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Bortezomib Taro 3.5 mg
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bortezomib 3.5 mg
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Bortezomib is indicated for the treatment of patients with multiple myeloma.
Bortezomib is indicated for the treatment of patients with mantle cell lymphoma who have
received at least one prior therapy.
Bortezomib in combination with rituximab, cyclophosphamide, doxorubicin and prednisone is
indicated for the treatment of adult patients with previously untreated mantle cell lymphoma
who are unsuitable for haematopoietic stem cell transplantation.
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7.2 Embryo-Fetal Toxicity

bortezonib.
Advise females of reproductive potential that-they-mustuseto use effective contraception

during treatment with bortezomib and for seven months following treatment. Advise males
with female sexual-partners of reproductive potential thatthey-mustuseto use effective
contraception during treatment with bortezomib and for four months following treatment.

If bortezomib is used during pregnancy or if the patient becomes pregnant during bortezomib
treatment, the patient should be apprised of the potential risk to the fetus only present in copy
[see Use in Specific Populations (10.1, 10.3), Nonclinical Toxicology (14.1)].

10.3 Females and Males of Reproductive Potential

Contraception
Females

Advise females of reproductive potential to aveid-pregnaney-and-use effective contraception
during treatment with bortezomib and for atteast-seven months after the last dose.

Males

Males with female sexual-partners of reproductive potential should use effective contraception
during treatment with bortezomib and for atleast-four months after the last dose.

www.health.gov.il MR*1277 79WR INRAW NMDIINT MRND 1AI0ID TNX? NIRAT TIWR? 1Ow 9vi
D7 YRR 9019 07 DY 09T 1727 10N
. 1-800-464664 19502 2624761 19°n von 10347 7.0 ,14 wepa 2307 ,2"Y2 210wIN0eR 10

17792 DINPYITVIIN 199

16 Mopn

2624761 NOXN X190 ,10347 .7.7
04-8475700 : 50

04-8727165 : DP9



