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Read the contents of this leaflet
carefully before taking this medicine.
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Read this entire booklet carefully before
you start taking this medicine.

- Keep this booklet. You may need to read it
again.

- If you have further question, ask your doctor or
your pharmacist.

- This medicine has been prescribed for you. Do
not pass it on to others. It may harm them, even
if their symptoms are the same as yours.
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In this booklet:

1.What abiraterone is and what it is used for

2.What you need to know before you take abiraterone tablets
3.How to take abiraterone

4.Possible side effects

5.How to store abiraterone tablets

6.Contents of the pack and further information

1. What is abiraterone and what it is used for

Abiraterone, selectivity and irreversibly inhibits CYP17
(17-alpha hydroxylase /C17, 20-lyase), an enzyme required
for androgen biosynthesis, which is expressed in testicular,
adrenal, and prostatic tumor tissues: inhibits the formation



of the testosterone precursors dehydroepiandrosterone
(DHEA) and androstenedione. Abiraterone is used to treat:
Metastatic castration-resistant prostate cancer in patients
whose disease has progressed during or after treatment
with a docetaxel-containing chemotherapy regimen (in
combination with prednisone or prednisolone)

Metastatic castration-resistant prostate cancer in patients
who are asymptomatic or mildly symptomatic after failure
of androgen deprivation therapy in whom chemotherapy is
not yet clinically indicated (in combination with prednisone
or prednisolone)



2.What you need to know before you take abiraterone
tablets

Uo not take abiraterone:

- If you are allergic (hypersensitive) to the active ingredient
and any other ingredient in abiraterone product.

- if you are a woman, especially if pregnant. Abiraterone is
for use in male patients only.

- if you have severe liver damage.

- in combination with Ra-223 (which is used to treat pros-
tate cancer).

Take special care with abiraterone:

Diabetes (increased risk of hyperglycaemia - monitor blood
sugar frequently).



Mineralocorticoid excess:

Increased mineralocorticoids due to CYP1/ inhibition may
result in hypertension, hypokalemia, and fluid retention
(including grade 3 and 4 events), coadministration with
corticosteroids reduces the incidence and severity of these
adverse events.

Cardiovascular disease:

May cause hypertension, hypokalemia, and fluid retention.
Use with caution in patients with cardiovascular disease,
particularly with heart failure, recent myocardial infraction,
or ventricular arrhythmia. Monitor at least monthly for
hypertension, hypokalemia, and fluid retention.

6



Adrenocortical insufficiency:

Concurrent infection, stress, or interruption of daily cor-
ticosteroids Is associated with reports of adrenocorticoid
insufficiency, which could be masked by adverse events
associated with mineralocorticoid excess. Diagnostic
testing for adrenal insufficiency may be clinically indi-
cated. Increased corticosteroid doses may be required
before, during, and after stress.

Hepatotoxicity:

Significant increases in liver enzymes have been reported
(higher like hood in patients with baseline elevations),
generally occurring in the first 3 months of treatment.
May require dosage reduction or discontinuation. Monitor

/



ALT, AST, and bilirubin prior to treatment, every 2 weeks
for 3 months and monthly thereafter; patients with he-
patic impairment, elevation in LFIs, or experiencing
hepatotoxicity require more frequent monitoring.tval-
uate liver function promptly with signs or symptoms of
hepatotoxicity. The safety of treatment after significant
elevations (ALT or AST more than 20 times the ULN and/
or total bilirubin more than 10 times ULN) has not been
evaluated.

Orug-drug interactions:

Potentially significant interactions may exist, requiring
dose or frequency adjustment, additional monitoring,
and/or selection of alternative therapy. Consult drug in-

8



teractions for more detailed information. Avoid use with
concomitant strong CYP3A4 inducers (dose modification
is necessary if concomitant use cannot be avoided).
Avoid coadministration with CYP2D6 substrates with a narrow
therapeutic index (eq. thioridazine); if coadministration cannot
be avoided, consider a dose reduction of the CYPZ2D6 substrate.
Use in pregnancy :(Category X)

Adverse effects were observed in animal reproduction studies
at doses resulting in less systemic exposure than in humans.
Adverse effects were also observed in the reproductive system
of animals during toxicology and pharmacology studies. Based
on the mechanism of action, abiraterone may cause fetal harm
or fetal loss if administered during pregnancy. Abiraterone is



not indicated for use in women and is specifically contrain-
dicated in women who are or may become pregnant. It is not
known if abiraterone is excreted in semen; therefore, advise
males with female partners of reproductive potential to use
effective contraception during treatment and for 5 weeks after
the final dose of abiraterone acetate. Women who are or may

become pregnant should wear gloves if contact with tablets
may occur.

Use in lactation:

xcretion in breast milk unknown/not recommended.
Not indicated for use in women.

_aboratory test during the medication therapy:

ALT, AST, and bilirubin prior to treatment, every 2 weeks for 3

10




months and monthly thereafter, if baseline moderate hepatic
impairment (child-Pugh class B), monitor ALT, AST and hilirubin
prior to treatment, weekly for the first month, every 2 weeks for
2 months, and then monthly thereafter. If hepatotoxicity de-
velops during treatment (and only after therapy is interrupt-
ed and LFTs have returned to safe levels), monitor ALT, AST,
and bilirubin every 2 weeks for 3 months and then monthly
thereafter. Monitoring of testosterone levels is not neces-
sary. Monitor for signs and symptoms of adrenocorticoid
insufficiency; if clinically indicated, consider appropriate di-
agnostics to confirm adrenal insufficiency. Monitor monthly
for hypertension, hypokalemia, and fluid retention.

i1



Drug interactions

If you received other drugs; even such as OTC drugs,
please tell your physician or pharmacist. The following
drug interactions and/or related problems have been
selected on the basis of their potential clinical signifi-
cance.

