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Atracurium 25, 50

Anecur®
Atracurium(as besylate) 25 mg/2.5 ml
Atracurium(as besylate) 50 mg/5.0 ml
Ampoule

For hospital use only

Description

Atracurium 25, 50 mg is available as 2.5, 5 ml Ampoule; each Ampoule contains 25, 50 mg atracurium (as besylate) as an active ingredient. Atracurium is a solution for IV
and IV infusion use.

Category

Nondepolarizing Neuromuscular Blockers

Indication

Atracurium besylate injection is indicated, as an adjunct to general anesthesia, to facilitate endotracheal intubation and to provide skeletal muscle relaxation during surgery
or mechanical ventilation.

Contraindications

You should NOT be given atracurium if you:

«Atracurium besylate is contraindicated in patients known to have a hypersensitivity to it.

Pregnancy and Breast-feeding

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your doctor or pharmacist for advice before taking this medicine.
Pregnancy

There are no adequate and well-controlled studies in pregnant women. Atracurium should be used during pregnancy only if the potential benefit justifies the potential risk to
the fetus.

Labor and Delivery

It is not known whether muscle relaxants administered during vaginal delivery have immediate or delayed adverse effects on the fetus or increase the likelihood that
resuscitation of the newborn will be necessary.

No harmful effects were attributable to atracurium in any of the neonates, although small amounts of atracurium were shown to cross the placental barrier. The possibility of
respiratory depression in the neonate should always be considered following cesarean section during which a neuromuscular blocking agent has been administered
Breast-feeding

It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human milk, caution should be exercised when atracurium besylate is
administered to a nursing woman.

Warnings and Precautions

Before taking atracurium, tell your doctor or pharmacist about the following:

«Atracurium besylate should be used only by those skilled in airway management and respiratory support. Equipment and personnel must be immediately available for
endotracheal intubation and support of ventilation, including administration of positive pressure oxygen. Anticholinesterase reversal agents should be immediately available.
*Whenever the use of atracurium besylate or any neuromuscular blocking agent is contemplated in the ICU, it is recommended that neuromuscular transmission be monitored
continuously during administration with the help of a nerve stimulator. Additional doses of atracurium besylate or any other neuromuscular blocking agent should not be
given before there is a definite response to T1 or to the first twitch. If no response is elicited, infusion administration should be discontinued until a response returns.
+Although atracurium is a less potent histamine releaser than d-tubocurarine or metocurine, the possibility of substantial histamine release in sensitive individuals must be
considered.

*Resistance to nondepolarizing neuromuscular blocking agents may develop in burn patients. I d doses of
patients and are dependent on the time elapsed since the burn injury and the size of the burn.

*Bradycardia during anesthesia may be more common with atracurium than with other muscle relaxants.
«Atracurium has no known effect on consciousness, pain threshold, or cerebration. It should be used only with adequate anesthesia.

History of neuromuscular diseases: Atracurium may have profound effects in patients with myasthenia gravis, Eaton-Lambert syndrome, or other neuromuscular diseases
in which potentiation of nondepolarizing agents has been noted. The use of a peripheral nerve stimulator is especially important for assessing neuromuscular block in these
patients. Similar precautions should be taken in patients with severe electrolyte disorders or carcinomatosis.

*History of anaphylactic reactions to depolarizing and non-depolarizing neuromuscular blocking agents.

*Long-Term (10 days) Use in Intensive Care Unit (ICU): Average infusion rates of 11 to 13 mcg/kg per minute were required to achieve adequate neuromuscular block. This
Amount may decrease or increase with time.

«In patients with asthma: The safety of atracurium has not been established in patients with bronchial asthma.

<History of diseases such as brain damage, cerebral edema, viral encephalopathy and uremia.

«Safety and effectiveness in pediatric patients below the age of 1 month have not been established.

«Drug use in the elderly should be accompanied by monitoring of transmission and neuromuscular function.

Interactions

Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines, including medicines obtained without a prescription. This applies
especially to the medicines listed below:

General anesthetics (enflurane, isoflurane, halothane), succinylcholine, other muscle relaxants, antibiotics (aminoglycosides and polypeptide antibiotics),
acetylcholinesterase inhibitors (neostigmine, pyridostigmine, edrophonium), diuretics (furosemide), corticosteroids, Magnesium sulfate, lithium, phenytoin, procainamide,
quinidine, theophylline.

Dosage & Administration

Always take this medicine exactly as your doctor has told you. Check with your doctor if you are not sure.

depolarizing muscle relaxants may be required in burn

Atracurium should not be ad ed before 1 has been induced.
Do not give atracurium besylate by intramuscular administration

Adults

Bolus Doses for Intubation and Mai of Neuromuscular Block:

Initial dose: 0.4 to 0.5 mg/kg (1.7 to 2.2 times the ED9), given as an intravenous (IV) bolus injection. With this dose, good or excellent conditions for nonemergency
intubation can be expected in 2 to 2.5 minutes in most patients, with maximum neuromuscular block achieved approximately 3 to 5 minutes after injection.

Maintenance dosage: 0.08 to 0.10 mg/kg for maintenance of neuromuscular block during prolonged surgical procedures. The first maintenance dose will generally be
required 20 to 45 minutes after the initial injection of atracurium, but the need for maintenance doses should be determined by clinical criteria. Because atracurium lacks
cumulative effects, maintenance doses may be administered at relatively regular intervals for each patient, ranging approximately from 15 to 25 minutes under balanced
anesthesia and slightly longer under isoflurane or enflurane. Higher doses of atracurium (up to 0.2 mg/kg) permit maintenance dosing at longer intervals.

