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Dosage Form: Tablets
Composition: Losartan Potassium 50mg + Hydrochlorothiazide 12.5mg
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.Ocsaar Plus tablets

YWONY NIYINAD AN 1YY [7aY
Ocsaar plus is indicated for the treatment of hypertension, for patients in whom
combination therapy is appropriate.
To reduce the risk of stroke in patients with hypertension and left ventricular
hypertrophy.
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3. PHARMACEUTICAL FORM

OCSAAR PLUS tablets are yellow, oval, film-coated tablet with “717” debossed on
one side and scored on the other.

The score line is not intended for breaking the tablet.

No information is available regarding crushing/chewing/splitting of the tablet

4.4 Special warnings and precautions for use

Losartan

I.E'I.ectrolyte imbalances

'-I;He concomitant use of potassium-sparing diuretics, potassium supplements,
potassium containing salt substitutes, or other drugs that may increase serum

potassium (e.q., trimethoprim-containing products) with losartan/ hydrochlorothiazide
is not recommended (see section 4.5).

4.5 Interaction with other medicinal products and other forms of
interaction

Losartan

As with other drugs that block angiotensin Il or its effects, concomitant use of
potassium-sparing diuretics (e.g. spironolactone, triamterene, amiloride), potassium
supplements, salt substitutes containing potassium, or other drugs that may increase
serum potassium (e.g., trimethoprim-containing products) may lead to increases in
serum potassium. Co-medication is not advisable.
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4.8 Undesirable effects
I.—'Iy./'drochlorothiazide

Description of selected Adverse reaction

Non-melanoma skin cancer: Based on available data from epidemiological studies,
cumulative dose dependent association between hydrochlorothiazide and NMSC has
been observed (see also sections 4.4. and 5.1).

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties

Hydrochlorothiazide

Non-melanoma Skin cancer:

Based on available data from epidemiological studies, cumulative dose-dependent
association between hydrochlorothiazide and NMSC has been observed. One study
included a population comprised of 71,533 cases of BCC and of 8,629 cases of SCC
matched to 1,430,833 and 172,462 population controls, respectively. High
hydrochlorothiazide use (>50,000 mg cumulative) was associated with an adjusted
OR of 1.29 (95% CI: 1.23-1.35) for BCC and 3.89 (95% CI: 3.68-4.31) for SCC. A
clear cumulative dose response relationship was observed for both BCC and SCC.
Another study showed a possible association between lip cancer (SCC) and
exposure to hydrochlorothiazide: 633 cases of lip cancer were matched with 63,067
population controls, using a risk-set sampling strategy. A cumulative dose-response
relationship was demonstrated with an adjusted OR 2.1 (95% CI: 1.7-2.6) increasing
to OR 3.9 (3.0-4.9) for high dose (~=25,000 mqg) and OR 7.7 (5.7-10.5) for the highest
cumulative dose (=100,000 mqg) (see also section 4.4).
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