth defects and miscarniage in clinically

recogmized pregnancies 1s 2-4% and 15-20%_respectivelv.

Registration Holder and Importer’s name and address:

Takeda [srael Ltd., 25 Efal St., Petach Tikva 4951125

Takeda Israel Ltd.
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