Concomitant therapy with inhalation anesthesia: Atracurium is potentiated by isoflurane or enflurane anesthesia. The same initial atracurium besylate dose of 0.4 to 0.5
mg/kg may be used for intubation prior to administration of these inhalation agents; however, if atracurium is first administered under steady-state of isoflurane or enflurane,
the initial atracurium besylate dose should be reduced by approximately one-third, i.e., to 0.25 to 0.35 mg/kg, to adjust for the potentiating effects of these anesthetic agents.
With halothane, which has only a marginal (approximately 20%) potentiating effect on atracurium, smaller dosage reductions may be considered.

Recovery from neuromuscular block: Under balanced anesthesia, recovery to 25% of control is achieved approximately 35 to 45 minutes after injection, and recovery is
usually 95% complete approximately 60 minutes after injection.

Infusion in the operating room for mai of lar block:

Initial dosage: Infusion of atracurium should be initiated only after early evidence of spontaneous recovery from the bolus dose. An initial infusion rate of 9 to 10
meg/kg/min may be required to rapidly counteract the spontaneous recovery of neuromuscular function.

Maintenance dosage: A rate of 5 to 9 mecg/kg/min should be adequate to maintain continuous neuromuscular block in the range of 89% to 99% in most pediatric and adult
patients under balanced anesthesia. Occasional patients may require infusion rates as low as 2 mcg/kg/min or as high as 15 meg/kg/min.

Concomitant therapy with inhalation anesthesia: The neuromuscular blocking effect of atracurium administered by infusion is potentiated by enflurane or isoflurane and,
to a lesser extent, by halothane. Reduction in the infusion rate of atracurium should, therefore, be considered for patients receiving inhalation anesthesia. The rate of
atracurium infusion should be reduced by approximately one-third in the presence of steady-state enflurane or isoflurane anesthesia; smaller reductions should be considered
in the presence of halothane.

Dosage adjustment: The rate of administration should be adjusted according to the patient’s response as determined by peripheral nerve stimulation.

Cardiop 'y bypass pati In patients undergoing cardiopulmonary bypass with induced hypothermia, the rate of infusion of atracurium required to maintain
adequate surgical relaxation during hypothermia (25° to 28°C) has been shown to be approximately half the rate required during normothermia.
Recovery from neur block: Sp ous recovery from neuromuscular block following discontinuation of atracurium infusion may be expected to proceed at a

rate comparable to that following administration of a single bolus dose.
Infusion in the Intensive Care Unit (ICU):
An infusion rate of 11 to 13 meg/kg/min (range: 4.5 to 29.5) should provide adequate neuromuscular block in adult patients in an ICU. There may be wide interpatient
variability in dosage requi and these requi may increase or decrease with time.
itant use with succinylcholine:
Adults: An initial dose of atracurium of 0.3 to 0.4 mg/kg is recommended following the use of succinylcholine for intubation under balanced anesthesia. Further reductions
may be desirable with the use of potent inhalation anesthetics. The patient should be permitted to recover from the effects of succinylcholine prior to administration of
atracurium.
Patients requiring reduced doses:
An initial dose of atracurium of 0.3 to 0.4 mg/kg, given slowly or in divided doses over 1 minute, is recc ded for adults, adol children, or infants with significant
cardiovascular disease and for adults, adolescents, children, or infants with any history (eg, severe anaphylactoid reactions or asthma) suggesting a greater risk of histamine
release. Dosage reductions must be considered also in patients with neuromuscular disease, severe electrolyte disorders, or carcinomatosis in which potentiation of
neuromuscular block or difficulties with reversal have been demonstrated.
Children:
No atracurium dosage adjustments are required for pediatric patients two years of age or older. An atracurium besylate dose of 0.3 to 0.4 mg/kg is recommended as the initial
dose for infants (1 month to 2 years of age) under halothane anesthesia. Maintenance doses may be required with slightly greater frequency in infants and children than in
adults. Safety and effectiveness in pediatric patients below the age of 1 month have not been established.
Elderly:
Drug use in the elderly should be accompanied by monitoring of transmission and neuromuscular function.
Administration:
Administer IV. Do not give by intramuscular (IM) administration. IM administration may result in tissue irritation.
Preparation for administration:
May prepare an infusion solution (Final concentration: 0.2mg/ml or 0.5 mg/ml) by admixing with an appropriate diluent (eg, normal saline, dextrose 5% in water, dextrose
5% in sodium chloride 0.9%). Do not mix with alkaline solutions. Discard the remaining solution after use.
Overdosage:
Overdosage may increase the risk of histamine release and cardiovascular effects, especially hypotension.
Side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them. Possible side effects of atracurium are:
Common or very common (incidence>1%):
Skin flush, increase and or decrease in mean arterial pressure, increase heart rate.
Uncommon (0.1%<incidence<1%):
Erythema, itching, wheezing, bronchial secretions, hives, decrease heart rate.
Storage
« Store (2°C to 8°C) in the original packaging and protect from light and freezing.
« Discard any unused the drug.
« Keep out of reach of children.
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