
Presentation
Silosin   4: Each capsule contains Silodosin INN 4 mg. 
Silosin   8: Each capsule contains Silodosin INN 8 mg.

Description
Silodosin, a selective antagonist of alpha-1 adrenoreceptors. Silodosin is a white to pale yellowish white powder that melts at 
approximately 105 to 109 °C. It is very soluble in acetic acid, freely soluble in alcohol, and very slightly soluble in water. 
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.

Indication
Silodosin, an alpha-1 adrenergic receptor antagonist, is indicated for the treatment of the signs and symptoms of benign 
prostatic hyperplasia (BPH). Silodosin is not indicated for the treatment of hypertension.

Dosage administration
The recommended dose is 8 mg orally once daily with a meal. 
Dosage adjustment in renal impairment patients: Silodosin, is contraindicated in patients with severe renal impairment (CCr 
< 30 mL/min). In patients with moderate renal impairment (CCr 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 (CCr 50-80 mL/min). 

Side-effects
Most common adverse reactions (incidence ≥ 2%) are retrograde ejaculation, dizziness, diarrhea, orthostatic hypotension, 
headache, nasopharyngitis, and nasal congestion

Contraindications
• Patients with severe renal impairment (Creatinine Clearance -CCr < 30 mL/min)
• Patients with severe hepatic impairment
• Concomitant administration with strong Cytochrome P450 3A4 (CYP3A4) inhibitors (e.g: ketoconazole, clarithromycin, 
itraconazole, ritonavir)

Precaution
• Postural hypotension, with or without symptoms (e.g., dizziness), may develop when beginning Silodosin treatment
• In patients with moderate renal impairment, Silodosin dose should be reduced to 4 mg once daily
• Silodosin should not be used in combination with other alpha blockers.
• Examine patients thought to have BPH prior to starting therapy with Silodosin to rule out the presence of carcinoma of the 
prostate. 
• Inform patients planning cataract surgery to notify their ophthalmologist that they are taking Silodosin because of the 
possibility of Intraoperative Floppy Iris Syndrome (IFIS)

Use in specific population
Pregnancy: Pregnancy Category B. Silodosin, is not indicated for use in women.
Renal impairment: Dose adjustment in moderate disease Contraindicated in severe renal disease.
Hepatic impairment: Contraindicated in severe disease.
Pediatric Use: Silodosin, is not indicated for use in pediatric patients. Safety and effectiveness in pediatric patients have not 
been established.
Geriatric Use: In a study comparing 12 geriatric males (mean age 69 years) and 9 young males (mean age 24 years), the 
exposure (AUC) and elimination half-life of Silodosin were approximately 15% and 20%, respectively, greater in geriatric 
than young subjects. No difference in the Cmax of silodosin was observed.

Drug interaction
Strong P-glycoprotein inhibitors (e.g., cyclosporine): Co-administration may increase plasma silodosin concentration. 
Concomitant use is not recommended.
Alpha-blockers: Interactions involving concomitant use have not been determined. However, interactions are expected and 
concomitant use is not recommended

Overdosage
Silodosin, was evaluated at doses of up to 48 mg/day in healthy male subjects. The dose limiting adverse event was postural 
hypotension. Should overdose of Silodosin, lead to hypotension, support of the cardiovascular system is of first importance. 
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. If necessary, vasopressors 
could be used, and renal function should be monitored and supported as needed. Dialysis is unlikely to be of significant 
benefit since silodosin is highly (97%) protein bound.

Storage
Do not store above 30 ° C. Keep away from light and out of the reach of children.

Commercial pack
Silosin   4: Each box contains 2 blister strips of 10 capsules.
Silosin   8: Each box contains 2 blister strips of 10 capsules.
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Dc¯’vcb
wm‡jvwmb    4: cÖwZwU K¨vcmy‡j i‡q‡Q wm‡jv‡Wvwmb AvBGbGb 4 wg.Mªv.|
wm‡jvwmb    8: cÖwZwU K¨vcmy‡j i‡q‡Q wm‡jv‡Wvwmb AvBGbGb 8 wg.Mªv.|

weeiY
wm‡jv‡Wvwmb, Avjdv-1 A¨vwW«‡bvi‡mÞ‡ii GKwU wm‡jw±f G›Uv‡Mvwb÷| wm‡jv‡Wvwmb mv`v wKsev nvjKv njy` e‡Y©i cvDWvi hv cÖvq 105 †_‡K 109 wWwMª †mw›U‡MªW 
ZvcgvÎvq M‡j hvq| GwU A¨vwmwUK A¨vwm‡W Lye `ªeYxq, A¨vj‡Kvn‡j mvgvb¨ `ªeYxq Ges cvwb‡Z Lye mvgvb¨ `ªeYxq| wm‡jv‡Wvwmb nj †cv÷-wmb¨vcwUK Avjdv-1 
A¨v‡W«‡bvi‡mÞv‡ii GKwU wbe©vPbx cªwZc¶, hv gvbe †cªv‡÷U, g~Îvkq †em, g~Îvkq Nvo, †cªv÷¨vwUK K¨vcmyj Ges †cªv÷¨vwUK g~Îbvjx‡Z Aew¯’Z| GB Avjdv-1 
A¨vwW«‡bvi‡mÞi¸wji Ae‡iv‡ai d‡j GB wUmy¨¸wj‡Z gm…Y †ckx wkw_j n‡Z cv‡i, d‡j cªmªv‡ei cÖev‡n DbœwZ N‡U Ges wewcGBP j¶Y nªvm cvq|

