J-C Health Care Ltd.

Kibbutz Shefayim 6099000, ISRAEL a n Sse n
tel +972-9-959-1111
fax +972-9-958-3636 » L €O

fefmonalfohmen

2022 N1

n/T7171 n/Nan
n/T221 n/npn

'WINN YW R9MY |17VU2 DIIDTUN NN DONYUITY K1ANY 121X

Velcade 3.5mg powder for solution for injection 131-60-3139-01/02/03
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Velcade (bortezomib) for injection is indicated for the treatment of patients with multiple myeloma.
Velcade (bortezomib) for injection is indicated for the treatment of patients with mantle cell
lymphoma who have received at least one prior therapy.

Velcade 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.

:NQINY 1702 17NY DMIPUN DUI'WN 209

[...]

7.2 Embryo-Fatal Toxicity

VELCADE-Advise females of reproductive potential thattheymustto use effective contraception
during treatment with VELCADE and for seven months following treatment. Advise males with
female sexual—partners of reproductive potential thattheyrustto use effective contraception
during treatment with VELCADE and for four months following treatment. If VELCADE is used during
pregnancy or if the patient becomes pregnant during VELCADE treatment, the patient should be
apprised of the potential risk to the fetus [see Use in Specific Populations (10.1, 10.3), Nonclinical
Toxicology (14.1)].
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10.3 Females and Males of Reproductive Potential
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Contraception

Females
Advise females of reproductive potential to aveid-pregnancyand-use effective contraception during
treatment with VELCADE and for atleast-seven months after the last dose.

Males
Males with female-sexuat partners of reproductive potential should use effective contraception during
treatment with VELCADE and for atteast-four months after the last dose.
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