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AGOTHIAZIDE TABLET
(Hydrochlgrothiazide Tablets BP 50 mg)

Composition:

Each uncoated tablet contains:

Hydrochlorothiazide BP 50 mg <

Excipients q.s.

CLINICAL PHARMACOLOGY:

The mechanism of the antihypertensive effect of thiazides is unkrown.
Hydrochlorothiazide does not usually affect normal blood pressure.
Hydrochlorothiazide affects the distal renal tubular mechanism of electrolyte
reabsorption. At maximal therapeutic dosage all thiazides are approximately equal
in their diuretic efficacy.

Hydrochlorothiazide increases excretion of sodium and chioride in approximately
equivalent amounts. Natriuresis may be accompanied by some loss of
potassium and bicarbonate.

After oral use diuresis begins within 2 hours, peaks in about 4 hours and lasts about
6 to 12 hours.

Phar inetics and Metaboli

Hydrochlorothiazide is not metabolized but is eliminated rapidly by the kidney. When
plasma levels have been followed for at least 24 hours, the plasma half-life has been
observed to vary between 5.6 and 14.8 hours. At least 61 percent of the oral dose is
eliminated unchanged within 24 hours. Hydrochlorothiazide crosses the placental
but not the blood-brain barrier and is excreted in breast milk.

INDICATIONS AND USAGE:

Hydrochlorothiazide tablets are indicated as adjunctive therapy in edema associated
with congestive heart failure, hepatic cirrhosis, and corticosteroid and estrogen
therapy Hydrochlorothiazide tablets have also been found useful in edema due to
various forms of renal dysfunction such as nephrotic syndrome, acute
glomerulonephritis, and chronic renal failure.

Hydrochlorothiazide tablets are indicated in the management of hypertension either
as the sole therapeutic agent or to enhance the effectiveness of other
antihypertensive drugs in th= more severe forms of hypertension.

Use in Pregnancy :

Routine use of diuretics during normal pregnancy is. inappropriate and exposes
mother and fetus to unnecessary hazard. Diuretics do not prevent development of
toxemia of pregnancy and there is no satisfactory evidence that they are useful in
the treatment of toxemia.

DOSAGE AND ADMINISTRATION:

Therapy should be individualized according to patient response. Use the smallest
dosage necessary to achieve the required response.

Adults:

The usual adult dosage is 25 mg to 100 mg dily as a single or divided dose. Many
patients with edema respond to intermittent therapy, i.e., administration on alternate
days or on three to five days each week. With an intermittent schedule, excessive
response and the resulting undesirable electrolyte imbalance are less likely to occur.
For Control of Hypertension:

The usual initial dose in adults is 25 mg daily given as a single dose. The dose may be
increased to 50 mg daily, given as a single or two divided doses. Doses above 50 mg
are often associated with marked reductions in serum potassium
Patients usually do not require doses in excess of 50 mg of Hydrochiorothiazide
daily when used concomitantly with other antihypertensive agents.

Infants and Children:

For Diuresis and For Control of Hypertension:

The usual pediatric dosage is 0.5 to 1 mg per pound (1 to 2 mg/kg) per day in single or
two divided doses, notto exceed 37.5 mg per day ininfants up to 2 years of age or 100
mg per day in children 2 to 12 years of age. In infants less than 6 months of age, doses
up to 1.5 mg per pound (3 mg/kg) per day in two divided doses may be required.).

CONTRAINDICATIONS: 3
Anuria.

Hypersensitivity to this product or to other sulfonamide-derived -drugs.
WARNINGS:

Use with caution in severe renal disease. In patients with renal disease, thiazides
may precipitate azotemia. Cumulative effects of the drug may develop in patients
with impaired renal function.

Thiazides should be used with caution in patients with impaired hepatic function or
progressive liver disease, since minor alterations of fluid and electrolyte balance
may precipitate hepatic coma.

Thiazides may add to or potentiate the action of other antihypertensive drugs.
Sensitivity reactions may occur in patients with or without a history of allergy
or bronchial asthma.

The possibility of exacerbation or activation of systemic lupus erythematosus
has been reported.

Lithium generally should not be given with diuretics

Acute Myopia and Secondary Angle-Closure Glaucoma:

Hydrochlorothiazide, a sulfonamide, can cause an idiosyncratic reaction, resulting in
acute transient myopia and acute angle-closure glaucoma. Symptoms include acute
onset of decreased visual acuity or ocular pain and typically occur within hours to
weeks of ‘drug initiation. Untreated acute angle-closure glaucoma can lead to
permanent vision loss. The primary treatment is to discontinue Hydrochlorothiazide
as rapidly as possible. Prompt medical or surgical treatments may need to be
considered if the intraccular pressure remains uncontrolled. Risk factors for
developing acute angle-closure glaucoma may include a history of sulfonamide
or penicillin allergy. i
PRECAUTIONS:

All patients receiving diuretic therapy should be observed for evidence of fluid or
electrolyte imbalance: namely, hyponatremia, hypochloremic alkalosis, and
hypokalemia. Serum and urine electrolyte determinations are particularly important
when the palientis vomiting excessively or receiving parenteral fluids. Warning signs
"or symptoms of fluid and electrolyte imbalance, irrespective of cause, include
dryness of mouth, thirst, weakness, lethargy, drowsiness, restlessness, confusion,




