Repres® SR

hdapamide BP

Presentation:
Repres® SR Tablet - Fach film-coatad sustained release tablet contains Indapamide BP
1.5 mg.

Pharmacology:

hdapamide is an oral antihypertendve agent. The mechanism whereby indammide
exerts its antihypertensive action has not been completely elucidated; both vascular and
renal actions have been implicated. The posible beneficial pharmacological effects of
indapamide in the treatment of hypertension includea reduction in cardiac hypettrophy
and a reductionin the thickening ofarterial walls, a prevention oftheaccumulation ofthe
embryornic isoform of fbronectin in coronary vessek, free mdical scavengng leading to
stimulation of vasodilator eicosanoid formation, and interaction with renal carbonic
anhydrase. The renal site of action ofindapamide is the proximal segment of the distal
tubule hdapamide appears to have natriurdic properties (sodium and chloide being
excreted in equivalent anounts) with less effect on kaliuresis or uric acid excretion Only
at doses greaterthan 1.5 mgindapamide swstained rlease tablet / day is an appreciable
increase in urimary volume observed in man No significant changes in plasma sodium
levels have been observed in clinical studies. Significant hypokalaemia (gdasma
potassiun < 3.2 mmolL) has been reported in4 % of patiens.

Pharmacokinetics

Absorption: The fraction of indapamide released is rapidlyand totally absorbed via the
astrointestinal digestive tract. Ingestion with food slightly increases the mte and extent
of absorption. These changes are unlikely to be clinically significant. Peak serum level
following a single dose occuss about 12 hours after ingestion; repeated administration
reduces the variation inserum levels between 2 doses.

Distribttion: Indapamide is widely distributed thoughout the body, with extensive
binding to some s pecific sites. In blood, it is highly bound to red blood cells (80%) and,
more s pecifically, to carbonic anhydrase (98%) without havingany significant inhibiting
activity on this enzyme Binding of inda pamide to plasma proteins is 79%. The plasma
elimination half-life is 14 to 24 hours (mean 18 hours). The dug has a volune of
distributon of approximately 60L. Steady state is achieved after 7 days. Repeated
ad ministration does not lead toaccumulation.

Metabolism The drugis extersively metabolised in the liver with only 5 to 7% of'the
dose excreted inthe urne as unchanged drug

Elimination Elimination is essentiallyurinary(70 % ofthe dose) and faccal(22 %)in the
form of inactive metabolites.



Indications and Uses:

®

Repres™ SR is indicated in the treatment of essential hypertension. k is effective in
treating hypertension in patients with renal function imparment, although its diuretic
effect is reduced. Repress® SR is also indicated for thetreatment of salt and fluid retention
associated with congestve heart failure.

Dosage & Administration:

One tablet daily, prefembly in the moming I mor sever cases, Reprss™ SR can be
combinad withother categores of antihypertaisive agents.

Contrandicatins:

This drug must not be taken inthe following conditims:
e Known allergyto this drug or © sul phonamides

e Renal fiilure

e Seriows liverdisease

e Hypokalemia (abnormal declinein plasma potassium levels)
Side effects:

Side effects include dizziness, headache, anorexia, nawsea, vomiting constiption,
diarrhea and postural hypotension. Hectolyte imbalances include hypochloremic
alkalosis, hypmatremia hymkalemia and hyperuricemia; hypersensitivity reactions
which include skin rashes, choletatic jaundice and blood dyscrasias including
thrombocytopenia leuco penia, aplastic anemia.

Precautions:

The dmg should be used cautiously in the following stuatiors- disturbed
water/electrolyte balance diabetes, gout and kidney problens. Monitoiing of potassium
and uricacid serum levels is ako recommended.

Drug Interaction:

Other Antihypertensive mhdapamide may add to or potentiate the action of other
antihypertensivedrugs. In limted controlled triak that compred theeffect ofindammide
combined with other antihypertensive drugs with the effect of the other drugs
administered alone, there was no notable change in the nature or frequency of adverse
reactions associated with the combined thempy Norepinephrine Ihdapamide, like the
thiazides may decreasearterial res ponsivenes to norepinephring but this diminution is
not sufficient to preclude effectiveness of the pressoragent for therapeutic wse

Use in pregnancy and lactation:



There isno adequate and wellcontrolled studies in pregnant women and 0 indammide
is not recommended. Mothers taking inda pamde should not breast feed.

Use in Pediatric patients:

Thesafety and effectiveness in pediatiic patients havenot been established
Storagecondition:

Storeina cool and dry place. Protect fiom light and noisture
Packagequanfities:

Repres®SRTablet - Fach box contains 30 tabldts in Alu-Alublister mck.



