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LABIJECT* 100
LABETALOL 20ml

Labiject® (Labetalol) Ampule 20 ml|

Category:
Selective alpha-1- adrenergic blocking effects; nonselective beta- blocker

Indications:

+ Chronic Angina pectoris (treatment)

« Hypertension (treatment)

« Pheochromocytoma (adjunct treatment) with caution

Drug interaction:

Allergen immunotherapy, Allergenic extracts for skin testing, Amiodarone, Hydrocarbon inhalation Anesthetics such
as: Chloroform, Cyclopropane, Enflurane, Methoxyflurane and Tichloroethylene, Antidiabetic agents (oral or Insulin),
NSAIDs especially indomethacin, ophthalmic Beta- adrenergic blocking agents, Calcium channel blocking agents,
Clonidine, Guanabenz, Reserpine, Cimetidine, Cocaine, lodinated Contrast media, Estrogens, Fentanyl and
derivatives, Flecainide, Lidocaine, Monoamine oxidase (MAO) inhibitors, including furazolidon, procarbazine, and
selegiline, Nondepolarizing Neuromuscular blocking agents, Nitroglycerin, phenothiazines, phenytoin,
phenoxybenzamine, phentolamine, propafenone, Sympathomimetics, Xanthines, especially aminophylline or
theophylline

Contraindication:

Overt Cardiac failure, Cardiogenic shock, Heart block, 2nd- or 3rd- degree, atrioventricular (AV) block, Sinus
bradycardia, history of Allergy or Asthma, Emphysema, nonallergenic bronchitis, Congestive heart failure, Diabetes
mellitus, Hepatic function impairment, Sensitivity to the beta- blocker prescribed

Precautions:

+ Lying down during injection and for up to 3 hours after getting injection, then getting up gradually

Making regular visits to physician to check progress

« Checking with physician before discontinuing medication; gradual dosage reduction may be necessary

« Having enough medication on hand to get through weekends, holidays, and vacations; possibly carrying second
written prescription for emergency use

+ Caution if any kind of surgery (including dental surgery) or emergency treatment is required

« Diabetics: May mask signs and symptoms of hypoglycemia or may cause increased blood glucose concentrations or
prolong hypoglycemia

» Caution when driving or doing things requiring alertness, because of possible drowsiness, dizziness, or
lightheadedness

« Caution during exposure to cold weather because of possible increased sensitivity to cold

- Caution against overexertion in response to decreased chest pain

- Caution if any laboratory tests required, possible interference with test result

+ Patients with allergies to foods, medications, or stinging insect venom: possible increase in severity of allergic
reactions; checking with physician immediately if severe allergic occurs

« Not taking other medications, especially nonprescription sympathomimetics, unless discussed with physician

Pregnancy/ Breast feeding:

FDA Pregnancy Category C; recommended human dose results in decreased neonatal survival. Labetalol is distributed
in to breast milk. Breast-fed infants should be monitored for signs of beta-adrenergic blockade, especially bradycardia,
hypotension, respiratory distress, and hypoglycemia.

Side/ adverse effects:

Those indicating need for medical attention:

Bradycardia, Bronchospasm, Congestive heart failure, Mental depression, Allergic reaction, Arrhythmias, Back pain or
joint paint, chest pain, confusion, Hallucinations, Hepatotoxicity, Leukopenia, Orthostatic hypotension, psoriasiform
eruption, Thrombocytopenia, withdrawal reaction, Transient scalp tingling usually at beginning of treatment

Those indicating need for medical attention only if they continue or are bothersome:

Decreeased sexual ability, Drowsiness, Trouble in sleeping, Unusual tiredness or weakness, Anxiety, Nervousness,
Constipation, Diarrhea, Nasal congestion, Nausea, Vomiting, Stomach discomfort, Itching of skin; Nigtmares and vivid
dreams, Numbness and/ or tingling of fingers, Headache, Sweating, Trembling

Dosage and Administrations:

+ Usual adult dose:

Antihypertensive:

Intravenous, 20 mg (0.25 mg per kg of body weight for an 80- kg patient) injected slowly over a two minute period;
additional injections of 40 mg and 80 mg may be given at ten- minute intervals until the desired blood pressure is
achieved or a total of 300 mg has been given.

Intravenous infusion, administered at a rate of to mg per minute, the dosage being adjusted according to response;
the total dose necessary may range form 50 to 300 mg.

« Usual pediatric dose:

Dosage has not been established.

Storage, strength(s) and packaging:

« Store below 30 °C (unless otherwise specified by manufacture), protect from light and freezing.
« Each vial (20 ml) with a leaflet is in a cardboard box.

+ Each ampoule (20 ml) contains: 5 mg labetalol (HCI), 5 Ampoule are with a leaflet in a box.

@ Aburaihan Manufactured by:

Pharmaceutical Co. Aburaihan pharmaceutical Company. Tehran. IRAN
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