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4.4 Special warnings and precautions for use

Acute Angle Closure Glaucoma

There have been reports of acute angle closure glaucoma associated with methylphenidate treatment.
Although the mechanism is not clear, Ritalin-treated patients considered at risk for acute angle closure
glaucoma (e.g., patients with significant hyperopia) should be evaluated by an ophthalmologist.

Increased Intraocular Pressure and Glaucoma

There have been reports of an elevation of intraocular pressure (IOP) and glaucoma (including open angle
glaucoma and angle closure glaucoma) associated with methylphenidate treatment (see section 4.8
Undesirable effects). Close monitoring of Ritalin-treated patients with a history of abnormally increased
IOP or glaucoma is recommended.

4.8 Undesirable effects

Very rare: Hypersensitivity reactions, including angioedema_(includes angioneurotic oedema) and
anaphylaxis

Table 3
Adverse drug reactions from spontaneous reports and literature (frequency not known)

R lacti T lisord
Blood and lymphatic disorders

Pancytopenia

Psychiatric disorders

Dysphemia, suicidal ideation or attempt (including completed suicide), irritability, affect lability
abnormal behaviour or thinking abnormal, anger, mood altered, mood swings, hypervigilance, mania,
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disorientation, libido disorder', apathy, stereotypy>, change in sustained attention’, confusional state,
drug abuse* and drug dependence”

Nervous system disorders

Reversible ischemic neurological deficit, migraine

Eye disorders

Diplopia, mydriasis, visual impairment’

Ear and labyrinth disorders

Auricular swelling®

Cardiac disorders

Cardiac arrest, myocardial infarction

Respiratory, thoracic and mediastinal disorders
Laryngeal pain’, dyspnoea

Gastrointestinal disorders

Diarrhoea, constipation

Skin and subcutaneous tissue disorders

Erythema, fixed eruption®

Musculoskeletal, connective tissue and bone disorders
Myalgia, muscle twitching

Renal and urinary disorders

Enuresis

Reproductive system and breast disorders

Priapism, erectile dysfunction, gynaecomastia

General disorders and administration site conditions
Chest pain, fatigue

Investigations
Increased intraocular pressure

! Includes libido decreased.

% Includes repetitive behaviours.

3 Includes overfocusing and hyperfocusing.

4 Cases of abuse and dependence have been described, more often with immediate-release formulations.
3 Includes visual disturbance.

% Related to hypersensitivity reactions.

" Includes pharyngolaryngeal pain.

8 Includes fixed drug eruption.

Table 4

Additional adverse reactions reported with other methylphenidate-containing products

The list below shows adverse reactions not listed for Ritalin (see Table 2) that have been reported with
other methylphenidate-containing products based on clinical studies data and post-market spontaneous

reports.
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General disorders and ChestpaintaticiesSudden cardiac death
administration site conditions

Investigations Cardiac murmur
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