Metabolism/transport effects:

Abiraterone inhibits CYP1AZ (weak), CYP2C19 (moderate),
CYP2C8 (strong), CYP2C9 (moderate), CYP2D6 (moder-
ate), CYP3A4 (moderate), p glycoprotein, (eg. Afatinib,
avanafil, bosentan, budesonide, cannabis, citalopram,
clopidogrel, codein, colchicine, dabigatran etexilate,
doxorubicin, dronabinol, everolimus, ibrutinib, ifosfa-

12



mide, imatinib, metoprolol, pimozide, pioglitazone, spi-
ronolactone, tamoxifen, thioridazine, topotecan, vincris-
tine)

Drug /food interactions:

Management: Do not administer with food. Must be taken
on an empty stomach, at least 1 hour before and 2 hours
after food. Swallow abiraterone tablets whole. Do not
crush or chew tablets.

3.How to take abiraterone

Patient receiving Abiraterone should be under the super-
vision of a physician experienced in cancer chemother-
apy. Your doctor will decide about the dose, which will

13



depend upon your height and body weight.

General dosing considerations:

Adult:

Prostate cancer

Usual dosage: 1000 mg once daily (in combination with
prednisone 5 mq orally twice daily)

Dosage adjustment: For ALT and /or AST more than o
times the upper limit of normal (ULN) or total bilirubin
more than 3 times the ULN, interrupt treatment. Restart
abiraterone at 750 mg once daily following return of liver
function tests (LFTs) to the patient’s baseline or AST and
ALT to 2.5 times the ULN or lower and total bilirubin to 1.5
times the ULN or lower. If hepatotoxicity recurs at the

14



750 mg once daily dosage, restart at 500 mg once daily
following return to LFTs to the patient’s baseline or to
AST and ALT 2.5 times the ULN or lower and total biliru-
bin 1.5 times the ULN or lower. Discontinue treatment if
hepatotoxicity recurs at the 500 mg once daily dosage.
Concomitant therapy: avoid concomitant strong CYP3A4
inducers (eg. phenytoin, carbamazepine, rifampin, rifab-
utin, rifapentine, phenobarbital), during treatment. If a
strong CYP3A4 inducer must be coadministered increase
the Abiraterone frequency to twice a day only during the
coadministration period (eg. from 1000 mg once daily to
1000 mg twice a day). Upon discontinuation of the strong
CYP3A4 inducer, reduce abiraterone back to the previous

15



dose and frequency.

Hepatic function impairment:

Moderate hepatic impairment (child-Pugh class B)- Usual
dosage: 250 mg once daily (in combination with prednis-
olone 5 mg orally twice daily.)

Discontinuation of therapy: if elevations in ALT and/or
AST more than 5 times the ULN or total bilirubin more
than & times the ULN occur in patients with baseline
moderate hepatic impairment, discontinue abiraterone
and do not retreat patients.

Severe hepatic impairment (child-Pugh class C)- Avoid
use.

16



Usual pediatric dose:

Abiraterone is not indicated in children.

Usual elderly dose:

No overall differences in safety or effectiveness were
observed between these elderly patients and younger
patients.

Overdose:

There have been no reports of overdose of abiraterone
during clinical studies. There is no specific antidote. In
the event of an overdose, stop abiraterone, undertake
general supportive measures, including monitoring for
arrhythmias and cardiac failure and assess liver func-
tion.

17



4. Possible side effects

Common or very common

Angina pectoris, arrhythmias, bone fracture, diarrhoea,
dyspepsia, haematuria, heart failure, hepatic disorders,
hypertension, hypertriglyceridaemia, hypokalaemia, left
ventricular dysfunction, osteoporosis, peripheral oede-
ma, rash, sepsis, urinary tract infection

Uncommon

Adrenal insufficiency, myopathy

Rare or very rare

Alveolitis allergic

Frequency not known

Myocardial infarction, QT interval prolongation

18



5.How to Store Abiraterone

- Store below 30°C.

- Protect from light and moisture.

- Store in the original bottle until used.

- Keep this medicine out of the sight and reach of children.
- Do not use this medicine after the expiry date which is
stated on the carton and the bottle label. The expiry date
refers to the last day of that month.

- This medicinal product does not require any special
storage conditions.

- Do not throw away any medicines via wastewater or
household waste. Ask your pharmacist how to throw
away medicines you no longer use. These measures will

19



help to protect the environment.

6.Contents of the pack and further information

What abiraterone contains

Medicinally active substance:

1 Tablet contains 250 mg Abiraterone Acetate.

1 Tablet contains 500 mg Abiraterone Acetate.

Other ingredients:

250 mg tablets: Lactose monohydrate, sodium lauryl
sulphate, colloidal silicon dioxide, croscarmellose so-
dium, povidone, Microcrystalline cellulose, magnesium
stearate.

500 mg tablets: colloidal silicon dioxide, croscarmellose
sodium, hypromellose, lactose monohydrate, magnesium

20



stearate, silicified microcrystalline cellulose, and sodium
lauryl sulfate.

Contentf of the pack:

Each bottle of Abiraterone 250 contains 120 tablets.
Each bottle of Abiraterone 500 contains 60 tablets.
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Leaflet Abiraterone 500,250

Pantone 295U . Pantone 1788 C-
Color

Pantone 288 C . Pantone Green C .
Size 79X60 mm Tolerance: +1mm
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