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(mixed salts of smgle umly amphetamine product)

BOXED WARNING

WARNING: ABUSE, MISUSE, AND ADDICTION
iine aspartate,
sulfate and ine sulfate tablet has 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
cluding

, Sulfate
Tablets, can result in overdose and death (see OVERDOSAGE), and this
risk is increased with higher doses or unapproved methods of
administration, such as snorting or injection.

Aspartate, ine Sufate and
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

rtate,

Sulfate and ine Sulfate 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 WARNINGS and DRUG ABUSE AND DEPENDENCE).

DESCRIPTION

Asingle-entit he
dextroamphetamine and amphetamine, with the dextro isomer of ampnezamm
saccharate and d, Famphetamine aspartate.

EACH TABLET 5mg 7.5mg 10 12.5 15mg 20 mg 30 mg
CONTAINS mg mg

Destroamphetamine 125mg 1875 25 3125 375mg Smg 7.5
Saccharate mg _mg

Amphetamine 125 1875 25 3125 375 5mg 7.5mg’
Aspartate ¢! mg? mg* mgt mg

Monohydrate

Equivalent

Dextroamphetamine 1.25 mg 1 375 25 3125 375mg Smg 7.5mg
Suffate, USP

mg  mg
Amphetamine Sufate, 125 mg 1895 39 3135 375mg Smg 7.5 mg
usp m

9
Total amphetamine  3.13mg 4.7mg 63 7.8mg 94mg 126 188
Base Equivalence mg mg  mg

11,25 mg of Aspartate q to1.17 mg
Aspartate (Anhydrous) as supplied
21,875 mg of Amphetamine Aspartate Monohydrate equivalent to 1.755 mg
Amphetamine Aspartate (Anhydrous) as suppled
325 mg of t02.34mg
Asparate (Anhydrous) a2 euppied

3,125 mg of Amphetamine Aspartate Monohydrate equivalent to 2.925 mg
Amphetamine Aspartate (Anhydrous) as suppled
53.75 mg of q t03.51mg
Reartte (Anhyarove) o5 sumples
65 mg of Amphetamine Aspartate Monohydrate equivalent to 4.6 mg Amphetamine
Aspartate (Anhydrous) as supplied

5 mg of Aspay 07.03 mg
Aspartate (Anhydrous) as supplied

Inactive Ingredients

In addition, each tablet contains: colloidal siicon dioxide, magnesium stearate,
microcrystaline celulose, povidone, and pregelatinzed starch.

Colors
The 5 mg, 7.5 mg, and 10 mg tablets contain the color additive FD&C Blue#1 Aluminum
Lake,

The 12.5 mg, 15 mg, 20 mg and 30 mg tablets contain the color additive FDSC Yelow#6
Aluminum Lake.

CLINICAL PHARMACOLOGY

Pharmacodynamics

mines with CNS stimulant
ity The mode o therapeuti atton 1 Atiention Defick Hyperactiiy Disorder
(ADHD) is not known. Amphetamines are thought to block the reuptake.
norepinephrine and dopamine into the presynaptic neuron and increase the release of
these monoamines into the extra neuronal space.

Pharmacokinetics

Saccharate, Aspartate, D:
and Amphetamine Sulfate Tablets contain d-amphetamine and - ampmamme salts in the
ratio of 31, Folowing administraton o 2 sngle dose Joor3om

o ArpetaTine SuTae Tabets t hesthg vakunieers e fosted candeins, pesk
plasma concentrations occurred approximately 3 hours post-dose for bott
amphetamine and Famphetamine. The mean elimination haff-fe (t1.) for d- rohetamine
was shorter than the typ of the Fisomer (9.77 to 11 hours vs. 11.5 to 13.8 hours). The
PK parameters (Crmax, AUCo i) of d-and kamphetamine increased approximately three-
fold from 10 mg to 30 mg indicating dose-proportional pharmacokinetics.

