Hypen Max® SR

Indapamide 1.5 mg + Amlodipine 5 mg

Description: Indapamide is a thiazide type diuretics & Amlodipine is a
calcium channel blocker (CCB).

Mode of action: Indapamide is a sulphonamide derivative with an indole
ring, pharmacologically related to thiazide diuretics, which acts by
inhibiting the reabsorption of sodium in the cortical dilution segment. It
increases the urinary excretion of sodium and chlorides and, to a lesser
extent, the excretion of potassium and magnesium, thereby increasing
urine output and having an antihypertensive action. Amlodipine is a
calcium ion influx inhibitor of the dihydropyridine group (slow channel
blocker or calcium ion antagonist) and inhibits the transmembrane influx
of calcium ions into cardiac and vascular smooth muscle. The
mechanism of the antihypertensive action of amlodipine is due to a direct
relaxant effect on vascular smooth muscle.

Pharmacokinetics: Absorption: The fraction of indapamide released is
rapidly and totally absorbed via the gastrointestinal digestive tract. Eating
slightly increases the rapidity of absorption but has no influence on the
amount of the active substance absorbed. Peak serum level following a
single dose occurs about 12 hours after ingestion, repeated
administration reduces the variation in serum levels between 2 doses.
Intra-individual variability exists. Amlodipine is supplied in an
immediate-release dosage. After oral administration of therapeutic doses,
amlodipine is well absorbed with peak blood levels between 6-12 hours
post-dose.

Distribution: The binding of indapamide to plasma proteins is 79%.
Steady-state is achieved after 7 days. Repeated administration does not
lead to accumulation. The volume of distribution is approximately 21 L/kg.
In-vitro, studies have shown that approximately 97.5% of circulating
amlodipine is bound to plasma proteins.

Metabolism and Elimination: Indapamide is extensively metabolized by
cytochromes P450. Amlodipine is extensively metabolized in the liver (but
there is no significant pre-systemic or first-pass metabolism) and is
slowly cleared with a terminal elimination half-life of 40 to 50h.

Studies of 14C-labeled indapamide in humans demonstrate that 70% of
the radioactivity is excreted in urine and 23% in feces. Indapamide is
extensively metabolized; less than 7% of the dose is excreted in urine as
an unchanged compound. The plasma elimination half-life of Amlodipine
is about 35-50 hours and is consistent with once-daily dosing. 60% of
metabolites are excreted in the urine.

Composition: Hypen Max® SR 1.5/5 mg Tablet: Each tablet contains
Indapamide USP 1.5 mg (Sustained release form) and Amlodipine Besilate
BP 6.935 mg equivalent to Amlodipine 5 mg.

Indications: Indapamide + Amlodipine is indicated as substitution
therapy for the treatment of essential hypertension.

Dosage & administration: One tablet per day as a single dose,
preferably to be taken in the morning, to be swallowed whole with water
and not chewed.

Contraindications: Hypersensitivity to the active substances, to other
sulfonamides, to dihydropyridine derivatives, or to any of the excipients;
severe renal failure (creatinine clearance below 30 mL/min); hepatic
encephalopathy or severe impairment of liver function; hypokalemia;
lactation; severe hypotension; shock (including cardiogenic shock);
obstruction of the outflow tract of the left ventricle (e.g., high-grade aortic
stenosis); hemodynamically unstable heart failure after acute myocardial
infarction.

Side effects: The common side effects of AMLODIPINE+INDAPAMIDE
include nausea, stomach pain, headache, sleepiness, ankle swelling,
flushing (warm sensation in the face, ears, neck, and trunk), palpitations
(pounding heartbeat), constipation, muscle pain, and tiredness.

Use in pregnancy & lactation: Pregnancy: There is no or limited
amount of data on the use of indapamide in pregnant women. Prolonged
exposure to thiazide during the third trimester of pregnancy can reduce
maternal plasma volume as well as uteroplacental blood flow, which may
cause feto-placental ischemia and growth retardation. The safety of
amlodipine in human pregnancy has not been established.

Lactation: There is insufficient information on the excretion of
indapamide/Amlodipine  in human  milk. Hypersensitivity to
sulfonamide-derived medicines and hypokalemia might occur. A risk to
newborns/infants cannot be excluded.

Precautions: Hypertensive crisis: The safety and efficacy of amlodipine
in hypertensive crisis have not been established. Water and electrolyte
balance. Plasma sodium: This must be measured before starting
treatment, then at regular intervals subsequently. Any diuretic

treatment may cause hyponatremia, sometimes with very serious
consequences. The fall in plasma sodium may be asymptomatic initially
and regular monitoring is therefore essential, and should be even more
frequent in the elderly and cirrhotic patients.

Drug interactions: Amlodipine+Indapamide may interact with other
diuretic medications (hydrochlorothiazide, furosemide, torsemide),
anti-hypertensive drugs (chlorthalidone, ramipril, metoprolol, lisinopril,
candesartan, baclofen, levodopa, clonidine), drugs treating mental illness
(alprazolam, risperidone, amisulpride, pimozide), painkillers (ibuprofen,
naproxen), anti-depressants (lithium, duloxetine), Vitamins (vitamin D,
cholecalciferol (vitamin D3)), heart-related drugs (amiodarone, digoxin,
sotalol), diabetic drugs (Insulin glargine, metformin), drugs treating
stomach acid (esomeprazole), fits medicine (clonazepam), pain medicine
(oxycodone), corticosteroids (prednisone), drugs treating impotence
(sildenafil), and multivitamin with minerals.

Over dosage: There is no information on overdose with Amlodipine +
Indapamide in humans.

Storage: Keep out of reach of children. Store in a dry place, below 30°C
temperature and protected from light.

Packaging: Hypen Max® SR 1.5/5 mg Tablet: Each box contains 10X3
tablets in blister pack.
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Manufactured by
Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh.
® Registered Trade Mark.

Opsonin Pharma

ideas for healthcare



