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Oscard 50125

Losartan Potassium USP and Hydrochlorothiazide BP

COMPOSITION :
Oscard 50/12.5 Tablet: Each film coated tablet contains Losartan Potassium USP 50 mg and
Hydrochlorothiazide BP 12.5 mg.

PHARMACOLOGY :

Oscard is a combination of Losartan Potassium and Hydrochlorothiazide. Angiotensin Il is a
potent vasoconstrictor, the primary vasoactive hormone of the renin-angiotensin system and an
important component in the pathophysiology of hypertension. It also stimulates aldosterone
secretion by the adrenal cortex. Losartan and its principal active metabolite block the
vasoconstrictor and aldosterone secreting effects of angiotensin Il by selectively blocking the
binding of angiotensin Il to the AT, receptor found in many tissues, (e.g, vascular smooth muscle,

adrena iandi

H; drochgforot jazide is a thiazide diuretic, Thiazides affect the renal tubular mechanisms of
electrolyte reabsorption, direcll[yl increasing excretion of sodium and chloride in approximately
equivalent amounts. Indirectly, the diuretic action of Hydrochlorothiazide reduces plasma volume,
with consequent increases in plasma renin activity, increases in aldosterone secretion, increases in
urinary potassium loss and decreases in serum potassium, The renin-aldosterone link is mediated
by angiotensin I, so co-administration of an angiotensin Il receptor antagonist tends to reverse
the potassium loss associated with these diuretics.

INDICATIONS :

Oscard is indicated for the treatment of hypertension. This fixed dose combination is not
indicated for initial therapy of hgreﬂension, except when the hypertension is severe enough that
the value of achieving prompt blood pressure control exceeds the risk of initiating combination
therapy in these patients.

DOSAGE AND ADMINISTRATION :
Dosing must be individualized, The usual starting dose of Losartan is 50 mg once daily, with 25
mg recommended for patients with intravascular volume depletion (e.q., patients treated with
diuretics) and patients with a history of hepatic impairment. Losartan can be administered once
or twice daily at total daily doses of 25 to 100 mg. If the anti-hypertensive effect measured
through using once a day dosing is inadequate, a twice a day regimen at the same total daily dose
or an increase in dose may give a more satisfactory response. Hydrochlorothiazide is effective in
doses form 12.5 to 50 mg once daily. To minimize dose independent side effects, it is usually
ropriate to begin combination therapy only after a patient has failed to achieve the desired
effect with monotherapy.

CONTRAINDICATIONS :

Oscard is contraindicated in patients who are hypersensitive to any component of this product.
Because of the Hydrochlorothiazide component, this product is contraindicated in patients with
anuria or hypersensitivity to other sulfonamide-derived drugs.

Use in patients with renal impairment: The usual regimens of therapy with Oscard may be
followed as long as the patient's creatinine clearance is > 30 mL/min. In patients with more severe
renal impairment, loop diuretics are preferred to thiazides, so Oscard is not recommended.
Patients with hepatic impairment: Oscard is not recommended for titration in patients with

hepatic impairment because the appropriate 25 mg starting dose of losartan cannot be given,

SIDE EFFECTS :
Adverse experiences have been limited to those that were reported previously with Losartan
Potassium and/or Hydrochlorothiazide.

PRECAUTIONS :

Periodic determination of serum electrolytes to detect possible electrolyte imbalance should be
performed at appropriate intervals. All patients receiving thiazide therapy should be observed for
clinical signs of fluid or electrolyte imbalance : hyponatraemia, hypochloraemic alkalosis and
hypokalaemia. Because Losartan decreases uric acid, Losartan In combination with
Hydrochlorothiazide attenuates the diuretic-induced hyperuricaemia. In diabetic patients dosage
adjustments of Insulin or oral hypoglycaemic agents may be required. Hyperglycaemia may occur
with thiazide diuretics.

PREGNANCY AND LACTATION :

When pregnancy is detected, Oscard should be discontinued as soon as possible. It is not known
whether Losartan is excreted in human milk. Thiazides appear in human milk. Because of the
potential for adverse effects on the nursing infant, a decision should be made whether to
d'isccntirgue nursing or discontinue the drug, taking into account the importance of the drug to
the mother.

PAEDIATRIC USE :
Safety and effectiveness in paediatric patients have not been established.

DRUG INTERACTIONS :

Losartan, administered for 12 days, did not affect the pharmacokinetics or pharmacodynamics of
a single dose of Warfarin. Losartan did not affect the pharmacokinetics of oral or intravenous
Digoxin. Co-administration of Losartan and Phenobarbital led to a reduction of about 20% in the
AUC of Losartan and that of its active metabolite. Hydrochlorothiazide when administered
concurrently may interact with drugs like alcohol, barbiturates, or narcotics. Antidiabetic drugs
gJ_raI agents and insulin) require dosage adjustment. Lithium should not generally be given with

iuretics.

STORAGE :
Store in a cool and dry place, away from light. Keep out of the reach of children.

PACKING :
Oscard 50/12.5 Tablet : Box containing 3 x 10's / 5 x 10's tablet in blister pack.

Manufactured by:

SHARIF

Sharif Pharmaceuticals Ltd.
Rupganj, Narayanganj, Bangladesh.
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