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Pavulon® 4mg=2ml

NAME OF THE MEDICINAL PRODUCT
Pavuion® 4 mg=2 ml, solution for injection.

QUALITATIVE AND QUANTITATIVE COMPOSITION
Each ml Pavulon contains 2 mg pancuronium bromide.
For a full list of excipients, see 6.1.

PHARMACEUTICAL FORM
Solution for injection.

CLINICAL PARTICULARS

Therapeutic indications

Pavulon is indicated as an adjunct to general anesthesia, to facllitate
tracheal Intubation and to provide skeletal muscle relaxation during surgica
procedures of intermediate and long duration.

Posology and method of administration
Dosage
Like other neuromuscular blocking agents, Pavulon should only be
administered by or under supervision of experienced clinicians who are
familiar with the action and use of these drugs.
As is the case for all other neuromuscular blocking agents, the dosage of
Pavulon should be individualized in each patisnt. The method of
anesthesia, expectad duration of surgery, possibie interaction with other
drugs that are administered before or during anesthesia and condition of th
patient should be taken into account when determining the dose. The use
of an appropriate neuromuscular monitoring technique is recommended for
monitoring neuromuscular block and recovery.
Inhalational anesthetics do potentiate the neuromuscular blocking effects of
Pavulon. This potentiation however, becomes clinically relevant in the
course of anesthesia, when the volatile agents have reached the tissue
concentrations required for this interaction. Consequently, adjustments
wtitlh Pavulon should be made by administering smalier maintenance doses
atless
frequent intervals during procedures under inhalational anesthesia (see
section 4.5).
In adult patients the following dosage recommendations may serve as a
general guideline for tracheal intubation and muscle relaxation for
intermediate to long lasting surgical procedures.
Tracheal intubation
The standard intubating dose during routine anesthesia is 0.08 t0 0.1 mg
pancuronium bromide per kg bodyweight. Clinically acceptable intubation
conditions are established within 80 to 120 seconds after intravenous
injection of a dose of 0.1 mg pancuronium bromide per kg bodyweight and
within 120 to 180 seconds after a dose of 0.08 mg pancuronium bromide pe
kg bodyweight.  Time from intraverious administration to 25 % recovery of
control twitch height is approximately 78 minutes after a dose of 0.08 mg
pancuronium bromide per kg bodywsight and approximately 100 minutes
after a dose of 0.1 mg pancuronium bromide per kg bodyweight.

f Pavul r mainten m |
The recommended maintenance dose is 0.01 to 0.02 mg pancuronium
bromide per kg bodyweight. In order to limit cumulative effects, it is
recommended to administer maintenance doses of Pavulon only when the
twitch height has recovered to at least 25% of its control value.

Pavul r ical r intubati

suxamethonium
The recommended dose is 0.04 to 0.06 mg pancuronium bromide per kg
bodyweight. With these doses, the time from intravenous administration tc
25% recovery of control twitch height is approximately 22 to 35 minutes,
depending on the dose of suxamethonium administered. The
administration of Pavulon should be delayed until the patient has clinically
recovered from the neuromuscular block induced by suxamethonium.
Dose in elder patients
The same intubation and maintenance doses as for younger adults
(0.08-0.1mg/kg and 0.01-0.02mg/kg, respectively) can be used. However,
the durartion of action is prolonged in elderly compared to younger subjects
due to changes in pharmacokinetic mechanisms.
Dosing in iatei ien
Clinical studies have demonstrated that the dose requirements for neonates
(0-1 month) and infants (1-12 months) are comparabie to adults. Dueto a
variable sensitivity to non-depolarizing neuromuscular blocking agents, it is
recommended to use an initia! test dose of 0.01-0.02 mg/kg in neonates.
Children (1-14 years) are reported to require a higher dose (approximately
25%).
Dosing in overweight and obese patients
When used in overweight or obese patients (defined as patients with a body
weight of 30% or more above the ideal body weight) doses should be
reduced taking into account the ideal body weight.
Administration
Pavulon is administered intravenously only, preferably as a bolus injection
into the line of a running infusion.
Like other neuromuscular blocking agents, Pavulon should only be
administered by or under supervision of experienced clinicians who are
familiar with the action and use of these drugs.



