Relsin®

Silodosin INN

Description: Relsin® (Silodosin) is a medication for the symptomatic treatment of benign prostatic hyperplasia (BPH).

Mode of Action: Silodosin is a selective antagonist of post-synaptic alpha-1 adrenoreceptors, which are located in the human
prostate, bladder base, bladder neck, prostatic capsule and prostatic urethra. Blockade of these alpha-1 adrenoreceptors can
cause smooth muscle in these tissues to relax, resulting in an improvement in urine flow and a reduction in BPH symptoms.

Composition:
Relsin® 4 mg Capsule: Each capsule contains Silodosin INN 4 mg.
Relsin® 8 mg Capsule: Each capsule contains Silodosin INN 8 mg.

Indication: Silodosin is used for the treatment of signs and symptoms of benign prostatic hyperplasia (BPH).

Dosage and Administration:

The recommended dose is 8 mg capsule once daily or 4 mg capsule twice daily.

Renal Impairment: Silodosin is contraindicated in patients with severe renal impairment (CrCl < 30 ml/min). In patients with
moderate renal impairment (CrCl 30-50 ml/min), the dose should be reduced to 4 mg once daily taken with a meal. No dosage
adjustment is needed in patients with mild renal impairment (CrCl 50-80 ml/min).

Hepatic Impairment: Silodosin has not been studied in patients with severe hepatic impairment (Child-Pugh score = 10) and is
therefore contraindicated in these patients. No dosage adjustment is needed in patients with mild or moderate hepatic
impairment.

Children: Silodosin can not given under the age of 18.

Contraindications:

« Silodosin is contraindicated in patients known to have hypersensitivity to Silodosin or any component of the Silodosin
formulation.

« Silodosin should not be administered to patients using concomitant potent CYP3A4 inhibitors. (e.g., ketoconazole,
clarithromycin, itraconazole, ritonavir)

« Intraoperative floppy iris syndrome has been observed during cataract surgery in some patients on alpha-1 blockers or
previously treated with alpha-1 blockers. So, Silodosin should not be administered to patients using concomitant alpha
blockers (e.g., prazosin, terazosin, doxazosin)

Side effects: The most common side effect seen with Silodosin is an orgasm with reduced or no semen. This side effect is
reversible with discontinuation of the product. Other common side effects include dizziness, diarrhea, headache, swelling of the
throat and nasal passages and stuffy nose.

Use in Pregnancy and Lactation:

Pregnant Women: Silodosin is not recommended to use in pregnant women.

Nursing Mother: It is not known whether Silodosin is excreted in human milk. So, Silodosin should not be administered during
nursing.

Precaution: As with all alpha-1 adrenoreceptor antagonists, a reduction in blood pressure reversively can occur in individual
cases during treatment with Silodosin.

Drug interactions: Potent CYP3A4 inhibitors, such as ketoconazole, itraconazole, clarithromycin and ritonavir, increase
Silodosin blood levels and exposure. Moderate CYP3A4 inhibitor diltiazem increased the Silodosin AUC by approximately 30%.
Therefore, caution should be exercised.

Overdosage: Silodosin was evaluated at doses of up to 48 mg/day in healthy male subjects. The dose-limiting adverse event
was postural hypotension. Restoration of blood pressure and normalization of heart rate may be accomplished by maintaining
the patient in the supine position. If this measure is inadequate, administration of intravenous fluid should be considered.

Storage: Keep out of reach of children. Store in a dry place, below 25° C temperature and protected from light.

Packaging:
Relsin® 4 mg Capsule: Each carton contains 10x3 capsules in Alu-Alu blister pack.
Relsin® 8 mg Capsule: Each carton contains 10x2 capsules in Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
[deas for healthcare ® Registered Trade Mark.

0765-01



