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Amphetamine Sulfate Tablets, USP, CIl

WARNING
HAVE A FOR ABUSE.
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AMPHETAMINES FOR PROLONGED PERIODS OF TIME MAY LEAD TO DRUG

DEPENDENCE IDED.

ENCE AF AVOIDED. PARTIC

BE PAID TO mz wossmu.urv 'OF SUBJECTS OBTAINING AMPHETAMINES.
FOR NON-T! IC USE OR DISTRIBUTION TO OTHERS, AND THE

DRUGS SHOULD BE PRESC DISPENSED SPARINGL)

MISUSE OF AMPHETAMINE MAY CAUSE SUDDEN DEATH AND SERIOUS

CARDIOVASCULAR ADVERS

DESCRIPTION
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ke, odorkss Crystaine powder It s oty Sher st 1 sontne o acd to

Jmus, having a pH of 5 to 8. It & freely sokubie n water, slghtly soluble i akcohol and

Braciian e s

Each table, for 5 mg or 10 mg of

USP. Each tabet aiso contains the folowing inactive ingredients: crospovidone,
‘magnesium stearate, siicified microcrystaline celulose, and stearc ack

Structural Formula
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CLINICAL PHARMACOLOGY
with CNS stimulant
actuty, Perpheral actons nchde levatons o systolc and astole biod pressures,
‘eak bronchodiator, and respiratory stimulant
Amehetamie a the racemi form, difers (rom dextroamphetamie n 3 number o
e Homer s more potentthen the disomer inCarcovasculer sty but much
54 potent I cousing CNS bxcRatory effects, The racermk mocure oo & st ef
e

speciic y ampl
chidren, nor

Pow hese efects reiace to the condiion of the central mervous system

Drugs in this class used in obesRy are commonly known as "anorectic

“anorerigence It as ot been estabshes, however,tht th ocon o such drugs n
‘ oth

actions or metabolk effects, may be involved, for example.

instructed in dietary management and treated wth "anorecti

on the average than these treated with placebo and diet as determined In relatively

Short-term ciiical tria.

itude of increased weight loss of drug-treated patients over placebo-treated
patients s only a raction of a pound a week. The rate of weight oss is greatest in the.
first weeks of therapy for both drug and placebo subjects and tends to decrease in
Succeeding weeks. The origin of the increased weight loss due to the various possible
g ffcts e not tabshed.The amaunt of welght s assacted wih the e of
an “anorectic” drug varies from triato tral, and the ncreased weight ss appears to be
Tt part o varbks oher han the orug prescribed such o the pryocn
investigator, the population treated, and the diet prescrbed. Studies do ot permit
conclusions as to the reltive importance of the drug and nondrug factors on weight
loss

The natural history of obesity is measured in years, whereas the studies cited are
restricted to few weeks duration; thus, the total mpact of drug-induced weght loss over
that of diet akone must be considered clinicaly Imted.

INDICATIONS AND USAGE
Amphetamine sufate tablets, USP, are indicated for:
1. Narcolepsy

2, Attantion Defict Disorder wkh Hyperactiiy a3 an ntegral prt o a ot
typicaly includes other (psychological,

educationsl,sock) for a stablzing ene:l i Chidren wih behaviora syndrome
character

span, hyperactivy,

and impulsivty. The diagnosis of the syndrome should not be made with finaity when
inese symptomsare oy of comprsiel recentargen. Nonbocalzng (ot

learning disabity, may o and
S Gognosi of Contral nervbus sy5ter ysTonction may or o e warranted
3. Exogenous Obesity as a short term (a few weeks) adjunct n a regimen of weight
reduction based on cabric estiton fr patents refactary to akermatve therapy, e,
repented dts roup programs,and otfer rugs, The mded uselunes of

ohetanine (e CLIMIEAL PHARMACOLOGY, shouiel be weighed agahst possile

75K ierent n use of the drug.such as those descrbed boow

CONTRAINDICATIONS

pvanced disease,
hyperten
Sympathominel amines.

