
COMPOSITIONS:
AMLOGET TABLETS 5mg: Each tablet contains:
- Active ingredient: Amlodipine.....5mg (as amlodipine besilate BP)
- Excipients: Avicel PH 102, Dibasic calcium phosphate anhydrous, Sodium starch

glycolate , Magnesium Stearate, Ferric oxide yellow
AMLOGET TABLETS 10mg: Each tablet contains:
- Active ingredient: Amlodipine.....10mg (as amlodipine besilate BP)
- Excipients: Avicel PH 102, Dibasic calcium phosphate anhydrous, Sodium starch

glycolate , Magnesium Stearate, Purple Lake color 2067 (Mixture of two colors
Color index #142090:1 and Color index #16255:1)

CLINICAL PHARMACOLOGY
Mechanism of Action
The mechanism of the antihypertensive action of amlodipine is due to a direct relaxant
effect on vascular smooth muscle. The precise mechanism by which amlodipine relieves
angina has not been fully determined but amlodipine reduces total ischemic burden by
the following two actions:
1. Amlodipine dilates peripheral arterioles and thus reduces the total peripheral

resistance against which the heart works. Since the heart rate remains stable, this
unloading of the heart reduces myocardial energy consumption and oxygen
requirements.

2. The mechanism of action of amlodipine also probably involves dilatation of the
main coronary arteries and coronary arterioles, both in normal and ischemic regions.
This dilatation increases myocardial oxygen delivery in patients with coronary
artery spasm.

Pharmacokinetics
Absorption
Oral administration of therapeutic doses of amlodipine produces peak plasma
concentrations between 6 and 12 hours. Absolute bioavailability has been estimated to
be between 64% and 80%. The bioavailability of amlodipine when administered alone
is not altered by the presence of food.
Distribution
Approximately 97.5% of the circulating amlodipine drug is bound to plasma proteins
in hypertensive patients. The volume of distribution is approximately 21L/kg. Steady-
state plasma levels of amlodipine are reached after 7 to 8 days of consecutive daily
dosing.
Metabolism
Amlodipine is extensively (90%) converted to inactive metabolites via hepatic metabolism.
Excretion
Elimination from the plasma is biphasic with a terminal elimination half-life of about
35-50 hours. 10% of the parent amlodipine compound and 60% of the metabolites of
amlodipine are excreted in the urine.
INDICATIONS:
AMLOGET (Amlodipine) is indicated for:
· The treatment of hypertension.
· The treatment and prophylaxis of chronic stable angina pectoris.
· The treatment of confirmed or suspected vasopastic angina (Prinzmetal’s or Variant

Angina).
AMLOGET (Amlodipine) may be used alone or in combination with other anti-anginal
or anti-hypertensive agents.
DOSAGE AND ADMINISTRATION:
For both hypertension and angina the usual initial dose of AMLOGET (Amlodipine)
is 5mg once daily which may be increased to a maximum dose of 10mg depending on
the individual patient’s response. No dose adjustment of AMLOGET (Amlodipine) is
required upon concomitant administration of thiazide diuretics, beta-blockers and
angiotensin-converting enzyme inhibitors.
Geriatric Patients:
The recommended initial dose of AMLOGET (Amlodipine) in patients over 65 years
of age is 5mg once daily. If required, increasing the dose should be done gradually and
with caution.
Hepatically Insufficient Patients:
Dosage requirements have not been established in patients with impaired hepatic function.
Therefore, the dosage should be carefully and gradually adjusted depending on the
patient’s tolerance and response. A lower starting dose of 2.5mg once daily should be
considered.
CONTRAINDICATIONS
1. Amlodipine is contraindicated in patients with known sensitivity to dihydropyridines,
    amlodipine or any other components.
2. Amlodipine should not be used in cardiogenic shock, clinically significant aortic
    stenosis, unstable angina (excluding Prinzmetal’s angina).
3. Amlodipine is contraindicated in patients with severe hypotension (less than 90mmHg
    systolic).
4. Amlodipine is contraindicated in pregnancy and lactation.
5. Amlodipine is not recommended for use in children.
ADVERSE REACTIONS:
The most common adverse reactions encountered with amlodipine are headache and
edema  which occur in a dose related manner
Cardiovascular: Arrhythmia (including ventricular tachycardia and atrial fibrillation),
bradycardia, chest pain, hypotension, peripheral ischemia, syncope, tachycardia, postural
dizziness, postural hypotension, vasculitis.
Central and Peripheral Nervous System: Hypoesthesia, neuropathy peripheral, paresthesia,
tremor, vertigo.
Gastrointestinal: Anorexia, constipation, dyspepsia, dysphagia, diarrhea, flatulence,
pancreatitis, vomiting, gingival hyperplasia.
General: Allergic reaction, asthenia, back pain, hot flushes, malaise, pain, rigors, weight
gain, weight decrease.
Musculoskeletal System: Arthralgia, arthrosis, muscle cramps, myalgia.
Psychiatric: Sexual dysfunction (male and female), insomnia, nervousness, depression,
abnormal dreams, anxiety, depersonalization.
Respiratory System: Dyspnea.
Skin and Appendages: Angioedema, erythema multiforme, pruritus, rash, rash
erythematous, rash maculopapular.
Special Senses: Abnormal vision, conjunctivitis, diplopia, eye pain, tinnitus.
Urinary System: Micturition frequency, micturition disorder, nocturia.
Autonomic Nervous System: Dry mouth, increased sweating.

