




















STATEMENT OF QUANTITATIVE COMPOSITION
DECLARACION DE COMPOSICION CUANTITATIVA
ENONCE DE LA COMPOSITION QUANTITATIVE

Name and pharmaceutical form of the Medicinal Product:
Nombre y forma farmacéutica del medicamento:
Dénomination et forme pharmaceutique du médicament:

Zytiga Film-coated tablet

Number(s) in the Community Register of Medicinal Products:
Namero(s) de autorizacion de comercializacion comunitaria:
Numeéro(s) au registre communautaire de mise sur le marché:

EU/1/11/714/002
EU/1/11/714/003

Qualitative and quantitative composition of the Medicinal Product:
Composicion cualitativa y cuantitativa del medicamento:
Composition qualitative et quantitative du médicament:

Active ingredient(s): Quantities and units:
Principio(s) activo(s): Cantidades y unidades:
Substance(s) active(s): Quantités et unités:
Abiraterone Acetate 500.0 mg

Other ingredient(s): Quantities and units:
Otros ingrediente(s): Cantidades y unidades:
Excipient(s): Quantités et unités:
Intragranular phase

Lactose Monohydrate
Croscarmellose Sodium

Binder solution
Hypromellose 2910 15 mPa.s

Sodium Lauryl Sulfate

Extragranular phase
Silicified Microcrystalline Cellulose

Croscarmellose Sodium
Sodium Lauryl Sulfate
Colloidal Anhydrous Silica®
Magnesium Stearate

Film-coating
Opadry II85F90093 Purple

2 Colloidal Silicon Dioxide