‘The effect of food on the bioavailabilty of Dextroamphetamine Saccharate,
ate, Suffate and Tablets
has not been studied

Metabolism and Excretion
Amphetamine s reported to be oxidized at the 4 position of the benzene ring to form 4-

hydroxyamphetamine o on the side chan o or § carbons to form apha-hydroxy-
, respectively.

are both active and each is
Alpha-hydroxy-amphetamine undergoes deamination to form phenyl acetone, which
ultimately forms benzoic acid and its glucuronide and the glycine conjugate hippuric acid.
Although the enzymes involved in amphetamine metabolism have not been clearly
defined, CYP2D6 is known to be involved with formation of 4-hydroxy-amphetamine.
Since CYP2D6 is genetically polymorphic, population variations in amphetamine
metabolism are a possibilty.

Amphetamine is known to inhibt monoamine oxidase, whereas the abiity of

amphetamine and its metaboltes to inhibit various P450 isozymes and other enzymes

has not been adequately elucidated. /n vitro experiments with human microsomes

indicate minor inhibition of CYP2D6 by amphetamine and minor inhibition of CYP1A2,
or more metaboltes.

to in vivo concentrations, no predications regarding the potential for amphetamine or its
metaboltes to inhibit the metabolism of other drugs by CYP isozymes in vivo can be
ade.

With normal urine pHs do;
recoverable in urine as derivatives of alpha oy amphetamine. o approx\ma&ery
another 30% to 40%of the dose s recoverable  urine as smphetaming ke,

rphetamine has a pka of 8.9, urkary recovery of amphetamne s highy dependent on
S0 urine flow rekes, Akl rine s result n s ioioation anlreduced enal
eimination, and acidic pHs and high flow rates result in increased renal elimination with
clearances greater than glomeruiar firation rates, indicating the involvement of active
secretion. Urinary recovery of amphetamine has been reported to range from 1% to
75%, depending on urinary pH, with the remaining fraction of the dose hepatically
metabolzed. Consequently, both hepatic and renal dysfunction have the potential to
inhibit the efimination of amphetamine and result in prolonged exposures. In addition,
drugs that affect urinary pH are known to akter the eimination of amphetamine, and any
decrease in amphetamine’s metabolism that might occur due to drug interactions or
genetic polymorphisms is more liely to be clinicall significant when renal elimination is
decreased (see PRECAUTIONS).

INDICATIONS AND USAGE

accharate, Aspartate, D:

Amphetamine Sufate Tables (Mixed sats of single entty amphetamine prodct) are
ot for the e estment of Aventon Dk Hyperactivity Disorder (ADHD) a
Narcolepsy.

Attention Deficit Hyperactivity Disorder (ADHD)
A diagnosis of Attention Deficit Hyperactivity Disorder (ADHD; DSM-IV®) imples the
presence of hyperactive-impulsive or inattentive symptoms that caused impairment and
were present before age 7 years. The symptoms must cause clinically significant
impairment, e.g., in social, academic, or occupational functioning, and be present in two
or more settings, e.g., school (or work) and at home. The symptoms must not be better
accounted for by another mental disorder. For the Inattentive Type, at least six of the
folowing symptoms must have persisted for at least 6 months: lack of attention to
details/careless mistakes; lack of sustained attention; poor istener; faiure to folow
through on tasks; poor organization; avoids tasks requiring sustained mental effort;
loses things; easly distracted; forgetful. For the Hyperactive-Impulsive Type, at least six
of the folowing symptoms must have persisted for at least 6 months:

fficulty with quiet
activities; “on the go;" excessive taking; blurting answers; cant wait turn; intrusive. The
Combined Type requires both inattentive and hyperactive-impuisive criteria to be met.