Metabolic and Nutritional: Hyperglycemia, thirst.
Hemopoietic: Leukopenia, purpura, thrombocytopenia.
Inform doctors with side effects when using medicines
SPECIAL WARNINGS & PRECAUTIONS FOR USE:
General
The safety and efficacy of amlodipine in hypertensive crisis has not been established.
Hepatic function:
When amlodipine is used in hepatically impaired patients, the dosage should be carefully
and gradually adjusted depending on the patient’s tolerance and response.
Hypotension:
Careful monitoring of blood pressure is recommended, especially in patients with a
history of cerebrovascular insufficiency and those taking medications known to lower
blood pressure.
Peripheral Edema:
Care should be taken to differentiate this peripheral edema from the effects of increasing
left ventricular dysfunction.
USE IN PREGNANCY OR LACTATION
There are no adequate data from the use of amlodipine in pregnant women. The potential
risk for humans is unknown. Accordingly amlodipine should not be used during pregnancy
unless clearly needed. It is not known whether amlodipine is excreted in breast milk.
It is advised to stop breastfeeding during treatment with amlodipine.
DRUG INTERACTIONS:
In vitro data in human plasma indicate that amlodipine besilate has no effect on the
protein binding of drugs tested (digoxin, phenytoin, warfarin, and indomethacin).
Effect of Other Agents on Amlodipine Besilate
Cimetidine: Coadministration of amlodipine besilate with cimetidine did not alter the
pharmacokinetics of amlodipine besilate.
Grapefruit Juice: Coadministration of 240mL of grapefruit juice with a single oral
dose of amlodipine 10mg in 20 healthy volunteers had no significant effect on the
pharmacokinetics of amlodipine.
Maalox (antacid): Coadministration of the antacid Maalox with a single dose of
amlodipine besilate had no significant effect on the pharmacokinetics of amlodipine
besilate.
Sildenafil: A single 100mg dose of sildenafil (Viagra) in subjects with essential
hypertension had no effect on the pharmacokinetic parameters of amlodipine besilate.
When amlodipine besilate and sildenafil were used in combination, each agent
independently exerted its own blood pressure lowering effect.
Effect of Amlodipine Besilate on Other Agents
Atorvastatin: Coadministration of multiple 10mg doses of amlodipine besilate with
80mg of atorvastatin resulted in no significant change in the steady state pharmacokinetic
parameters of atorvastatin.
Digoxin: Coadministration of amlodipine besilate with digoxin did not change serum
digoxin levels or digoxin renal clearance in normal volunteers.
Warfarin: Coadministration of amlodipine besilate with warfarin did not change the
warfarin prothrombin response time.
In clinical trials, amlodipine besilate has been safely administered with thiazide diuretics,
beta-blockers, angiotensin-converting enzyme inhibitors, long-acting nitrates, sublingual
nitroglycerin, digoxin, warfarin, non-steroidal anti-inflammatory drugs, antibiotics, and
oral hypoglycemic drugs.
OVERDOSAGE
In humans, experience with intentional overdose is limited. Available data suggest that
overdose (>100mg) could result in excessive peripheral vasodilatation with subsequent
marked and probably prolonged systemic hypotension. Clinically significant hypotension
due to amlodipine overdose calls for active cardiovascular support including frequent
monitoring of cardiac and respiratory function, elevation of extremities, and attention
to circulating fluid volume and urine output. A vasoconstrictor may be helpful in restoring
vascular tone and blood pressure, provided that there is no contraindication to its use.
Intravenous calcium gluconate may be beneficial in reversing the effects of calcium
channel blockade. Gastric lavage may be worthwhile in some cases. In healthy volunteers
the use of charcoal up to 2h after administration of amlodipine 10mg has been shown
to reduce the absorption rate of amlodipine. Since amlodipine is highly protein-bound,
dialysis is not likely to be of benefit.
STORAGE CONDITIONS:
- Store at temperature below 300C. Protect from sunlight and moisture.
SHELF-LIFE: 24 months from the manufacturing date.
HOW SUPPLIED: 2 blisters x 10 Tablets/ Box.
SPECIFICATION: Manufacturer.
- Keep all medicines out of the reach of children.
- Read carefully the leaflet before use.
- For further information, please contact your doctor.
- This drug is used only by doctor’s prescription.
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