Agtated states
Patients with a history of drug abuse.

uringor witin 14 days olowng theadiitatonof manoarine oxdase hitors
(nypertensive crises may

WARNINGS
Serious Cardiovascular Events
Sudden Death and Pr dac Abnormaities or Othe Heart

‘Sudden death has been reported in association with CNS stimulant treatment at sual
doses in chidren and adolescents with structural cardiac abormaities or other serious

230ESCEnTS W Known 5eus Stpocturalcardac sonoreaiies, cardomyorethy;

Seriousheart hythm abnormalie,or ther seious cardac problms that may p\ar.e
ed vuinerabiity

COMTRANGICATIONS)

Aduts

Sudden deaths, stroke, and myocardia nfarction have been reported n aduls taking
stimulant drugs at usual doses for ADHD. ARhough the role of stimulants in these adut
s ako Unknown, aduts have a greater Iikelhood than chidren of having serious

Coronary artery disease, or other serious cardiac problems. Aduts with such
abnormalties should also generally not be treated with stmulant drugs (see
CONTRAINDICATIONS).

Fperersion and othr CordovescerCondeos

Stimulant o4
ey and averoge et ate(about 31to 6 bam). and indiugs may have rger
increases. s aone wou

Caneaasenetas ol ot Shoc ot monkores For vger ot et o
blood pressure. Caution is indicated in treating patients whose underlying medical
condtions might be compromised by increases in blood pressure or heart rate, €.
lose with pre-exiting hypertension, heart falure, recent myocardial nfarcton, or
ventricular arrhythmia (see CONTRAINDICATIONS).
Assessing Cardiovascular Status n Patients beng Treated with Stimulant Medications
Chidiren, adolescents, or aduls who are being considered for treatment with stimulant
‘medications shouh
Sudden death or ventricuiar arrhythmia) and physical exam to assess for the presence
of cardiac disease, and shoukd receive further cardiac evaluation f findings suggest such
discase (e.g.. dectrocardiogram and echocardiogram). Patients who develop symptoms

uch as 3 or ymptoms suggestive o

cardiac disease during stimulant treatment should undergo a prompt cardac evalation

Psychiatric Adverse Events

PreExiting Psychosis

Administration of stimulants may exacerbate symptoms of behavior dsturbance and

thought disorder i patients with a pre-exiting psychotic disorder.

Bipolar liness

Particular care should be taken in using stimulants to treat ADHO i patients with

‘comorbid bipolar dorder because of concern for possible induction of a mixed/manic

patients. Prior to intiating jant, patents with

should be adeat to determine F they are

psychistric history,

i 2 should
including a family history of sukcide, bipolar disorder, and depression.
Emergence of New Psy(mmz or Manic Symptoms

nt emergent psychotic or manic s e.g., halucinations, delsional
i 0 man h o 70 200 nts whoLk 3 et ety of psychotc iness
or mania can be caused by stimulants at usual doses. If such symptor

e given o
discontiuation of treatment may be approprate. In a pooled analysis of muliple short-
term, placebo-controlld studies, such symptoms occurred in about 0.1% ( 4 pati

with events out of 3482 exposed to methyphenidate or amphetamine for several weeks

Aggression
Agar stiy

ADHD, and has been reported in hn(a\ s i he posomarti expmen(eo«seme
medications indicated for the treatment of ADHD. Ahough there is no systemats

treatment for ADHD should be monared for the appearance of or worsenig of

aggressive behavior or hostity.

Long-Term Suppression of Growth

Careul follow-up of weight and height in chidren ages 7 to 10 years who were

randomized to

months, a5 wel as nnaturaltec suboroups of newly ey hentiseeaied and non-
fcation treated chiren over 36 months (to the ages of 10 to 13 years), suggests

tha Consistenty medicated chicren (. treatment fo 7 deys per week tToughout the
) have a temporary slowing b growhrte (o sverage s otalof sbout 2 c s

growth in height a n weight

Crowih rebound autig (. peiod of developret.PUbE e dta are ndecte 0

growingor ganng heghtor west a5 expected may need o havethe testment
nter

Seizures

There s y lower
patients wkh prior history of sezures, n patients wih prior EEG abnormalties in
absence of seizures, and, very rarely, in patients wthout a history of selzures and no.
rior EEG evidence of sezures. I the presence of seizures, the drug should b
discontinued.
it including Raynaud's

Stimulants, including
wihpereral Vascuopathy. ncludng Raynauds Shenamanon. S0% and symptoms

