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Treatment of major depressive episodes in
adults.

PILIERESIES
Savella is indicated for the management of fibromyalgia.
Savella is not approved for use in pediatric patients
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4.7. Effects on ability to drive and use
machines

Although no alterations in cognitive or
psychomotor functions have been observed in
healthy volunteers, this medication can
diminish mental and physical capacities
necessary to perform certain dangerous tasks,
such as operating machinery or driving motor
vehicles.

17 PATIENT COUNSELING INFORMATION

Ability to Drive and Use Machinery

Savella might diminish mental and physical capacities necessary to
perform certain tasks such as operating machinery, including motor
vehicles. Patients should be cautioned about operating machinery
or driving motor vehicles until they are reasonably certain that
Savella treatment does not affect their ability to engage in such
activities.
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Treatment of major depressive disorder. * Major Depressive Disorder (MDD) 9P« 9 DREE
Treatment of diabetic peripheral neuropathic | * Generalized Anxiety Disorder (GAD) RO BRI 5 R
pain. » Diabetic Peripheral Neuropathic Pain (DPNP) BE PRI MR R
Treatment of generalised anxiety disorder. * Fibromyalgia (FM) RRHE R

+ Chronic Musculoskeletal Pain 12 MR E
4.7 Effects on ability to drive and use | 17.PATIENT COUNSELING INFORMATION 2. EEAEANER
T anr¥tF | machines Interference with Psychomotor Performance — Any psychoactive | (7) IR&, HFEWENELZHZ LN

No studies on the effects on the ability to
drive and use machines have been performed.
Cymbalta may be associated with sedation
and dizziness. Patients should be instructed
that if they experience sedation or dizziness
they should avoid potentially hazardous tasks
such as driving or operating machinery.

drug may impair judgment, thinking, or motor skills. Although in
controlled studies CYMBALTA has not been shown to impair
psychomotor performance, cognitive function, or memory, it may
be associated with sedation and dizziness. Therefore, caution
patients about operating hazardous machinery including
automobiles, until they are reasonably certain that CYMBALTA
therapy does not affect their ability to engage in such activities.
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4.1 Therapeutic indications

Treatment of major depressive episodes.
For prevention of recurrence of major
depressive episodes.

Treatment of generalised anxiety disorder.
Treatment of social anxiety disorder.
Treatment of panic disorder, with or without
agoraphobia.

RIRE - ZhIR

1 INDICATIONS AND USAGE

1.1 Major Depressive Disorder

Effexor XR (venlafaxine hydrochloride) extended-release
capsules are indicated for the treatment of major depressive
disorder (MDD). Efficacy was established in three short-term (4,
8, and 12 weeks) and two long-term, maintenance trials.

1.2 Generalized Anxiety Disorder

Effexor XR is indicated for the treatment of Generalized Anxiety
Disorder (GAD). Efficacy was established in two 8-week and two
26-week placebo-controlled trials.

1.3 Social Anxiety Disorder

Effexor XR is indicated for the treatment of Social Anxiety
Disorder (SAD), also known as social phobia. Efficacy was
established in four 12-week and one 26-week, placebo-controlled
trials.

1.4 Panic Disorder

Effexor XR is indicated for the treatment of Panic Disorder (PD),
with or without agoraphobia. Efficacy was established in two 12-
week placebo-controlled trials.
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4.7 Effects on ability to drive and use
machines

Any psychoactive medicinal product may
impair judgment, thinking, and motor skills.
Therefore, any patient receiving venlafaxine
should be cautioned about their ability to
drive or operate hazardous machinery.

Package Leaflet  (Nov 2014)

Driving and using machines:

Do not drive or use any tools or machines
until you know how this medicine affects
you.

17 PATIENT COUNSELING INFORMATION

Interference with Cognitive and Motor Performance

Caution patients about operating hazardous machinery, including
automobiles, until they are reasonably certain that Effexor XR
therapy does not adversely affect their ability to engage in such
activities.

Medication Guide (Feb 2015)

What should I avoid while taking venlafaxine hydrochloride
extended-release capsules?

EFFEXOR can cause sleepiness or may affect your ability to make
decisions, think clearly, or react quickly. You should not drive,
operate heavy machinery, or do other dangerous activities until you
know how EFFEXOR affects you.
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