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

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

Each 20 mg tablet contains:

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

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.

1"Vl NI'LaNNI9 NI'YUN VAL
www.tevapharm.com | 972-3-6864000 :7v | 6085001 nniw ,975 .7.n |"an n'wyn pxo ,1 nIxnn 'mn



teva

21293 029290 DINITYN BV 1INYY 1193 )9NY XYY NoYN
SN P OY DN 9DINY $7910 .20 ¥P9 HY MIIIDN MINNH ,DITRI MIIDN Y151 MOVIN

WARNING: ABUSE, MISUSE, AND ADDICTION

Attent tablets have a high potential for abuse and misuse, which can lead to the development of a
substance use disorder, including addiction. Misuse and abuse of CNS stimulants, including
Attent tablets, can result in overdose and death (see OVERDOSE), and this risk is increased
with higher doses or unapproved methods of administration, such as snorting or injection.

Before prescribing Attent tablets, assess each patient’s risk for abuse, misuse, and addiction.
Educate patients and their families about these risks, proper storage of the drug, and proper
disposal of any unused drug. Throughout Attent tablets treatment, reassess each patient’s risk of
abuse, misuse, and addiction and frequently monitor for signs and symptoms of abuse, misuse,
and addiction (see SPECIAL WARNINGS AND PRECAUTIONS FOR USE and DRUG ABUSE
AND DEPENDENCE).

- 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), or within 14 days of stopping MAOIs
(including MAIOs such as linezolid or intravenous methylene blue), because of an increased risk of
hypertensive crises (see SPECIAL WARNINGS AND PRECAUTIONS FOR USE and
INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF
INTERACTION).

4.4 Special warnings and precautions for use

Abuse, Misuse, and Addiction

Attent tablets have a high potential for abuse and misuse. The use of Attent tablets exposes individuals
to the risks of abuse and misuse, which can lead to the development of a substance use disorder,
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including addiction. Attent tablets can be diverted for non-medical use into illicit channels or
distribution (see DRUG ABUSE and DEPENDENCE). Misuse and abuse of CNS stimulants,
including Attent tablets can result in overdose and death (see OVERDOSE), and this risk is increased
with higher doses or unapproved methods of administration, such as snorting or injection.

Before prescribing Attent tablets, assess each patient’s risk for abuse, misuse, and addiction. Educate
patients and their families about these risks and proper disposal of any unused drug. Advise patients to
store Attent tablets in a safe place, preferably locked, and instruct patients to not give Attent tablets to
anyone else. Throughout Attent tablets treatment, reassess each patient’s risk of abuse, misuse, and
addiction and frequently monitor for signs and symptoms of abuse, misuse, and addiction.

4.6 Fertility, pregnancy and lactation

Fertility
No evidence of carcinogenicity was found in studies in which d.l-amphetamine (enantiomer ratio of

1:1) was administered to mice and rats in the diet for 2 years at doses of up to 30 mg/kg/day in male
mice, 19 mg/kg/day in female mice, and 5 mg/kg/day in male and female rats. These doses are
approximately 2.4, 1.5, and 0.8 times, respectively, the maximum recommended human dose of 30
mg/day [child] on a mg/m? body surface area basis.

Amphetamine, in the enantiomer ratio present in Attent tablets (immediate-release) (d- to I- ratio of
3:1), was not clastogenic in the mouse bone marrow micronucleus test in vivo and was negative when
tested in the E. coli component of the Ames test in vitro. d, I-Amphetamine (1:1 enantiomer ratio) has
been reported to produce a positive response in the mouse bone marrow micronucleus test, an
equivocal response in the Ames test, and negative responses in the in vitro sister chromatid exchange
and chromosomal aberration assays.

Amphetamine, in the enantiomer ratio present in ATTENT tablets (d- to I- ratio of 3:1), did not adversely
affect fertility or early embryonic development in the rat at doses of up to 20 mg/kg/day (approximately
5 times the maximum recommended human dose of 30 mg/day on a mg/m?2 body surface area basis).

DRUG ABUSE AND DEPENDENCE

Abuse

Attent tablets have a high potential for abuse and misuse which can lead to the development of a
substance use disorder, including addiction. Attent tablets can be diverted for non-medical use into
illicit channels or distribution.

Abuse is the intentional non-therapeutic use of a drug, even once, to achieve a desired psychological
or physiological effect. Misuse is the intentional use, for therapeutic purposes, of a drug by an
individual in a way other than prescribed by a health care provider or for whom it was not prescribed.
Drug addiction is a cluster of behavioral, cognitive, and physiological phenomena that may include a

strong desire to take the drug, difficulties in controlling drug use (e.g., continuing drug use despite
harmful consequences, giving a higher priority to drug use than other activities and obligations), and

possible tolerance or physical dependence.

Misuse and abuse of amphetamines may cause increased heart rate, respiratory rate, or blood pressure;
sweating; dilated pupils; hyperactivity: restlessness: insomnia; decreased appetite; loss of
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coordination; tremors; flushed skin; vomiting; and/or abdominal pain. Anxiety, psychosis, hostility,
aggression, and suicidal or homicidal ideation have also been observed with CNS stimulants abuse
and/or misuse. Misuse and abuse of CNS stimulants, including Attent tablets, can result in overdose
and death [see OVERDOSE], and this risk is increased with higher doses or unapproved methods of
administration, such as snorting or injection.

Dependence
Physical Dependence

Attent tablets may produce physical dependence. Physical dependence is a state that develops as a

result of physiological adaptation in response to repeated drug use, manifested by withdrawal signs
and symptoms after abrupt discontinuation or a significant dose reduction of a drug.

Withdrawal signs and symptoms after abrupt discontinuation or dose reduction following prolonged
use of CNS stimulants including Attent tablets include dysphoric mood; depression; fatigue; vivid,
unpleasant dreams; insomnia or hypersomnia; increased appetite; and psychomotor retardation or

Tolerance
Attent tablets may produce tolerance. Tolerance is a physiological state characterized by a reduced

response to a drug after repeated administration (i.e., a higher dose of a drug is required to produce the

same effect that was once obtained at a lower dose).

4.9 Overdose

Symptoms

Overdose of CNS stimulants is characterized by the following sympathomimetic effects:

e Cardiovascular effects including tachyarrhythmias, and hypertension or hypotension. Vasospasm,
myocardial infarction, or aortic dissection may precipitate sudden cardiac death. Takotsubo
cardiomyopathy may develop.

e (NS effects including psychomotor agitation, confusion, and hallucinations. Serotonin syndrome,
seizures, cerebral vascular accidents, and coma may occur.

e Life-threatening hyperthermia (temperatures greater than 40°C) and rhabdomyolysis may develop.

Treatment
abuse Consider the possibility of multiple drug ingestion. D-amphetamine is not dialyzable. Consult

with a certified poison control center for up to date guidance and advice.
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