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Zytiga 148-03-33481-00
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Zytiga is a CYP17 inhibitor indicated:

- in combination with prednisone for the treatment of patients with metastatic castration-resistant
prostate cancer.

- for the treatment of newly diagnosed high risk metastatic hormone sensitive prostate cancer
(mHSPC) in adult men in combination with androgen deprivation therapy (ADT).
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Excipients with known effect
Each tablet contains 489198.65 mg of lactose monohydrate and 6.8 mg of sodium.

[...]

5.7 Special warnings and precautions for use

[...]

Intolerance to excipients

This medicinal product contains lactose. Patients with rare hereditary problems of galactose
intolerance, the-Lapptotal lactase deficiency or glucose-galactose malabsorption should not take this
medicine. This medicinal product alse-contains mere-thand-mmel{er27.2 mg (1.18 mmol) sodium per
dose of four tablets—Feo-be-takeninto-consideration-bypatientsona-controted, equivalent to 1.36% of
the WHO recommended maximum daily intake of 2 g sodium dietfor an adult.

[...]

6.2 Pharmacokinetic properties

[...]
Absorption
Following oral administration of abiraterone acetate in the fasting state, the time to reach maximum

plasma abiraterone concentration is approximately 2 hours.

Administration of abiraterone acetate with food, compared with administration in a fasted state,
results in up to a 10-fold (AUC) and up to a 17-fold (Cmax) increase in mean systemic exposure of
abiraterone, depending on the fat content of the meal. Given the normal variation in the content and
composition of meals, taking ZYTIGA 250 MG with meals has the potential to result in highly variable
exposures. Therefore, ZYTIGA 250 MG must not be taken with food. #-sheuldZYTIGA 250mg tablets
must be taken as a single dose once daily on an empty stomach. ZYTIGA 250mg must be taken at least
ene-hour-before-oratleast-two hours after eating- and food must not be eaten for at least one hour
after taking ZYTIGA 250mg. The tablets sheuldmust be swallowed whole with water (see section 5.2).
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