CONTRAINDICATIONS

In patients known to be hypersensttive to amphetamine, or other components of D charate, Aspartate, Sulfate and Sulfate Tablets. reactions such as angioedema and anaphylactic reactions have been reported in patients treated with other amphetamine products [see ADVERSE REACTIONS]

Patients taking monoamine oxidase inhibitors (MAOIS), or within 14 days of stopping MAOIs (including MAOIs such as linezolid or intravenous methylene blue), because of an increased risk of hypertensive crisis [see WARNINGS and DRUG INTERACTIONS].

WARNINGS

Abuse, Misuse, and Addiction

ate, ulfate
and amphetamine sufate tablets has 2 igh pmenma\ for s and mese. The use of
ate, aspartate, sulfate

and amphetaming Sufate tablets exposes mdnidust o the roke of shuse ang misuse,
which can lead to the development of a substance use disorder, including addiction.



ate, ate,

and amphetamine sufste tablts can be derted o o el ven o ik channes
istribution (see DRUG ABUSE and DEPENDENCE: Abuse). Misuse and abuse of

NS Stmuants, mchidng Dextroamphetamine saccharate, amphetamine aspartate,

s, can result in overdose and

et (ent OVERDOSAGE) and ki & mer oot wits higher doses or unapproved

methods of administration, such as snorting or injection.

Betors prescrbing Dextroamphetomie saccharsts, amphetamin aspartate,
blets, assess each patient's risk
o s, meusa, and addicton: Eaucate pationts and thek Famlcs about hése rks
and proper dipasal of sny unused drug. Advise patints to store amphetamine sule
safe place,preferaby locked. and struct patints 1o ot give Dextroamphetamine

Saccrar aspart
ot tabits o anyone eee. Throdghout Destroamphetamie aceharme,

aspartate, ablets
Treatment, eassess cach patient's 1ok of dbuse, meuse, and adaiton and frequenty
monitor for signs and symptoms of abuse, misuse, and addiction.

Risks to Patients with Serious Cardiac Disease

Sudden death has been reported in patients with structural cardiac abnormaliies or
other serious cardiac disease who were treated with CNS stimulant treatment at the
recommended ADHD dosages,

Avoid ccharate,
CUlfate and smpbetamine suate bles U n pationts wih known structural cardiac
abnormaities, cardiomyopathy, serious cardiac arrhythmia, coronary artery disease, or
other serious cardiac disease.

Increased Blood Pressure and Heart Rate

ch stimuents couse en icresse in boad pressure (mesn ncrease about 2 to 4 mm
) and heart rate (mean increase about 3 to 6 bpm). Some patients may have larger

ncraases. Monior al nex:mamphexamme saccharate, amphetamine aspartate,

tablets -treated patients for

potential tachycardia and hypertensmn
Psychiatric Adverse Reactions
Exacerbation of Preexisting Psychosis

N stimulants may exacerbate symptoms of behavior disturbance and thought
disorder i patients with a pre-existing psychotic disorder.

Induction of a Manic Episode in Patients with Bipolar Disorder

CNS stimulnts may induce s manic or mixed epiode n patients, Prior to \nma(mq

screen patients for risk factors for developing a manic episode (e.
Comero or hvory of Geprease sympioms or a Tamiy hetory of cucide, Bpar
disorder, o depression).

New Psychotic or Manic Symptoms

CNs stimulants, at recommended doses, may cause psychotic or manic symptoms
.., hallucinations, delusional thinking, or mania) in patients without a prior histor
psychotic ilness or mania. In a pooled analysis of multiple short-term, placebo-controlied
studies of CNS stmulants. psychoti or maric symptoms accurred i spproximately
of ONS stimulntreated patents compared wih 0% of placebo-reated patents
Fsueh symptom

orote, and tablets.
Long-Term Suppression of Growth in Pediatric Patients.

CNs stimulants have been associated with weight loss and slowing of growth rate in
peditric patients. Closely monor growth (weight and height) in Dextroamphetamine
saccharate,
Sulfate tablets treated pediatric patients treated with CNS stmulants. Pediatric patients

who are not growing or gaining weight as expected may need to have their treatment
interrupted (see PRECAUTIONS, PEDIATRIC USE).

