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.Verzenio 50 mg, 100 mg 150 mg, 200 mg
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Verzenio Film-Coated tablets
NISIXN NI*720 1M1
Verzenio 50 mg, (Abemaciclib 50 mg) film-coated tablets for oral use.
Verzenio 100 mg, (Abemaciclib 100 mg) film-coated tablets for oral use.
Verzenio 150 mg, (Abemaciclib 150 mg) film-coated tablets for oral use.
Verzenio 200 mg, ((Abemaciclib 200 mg) film-coated tablets for oral use.
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VERZENIO (abemaciclib) is indicated:

¢ in combination with a non-steroidal aromatase inhibitor as initial endocrine-based therapy
for the treatment of postmenopausal women with hormone receptor (HR)-positive, human

epidermal growth factor receptor 2 (HER2)-negative advanced or metastatic breast
cancer.

¢ in combination with fulvestrant for the treatment of women with hormone receptor (HR)-
positive, human epidermal growth factor receptor 2 (HER2)-negative advanced or
metastatic breast cancer with disease progression following endocrine therapy.

¢ as monotherapy for the treatment of adult patients with HR-positive, HER2-negative
advanced or metastatic breast cancer with disease progression following endocrine
therapy in the metastatic setting and prior chemotherapy in the metastatic setting including
taxane in adjuvant or metastatic setting.

Verzenio should not be used in women after prior treatment with cyclin-dependent
kinases 4 and 6 (CDK4 and CDK®) inhibitor.
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3. DOSAGE AND ADMINISTRATION
3.2 Dose Modification
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Table 6: VERZENIO Dose Modification and Management — Venous
Thromboembolic Events (VTEs)

CTCAE Grade VERZENIO Dose Modifications
Advanced or Metastatic Breast Cancer

Grade 1 or 2 No dose modification is required.

Grade 3or4 Suspend dose and treat as clinically indicated.
Resume VERZENIO when the patient is
clinically stable.

6 WARNINGS AND PRECAUTIONS
6.5 Venous Thromboembolism

[....]

Dose interruption is recommended for advanced or metastatic breast cancer patients with a
Grade 3 or 4 venous thromboembolic event [see Dosage and Administration (3.2)].

9 USE IN SPECIFIC POPULATIONS
9.3 Females and Males of Reproductive Potential
Pregnancy Testing

Verify pregnancy status in-testing-is-recommended-for females of reproductive potential prior to
initiating treatment with VERZENIO.
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