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Abiraterone Acetate USP 250 mg tablets

COMPOSITION
ABIRAXEN tablet: Each fiim coated tablet contains
Abiraterone Acetate USP 250 mg.

PHARMACOLOGY

Abiraterone Acetate is converted in vivo to Abiraterone, an
androgen biosynthesis inhibitor that inhibits 17 a-hydroxy-
lase/C17, 20-lyase (CYP17). This enzyme is expressed in
testicular, adrenal, and prostatic tumor tissues and is
required for androgen biosynthesis.

INDICATIONS AND USAGE

Abiraterone Acetate is indicated in combination with
prednisone for the treatment of patients with metastatic
castration-resistant prostate cancer (CRPC) and metastatic
high-risk castration-sensitive prostate cancer (CSPC).

DOSAGE AND ADMINISTRATION

Recommended Dose for Metastatic CRPC: The
recommended dose of Abiraterone Acetate is 1,000 mg
orally once daily with prednisone 5 mg orally twice daily.

Recommended Dose for Metastatic High-risk CSPC: The
recommended dose of Abiraterone Acetate is 1,000 mg
orally once daily with prednisone 5 mg administered orally
once daily.

CONTRAINDICATIONS
None.

WARNINGS AND PRECAUTIONS

Closely monitor patients with cardiovascular disease.
Control hypertension and correct hypokalemia before
treatment. Monitor blood pressure, serum potassium and
symptoms of fluid retention at least monthly.

Monitor for symptoms and signs of adrenocortical
insufficiency. Increased dosage of corticosteroids may be
indicated before, during and after stressful situations.

Monitor liver function and modify, interrupt, or discontinue
Abiraterone Acetate dosing as recommended.

Use of Abiraterone Acetate plus prednisone/prednisolone
in combination with radium Ra 223 dichloride is not
recommended.

Abiraterone Acetate can cause fetal harm. Advise males
with female partners of reproductive potential to use
effective contraception.

After using Abiraterone Acetate, severe hypoglycemia has
been reported in patients with preexisting diabetes who are
taking  medications  containing  Thiazolidinediones
(including pioglitazone) or Repaglinide.

Monitor blood glucose in patients with diabetes and assess

Sverest

if antidiabetic agent dose modifications are required.

SIDE EFFECTS

The most common side effects of Abiraterone Acetate
include: feeling very tired, vomiting, joint pain, infected
nose, sinuses, or throat (cold), high blood pressure, cough,
nausea, headache, swelling in legs or feet, low red blood
cells (anemia), low blood potassium levels, high blood
cholesterol and triglycerides, hot flushes, high blood sugar
levels and diarrhea.

DRUG INTERACTIONS

Avoid concomitant strong CYP3A4 inducers during
Abiraterone Acetate treatment. If a strong CYP3A4 inducer
must be co-administered, increase the Abiraterone Acetate
dosing frequency.

Avoid co-administration of Abiraterone Acetate with
CYP2D6 substrates that have a narrow therapeutic index. If
an alternative treatment cannot be used, exercise caution
and consider a dose reduction of the concomitant CYP2D6
substrate.

USE IN SPECIFIC POPULATIONS

Pregnancy: Based on findings from animal studies and the
mechanism of action, Abiraterone Acetate can cause fetal
harm and potential loss of pregnancy.

Lactation: The safety and efficacy of Abiraterone Acetate
have not been established in females.

Females and Males of Reproductive Potential: Based on
animal studies, Abiraterone Acetate may impair reproduc-
tive function and fertility in males of reproductive potential.

Pediatric Use: Safety and effectiveness of Abiraterone
Acetate in pediatric patients have not been established.

Geriatric Use: No overall differences in safety or effective-
ness were observed between elderly patients and younger
patients.

Patients with Hepatic Impairment: Do not use Abiraterone
Acetate in patients with baseline severe hepatic impairment
(Child-Pugh Class C).

Patients with Renal Impairment: No dosage adjustment is
necessary for patients with renal impairment

PHARMACEUTICAL INFORMATION

Storage Condition

Store below 30°, in a cool and dry place. Keep away from
light. Keep out of the reach of children.

HOW SUPPLIED
ABIRAXEN tablet: Each box contains 4 x 7 film coated
tablets in Alu-Alu blister pack.

Manufactured by

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh

www.everestpharmabd.com
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