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4.4 Special warnings and precautions for use

Aggressive behaviour:
Emergent aggressive behaviour or an exacerbation of baseline aggressive behaviour has been reported

durrng strmulant therapy, mcludrng thalrn Hewever—patrentswrth—ADHD—may—e*peneneeeggressren—as

Suicidal tendency:
Patients and caregivers of patients should be alerted about the need to monitor for clinical worsening,

suicidal behaviour or thouqhts or unusual changes i in behavrour and to seek medrcal advice |mmed|atelv if
these symptoms appear—Pa ;
ADHD%heu#d—beev&heated—rmmedMely—bﬁhemphyerer&e The physrcran should mrtrate approprrate
treatment of the-any underlying psychiatric condition and consider a possible discontinuation or change in
the ADHD treatment regimen.

4.8 Undesirable effects

Psychiatric disorders
Common: depression, aggression, bruxism

Musculoskeletal and connective tissue disorders
Uncommon: Trismus

Vascular disorders
Common: Raynaud’s phenomenon**, peripheral coldness**

Adverse drug reactions from spontaneous reports and literature cases (frequency not known)
Psychiatric disorders: Dysphemia, suicidal ideation or attempt (including completed suicide)
Renal and urinary disorders: Enuresis

Additional adverse reactions reported wrth other methylphenrdate contarnrng products
Psychratrrc drsorders A 3

Pharmacotherapeutic group: psychostimulants, agents used for ADHD, centrally acting

sympathomimetics

5.1 Pharmacodynamic properties

Ritalin is a mild CNS stimulant with more prominent effects on mental than on motor activities. Its mode of
action in man-humans is not completely understood, but its stimulant effects are thought to be due to an
inhibition of dopamine and norepinephrine reuptake into presynaptic neurons and thereby increasing these

neurotransmrtters in the extraneuronal space reduptake—in—the-striatum—witheut-triggering-therelease—of
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