“hilor soft Gssue breskdiown. Effects of per pheral vasculopathy, nciing Roynauds
phenomenon, n nd at
nerapeutc dose ol age groups rougrat e coure of vestment g ond

symptoms g of drug. Careful
observaton for s treatment with

Further teg. 0 certan
patients,

Serotonin Syndrome

selective

oy
amphetamines are u5ed . combmamn i ot aroge hat e iheserotonergi
(A

sertoni
TSNRIS).triptans, reycle kepressanto, o Ko, ramadol tyblophan
sk one and S o Wort oce RUG INTERACTIONS): Ampetarins and

are known
P450 206 (CYP2D6) and display minor inhibiton of CYP2D6 metabolsm (see CLINICAL
PHARMACOLOGY). The potentilfor a pharmacokietic interaction exists with the
administration of CYP206 inhibitors which may increase the risk with increased exposure

serotonergic drug or an alterative drug that does not bt CYP2D6 (see DRUG
INTERACTIONS).

hanges (e, agtation,
halucinations, delium, and comal, autonomic nstabity (¢.g., tachycardia, abie biood
essure, dizziness, diaphoress, flushing, hyperthermia), nedromuscular symptoms.



. myoclonus, hyperreflexia, incoordination), sezures, and/or
Gabichmestt o (65 Tasses vorRng, daThes)
with MAOI drugs.

(see CONTRAINDICATIONS).

and
¢ ts Immedately f occur, and
it with other
Serotonergk drugs or CYP206 RhIbROrs & clrcaly warranted, Intite amphetamine
Ifate tablets with ower doses, monitor patients for the emergence of serotonin
iniiation or tération, and of the increased risk for

serotonin syndrome.
Visual Disturbance

Difficultes with accommodation and blurring of vision have been reported with stimulant
treatment.

PRECAUTIONS
General
Cauto 10 be exrcised  prescriong amphetamines for patents wih even i

ypertensior

The least amount feasible should be prescribed or dispensed at one time in order to

minimize the possilty of overdosage.
Information for Patients
Amphetamines may impai the abilty of the patient to engage in potentiay hazardous.
activiies such as operating machinery or vehicle; the patient should therefore be.
Cautioned accordingy,

I n fingers and toes . including Raynaud's
phenomenon]

begini

fisk of peripheral vasculopathy, including Raynaud's Phenomenon, and associated
igns and symptoms: fingers or toes may feel numb, cool, painful, andfor may.

change cobr from pale to ble, to red.

physician pain, skin color
hange, o sensiivty to temperature in fingers or toes.

Instruct patients to call their physician immediately with any signs of
Unexplained wolnds aphearin on fingers or toes whla taking
amphetamine sufate tablets.

9 may be
o v
Drug Interactions
Acidiying agents
Gastrointestinal acidifying agents (guanethidine, reserpine, glutamic acd HCI, ascorbic

etamines. Urinary acidfying agents

(ammonium chioride, sodium acd phosphate, etc.) increase concentration of theonized
species of
aroups of agents lower biood levels and efficacy of amphetamines
Adrenergic blockers
Adrenergic blockers are inhbited by amphetamines.

Akainzing agents
Gastrointestinal akalinzing agents (sodium bicarbonate, etc.) increase absorption of
el g agents

Species o thereby
Gecreasing urinary excretion. Both groups of agents increase blood levels and therefore.
potentiate the action of amphetamines.

Antdepressants tricyclc

may tricycic or ager
‘amphetamine with desipramine or protriptyine and possily other tricyclcs cause
Striking and sustained ncreases in the concentration of d-amphetamine i the brain
cardiovascular effects can be potentated.
CYP2D6 Innibitors.
The concomitant use of amphetamine sufate tablets and CYP2D6 inhibiors may

to the use of the drug
Sone 41 craasethe ik of saotonn syndrome ki e r dotes ad mankor
patiens forsigns and symptoms o serotonn synarome prtculr durng

