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° Focal spasticity associated with
dynamic equinus foot deformity due to
spasticity in ambulant paediatric cerebral
palsy patients two years of age or older.

o Focal spasticity
associated with dynamic
equinus foot deformity due to
spasticity in  paediatric
cerebral palsy patients two
years of age or older.

Indication

...BOTOX for the temporary improvement
in the appearance of glabellar lines or
crow’s feet lines is also contraindicated:

- In the presence of myasthenia gravis or

Eaton Lambert Syndrome;

contraindications

The efficacy and safety of repeat injections
has not been evaluated, beyond 12

months, in patients being treated with
BOTOX for glabellar and/or crow’s feet
lines.

Posology, dosage
& administration

The recommended dosages and frequencies
of administration of BOTOX should not be

Special Warnings
and Special




exceeded due to the potential for overdose,
exaggerated muscle weakness, distant
spread of toxin and the formation of
neutralising antibodies. Initial dosing in
treatment naive patients should begin with
the lowest recommended dose for the
specific indication.

Prescribers and patients should be aware
that side effects can occur despite previous
injections being well tolerated. Caution
should therefore be exercised on the
occasion of each administration.

BOTOX should only be used with extreme
caution and under close supervision in
patients with subclinical or clinical
evidence of defective neuromuscular
transmission e.g. myasthenia gravis or
Lambert-Eaton Syndrome in patients with
peripheral motor neuropathic diseases (e.qg.
amyotrophic lateral sclerosis or motor
neuropathy) and in patients with
underlying neurological disorders. Such
patients may have an increased sensitivity
to agents such as BOTOX, even at
therapeutic doses, which may result in
excessive muscle weakness and an
increased risk of clinically significant
systemic effects including severe
dysphagia and respiratory compromise.
The botulinum toxin product should be
used under specialist supervision in these
patients and should only be used if the
benefit of treatment is considered to
outweigh the risk. Patients with a history
of dysphagia and aspiration should be
treated with extreme caution.

Serious and/or immediate hypersensitivity
reactions have been rarely reported ...
Epinephrine (adrenaline) or any other anti-
anaphylactic measures should therefore be
available.

There have also been reports of adverse
events following administration of Botox
involving the cardiovascular system,
including arrhythmia and myocardial
infarction, some with fatal outcomes.
Some of these patients had risk factors
including cardiovascular disease.

Care should be taken to ensure that

There have also been rare
reports of adverse events
involving the cardiovascular
system, including arrhythmia
and myocardial infarction,
some with fatal outcomes.
Some of these patients had
risk factors including
cardiovascular disease.

Precautions For
Use




BOTOX is not injected into a blood vessel
when it is injected in the vertical lines
between the eyebrows seen at maximum
frown (also known as Glabellar Lines) or
in the lateral canthal lines seen at
maximum smile (also known as Crow’s
Feet Lines), see section 4.2.

There is a risk of eyelid ptosis following
treatment, refer to Section 4.2 for
administration instructions on how to
minimize this risk.

Local muscle weakness represents the
expected pharmacological action of
botulinum toxin in  muscle tissue.
However, weakness of adjacent muscles
and/or muscles remote from the site of
injection has been reported.

Vertical lines between the eyebrows also
called Glabellar Lines.

Nervous system disorders _

Common

Gastrointestinal disorders Nausea
Common

Skin and subcutaneous tissue disorders

Vertical lines between the
eyebrows also called
Glabellar Lines.

Nervous system disorders

Paraesthesia Uncommon

Gastrointestinal disorders

Nausea Uncommon

Skin and subcutaneous

skin tightness Common

0O
o
3
3
o
=

Lateral canthal lines seen at _maximum
smile also called Crow’s Feet Lines

Crow'’s Feet Lines and Glabellar Lines

tissue disorders

skin tightness Uncommon

Adverse events




pain*  Uncommon

Additional information

The following list includes adverse drug
Reactions or other medically relevant
adverse events that have been reported
since the drug has been marketed,
regardless of indication, and may be in
addition to those cited in Section 4.4
(Special warnings and precautions for use),
and Section 4.8 (Undesirable effects);

Eye disorders lagophthalmos

Gastrointestinal _disorders dry mouth,
nausea

Nervous system disorders dysphonia

Respiratory, thoracic and mediastinal

Disorders bronchospasm

Skin _and subcutaneous tissue disorders
rash
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