Seizures
There is some ciinical evidence that stimulants may lower the convulsive threshold in
patients with prior history of Seizure, in patients with prior EEG abnormalties in absence
of seizures, and very rarely, in patients without a history of seizures and no prior EEG
evidence of seizures. In the presence of seizures, the drug should be discontinued.

Peripheral Vasculopathy, Including Raynaud’s Phenomenon
Stimulants, including

and et o204 to thest ADHD are
ss0citoq with peripherel vasculopethy, ncladng Reynaud s phanomenon. SEs and
symptoms are usualy intermittent and mid; however, sequelae include digital ulceration
andjor softtsue breskdown. Effects of perpheral vasculopsthy, cking Raynaud's

X ed n postmrketing reports and at the therapeic dosage of
O st a1 ‘age groups throughout the course of treatment. Signs
symptoms generally improved after dosage reduction or msconmua{mn o e cns
stimulant. Careful observaton for dgkalchanges s necessary

aspart sulfate
o Smphetaming Sulate abets resment. Fortner ol cudhoation (e,
rheumatology referral) may be appropriate for Dextroamphetamine saccharate,
tablets

treated patients who develop signs or symptoms of peripheral vasculopathy.

Serot

Syndrome

Serctonin yndrome, a potentialy fe-threatening reaction, may occur wh
phetamines are used n combnaton wih other drugs tha afect the sem(unerg\c
e ansmiter systems sucn 2 monoamine oxise Fnbiors (AOIS), seiet
serotonin reuptake inhibitors (SSRIs), serotonin norepinephrine euptake gors.
(SNRIs), triptans, tricycic antidepressants, fentanyl, ithium, tramadol, tryptophan,
buspirone, and St. John's Wort [see DRUG INTERACTIONSI. The co-administration
with cytochrome P450 (CYP2D6) inhibitors increase the risk with increased exposure to
s ate, ine aspartate, ine sulfate
and amphetamine sulfate tablets. In these situations, consider an akernative non-
serotonergic drug or an alternative drug that does o inhibit CYP2D6 [see DRUG
changes

(e.9., agiation, ha“uc\namns deleur, and coma), auRonomic netabity (o)
tachycardia, labie bloo e, dizziness, diaphoresis, flushing, and hyperthermia),
oo mOSCbr SyTPROTR (2.9, fremor. ity myockanUS. TyperreEn, and
res, andjor (e.g., nausea, vomiting,
diarrhea). Concomitant use of Dextroamphetamine saccharae, amphetamine spartate
tablets ith VAOIs drugs &
[see

saccharate, aspartate, Ifate
and amphetamine sulfate tablets and any Concomiont semlor\erqt Sgents immedotely
if the above symptoms occur and initiate supportive symptomatic treatment. If
concomkant use Dextroamphetamine ssccharate, amphetamine sspartal

ablets with other serotonergic
drugs or CYPZDE nhbkors | s chmcaw warronted, kst Dextroamphetamine
saccharate, aspar

oo tabits Wity ower donea, monkor T palents for the amergence cof soroton
Symdrome during Arug Wkiaton ar tration, and Rform patents of the Increased risk for
serotonin syndrome.

Motor and Verbal Tics, and Worsening of Tourette’s Syndrome
N stimulants, including amphetamine sulfate, have been associated with the onset o
exacerbation of motor and verbal tics. Worsening of Tourette’s syndrome has also been
reported. Before intiating Dextroamphetamine Saccharate, Amphetamine Aspartate,

ulfate and Tablets, assess the family history
and clinically evaluate patients for tics or Tourette's syndrome. Regularly monitor
patients for the emergence or worsening of tics or Tourette’s syndrome with

Saccharate, , D
and Amphetamine Sufate Tablets, and discontinue treatment f clinically appropriate.