wb‡`©kbv
wm‡jv‡Wvwmb, GKwU Avjdv -1 A¨v‡W«bvwR©K wi‡mÞi we‡ivax, webvBb †cªv÷¨vwUK nvBcvicøvwmqvi (wewcGBP) j¶Y I DcmM©¸wji wPwKrmvi Rb¨ wb‡`©wkZ nq| 
wm‡jv‡Wvwmb D”P i³Pv‡ci wPwKrmvi Rb¨ wb‡`©wkZ bq|

‡meb gvÎv I wewa 
webvBb †cªv÷¨vwUK nvBcvicøvwmqvi cª¯ÍvweZ †WvRwU n‡jv ‰`wbK GKevi 8 wgwjMÖvg K‡i Lvev‡ii mv‡_|
we‡kl Rb‡Mvôx‡Z †WvR mgš^q: 
wKWbx ‰eK‡j¨i †¶‡Î : ¸iæZi wKWbx ‰eKj¨ (wmwmAvi <30 GgGj / wgwbU) mn †ivMx‡`i †¶‡Î wm‡jv‡Wvwmb cªwZwb‡`©wkZ nq| gvSvwi wKWbx ‰eKj¨ (wmwmAvi 
30-50 GgGj / wgwbU) †ivMx‡`i †¶‡Î †WvR, w`‡b GKevi Lvev‡ii mv‡_ 4 wgwjM«vg| nvjKv †ibvj cªwZeÜKZv (wmwmAvi 50-80 GgGj / wgwbU) mn †ivMx‡`i 
Rb¨ †KvbI †WvR mgš^q cª‡qvRb nq bv|

cvk¦©-cÖwZwµqv
me©vwaK mvaviY weiƒc cªwZwµqv¸wj (≥2%) n'j wecixZgyLx exh©cvZ, gv_v †Nviv, Wvqwiqv, A‡_©v÷¨vwUK nvB‡cv‡Ubkb, gv_v e¨_v, bv‡mv‡diÄvBwUm Ges bvK eÜ 
n‡q _vKv|

cªwZwb‡`©kbv 
wbb¥wjwLZ †¶‡Î wm‡jv‡Wvwmb e¨envi cªwZwb‡`©wkZ-
• ¸iæZi †ibvj ‰eKj¨hy³ †ivMx (wµqwUbvBb wK¬qv‡iÝ-wmwmAvi <30 GgGj / wgwbU)
• gvivZ¥K †ncvwUK cªwZeÜKZv †ivMx
• kw³kvjx mvB‡Uv‡µvg P450 3A4 (CYP3A4) BbwnweUvi (D`vt †K‡Uv‡KvbvRj, †K¬wi‡_ªvgvBwmb, AvBU«v‡KvbvRj, wi‡Uvbvwfi) RvZxq Jl‡ai mv‡_ GK‡hv‡M 
cª‡qv‡Mi †¶‡Î

mZK©Zv
• wm‡jv‡Wvwmb wPwKrmv ïiæ Kivi mgq ev j¶Y¸wji QvovB ev †cv÷vivj nvB‡cv‡Ubkb (D`v: gv_v †Nviv) weKvk jvf Ki‡Z cv‡i
• gvSvwi †ibvj cªwZeÜKZv †ivMx‡`i †¶‡Î wm‡jv‡Wvwmb †WvR cªwZw`b 4 wgwjMªv‡g Kwg‡q Avbv DwPZ
• wm‡jv‡Wvwmb Ab¨vb¨ Avjdv eøKvi¸wji mv‡_ GK‡Î e¨envi Kiv DwPZ bq
• ‡cªv‡÷‡Ui Kviwm‡bvgvi m¤¢vebv Kgv‡bvi Rb¨ wm‡jv‡Wvwm‡bi gva¨‡g †_ivwc ïiæ Kivi Av‡M wewcGBP †ivMx‡`i h_vh_ fv‡e ch©‡e¶b Kiv DwPZ
• ‡h me †ivMx Qvwb Acv‡ik‡b B”QyK Zv‡`i Aek¨BB Wv³vi‡K wm‡jvWwmb e¨env‡ii wel‡q AeMZ Ki‡Z n‡e Kvib Zv bvn‡j B›U«vAcv‡iwUf d¬wc AvBwim 
wmb‡W«vg nIqvi m¤¢vebv i‡q‡Q 

