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Tamsulosin hydrochjoride is an antagonist of alphalA adrenoceptors in the prostate. Tamsulosin hydrod\londe ts (-)-(R)-5-[2-[[2-(0
Ethoxyphenoxy) ethylJamino]propyl]-2-methoxybenzenesulfonamide, monohydrochloride. Tamsulosin hydrochloride is a white
crystalline powder that melts with decomposition at approximately 230°C. It is sparingly soluble in water and methanol, slightly
soluble in glacial acetic acid and ethamol, and practkally insoluble an ether.
The empirical formula of tamsulosin hydrod\bﬁde is C20H28N2055 * HCI. The molecular weight of tamsulosin hydrochloride is
444 98. Its structural formula is: ¥
INDICATIONS i : ' N
TAMUSIN (tamsulosin hydrochloride) Capsuk-s are indicated for the treatment of the signs and symptoms of bemgn prostatic
hyperplasia (BPH). ’
TAMUSIN Capsules are not indicated for the treatment of hypertension.

TAMUSIN is for use by men only. TAMUSIN s not indicated for use in women.
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DOSAGE & ADMINISTRATION c.m
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P of the signs and symptoms of BPH. it should be administered approximately one-half hour following the samie meal each day.
For those patients who fail to respond to the 0.4 mg dose after two to four weeks of dosing, the dose of TAMUSIN Capsule can

be increased to 0 8 mg once daily. If TAMUSIN  administration is discontinued or interrupted for several days at either the 0.4 mg or

0.8 mg dose, therapy should be started again with the 0.4 mg once daily dose. -

CONTRAINDICATIONS

TAMUSIN Capsules are contraindicated In patients kmwn to be hypersensitive to tunwlodn hydrochloride or any component of

TAMUSIN |

The symptoms associated with benign prostatic hyperplasia (BPH) are related to bladder outlet obstruction, which is comprised of

two underlying components static and dynamic. The static component is related to an increase in prostate size caused, in part, by a

- proliferation of smooth muscle cells in the prostatic stroma. Hmmmdwﬂwmmsmdthcdegmofumhnl

obstruction do not correlate well with the size of the prostate. ﬂndvnmkmpommkafmcbonofmkmmk\moothmusde

tone in the prostate and bladder neck leading to constriction of the bladder outlet. Smooth muscle toneis mediated by the 4

sympathetic nervous stimulation of alpha, adrehoceptors, which are abundant in the prostate, prostatic capsule, prostatic urethra,

and bladder neck. Blockade of these adrenoceptors can cause smooth muscles in the bladder nech and prostate to relax, resulting in

.an improvement in urine flow rate and 2 reduction in symptoms of BPH.

Tamsulosin, an alpha, adrenoceptor blocking agent, exhibits selectivity for alpha, reczptorsinthehumnprmm At least three

discrete alpha - adrenoceptor subtypes have beenidentified: alphalA, alphalB, and alpha1D, their distribution differs between

human organs and tissue. Approximately 70% of the alphal-receptors in human prostate are of the alphalA subtype.

SIDE EFFECTS: in some cases Dizziness, unusual weakness, drowsiness, trooble sleeping, blurred vision, runny nose, or problems
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Pharmacokinetics . .

The pharmacokinetics of tamslilosin hydrochloride have been evaluated in adult healthy volunteers and patients with BPH after

single and/or multiple administration wittrdoses ranging from 0.1 mg to 1 mg.

Absorption
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" under fasting conditions. Tamsutosin hydrochloride exhibits linear kinetics following single and multiple dosing, with achievement of
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Effect of Food

The time to maximum concentration (Tmax] is reached by four to five hours under fasting conditions and by six to seven hours when

TAMUSIN Capsules are administered with food. Taking TAMUSIN Capsules under fasted conditions resuits in a 30% increase in

bicavailability (AUC) and 40% to 70% increase in peak concentrations (Cmax) compared to fed conditions.

Distribution e

The mean steady-state apparent volume of distribution of tamsulosin hydrochioride after intraenous administration to ten heafthy

maie adaults was 16 L, which is suggestive of distribution into extracelular fluids in the body. Tamsulosin hydrochloride is extensively

hound to human plasma protein (34% to 99%),primarily alpha-1 acid glycoprotein (AAG), with linear binding over a wide

concentration range {20 to 600 ng/mL}. The results of two-way in vitro studies indicate that the binding of tamsulosin hydrochioride

to human plasma proteins is not affected by amitriptyline, dicicfenac, glybunide, simvastatin pius simvastatin-hydroxy acid

metabolite, warfarin, diazepam, ppropranolo!, ichlormethiazide, ummmwmmumm

onmemnto!b«dwqofﬂ\ese&u;s .

Metodolism -

There is no enantiomeric bioconversion from tamsuiosin hydrochioride [R(-) isomer] ta the 5(+) somer in humans. Tamsulosin

hydrochionde is extensively metabolized by cytochrome P450 enzymes in the liver and less than 10% of the dose is excreted i urine
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| Rend Dysfencoon The pharmacalinets of tamsulosin hydrochioride have been compared in 6 subjects with mild-moderate

RO mUmn 1 73m) or moderate-severe (10«Cler <30 ml/min/1.73m2) renal impairment and 6 normal subjects {Cler <90
miUmin L TImL waie 3 change in the overall plasma concentration of tamsulosin hydrochioride was observed as the result of
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Pagh's lassfication. Grades A and §) and 8§ normal subjects. While a change in the overall plasma concentration of tamsulosin
- hydrochionide was obsarvad s the result of 2itered binding to AAG, the unbound {active) concentration of tamsulosin hydrochloride
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Drug-Drug imteroctions
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with atenciol, or enalapri. .
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A definitive Srug-dnug interaction study betwesn tamsulosin hydrochloride and warfarin was not conducted. Resuits from limited in
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 TAMUSHN Capsules. :

Dngoxin and Theophysine
~hmmﬁsnmm@umwnﬁr*m@(19-39yus)recemtambsm€muls04nw/dayformdays,
followed by TAMUSIN Capsules 0.8 mg/day for five to eight days, single intravenous doses of digoxin 0.5 mg or theophylline 5 mg/kg
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Pack Size 2x10 Blister Pack. K
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Keep TAMUSIN and 2il medicines out of reach of childrep. -
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