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FINIDE"1&5

FINASTERIDE

Finide® 5 & 1 (Finasteride) FC tablets

Drug Description:

Finasteride, a synthetic 4-azasteroid compound, is a
specific inhibitor of steroid Type Il 5 (alpha)-reductase, an
intracellular enzyme that converts the androgen
testosterone into 5 (alpha)-dihydrotestosterone (DHT).

Composition:
Each tablet contains: Finasteride Tor 5 mg

Clinical Pharmacology:

Finasteride is a competitive and specific inhibitor of Type
Il 5 (alpha)-reductase, an intracellular enzyme that
converts the androgen testosterone into DHT.
Administration of Finide® decreases scalp and serum DHT
concentrations in men.

Pharmacokinetics:

Absorption of Finasteride is not affected by food. There is
a slow accumulation phase for Finasteride after multiple
dosing. Finasteride has been found to cross the
blood-brain barrier. Finasteride is extensively metabolized
in the liver, primarily via the cytochrome P3 450A4
enzyme subfamily.

Indications and usage:

Finide® 1 mg tablet is indicated for the treatment of male
pattern hair loss (androgenetic alopecia) in MEN ONLY.
Finide® 5 mg tablet is indicated for the treatment of
symptomatic benign prostatic hyperplasia (BPH) in men
with an enlarged prostate to: Improve symptoms, reduce
the risk of acute urinary retention, reduce the risk of the
need for surgery including transurethral resection of the
prostate (TURP) and prostatectomy. Finide® is not
indicated in women. Finide is not indicated in children.

Contraindications:

Finide® is contraindicated in the following:

 Pregnancy: Finide® use is contraindicated in women
when they are or may potentially be pregnant.

« Hypersensitivity to any component of this medication.

Warnings:

Finide® is not indicated for use in pediatric patients or
women. Women should not handle crushed or broken
Finide® tablets because of the possibility of absorption of
Finide® and the subsequent potential risk to a male fetus.
Finide® tablets are coated and will prevent contact with
the active ingredient during normal handling, provided
that the tablets have not been broken or crushed.
Women should not be in skin contact with the semen of a
male who is taking Finasteride.

Precautions:

Caution should be used in the administration of Finide® in
patients with liver function abnormalities, as Finide® is
metabolized extensively in the liver.

Prior to initiating therapy with Finide® 5 mg tablets,
appropriate evaluation should be performed to identify
other conditions such as infection, prostate cancer,
stricture disease, hypotonic bladder or other neurogenic
disorders that might mimic BPH.

Physicians should instruct their patients to promptly
report any changes in their breasts such as lumps, pain or
nipple discharge. Breast changes including breast
enlargement, tenderness and neoplasm have been
reported. Physicians should inform patients that the
volume of ejaculate may be decreased in some patients
during treatment with Finide® 5mg tablets. This decrease
does not appear to interfere with normal sexual function.
However, impotence and decreased libido may occur in
patients treated with Finide® 5 mg tablets.

Taking Finasteride is associated with the risk of
high-grade prostate cancer. Taking Finasteride has also
been associated with the increased risk of depression and
suicidal thoughts. Consult your doctor immediately if this
side effect occurs.

Drug Interactions:

No drug interactions of clinical importance have been
identified.

Pregnancy:
Pregnancy Category X. Finide® is not indicated for use in
pregnant women.

Nursing Mothers:
Finide® is not indicated for use in women.

Pediatric Use:
Finide® is not indicated for use in pediatric patients.

Geriatric Use:
No dosage adjustment is necessary in the elderly.

Adverse reactions:

Finide® is generally well tolerated, adverse reactions
usually have been mild and transient.

The followings are the only clinical adverse reactions
considered possibly: Impotence, Decreased libido,
Decreased Volume of Ejaculatc, Ejaculation Disorder,
Breast enlargement, Breast tenderness, Rash, Asthenia,
Headache, Hypotension, Postural hypotension, Peripheral
edema, Dizziness, Somnolence, Dyspnea, Rhinitis,
Hypersensitivity reactions including pruritus, urticaria,
and swelling of the lips and face, Testicular pain.

Dosage and administration:

» The recommended dosage for treatment of hair loss in
mans is 1 mg orally once a day. In general, daily use for
three months or more is necessary before benefit is
observed. Continued use is recommended to sustain
benefit, which should be re-evaluated periodically.
Withdrawal of treatment leads to reversal of effect
within 12 months.

« The recommended dose in the treatment of
symptomatic benign prostatic hyperplasia (BPH) in men is
5 mg orally once a day.

« Finide® 5 mg tablets can be administered alone or in
combination with the alpha-blocker doxazosin.

« Finide® may be administered with or without meals.

* No dosage adjustment is necessary for patients with
renal impairment or for the elderly.

Storage:
Store this drug below 30°C. Keep away from direct light
and moisture. Keep away from reach of children.

Packaging:

Finide® tablets are produced by Aburaihan pharmaceutical
company in 5 & 1mg doses.

« The 1 mg tablets are pale pink. 10 tablets are packed in
one blister and three blisters with one leaflet are inserted
in a cardboard box.

« The 5mg tablets are blue. 10 tablets are packed in one
blister and three blisters with one leaflet are inserted in a
cardboard box.
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Manufactured by:
Aburaihan pharmaceutical Company. Tehran. IRAN
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