& niaton and after erotonin

& CrpaDe hbkor
ARG, GVEROOSACE) Example of CIF20E Inihers et paroxekne and
floxetine (also serotonergic drugs), quindine, rtonav.
Serotonergic Drugs
e concomtant use of smanetamine st abets and serctonrge drs creses
the risk of doses and for
and symptoms of
initaton or
sufte s nd theconcombant Serotonerdic arug(s) (sce WARNING ana

hpRors (SSR. se(nlon\n porepinephinereuplake hiblors (SN rptans, iyl
Wort

epres<ant, entany ki, ramadol trypRopan, busprane. S o<
A0 nhitors
ol o5 el b . sow amp
i T v e ampraanins rresn e et o e
s oner s o A varcy of ookt
o ffcts a3 makgnant hyperpyrexi Con aceur somelmes wih ot et
Anmstamines
it
Anthypertnsives
of
Chorpromazne
o dopamine and thus nhbting the
Cental STt ftecks of Amaheramine. and can be use 10 sk amphetaMG
pakoning
thosuxmite
Amphetamines may dety testl absorpten of etosuxinide,
Hoperdol
ineand . thus nnibtng the cenral

stmulant affects of amphetamines.
Lehium carbonate

The antiobesty and stimuiatory effects of amphetamines may be ihbited by lthium
carbonate.

Meperidine
Amphetamines potentiate the analgesic effect of meperine.
Methenamine therapy

Urinary excretion of amphetamines is increased, and efficacy is reduced by ackifying
ethenamine therapy.

Norepnephrine

effect of
Phenobarbital

may P c

Phenytoin
et may deiay phenyton; of

phenytoin may produce a synergistc antconvuisant action.

Propoxyphene

NS stimuation s red and

In cases of
fatal convulsions can occur.
Veratrum akabids
Amphetamines ihibit the hypotensive effect of veratrum alkaloids.
Drug/Laboratory Test interactions

is

eranse § Granent n tre G, AmphGamInGS iy bicTere wh urnay ol
determinations.

Carcinogenesis/Mutagenesis

ragenicity and in ani
potential of amphetamine sulfate have not been performed.
Pregnancy
Teratogenic Effects
Pregnancy Category C

teratog
effects when administered to Ajlax mice and CS7BL mice i doses approximately 41
tamesthe maximum human dose, EbryoloxE:efects were ot seen n New Zeand
white rabbits given the drug in doses 7 times the human dose nor in rats o

imes the maxinum human dose: Thereare o adequateand vk conroled Suis

Ehe potental beneft usiiesthe potential 8k to th fetos

Nonteratogenic Effects

Infants born to mothers dependent on amphetamines have an increased risk of

premature deivery and low brth weight. Also, these nfants may experience symptoms
ysphori, includi and significant

lassiude.
Nursing Mothers

Amphetamines are excreted in human mik. Mothers taking amphetamines shoud be
advised to refrain from nursing.

Pediatric Use
Long-term effects of amphetamines in chidren have not been wel estabished.

Amphetamines are not recommended for use as anorectic agents In chidren under 12
years of age, or n chidren under 3 years of age with Attention Defic Disorder with
Hyperactivty described under INDICATIONS AND USAGE.

a thatnpeychoti chid hetami

Amphaaioe Have e racotadto exacorae ot d ghonic s and Tourezas

S omier Shoulpracege e o it eiatons
hronic mphetamines may

6 assocated WEN growth hbRon: threfore arowth Showd be monkored durig

treatment. Drug Treatment is not indicated in ll cases of Attention Deficit Disorder with

chid. The decision to prescribe amphetamines should depend on the
shyskians assessment of the chroniky and severky of the hids symptams and ther
for hisiher the presence

7 one or more o the behaviore characierbtis.

reactions,
amphetamines & usually not indicated.

ADVERSE REACTIONS
Cardiovascular

Palptations, tachycardia, elevation of blood pressure. There have been isolated reports
of chronic

Central Nervous System

dizziness, insomnia, euphori, dyskinesia, dysphnrs, et headoche. ceatertaton of
‘motor and phonic tics and Tourette's syndror

Gastrointestinal

Dryness of the mouth, unpleasant taste, diarrhes, constipation and other
gastrontetinal dstrbances. Anorex and welght oss may occu 3 undesiable
effects when amphetaines are used for other than the anorectic effect

Allergic

Urticaria

Endocrine

Impotence, changes in fbido, and frequent or prolonged erections.
Musculoskeletal

