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ATTENT®
10 mg, 20 mg and 30 mg Tablets
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Each 10 mg tablet contains:

Dextroamphetamine saccharate 2.5mg
Amphetamine aspartate monohydrate 2.5 mg
Dextroamphetamine sulfate 2.5mg
Amphetamine sulfate 2.5mg

Each 20 mg tablet contains:

Dextroamphetamine saccharate 5 mg
Amphetamine aspartate monohydrate 5 mg
Dextroamphetamine sulfate 5 mg
Amphetamine sulfate 5 mg

Each 30 mg tablet contains:

Dextroamphetamine saccharate 7.5 mg
Amphetamine aspartate monohydrate 7.5 mg
Dextroamphetamine sulfate 7.5 mg
Amphetamine sulfate 7.5 mg
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Treatment of Attention Deficit Hyperactivity Disorder (ADHD) and Narcolepsy.
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3. PHARMACEUTICAL FORM
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Attent tablets can be divided into equal parts.

AMPHETAMINES HAVE A HIGH POTENTIAL FOR ABUSE. ADMINISTRATION OF AMPHETAMINES
FOR PROLONGED PERIODS OF TIME MAY LEAD TO DRUG DEPENDENCE AND MUST BE
AVOIDED. PARTICULAR ATTENTION SHOULD BE PAID TO THE POSSIBILITY OF SUBJECTS
OBTAINING AMPHETAMINES FOR NON-THERAPEUTIC USE OR DISTRIBUTION TO OTHERS, AND
THE DRUGS SHOULD BE PRESCRIBED OR DISPENSED SPARINGLY.

MISUSE OF AMPHETAMINE MAY CAUSE SUDDEN DEATH AND SERIOUS CARDIOVASCULAR
ADVERSE EVENTS.

4.3 Contraindications

Advanced arteriosclerosis, symptomatic cardiovascular disease, moderate to severe hypertension,
hyperthyroidism, known hypersensitivity or idiosyncrasy to the sympathomimetic amines,-erte

any-of the-exeipients; glaucoma.

Agitated states
Patients with a history of drug abuse
Known hypersensitivity or idiosyncrasy to amphetamines.

In patients known to be hypersensitive to any of the active substances or to any of the excipients
listed in section 6.1.

Hypersensitivity reactions such as angioedema and anaphylactic reactions have been reported in
patients treated with other amphetamine products (see UNDESIRABLE EFFECTS).

Patients taking monoamine oxidase inhibitors (MAOIs), Puring-or within 14 days of stopping
MAUOIs (including MAIOs such as lmezolld or mtravenous methylene blue) because of an
increased risk of WA hypertensive
crises (see SPECIAL WARNINGS AND PRECAUTIONS FOR USE and INTERACTION WITH
OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION )mayresult)-

4.4 Special warnings and precautions for use

- Excipients with Known Effect

- This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially
"sodium-free".

- This medicine contains sucrose. Patients with rare hereditary problems of fructose intolerance,
glucose-galactose malabsorption or sucrase-isomaltase insufficiency should not take this medicine.

- Attent 20 mg and 30 mg tablets contain FD & C Yellow No. 6 Aluminium lake that may cause
allergic reactions.
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4.5 Interaction with other medicinal products and other forms of interaction

Acidifying Agents

Lower blood levels and efficacy of amphetamines. Increase dose based on clinical response. Examples
of acidifying agents include gastrointestinal acidifying agents (e.g. guanethidine, reserpine, glutamic
acid HCI, ascorbic acid;—fraitjuices—ete:)_and urinary acidifying agents (e.g. ammonium chloride,
sodium acid phosphate, methenamine salts).

Alkalinizing Agents

Increase blood levels and potentlate the actlon of amphetamme Gastreintestinal-alkalinizingagents
: res—Co-administration of ATTENT tablets

and gastromtestlnal alkahzlng agents—suehas-aﬁtaeids— should be avoided. Examples of alkalizing agents

include gastrointestinal alkalizing agents (e.g. sodium bicarbonate) and urinary alkalinizing agents (e.g.

acetazolamlde some th1321des) }ﬂere&s%eeﬂeen&aﬂeﬂ—ef—th%neﬂ—}emzed—speetes—e{;the

Tricyclic Antidepressants-tricychic

May enhance the activity of tricyclic or sympathomimetic agents:-d-amphetamine-with-desipramine-or
protriptyline-and possibly-other trieyelies causeing striking and sustained increases in the concentration

of d-amphetamine in the brain; cardiovascular effects can be potentiated. Monitor frequently and adjust
or use alternative therapy based on clinical response. Examples of tricyclic antidepressants include
desipramine, protryptyline.

MAO Inhibitors
Concomitant use of MAOIs and CNS stlmulants a&&depfessaﬂ%s—&s—weﬂ—&s—ﬁnetabeh{ee#&wa—zehdeﬂe

RO Rife his can cause
headaehes—aﬂd—eﬂaer—ﬁgns—ef hypertenswe crisis. A—v&ﬁety—eflne&relegieal—teaﬂc—effeets—aﬁd—mahgnaﬂ{
hyperpyrexia—can—oceur,—sometimes—with—fatalresults:Potential outcomes include death, stroke,

myocardial infarction, aortic dissection, ophtalmological complications, eclampsia, pulmonary edema
and renal failure. Do not administer ATTENT tablets concomitantly or within 14 days after
discontinuation MAOI (see Contraindications and Warnings). Examples of MAOIs include selegiline,
tranylcypromine, isocarboxazid, phenelzine, linezolid, methylene blue.

n'"vl 78w uap
www.tevapharm.com | 972-3-6864000 :7v | 6085001 nniw ,975 .7.n |"an n'wyn X9 ,1 NIxNn 'M



teva

for-changes—in—ehnieal-effeet.Time to maximum concentration (Tmax) of amphetamine is decreased

compared to when administered alone. Monitor patients for changes in clinical effect and adjust therapy
based on clinical response. An example of proton pump inhibitor is omeprazole.

4.8 Undesirable effects

Gastrointestinal
Dryness of the mouth, unpleasant taste, diarrhea, constipation, intestinal ischemia and other
gastrointestinal disturbances. Anorexia and weight loss may occur as undesirable effects.
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