PRECAUTIONS

Information for Patients

Advise the patient to read the FDA-approved patient labeling (Medication Guide).
Abuse, Misuse, and Addiction

Educate patients and their families about the risks of abuse, misuse, and addiction of
arate, ine aspartate, ine sulfate

and amphetamine sulfate tablets, which can lead to overdose and death, and proper

disposal of any unused drug (see WARNINGS, DRUG ABUSE AND DEPENDENCE,

tablets in
01t piace, preferany lockea, and matruct patints to no[gr\le Sectroamphetamine
saccharate, , and

sulfate tablets to anyone else.

Risks to Patients with Serious Cardiac Disease

Advise patients that there are potential risks to patients with serious cardiac disease,

cluding sudden death, wih Dextroamphetamine saccharate, amphetamine aspartae,
Tobits e, Ins(rucl patients to
Contact a heathcare provider mmeciately f they develop symptoms such 4 exertional

Chest par, anexplaGd SYMCape, or GTher SymBLoms Sujoeste of Cardie dsease [see
WARNINGS]

Increased Blood Pressure and Heart Rate
Advse patients that Dextroamphetaine saccharate, smphetaming aspartate,
lets can elevate biood pressure

and heart rate [see WARNINGS).

Psychiatric Adverse Reaction:
dvise patients that Dextmamphe'tzmme saccharate, amphetamine aspartate

oses,
Can cause psyehoti or mank sympmms even in pauems wiout prior netory of
psychotic symptoms or mania see WARNINGS].

Long-Term Suppression of Growth in Pediatric Patients
Advise patients that Dextroamphetamine saccharate, amphetamine aspartate,
may

growth including weight loss [see WARNINGS].

Circulation Problems in Fingers and Toes [Peripheral Vasculopathy, Including Raynaud’s
Phenomenon]

« Instruct patients beginning treatment with dextroamphetamine saccharate,
aspartate, dextroamphetamine sulfate and amphetamine sulfate tablets, about the
risk of peripheral Vasculopathy, including Raynaud's phenomenon, and associated
signs and symptoms: fingers or toes may feel numb, cool, painful, andjor may
change color from pale, to blue, to red,

+ Instruct patints to report o thef physican any new numbness, pain, skin color

change, or sensiivy to temperatue 1 ingers o toes.

* Instruct patients to call t o mmedin tely with any signs of
Umexplained wounds appeavlnq o fingers or toes wnu taking

Saitate and e sufate tablets.

Further cinical evaluation (e.q., rheumatology referral) may be appropriate for certain
atients.

Serotonin Syndrome

Caution patients about the risk of serotonin syndrome with concomitant use of

and amphetamine sulfate and other serotonergic drugs including SSRIs, SNRIS, triptans,
tricyclic antidepressants, fentanyl,ithium, tramadol, tryptophan, buspirone, St. john's
Wort, and with drugs that impair metabolism of serotonin (in particular MAOIs, both
those ntended to treat psychiatric disorders and also others such as linezold [see
CONTRAINDICATIONS, WARNINGS, and DRUG INTERACTIONS]



Advise patients to contact their healthcare provider o report to the emergency room if
they experience signs or symptoms of serotonin syndrome.

Motor and Verbal Tics, and Worsening of Tourette’s Syndrome.

« Advise patients that motor and verbal tics and worsening of Tourettes Syndrome may
occur during treatment with Dextroamphetamine saccharate, amphetamine aspartate,
tablets Instruct the patients to
notify their healthcare provider n emergence or worsening of tics or Tourette's
syndrome occurs [see WARNINGS),

Drug Interactions
MAO Inhibitors

Concomitant use of MAOIS and CNS stimulats can cause hypertensive crss. Potentl
outcomes include death, stroke, myocardial infarction, aortic disss
opnthamoiogcl compicaions, echmpsi, punonary edera S veoai aure. Do not

administer ]
tablets or within 14
days after Ao ok and
Serotonergic Drugs
use of saccharate, asp
and bt and serotonerge s

increases the risk of serotonin syndrome. Initiate with lower doses and monitor patients
for shs and symptoms of serotorin syncrome, particulrly durkg Dextroarphetamie

saccharate, aspartate,
sufate tabets nfiaton or dosage crease, I serotonin cyndrore occurs, dscontoue
saccharate, te

and amphetamine sulfate et and the comcomtan Ceratonergi Grug(e) [see.
WARNINGS and PRECAUTIONS].

