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Venclexta 10, 50 and 100 mg tablets
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Film coated tablets
Venetoclax 10, 50 and 100 mg

DTV [IMAW 'WONN 7w DIX7I X917 [17vn D yrTIn? nwpan AbbVie Biopharmaceuticals Ltd. nnan
[271 0'9011 D"12'Y 775 KON [17VN .nNNN DHNNND 'Y IR 'MINA '1'Y YY1 DN 0'9'WO D'2'IXN IT Ny TN
J"va XoNY? |I7vn DR RNPE7 Ymin

SBHERRS-NIoN Yoy yTnl 2in>a |nIoN QolNNY yT'n D0'9IXNN Dn17V21 IT NV TINA

'WONY7 NNYIRNN NI'MAN
VENCLEXTA is indicated for the treatment of:

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma

VENCLEXTA in combination with rituximab or as monotherapy is indicated for the treatment of adult patients
with chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL), who have received at least
one prior therapy.

VENCLEXTA in combination with obinutuzumab is indicated for the treatment of patients with previously
untreated chronic lymphocytic leukaemia (CLL) or small lymphocytic lymphoma (SLL).

Acute Myeloid Leukemia

VENCLEXTA in combination with a hypomethylating agent or in combination with low dose cytarabine is
indicated for newly diagnosed patients with acute myeloid leukemia (AML) who are ineligible for intensive
chemotherapy.
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5. WARNINGS AND PRECAUTIONS
5.5 Embryo-Fetal Toxicity

Based on findings in animals and its mechanism of action and-findings-in-animals; VENCLEXTA may cause

embryo-fetal harm when administered to a pregnant woman. In an embryo-fetal study conducted in mice,

administration of venetoclax to pregnant animals at exposures equivalent to that observed in patients at a dose of

400 mg daily resulted in post-implantation loss and decreased fetal weight. There-are-no-adequate-and-wel-
Hed-studios | e VENCLEXTA.

Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use effective
contraception during treatment with VENCLEXTA and for at least 30 days after the last dose aveid-pregraney
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Specic Populations (8.1, 8.3)].

[see Use in

6. ADVERSE REACTIONS
6.1 Clinical Trials Experience

Because clinical trials are conducted under widely variable conditions, adverse event rates observed in clinical
trials of a drug cannot be directly compared with rates of clinical trials of another drug and may not reflect the
rates observed in practice.

In CLL/SLL, the safety population reflects exposure to VENCLEXTA as monotherapy in patients in M13-982,
M14-032, and M12-175 and in combination with obinutuzumab or rituximab in patients in CLLL.14 and
MURANO. In this CLL/SLL safety population, the most common adverse reactions (>20%) for VENCLEXTA
were neutropenia, thrombocytopenia, anemia, diarrhea, nausea, upper respiratory tract infection, cough,
musculoskeletal pain, fatigue, and edema.

8. USE IN SPECIFIC POPULATIONS

8.2 Lactation

Risk Summary

There are no data on the presence of VENCLEXTA in human milk or the effects on the breastfed child or milk
production. Venetoclax was present in the milk when administered to lactating rats (see Data).

Because many-drugs-are-exeretedin-human-milkand beeause of the potential for serious adverse reactions
in a breastfed ehild-from VENCEEXTA-is-unknown, advise aursing women not to breastfeed during
treatment with VENCLEXTA and for 1 week after the last dose.
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