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Erleada is indicated in adult men for the treatment of

* metastatic hormone-sensitive prostate cancer (mHSPC) in combination with androgen
deprivation therapy (ADT)

* non-metastatic castration-resistant prostate cancer (nm-CRPC).
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FULL PRESCRIBING INFORMATION

1. NAME OF THE MEDICINAL PRODUCT
ERLEADA (60mg)
ERLEADA 240mg

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Erleada (60mg) Erleada 240mg
Apalutamide 60mg Apalutamide 240mg
3. PHARMACEUTICAL FORM

Film coated tablets;-greent

75

4. INDICATIONS AND USAGE

ERLEADA is indicated for the treatment of patients with -Non-metastatic castration-resistant
prostate cancer (nmCRPC)

Erleada is indicated in adult men for the treatment of metastatic hormone-sensitive prostate cancer
(mHSPC) in combination with androgen deprivation therapy (ADT).

5 DOSAGE AND ADMINISTRATION

5.1 Recommended Dosage
The recommended dose of ERLEADA is 240 mg {feur60-mg-tablets}-administered orally once daily. This
could be administered as one 240 mg tablet or four 60 mg tablets. Swallow the tablets whole. Do not
crush or split tablets. ERLEADA can be taken with or without food.

Patients should also receive a gonadotropin-releasing hormone (GnRH) analog concurrently or should
have had a bilateral orchiectomy.

5.2 Dese-Dosage Modification

5.4 DOSAGE FORMS AND STRENGTHS

Tablets:

e 60 mg: slightly yellowish to greyish green, oblong, film-coated and debossed with “AR 60” on
one side.

e 240 mg: bluish grey to grey, oval, film-coated and debossed with “E240” on one side.

12 DESCRIPTION

Apalutamide, the active ingredient of ERLEADA, is an androgen receptor inhibitor. Each ERLEADA tablet
contains either 60 mg or 240 mg of apalutamide. The chemical name is (4-[7-(6-Cyano-5-
trifluoromethylpyridin-3-yl)-8-oxo-6-thioxo-5,7-diazaspiro[3.4]oct-5-yl]-2-fluoro-N-methylbenzamide).

Apalutamide is a white to slightly yellow powder. Apalutamide is practically insoluble in agueous media
over a wide range of pH values.

The molecular weight is 477.44 and molecular formula is C21H1sF4Ns02S. The structural formula is:
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The-ERLEADA® (apalutamide) tablets are finished-with-a-commercially-available film-coatingcomprising
in 240 mg tablets and 60 mg tablets with the following exeipients:inactive ingredients:

° 240 mg film-coated tablets: colloidal anhydrous silica, croscarmellose sodium, hydroxypropyl
methylcellulose-acetate succinate, silicified microcrystalline cellulose, and magnesium
stearate. The coating contains glyceryl monocaprylocaprate, iron oxide black, polyvinyl
alcohol, talc, titanium dioxide, and vinyl alcohol grafted copolymer.

. 60 mg film-coated tablets: colloidal anhydrous silica, croscarmellose sodium, hydroxypropy!
methylcellulose-acetate succinate, magnesium stearate, microcrystalline cellulose, and
silicified microcrystalline cellulose. The coating contains iron oxide black, iron oxide yellow,
polyethylene glycol, polyvinyl alcohol, talc, and titanium dioxide.

13 CLINICAL PHARMACOLOGY

13.2 Pharmacodynamics
Apalutamide 240 mg daily in addition to ADT in patients with mCSPC (TITAN) reduced PSA to
undetectable levels (<0.2 ng/mL) in 68% of patients compared to 32% of patients taking ADT alone.

Apalutamide 240 mg daily in addition to ADT in patients with nmCRPC (SPARTAN) reduced PSA to
undetectable levels (<0.2 ng/mL) in 38% of patients compared to no patients (0%) taking ADT alone.

The exposure-response relationship and time course of pharmacodynamic response for the safety and
effectiveness of apalutamide have not been fully characterized.

15 CLINICAL STUDIES
16 PHARMACEUTICAL PARTICULARS

16.1 list of excipients

Intragranular phase:

Erleada (60): Microcrystalline Cellulose / {Erleada 240mg Silicified Microcrystalline Cellulose
HPMC-AS (Hydroxypropyl methylcellulose acetate succinate)

Dichloromethane

Methanol

Croscarmellose Sodium

Colloidal anhydrous Silica

Extra granular phase:

Silicified microcrystalline cellulose
Croscarmellose Sodium
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Colloidal Anhydrous Silica

Magnesium stearate

Film coat:

Erleada (60): Opadry Il 85F210036 Green
Erleada 240: Opadry QX 321A275010 Grey

16.2 shelf life

The expiry date of the product is indicated on the packaging materials.

17 HOW SUPPLIED/STORAGE AND HANDLING

ERLEADA® (apalutamide) §0tablets are available in the strengths and packages listed below:

° ERLEADA’ 240 mg film-Tablets

Film coated-tabletsare, bluish grey to grey, oval-shaped tablets debossed with “E240” on one

side.

30 tablets available in bottles with a silica gel desiccant and has a child-resistant closure

° ERLEADA’ (60 mg) Tablets

Film coated, slightly yellowish to greyish green, oblong-shaped tablets debossed with “AR 60”
on one side.-ERLEADA 60 -mg tabletsareavailable-inbottlesof

120 tablets—Each-bettle-contains available in bottles with a silica gel desiccant and has a
child-resistant closure-

Storage and Handling
Pe-petsiorenbave 200

Store in original package to protect from light and moisture. Do not discard desiccant.
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Silicified Microcrystalline Cellulose, HPMC-AS (Hydroxypropyl Methylcellulose Acetate Succinate),

Croscarmellose Sodium, Colloidal Anhydrous Silica, Magnesium Stearate

N'2200 19X

Opadry |l 85F210036 Green: Polyvinyl alcohol - partially hydrolyzed, Titanium dioxide,

Macrogol/Polyethylene glycol, Talc, Iron oxide yellow, Iron oxide black.

2"n 240 TN
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HPMC-AS (Hydroxypropyl Methylcellulose Acetate Succinate), Silicified Microcrystalline Cellulose,

Croscarmellose Sodium, Colloidal Anhydrous Silica, Magnesium Stearate

N'2200 19X

Opadry QX 321A275010 Grey: Macrogol poly (vinyl alcohol) grafted copolymer, Talc, Titanium dioxide,

Glycerol monocaprylocaprate type I, Poly (vinyl alcohol), Iron oxide black.
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