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QUALITATIVE AND QUANTITATIVE COMPOSITION
Each Prolonged-release capsule contains:
Tamsulosin HCI (as modified-release pellets) eq. to
Tamsulosin HCI........... 0.4mg

DESCRIPTION:

Tamsulosin  Hydrochloride is an antagonist of alphalA
adrenoceptors in the prostate. Tamsulosin Hydrochloride is
(-)-(R)-5-[2-[[2-(o-Ethoxyphenoxy) ethyl] amino] propyl]-2-
Methylbenzenesulfonamide monohydrochloride The empirical
formula of Tamsulosin Hydrochloride is C,H,,N,0,S HCI. The
molecular weight of Tamsulosin Hydrochloride is 444.98.

Its structural formula is:
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CLINICAL PHARMACOLOGY

Tamsulosin, an alphal adrenoceptor blocking agent, exhibits
selectivity for alphal receptors in the human prostate. At least
three discrete alphat-adrenoceptor subtypes have been
identified: alphalA, alphaiB and alphaiD; their distribution
differs between human organs and tissue. Approximately 70%
of the alphai-receptors in human prostate are of the alphalA
subtype. TAMPRO™T™ (Tamsulosin Hydrochloride) capsules
are not intended for use as an antihypertensive drug.

PHARMACOKINETICS: The pharmacokinetics of Tamsulosin
Hydrochloride have been evaluated in adult healthy volunteers
and patients with BPH after single and/or multiple administra-
tion with doses ranging from 0.1 mg to 1 mg.

Absorption: Absorption of Tamsulosin Hydrochloride from
Tamsulosin capsules 0.4 mg is essentially complete (>90%)
following oral administration under fasting conditions.
Tamsulosin Hydrochloride exhibits linear kinetics following
single and multiple dosing, with achievement of steady-state
concentrations by the fifth day of once-a-day dosing.

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 TAMPRO™ capsules are
administered with food. Taking TAMPRO™ capsules under
fasted conditions results in a 30% increase in bioavailability
(AUC) and 40% to 70% increase in peak concentrations

(Cmax) compared to FED conditions.

Distribution: Additionally, whole body autoradiographic
studies in mice, rats and dogs indicate that tamsulosin is widely
distributed to most tissues including kidney, prostate, liver,
gallbladder, heart, aorta, and brown fat, and minimally
distributed to the brain, spinal cord, and testes. Tamsulosin is
extensively bound to human plasma proteins (94 to 99%),
primarily alpha-1-acid glycoprotein (AAG) in humans, with
linear binding over a wide concentration range (20 to 600
ng/mL).

Metabolism: There is no enantiomeric bioconversion from
Tamsulosin Hydrochloride [R(-) isomer] to the S(+) isomer in
humans. Tamsulosin Hydrochloride is extensively metabolized
by cytochrome P450 enzymes in the liver and less than 10% of
the dose is excreted in urine unchanged. However, the
pharmacokinetic profile of the metabolites in humans has not
been established. In vitro results indicate that CYP3A4 and
CYP2D6 are involved in metabolism of tamsulosin as well as
some minor participation of other CYP isoenzymes. Inhibition
of hepatic drug metabolizing enzymes may lead to increase
exposure to tamsulosin. The metabolites of Tamsulosin
Hydrochloride undergo extensive conjugation to glucuronide or
sulfate prior to renal excretion. Incubations with human liver
microsomes showed no evidence of clinically significant
metabolic interactions between Tamsulosin Hydrochloride and
amitriptyline, albuterol (beta agonist), glyburide (glibenclamide)
and finasteride (5 alpha-reductase inhibitor for treatment of
BPH). However, results of the in vitro testing of the Tamsulosin
Hydrochloride interaction with diclofenac and warfarin were
equivocal.

Excretion: On administration of the radiolabeled dose of
Tamsulosin Hydrochloride to four healthy volunteers, 97% of
the administered radioactivity was recovered, with urine (76%)
representing the primary route of excretion compared to feces
(21%) over 168 hours. Following intravenous or oral
administration of an immediate-release formulation, the
elimination half-life of Tamsulosin Hydrochloride in plasma
ranged from five to seven hours. Because of absorption
rate-controlled pharmacokinetics with Tamsulosin (Tamsulosin
Hydrochloride) capsules, the apparent half-life of Tamsulosin
Hydrochloride is approximately 9 to 13 hours in healthy
volunteers and 14 to 15 hours in the target population.
Tamsulosin Hydrochloride undergoes restrictive clearance in
humans, with a relatively low systemic clearance (2.88 L/h).