Rhabdomyolysis

DRUG ABUSE AND DEPENDENCE
re a Schedule I ha
been extensiely abused. Tokrance,extreme psychological dependence, and severe
Socialdisabity have occurred. There are reports of patients who have
folowng probnged hign
results s changes are
2550 noted on the sleep EEG. Manfiestations of chronic intoxication with amphetamines
nchide severe dermatoss, marked msomi, rtabiy, Myperactvly and personaky
changes. The most severe manifestation of chronic intoxication & psychoss, often

re with

OVERDOSAGE
Individual patient response to amphetamines varies widely. Whie toxic symptoms



occasionaly occur as an idiosyncrasy at doses as low as 2 mg, they are rare with doses.

of less than 15 mg; 30 mg can produce severe reactions, yet doses of 400 to 500 mg

are not necessarly 1

In rats, the oral LDso of dextroamphetamine sufate is 96.8 mg/K

Symptoms

Manfestations amphetamines tremor,

paefioa, abomyahss. 130 eSPY Kol BTk, confu

iR, haluciations. pank states. Fatkue and goprcssion usualy flow the
c. hypertension, or

miing, diarrhea, pr by
Conuns and coma.
Treatment
gely 9 ncudes
ot e A SCotin Wi § ARG, Experonce i emotiohAE
s nadequate to Tegard. Aciifcaton of

if acute,

weno been
Suggested. However, a gradualdrop n blood pressure wil usually resuk when suffcient
sedation has been achieved. Chiorpromazine antagonizes the central stimulant effects of
mphetamnes and can b used 10 reat amphetamine ntoxicaton.

DOSAGE AND ADMINISTRATION
Regardless of indication,

Goone and dosage shout e Macsty adusted: Late evenng doses Shoukl be

avolded because of resuting insomnia.

Narcolepsy

Usual dose s 5 to 60 miligrams per day in divided doses depending on the individual

patient response.

Narcolepsy sekdom occurs in chidren under 12 years of age; however, when it does,

amphetamine sulfate tablets may be used. The suggested inkial dose for patients aged 6

t012 5 5 mg dai of 5 m

untloptimal response obtained. In patients 12 years of age and oider, start with 10 mg

iyl dosabe ay be rased I ncrements af 10 mg ot weck ntervas untl optemal

response i obtained. I bothersome adverse reactions appear (¢.9., nsomia or

anorexia) dosage should be reduced. Give the first dose on awakening; additional doses

(5 0r 10 mg) at intervals of 4 to 6 h

Attention Deficit Disorder with Hyperactivity

Not recommended for chidren under 3 years of age.

In chidren from 3o 5 vears of age, start wkh 2.5 mg daiy; daly dosage may be rased
inincrements of 2.5 mg at weekly ntervals unti optimal response & obtaned.

1n chidren 6 vears of age or older, start with 5 mg once or twice day; daiy dosage may.
e raised n increments of 5 mg af weekly ntervals unti optimal response s obtained.
Only in rare cases wil t be necessary to exceed 3 total of 40 miigrams per day.

With tablets give first dose on awakening; additional doses (1 to 2) at ntervals of 4 to 6
hours.

should to determine

there ks a recurrence of

Exogenous Obesity

Usual dosage i up to 30 mg dai, taken in divded doses of 5 to 10 ma, 3
s et et Not ecommended T s use n <hidren under 12 yeas of age

HOW SUPPLIED
Amphetamine sufate tablets, USP, are suppled as folows:

51ma; Wihke,round,convex ablet,uppers scored and debossed
o 100 tabiets weh

on the left side,
NDC 6362

s
10,mg: Whke,round, convex tatle. uppers ae doubl cossed scored and detossed

i the lovier left corner and "0 on the lower right corner, lowers debossed 'S in
Dottes of 100 tabkts wih chi-restant cosure, NDC §3636-1114-1

Store at 20° to 25°C (68° to 77°F); excursions permited between 150C and 300C (590F
and 860F). [see USP Controlled Room Temperature.] Dispense i a wel-closed container,
as defin UsP.