we‡kl †¶‡Î e¨envi
Mf©ve¯’v: we K¨vUvMwii W«vM| wm‡jv‡Wvwmb, gwnjv‡`i †¶‡Î e¨env‡ii Rb¨ wb‡`©wkZ bq|
wKWwb ‰eKj¨: gvSvwi wKWwb ‰eK‡j¨ †WvR mgš^q Ki‡Z n‡e Avi ¸iæZi wKWwb ‰eKj¨‡Z Gi e¨envi cªwZwb‡`©wkZ|
‡ncvwUK ‰eK‡j¨ : gvivZ¥K †ncvwUK ‰eKj¨ †iv‡Mi †¶‡Î cªwZwb‡`©wkZ|
wkï‡`i †¶‡Î e¨envi: wm‡jv‡Wvwmb wkï †ivMx‡`i e¨env‡ii Rb¨ wb‡`©wkZ bq| wkï †ivMx‡`i g‡a¨ myi¶v Ges Kvh©KvwiZv cªwZwôZ nqwb|
eq¯‹‡`i †¶‡Î e¨envi: 12 Rb eq¯‹ cyiæl (hv‡`i eqm 69 eQi eqmx) Ges 9 Rb cyiæl (Mo eqm 24 eQi) Gi g‡a¨ GKwU M‡elYvq wm‡jv‡Wvwm‡bi 
G·‡cvRvi (AUC) Ges Gwjwg‡bkb Aa©-Rxeb wQ‡jv h_vµ‡g c«vq 15% Ges 20%| wm‡jv‡Wvwmb Gi Cmax G †KvbI cv_©K¨ cwijw¶Z nqwb|

W«vM B›Uvi¨vKkb
• kw³kvjx wc-MøvB‡Kv‡cªvwUb BbwnweUvi¸wj (‡hgbt mvB‡K¬v‡¯úvwib): wm‡jv‡Wvwm‡bi mv‡_ GK‡Î e¨envi Ki‡j, cøvRgv‡Z wm‡jv‡Wvwmb NbZ¡ evwo‡q Zyj‡Z 
cv‡i| ZvB GK‡hv‡M e¨env‡ii civgk© †`Iqv nq bv|
• Avjdv-eøKvim: Ab¨ Avjdv-eøKvim Gi mv‡_ GK‡Î e¨env‡ii mv‡_ RwoZ B›Uvi¨vKkb wba©viY Kiv nqwb| Z‡e, B›Uvi¨vKkb cªZ¨vwkZ Ges Ab¨ Avjdv-eøKvim 
Gi mv‡_ GK‡Î e¨env‡ii civgk© †`Iqv nq bv|

gvÎvwaK¨
wm‡jv‡Wvwmb ¯^v¯’¨Ki cyiæ‡l 48 wgwjMªvg / w`b ch©šÍ †WvR K‡i g~j¨vqb Kiv n‡qwQj| †WvR mxgve×Kvix cªwZK~j cªwZwµqv¸wj wQj †cv÷vivj nvB‡cv‡Ubkb| 
wm‡jv‡Wvwmb AZ¨waK cwigv‡Yi e¨envi nvB‡cv‡Ubk‡bi w`‡K cwiPvwjZ K‡i ZvB KvwW©IfvmKyjvi wm‡÷‡gi mg_©b cª_g ¸iæZ¡c~Y© avc| i³Pvc cybiæ×vi Ges 
nvU© we‡Ui ¯^vfvweKxKi‡Yi Rb¨ †ivMx‡K  mycvBb Ae¯’v‡b eRvq †i‡L m¤úbœ Ki‡Z n‡e| hw` GB cªwKqvq KvR bv nq Z‡e  wkivq Zij cª‡qv‡Mi welqwU we‡ePbv 
Kiv DwPZ| cÖ‡qvvR‡b f¨v‡mv‡cªmi e¨envi Kiv †h‡Z cv‡i Ges wKWwbi KvR©¶gZvi bRi`vwi Kiv DwPZ| wm‡jv‡Wvwmb AZ¨šÍ (97%) †cªvwUb evDÛ nIqvq 
WvqvjvBwm‡mi D‡jL‡hvM¨ DcKvi nIqvi m¤¢vebv †bB|

msi¶Y
30° ‡m. Gi Dc‡i msiÿY Kiv n‡Z weiZ _vKzb| Av‡jv †_‡K `~‡i Ges wkï‡`i bvMv‡ji evB‡i ivLyb |

evwYwR¨K †gvoK
wm‡jvwmb    4: cªwZ ev‡· i‡q‡Q 10wU K¨vcmy‡ji 2wU weø÷vi ÷«xc|
wm‡jvwmb    8: cªwZ ev‡· i‡q‡Q 10wU K¨vcmy‡ji 2wU weø÷vi ÷«xc|
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