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events subsequent to paroxetine-only
overdose include: somnolence, nausea,
tremor, dizziness, vomiting, diarrhea,
agitation, aggresion, anxitety, --

associated with paroxetine overdosage
include somnolence, coma, --- include
mydriasis, convulsions, -- , aggressive
reactions, ---
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AH)7EE. | Adult and Pediatrics: Additional data All patients being treated with for use>>
There are clinical trial and post-marketing jantidepressants for any indication should |OUse in children and adolescents under
reports with SSRIs and other newer anti- |be monitored approprieately and observed |18 years of age
depressants, in both pediatrics and adults, |closely for clinical worsening, suicidality, |Paroxetine should not be used in the
of severe agitation-type adverse events and unusual changes in behavior, treatment of children and adolescents
coupled with self-harm or harm to others. [especially during the initial few months of |under the age of 18 years. Suicide --, and
The agitation-type events include: a course of drug therapy, or at times of hostility (predominantly aggression,
akathisia, agitation, --- hostility, dose changes, either increases or oppositional behaviour and anger), ---.
aggression, ---. In some cases, the events |decreases. OSerotonin Syndrome/Neuroleptic
occurred within several weeks of starting | The following symptoms, anxiety, Malignant Syndrome

3 treatment. agitation, --, hostility, aggressiveness, --  |--- As these syndromes may result in
potentially life-threatening conditions,
treatment with paroxetine should be
discontinued if such events (----, extreme
agitation progressing to delirium and
coma) occur and supportive symptomatic
treatment should be initiated.

EIYEF  |OAdverse Events Leading to OClinical worsening and Suicide Risk:  |OPsychiatric disorders OFDMORIERA :
Discontinuation of Treatment: --- The Patients, their families, and their Common: ---, agitation % FRERRER 1 %R~ T~
most common events leading to caregivers should be encouraged to be alert| ONervous system disorders EE) Eﬂé’ﬂ 72 7515% & OT) ‘t‘: . \%%éié/
discontinuation (reported by 1% or more [to the emergence of anxiety, agitation, Very rare: serotonin syndrome %g?ﬁ%?f;fg%*%é i{?‘%ﬁ
of subjects) included: ----, agitation, ----. |panic attacks, insomnia, irritability, (symptomes may include agitation, ---) BRI RE L "33?"% \ SR
OPost-Marketing: -- There have been hostility, aggressiveness, impulsivity, (OWithdrawal sysmptoms seen on
spontaneous reports of adverse events upon|akathisia (psychomotor restlessness), ---  |discontinuation of paroxetine treatment
the discontinuation ---, including but not Uncommon: agitation, -----
limited to the following: --- agitation ----.

18 ¥ 5 | The most commonly reported adverse Commonly reported adverse events
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In placebo-controlled clinical trials
conducted with pediatric patients aged 7 to
18 years with depression, ---- at least 2%
of pediatric patients -- at a rate at least
twice that for pediatric patients receiving
placebo: emotinal lability --- hostility ---
and agitation.

In placebo-controlled clinical trials
conducted with pediatric patients, the
following adverse events were reported in
at least 2% of pediatric patients -- and
occurred at a rate at least twice ---
emotional lability --, hostility, --- and
agitation.

OAdverse events from paediatric clinical
trials

In short-term (up to 10-12 weeks) clinical
trials in children and adolescents, - at a
frequency of at least 2% --- at a rate of at
least twice that of placebo were: increased
suicidal related behaviours (--), self harm
behaviours and increased hostility. --
Increased hostility occurred particularly in
children with obsessive compulsive
disorder, and especially in younger
children less than 12 years of age. ---
Additional events -- agitation, ---
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