CYP2D6 Inhibitors
use of saccharate,

and obite and Y9206 mmbrtors may
D harate,

artate,
Tabkts compered t the use of the
drug alone and increase the ek o ceratoni syndrome. Initiate with lower doses an
monikor patents for signs and symptoms of serotonin syndrome partculrl during

ccharate, partate, sulfate
o amphetamine Sufate tabets niiaton and ater dnsage increase. If serummn
syndrome occurs, accharate, aspartate,
s ard e CYp 306 kDT

[see WARNINGS, OVERDOSAGEL
Acidifyingagents

Lower blood levels and efficacy of amphetamines. Increase dose based on ciiical
response. Examples of acilfying agents include gastrointestinal acilitying agents and
urinary acidfying agents.

AdrenergicBlockers

Adrenergic blockers are inhibited by amphetamines.

AkalinzingAgents

Increase bood leveks and potentite the action of amphetamine, Co-admiktration of
arate. 3 aspartate, sulfate

s ainzig sgen d be
e Eampes of skoinging ageﬂs include gastrantestnal a\kal\mzmg agems (eg.
sodium bicarbonate) and urinary akalinizing agent

TricyclicAntidepressants

May enhance theactvty of ricyclc or symoathomimetc agents causig strking and
sustained increases in of e brai

elfects can be potentited. Monkor frequently and adstor et Stenmaiie therapy
based on clinical response. Antihistamine:

Amphetamines may counteract the sedative effect of antihistamines.

Antihypertensives
Amphetamines may antagonize the hypotensive effects of anthypertensives.
Chiorpromazine
o blocks dop receptors, thus inhibiting the central stimulant effects of amphetamines, and can be used to treat amphetamine poisoning.
Ethosuximide
may delay of
Haloperidol
Haloperidol blocks dopamine receptors, thus inhibiting the central stimulant effects of amphetamines
LithiumCarbonate
‘The anorectic and stimulatory effects of amphetamines may be inhibited by ithium carbonate.
Meperidine
Amphetamines potentiate the analgesic effect of meperidine.
MethenamineTherapy
Urinary excretion of amphetamines is increased, and efficacy is reduced, by acidifying agents used in methenamine therapy.
Norepinephrine
enhance the ad effect of
Phenobarbital
may delay of of produce a synergistic i
Phenytoin
may delay intestinal absorption of phenytoin; of phenytoin may produce a synergistic anticonvulsant action
Propoxyphene

In cases of propoxyphene overdosage, amphetamine CNS stimulation is potentiated and fatal convulsions can
occur.

ProtonPumplnhibitors

Time to maximum concentration (Tmax) of amphetamine is decreased
compared to when administered alone. Monitor patients for changes in cinical effect and adjust therapy based on clinical response. An example of a proton pump inhibitor is omeprazole

VeratrumAkaloids
Amphetamines inhibit the hypotensive effect of veratrum alkaloids.
Drug/Laboratory Test Interactions

Amphetamines can cause a significant elevation in plasma corticosteroid levels. This
increase is greatest in the evening. Amphetamines may interfere with urinary steroid

determinations.

