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PRECAUTIONS
Information for Patients
(&)
Since dizziness and drowsiness may occur, patients should be
cautioned about the hazards of operating machinery or
automobiles or engaging in other potentially dangerous tasks.
(&)

4.7 Effects on ability to drive and use machines

The patient's ability to react may be impaired by the medical
condition resulting in seizures and adverse reactions including
dizziness, drowsiness, ataxia, diplopia, impaired accommodation,
and blurred vision have been reported with Tegretol, especially at
the start of treatment or in connection with dose adjustments.
Patients should therefore exercise due caution when driving a
vehicle or operating machinery.

12
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17 PATIENT COUNSELING INFORMATION
(1)
CNS Depression

Since valproate products may produce CNS depression,
especially when combined with another CNS depressant (e.g.,
alcohol), advise patients not to engage in hazardous activities,
such as driving an automobile or operating dangerous
machinery, until it is known that they do not become drowsy
from the drug.

(&)

4.7 Effects on ability to drive and use machines

Patients should be warned of the risk of transient drowsiness,

especially in cases of polytherapy or
benzodiazepines (see section 4.5).

association with

13
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17 PATIENT COUNSELING INFORMATION
(&)
Dizziness and Ataxia
Patients should be counseled that VIMPAT use may cause
dizziness, double vision, abnormal coordination and balance, and
somnolence. Patients taking VIMPAT should be advised not to
drive, operate complex machinery, or engage in other hazardous
activities until they have become accustomed to any such effects
associated with VIMPAT [see Warnings and Precautions (5.2)].
(&)

4.7 Effects on ability to drive and use machines

Lacosamide has minor to moderate influence on the ability to
drive and use machines. Lacosamide treatment has been
associated with dizziness or blurred vision.

Accordingly, patients should be advised not to drive or to operate
other potentially hazardous machinery until they are familiar with
the effects of lacosamide on their ability to perform such

activities.

14
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17 PATIENT COUNSELING INFORMATION

(&)
Central Nervous System Adverse Effects
Inform patients that LAMICTAL may cause dizziness,
somnolence, and other symptoms and signs of central nervous
system depression. Accordingly, instruct them neither to drive a
car nor to operate other complex machinery until they have
gained sufficient experience on LAMICTAL to gauge whether or
not it adversely affects their mental and/or motor performance.

(%)

4.7 Effects on ability to drive and use machines

As there is individual variation in response to all AED therapy,
patients taking Lamictal to treat epilepsy should consult their
physician on the specific issues of driving and epilepsy.

No studies on the effects on the ability to drive and use machines
have been performed. Two volunteer studies have demonstrated
that the effect of lamotrigine on fine visual motor co-ordination,
eye movements, body sway and subjective sedative effects did not
differ from placebo. In clinical trials with lamotrigine adverse
reactions of a neurological character such as dizziness and
diplopia have been reported. Therefore, patients should see how
Lamictal therapy affects them before driving or operating
machinery.

15
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5 WARNINGS AND PRECAUTIONS

(&)
5.3 Somnolence and Fatigue
KEPPRA may cause somnolence and fatigue. Patients should be
monitored for these signs and symptoms and advised not to drive
or operate machinery until they have gained sufficient
experience on KEPPRA to gauge whether it adversely affects
their ability to drive or operate machinery.

(%)
5.7 Coordination Difficulties
KEPPRA may cause coordination difficulties.
In controlled clinical studies in adult patients with partial-onset
seizure studies, 3.4% of adult KEPPRA-treated patients
experienced coordination difficulties, (reported as either ataxia,
abnormal gait, or incoordination) compared to 1.6% of placebo-
treated patients. A total of 0.4% of patients in controlled clinical
studies discontinued KEPPRA treatment due to ataxia, compared
to 0% of placebo-treated patients. In 0.7% of KEPPRA-treated
patients and in 0.2% of placebo-treated patients, the dose was
reduced due to coordination difficulties, while one of the

4.7 Effects on ability to drive and use machines

Levetiracetam has minor or moderate influence on the ability to
drive and use machines. Due to possible different individual
sensitivity, some patients might experience somnolence or other
central nervous system related symptoms, especially at the
beginning of treatment or following a dose increase. Therefore,
caution is recommended in those patients when performing skilled
tasks, e.g. driving vehicles or operating machinery. Patients are
advised not to drive or use machines until it is established that
their ability to perform such activities is not affected.

16




KEPPRA-treated patients was hospitalized due to worsening of
pre-existing ataxia. These events occurred most frequently
within the first 4 weeks of treatment.

Patients should be monitored for these signs and symptoms and
advised not to drive or operate machinery until they have gained
sufficient experience on KEPPRA to gauge whether it could
adversely affect their ability to drive or operate machinery.

17 PATIENT COUNSELING INFORMATION

(%)
Effects on Driving or Operating Machinery Inform patients that
KEPPRA may cause dizziness and somnolence. Inform patients
not to drive or operate
machinery until they have gained sufficient experience on
KEPPRA to gauge whether it adversely affects their ability to
drive or operate machinery [see Warnings and Precautions (5.3)].

(%)
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