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Amlozal

Anti Hypertension

Composition:
- Each &blet of Amlozal 10 contains:

Amlodipine  10mg  USP (Asamlodipine Besilate).
- Each tblet of Amlozal 5 contains:

Amlodipine  5mg USP (Asamlodipine Besilate).

Pharmacotherapeutic group:
Selective calcium chanrel blocler.
Indications:

- Hyperension.
- Prophy laxisand treatment of Angina pectoris associted with coronary
arteries vasospasm.

Dosage and administration:

- Hypertension: The starting dos is(5mg) once a day,whichcankbe increaed
a single daily doe of 10mg, depending on the reaimentresponge.

- Angira pectoris: The sartingdos & (5mg) once aday, which can be increased
to asingle daily dose of 10 mg, depending on te treaimentresponse.

- The maximum dhily doe & 10mg.

Amlozal can be adninstered whatever te degree of kft ventricular heartfailure,
except incaz of recentmy ocardilinfarction.

Contraindications:

Amlozal is contraindicated in the following conditions:

- Hy pereensitivity to dihy dropyridine derivatives, amlodipine or any of the
other ingredients of Amlozal tablets.

- Cardiogenic shack

- Unstable angira.

- Significant aortic stenosis.

- Acute prophyria.

Side Effects:

-The most common side effects: oedema, headache, dizziness, palpitation,
abdominal pain, nausea, flushing, sleep disturbance and fatigue.

- Rare side effects: hy potension, dry mouth, GIT disturbances, chest pain,
paraesthesia, impoence, gy naecomastia, weight changes, visual disturbance
, backpain, syncope, dyspnea, taste disturbance, urinary disturbance,
rhinitis, mood changes, asthenia, tremor, my algia, muscle cramps, arthralgia
tinnitus, pruritus, rashes, sweating, alopecia, purpuraand skin
discolouration.

-Veryrare side effects: pancreatitis, hepatitis, jaundice, gastritis, gingival
hy perplasia, my ocardial infarction, arrhy ttmia, leukocy topenia,

thrombocy topenia, allergic reactions, hy perglycaemia, cholestsis,

tachy cardia, vasculitis, angioedema, urticaria, cough and peripheral
neuropathy .

Precaution:

- Calcium chanrel blockers including amlodipine, should be usedwith
caution in patients with congestive heart failure, as they may increase the
risk of future cardiovascular eventsand mortality .

- Amlozal half life is prolonged in patients with impaired liver function so;
it should be administered with caution in these patients.

Overdosage:

- Massive over doe of amlodipine could caus peripheral vasodilatation,
possibly reflex tachycardia and marked prolonged hy potension up to shock
- A vasoconstrictor could be used to restore vascular tone and blood
pressure; intravenous calcium gluconate may be bereficial in reversing the
effects of calcium channel blockade.

- The use of charcaal up to 2 hours after administration of amlodipine

10 mg has been shown to reduce the absorption rate of amlodipine.

- Amlodipine cannot be removed by heamodialysis.

Drug Interactions:

-There is enhanced antihy pertensive effect when Amlozal is used with:
alpha blockers, beta bloclkers, clonidine, mefloquine, anti psy chotics, (ACE)
inhibitors, adrenergic neuron bleckers, diazoxide, levodopa, methy Idopa,
nitrates, alprostadil, sildenafil, moxisy Ite, moxonidine, anxioly tics,

hy pnotics, diuretics, anaesthetics, alcoholand aldesleukin.

- Itraconazole and ketoconazole: inhibit the me#bolism of calcium channel
blockers; increase their plasma lewels.

- Corticosteroid and oestrogens: decreases the antihy pertensive effect of
amlodipine.

- Cimitidine: inhibit the metabolism of calcium channel bloclers.

- Consumption of grapefruit/ grapefruit juice should be avoidedwhile
taking am lodipine.

Pregnancy and lactation:

There is no enough data to asess an eventual malformation or any toxic
effects of anlodipine on fetus or mother when administered during
pregnancy, so, Amlozal should not be used during pregnancy and lactation
periods.

Driving and using machines:

Amlozal can have minor or moderate influence on the ability to drive and
use machines. If patients taking Amlozal suffer from dizziness, headache,
fatigue or nausea, the ability to react may be decreased. Caution is
recommended especially at the beginning of treaiment.

Propertis:

- Amlodipine is amember of the dihy dropy ridine group (slow cakium
channel blockers) which inhibits the transmembrare influx of calcium ions
into cardiac and vascular smooth musle.

- The mechanism of antihy pertensive action of amlodipine is linked to a
direct relaxant effect on vascular snooth muscle. Amlodipine dilates
peripheral arerioles and thus, reduces the total peripheral resistance against
which the heart works. Also probably involves dilatation of the main
coronary areries andcororary arterioles, both in nomaland ischemic
regions.

- Amlodipine is well absorbed; the bioavailability of amlodipine is not
affected by food intake.

- Amlodipine is extensively metabolized by the liver to inactive me@bolites
with 10% of the parent compound and 60% of metabolitesexcreted in the
urine.

List of excipients:
Microcrystalline cellulose, maize starch, crosscarmellose sodium, colloidal
silicon dioxide and magnesium stearate.

Incompatibilities:

Un Known.

24 months.

Special precaution for storage:

- Keep out of the reachand sight of children.

- Do not use Amlozal tablets after the expiry date which is stated on the
container.

- They should be stored ina cool, dry place, notexceed 30°C.

- Keep in original container.

Nature and contents of container :

Box of 3 Blisters.
Each Blister contains 10 tablets.

Special precaution for disposal:

- Medicines should not be disposed of viawastewater or household wast.
- Askthe pharmacist how to dispose of medicires no longer required.

- These measures will help to protect the environment.

Marketing Authorization holder and manufacturer:

Azal Phama.

Tele: (+249) 185322770

Fax: (+249) 155118855

E-mail: azal@azalpharma.com

Website: wwwazalphamacom

To reportany Side effect
National Madicines and Poisons Boad (NMPB)
Fax (+249)183522263
E-mail: inf@ mpb gov.sd
Website: www.nmpb gov.sd

f THIS IS AMEDICAMENT N

- Medicament s a product which affects your health,
andits mnsumption ontrary © instructions is
dangerous foryou.

- Folbwstrictly the doctor’ precription, the method of
useand the instructions of phrarmacistwho sold the
mediament

- Thedocbrand the phammacistare expers in medicine,
its benefitsand risks.

- Do notby yourself interrupt the period of treatment
prescribed foryou

- Do not repeatthe same prescription without
consultatonyour doctor.

- Keep medicamentoutof reach of children

Produced By:
Azal Pharma
N Khartoum -Sudan
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