c and of Fertility

No evidence of carcinogenicity was found in studies in which d,-amphetamine
(enantiomer ratio of 1:1) was administered to mice and rats in the diet for 2 years at
doses of up to 30 ma/kg/day in male mice, 19 ma/kg/day in female mice, and 5
mag/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 [chid] on a
mag/m? body surface area basis,

in ratio present in D charate,

ablets
(medote relosseya: o 1 1ot of 311wt not :\aslogemc T the mouse bone martow
micronucleus test in vivo and was negative when tested in the E. coli component of the
Ames test in vitro. d, FAmphetamine (1:1 enantiomer ratio) has been reported to
produce a positive response in the mouse bone marrow micronucleus test, an equivocal
response i the Ames test, and negative responses in the in vitro sister chromatid
exchange and chromosomal aberration assays.

n ratio present in D charate,

ablets
o gt saeaselid o - ot o1 31) i ot adversely affect ferity o eary
embryonic development in the rat at doses of up to 20 mg/kg/day (approximately 5
e e cOMndEd P 056 o 0 ey an A regme bady suface
area basis).

Pregnancy

Terstogeni ffects

ratio present in
Spartate and tablets

(650 172t of 311, et no appexent sHfcts on embryofetal mor poIgKal

development or survival when orally administered to pregnant rats and rabbits

throughout the period of organogenesis at doses of up to 6 and 16 mg/kg
respectiey, These doses are aporo and 8 times, respec he maximum
iman dose of 30 ma/day [chid] on a mg/m2 body surface area bask.

Fetal malormations and desth have been reported n mice folowi perentera
of d of 50 mg/kg/day 6 times that of

a human dose of 30 m/day [chid] on a mg/m2 basis) or greater to pregnant animals.

Administration of these doses was also associated with severe maternal toxicty.

A number of studies in rodents indicate that prenatal or early postnatal exposure to
amphetamine (- or d,\-), at doses similr to those used clinically, can result in long-term

and memory deficits, akered locomotor activity, and changes in sexual function.

There are no adequate and welkcontroled s(ud-es in pregnant women. There has been
one report fistula, and anal
et fater ssocaton) m o baby Yorn to 3 woman wno toak dextroamphetamine

sulfate with lovastatin during the first trimester of pregnancy. Amphetamines should be
used during pregnancy only if the potential benefit justiies the potential risk to the fetus.

Nonteratogenic Effects

Infants born to mothers dependent on amphetamines have an increased ri
premature debvery and low bFth welght. A, these infants may expenence symploms
O witdrawal as Gemontrated by dysphoris, incading agtaton, and Snifica

lassitude.

Usage in Nursing Mothers

Amphetamines are excreted in human mik. Mothers taking amphetamines should be advised to refrain from nursi

Pediatric Use

Longterm efects of amphetamines i chidren nave not been welestablshed
mphetamines are not recommended for use in chidren under 3 years of age with
Atention Defick Hyperacthiy Dsorder described Under INDICATIONS AND USAGE.

Geriatric Use

Saccharate, Aspartate, sufiate
and Amphetamine Sulfate Tablet has not been studied in the geriatric population.

ADVERSE REACTIONS

Cardiovascular
Palpitations, tachycardia, elevation of blood pressure, sudden death, myocardial
infarction. There have been isolated reports of cardiomyopathy associated with chronic



amphetamine use.

Central Nervous System
Psychotic episodes at irriabitty,
euphoria, dyskinesia, dysphoria, depress\on ot Tt ani veroa s, aggression,
anger, logorrhea, dermatilomania.

Eye Disorders

Vision blurred, mydriasis.

Gastrointestinal
Dryness of the mouth, unpleasant taste, diarrhea, constipation and oth
oastrontestnal dturbances. Anorexia and weight loss may occur a3 Undesiable

Allergic
Urticaria, rash, hypersensitivity reactions including angioedema and anaphylaxis. Serious
skin rashes, including Stevens-Johnson syndrome and toxic epidermal necrolysis have
been reported.

Endoc
mpotence, changes i Bido, frequent or prokonged erections.