Repackaged/Relabeled by

Bryant Ranch Prepack, Inc.
Burbank, CA 91504

MEDICATION GUIDE
Amphetamine Sulfate Tablets, USP
(am fet” @ meen suf fate)

jur child starts takin
tablets and each time you get a refi. There may be new nformation. Ths information
oes not take the place of taking to your doctor about you or your chid' treatment.

What is the most important information | should know about amphetamine
sulfate tablets?

Amphetamine sulate tablets are a stimulant medicne. Some peopl have had
the following problems when taking stimulant medicines such
amphetamine sulfate tablets:
1. Heart-related problems:
+ sudden death in people who have heart problems or heart defects
« stroke and heart atack i aduts
+ increased biood pressure and heart rate
Telyour doctoryou o your < has oy heart proes, hear defects, igh iood
pressure, or a famiy histary of these pr
Your doctr shoudcheck you o your chi careflyfr hear problems bfore saring
mphetamine sulfate tablets
Your dector shouicheck you o your s blod pressure and heat e regary
during trestment with amphetamine sulfate tabet
Call your doctor right away if you or your chid have any signs of
Fromiams Such ak ehesk palh Shariness of breath or fantmg whike taking
amphetamine sulfate tablets.
2. Mental (Psychiatric) problems including:
In chidren, teenagers, and adut

rse behavior and thought problems
« new or worse bipolar flness
Jgressive behavior or hostiity

I Chiiren and Tesnagers who have psychiatric problems, new psychotic
symptoms such

hearing voices

seeing things that are not real

beleving things that are not true
eing suspicious.

new manic symptoms

el your doctor about any mental problems you or your chid have, or about a famiy
Pitoryof Sukere wpoor e oF depression

Call your doctor right away if you or your chikd have any new or worsening
mental symptoms or problems while taking amphetamine sulfate tablets,
especially:

+ gasing or hearing things that are not real
© believing things shat are not real
« being suspicious.

Circulation problems in fingers and toes [Peripheral vasculopathy, including
Roynacds prenomenon]

« Fingers or toes may feel numb, cool, painf

e of o may ange cor o bk 0 b, o red
el your doctor i you have or your chid has numbness, pain, skin color change, or
sensitivity to temperature in your fingers or toes.
Call your doctor right away i you have or your chki has any signs
s seuss sppeaiy o Flogers o tous whie Eakiog Lmshetaraine

Suitate tablets.
What are amphetamine sulfate tablets?

medicine used for the treatment of:

+ asleep disorder called narcolepsy.

. icit My plseac tiit 1 iSO ders ¢ADMBJon and decrease
isiv d hyp patients with ADHD.

Counselng or other therapies.
Amphetamine suffate tablets may be used as part of a
Short-term, weight reduction program for obesty.
+ Amphetamine sufae abes are Gt foruse s a anorect agen or exogenous
obesity in chidren less than 12
+ Amphetamine sufte tabts are o for s for ADH i chicren less than 3 years

- hé effcts of ongterm use of amphetaminesulate tablts i chidren arenot
known.
Amphstamine sufats tablets are a federall contralled substance (CII) because Kk contains amphetamine that can be a target for people who abuse prescription medicines or strest drugs. Keep amphetamine sulfate tablets in 2 safe place to protect K from theft. Never giv your amphetamine sulfate tablets to anyone else, because & may cause death or harm them. Seling or giving
‘the law.

away amphetamine sulfate tablets is agai
Tl vout Goctor T o o1 your i as (o s 4 abused or Jcohol, prescription medicines or street drugs.

Who should not take amphetamine sulfate tablets?
Do not take amphetamine sulfate tablets if you or your child:

« have heart problems or hardening of the arteries
« have moderate to severe high blood pressure
+ have hyperthyroiism
 areveryanwious, tene, o aghated
« have a history of
« are taking or he past 14 days an
2 onoaminc oxtisce ity of MAG!
+ are senstive to, alergic to, r had a reaction to other stimulant medicines.

What should I tell my doctor before taking amphetamine sulfate tablets?