Drug-Drug Interactions: Nifedipine, Atenolol, Enalapril In
three studies in hypertensive subjects (age range 47-79 years)
whose blood pressure was controlled with stable doses of
Nifedipine, atenolol, or enalapril for at least three months,
Tamsulosin capsules 0.4 mg for seven days followed by
Tamsulosin capsules 0.8 mg for another seven days (n=8 per
study) resulted in no clinically significant effects on blood
pressure and pulse rate compared to placebo (n=4 per study).
Therefore, dosage adjustments are not necessary when




Tamsulosin capsules are administered concomitantly with
Nifedipine, atenolol, or enalapril.

Warfarin: A definitive drug-drug interaction study between
Tamsulosin Hydrochloride and warfarin was not conducted.
Results from limited in vitro and in vivo studies are inconclu-
sive. Therefore, caution should be exercised with concomitant
administration of warfarin and TAMPRO™ capsules.

Digoxin and Theophylline

Dosage adjustments are not necessary when a TAMPRO
capsule is administered concomitantly with digoxin or
theophylline.

INDICATIONS AND USAGE

TAMPRO (Tamsulosin Hydrochloride) capsules are indicated
for the treatment of the signs and symptoms of benign prostatic
hyperplasia (BPH).

CONTRAINDICATIONS

TAMPRO capsules are contraindicated in patients known to be
hypersensitive to Tamsulosin Hydrochloride or any component
of TAMPRO capsules.

TAMPRO capsules are not indicated for the treatment of
hypertension.

WARNINGS

The signs and symptoms of orthostasis (postural hypotension,
dizziness and vertigo) were detected more frequently in
Tamsulosin  capsule-treated patients than in placebo
recipients. As with other alpha-adrenergic blocking agents
there is a potential risk of syncope

ADVERSE REACTIONS

Patients beginning treatment with Tamsulosin capsules should
be cautioned to avoid situations where injury could result &
should syncope occur. Doses of Tamsulosin higher than 0.4
mg (e.g., 0.8 mg) should not be used in combination with strong
inhibitors of CYP3A4 (e.g., ketoconazole). Rarely (probably
less than 1 in 50,000 patients), tamsulosin, like other alphat
antagonists, has been associated with priapism (persistent
painful penile erection unrelated to sexual activity). Because
this condition can lead to permanent impotence if not properly
treated, patients must be advised about the seriousness of the
condition.

PREGNANCY
TAMPRO capsules are not indicated for use in women.

OVERDOSAGE
Overdosage of TAMPRO (Tamsulosin Hydrochloride) capsules
can lead to hypotension.

DOSAGE AND ADMINISTRATION
TAMPRO capsules 0.4 mg once daily is recommended as the
dose for the treatment of the signs and symptoms of BPH. It

should be administered approximately one-half hour following
the same 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 TAMPRO capsules can be increased to 0.8 mg once daily.
The 0.8 mg dose should not be used in combination with strong
inhibitors of CYP3A4 (e.g., ketoconazole). If TAMPRO
capsules 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.

INSTRUCTIONS:

Dosage as directed by the physician.

Store below 25°C.

Protect from light and moisture.

Keep all medicines out of the reach of children.
To be sold on the prescription of a registered
medical practitioner only.

PRESENTATION:

TAMPRO (Tamsulosin HCI) Capsules 0.4mg are available in
Alu/Pvc blister pack of 2x10’s.
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Marketed by:

IDANEEN papeen pharma (Pvt) Ltd.

27-Sundar Industrial Estate, Sundar Raiwind Road Lahore, Pakistan.
Tel: +92-42-35297781-2, Email: info@daneenpharma.com

1SOSUOTZS IS0 TAIOTZ0TS 150450012018
www.daneenpharma.com

Manufactured by:
GENI/_< Genix Pharma (Pvt) Ltd.

44,45-B, Korangi Creek Road, Karachi-75190, Pakistan.
UAN: +92-21-111-10-10-11, Email: info@genixpharma.com
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www.genixpharma.com




