Caluprd's

Bicalutamide USP 50 mg tablets

COMPOSITION
CALUPROS tablet: Each film coated tablet contains
Bicalutamide USP 50 mg.

PHARMACOLOGY

Bicalutamide is a non-steroidal androgen receptor inhibitor.
It competitively inhibits the action of androgens by binding
to cytosol androgen receptors in the target tissue. Prostatic
carcinoma is known to be androgen sensitive and responds
to treatment that counteracts the effect of androgen and/or
removes the source of androgen.

INDICATIONS AND USAGE

Bicalutamide 50 mg daily is indicated for use in combina-
tion therapy with a luteinizing hormone-releasing hormone
(LHRH) analog for the treatment of Stage D2 metastatic
carcinoma of the prostate.

DOSAGE AND ADMINISTRATION

The recommended dose for Bicalutamide therapy in
combination with an LHRH analog is one 50 mg tablet once
daily (morning or evening), with or without food.

CONTRAINDICATIONS

Bicalutamide is contraindicated in any patient who has
shown a hypersensitivity reaction to the drug or any of the
tablet’s components.

Bicalutamide has no indication for women, and should not
be used in this population.

WARNINGS AND PRECAUTIONS

Hepatitis or marked increases in liver enzymes leading to
drug discontinuation occurred in approximately 1% of
Bicalutamide patients in controlled clinical trials.

Hemorrhaging cases were reported with concomitant use of
coumarin Anticoagulant. Closely monitor the Prothrombin
Time (PT) and International Normalized Ration (INR), and
adjust the anticoagulant dose as needed.

Gynecomastia and breast pain have been reported during
treatment with Bicalutamide 150 mg when used as a single
agent as it cause a reduction in glucose tolerance in males.
Consideration should therefore be given to monitoring
blood glucose in patients receiving Bicalutamide in
combination with LHRH agonists.

SIDE EFFECTS
The most common side effects of Bicalutamide include hot
flashes; body pain (including back, pelvis, stomach);

Sverest

feeling weak; constipation; infection; nausea; swelling in
arms, ankles, legs or feet; shortness of breath (dyspnea);
dizziness; diarrhea; blood in urine; frequent urination at
night; anemia.

DRUG INTERACTIONS

R-Bicalutamide is an inhibitor of CYP 3A4. Hence, caution
should be exercised when Bicalutamide is co-administered
with CYP 3A4 substrates.

USE IN SPECIFIC POPULATIONS

Pregnancy

Bicalutamide is contraindicated for use in pregnant women
because it can cause fetal harm.

Lactation

There is no information available on the presence of
Bicalutamide in human milk, or on the effects on the
breastfed infant or on milk production.

Females and Males of Reproductive Potential
Antiandrogen therapy may cause morphological changes
in spermatozoa.

Based on animal studies, Bicalutamide can lead to
inhibition of spermatogenesis and may impair fertility in
males of reproductive potential. The long-term effects of
Bicalutamide on male fertility have not been studied.

Pediatric Use
The safety and effectiveness of Bicalutamide in pediatric
patients have not been established.

Hepatic Impairment
Periodic liver function tests should be considered for
hepatic-impaired patients on long-term therapy.

Renal Impairment

Renal impairment (as measured by creatinine clearance)
had no significant effect on the elimination of total
bicalutamide or the active R-enantiomer.

PHARMACEUTICAL INFORMATION

Storage Condition

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

HOW SUPPLIED
CALUPROS tablet: Each box contains 3x10 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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