Before you or your chid takes smphetamine sulfate tablets, tell your doctor
if you o your child has or If there is a family history of:

art problems, heart defects, high blood pressure.
rent OB Beksing pey<ess,san. s Ines, o depression
tics or Tourette’s syndrome
thyroid problems

res or have had an abnormal brain wave test ( ££G )
circulation problems i fingers and toes

Tell your doctor if:

+ you or your chid are pregnant or planning to become pregnant. It is ot known i
‘amphetamine sufate tablets wil harm your unborn baby
+ youoryour. fan to breastf
into your mik and may harm your baby. Talk to your doctor about the best way to
feed your baby if you take amphetamine sulfate tablets. Do not breastfeed whie
taking amphetamine sufate tablets.

Tell your doctor about all the medicines that you or your child takes, including
prescription and nuﬂﬂres:nplnn medicines, vitamins, and herbal supplements

cause s s effecs o the doses f ther medcines winoci 1 pe
justed whie taking amphetamine sufate tablets

Vouv doctor wil decide whether amphetamine sulfate tablets can be taken with other
edicines.

Especialy tell your doctor  you or your chid takes:

+ stomach acid medicines
antidepression medicines including MAOIS
antipsychotic medicines

um

slergy medicines tha contan decongestnts
d pressure me

nereott pan medknes
seizure medicines.

blood thinner medicines

g8z

Know the medicines that you or your chid takes.

Keep a st of your medicines with you to show your doctor and pharmacist when you
geta new medicine.

Do not start any new medicine whle taking amphetamine sulfate tabets
without taking to your doctor firs

How should I take amphetamine sulfate tablets?

exact 3 you to take .

Your doctor may change the dose unti t s right for you or your chid

The first dose of the day is usualy taken when you first wake in the morning

Amphetamine sulfate tablets may cause problems skeeping i taken ate at night.
h

 your doctor may treatment for
e o check 3D oy
+ Your ocor may do feguir hecks of the Bbod, heart, and bood pressure whie



taking amphetamine sufate tablets.
« Chidren should have ther height and weight checked often whie taking

topped f 3 problem is found during these check
it you r yourchid akes too many amphetamine sunale tablets, callyour doctor
i away, or go to the nearest hospal emergency roo

What should | avoid while taking amphetamine sulfate tablets?
Do not drive, operate machinery, or do other dangerous activities unti you know how
affect you.

What are possible side effects of amphetamine sulfate tablets?
Amphetamine sulfate tablets may cause serious side effms. :na'm-
See"What is the most important information | should ki

amphetamine sulfate tablets?" or nformatin on repored hear o mentol
problems

Other serious side effects include:

slowing of growth (height and weight) in chidren

sezure, manly n peope weh 3 storyof sezures

gresiant changes or bured v

taken ukh certan other medkines. Symptoms of serotoni syndrome may nchde:
agtation, hallichations, coma or other changes in mental st
problems cortroling your movements o mucle wkchig

rtbeat

© High b1 tow blood pressure
. er

muscle stffness or tightness.

The most common side effects of amphetamine sulfate tablets include:

unpleasant taste.

g loss
mood swings

Tak to your doctor f you or your chid have side effects that are bothersome or do ot
90 away.

For more
information ask your doctor or pharmacist.

Callyour doctor for medical advice about side effects. You may report side effects to
Solco Healthcare US, LLC at 1-866-257-2597 or FDA at 1-800-FDA-1088.

How should I store amphetamine sulfate tablets?

atroom 68°F to 77°F
(20°C to 25°C).

+ Keep amphetamine sulate tablets and al medicines out of the reach of chidren

General information about the safe and effective us

of amphetamine sulfate

edcingsare sometimes prescribd fo purposes other than those sted 1 o Medicaton
Gukde.Donctuse rphetains S0lta WL for.  Concin o whih R
crbed, Do not g amphetarine ulse et o cther peope. et they have
and

TURte a1 Yo wouk Be more nformaton, tok wih you docor. You cn ask
your doctor infor
Wrken for neakncare professanas.

For
Heathcare US, LLC at 1-866-257-2507
What are the ingredients in amphetamine sulfate tablets?
Active Ingredient: amphetamine sufite, USP.

i

Inactive Ingredients:
celiose, and stearic aci.

This Medication Guide has been approved by the U.S. Food and Drug Admintration.
Manufactured by:

Prinston Laboratories

3241 Woodpark Bid, Charbtte, NC 28206

Distributed by:

Sokco Heathcare US, LLC

‘Somerset, ) 08873, USA

Revised: 08/2019

9040381.01
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