Skin
Alopecia

Musculoskeletal

Rhabdomyolysis

To report SUSPECTED ADVERSE REACTIONS, contact Aurobindo Pharma USA,
Inc. at 1-866-850-2876 or FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch.

DRUG ABUSE AND DEPENDENCE

saccharate, aspartate, sulfate and
amphetamine, a Schedule Ii controlled substance.

Abuse

saccharate, aspartate, sulfate
ot amphCtTine ulate CaoRts i a lgh Borentfo ssse anG st WHE Can
lead to the development of 3 substance use diorder, including addiction [see
WARNINGS and P} charate,

aspartate, tablets can be diverted
o ot et e ek Chanre or detpucon

Abuse i 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

rposes, of a drug by an individual in a way other than prescribed by a health care
provider or for whom & was not prescribed. Drug addiction s a cluster of behavioral,
cognie, and physioogkal phenomens that may lnclude  strong deske to take the
drug, difficuties in commmng drug use (€.g., continuing drug use despite harmful
consequences, giving a higher priority to drug use than other activiies e Sblgations),
2N possie tolerance or physkal dependence

Misuse and abuse of amphetamines may cause increased heart rate, respiratory rate, or
Blood pressure; sweating,disted pupls; yperactvy; estiessness; insomni
decreased appette; loss of coordination; tremors; fiushed skin; vomiting; and/or
sbdorinal o3 ity peyhost, hosttys ageression, and sucanl o nomiceel
ideation have also been observed wi stimulants abuse and/or misuse. Misuse and
Sbuse of CNS stmuints, inciuding Dexrosmphétamine saccharate, amphetamine
aspartate, and can result in overdose
2P Genth (560 OVERDOSAGE] and the ek & ncrensed win Hgher doses or
unapproved methods of administration, such as snorting or injection.

Dependence

Physical Dependence
saccharate, aspartate, sulfate
may produce Physici eisa
state that develops as a resuk 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
folowng probonged use of CNS stinans ickidng Dextraamphetamine ssccharake
include

Gaphork maod: deprecsion; atBue; vk, unplassant dreamme: keomaa o
hypersomnia; increased appetie; and psychomotor retardation or agtation.

Tolerance

saccharate, aspartate, ifate
o amphGtamnG Sufate may proGuce tokrance. Tokrance 5 & physopgkal state
characterized by a reduced response to a drug after repeated administration (ie., a
higher dose of a drug is required to produice the same effect that was once obtained at
alower dose).

OVERDOSAGE

Clinical Effects of Overdose
Overdose of CNS stimulants is characterized by the folowing sympathomimetic effects:
.c effects including and or hypotension.

Vasospasm, myocardial infarction, or aortic d\ssectmr\ may precipitate sudden cardiac
death. Takotsubo cardiomyopathy may deve

* CNS effects including psychomotor aglatmr\. confusion, and hallucinations. Serotonin
syndrome, seizures, cerebral vascular accidents, and coma may occur.

« Lifethreatening hyperthermia (temperatures greater than 104°F) and rhabdomyolysis
may develop.

Overdose Management

Consider the possibilty of multple drug ingestion. D-amphetamine is not dialyzable.
Consider contacting the Poison Help ine (1-800-222-1222) or a medical toxicologist for

DOSAGE AND ADMINISTRATION

Regardiess of indication, amphetamines should be administered at the lowest effective
dosage and dosage should be individualy adjusted according to the therapeutic needs
and response of the patient. Late evening doses should be avoided because of the
resulting insomnia,

Attention Deficit Hyperactivity Disorder
Not recommended for chidren under 3 years of age. In children from 3 to 5 years of
age, start with 2.5 mg daiy; daily dosage may be raised in increments of 2.5 mg at
weekly intervals until optimal response i obtained.

In chidren 6 years of age and okler, start with 5 mg once or twice daily; daly dosage
may be raised in increments of 5 mg at weekly intervals until optimal response is
obtained. Only in rare cases wil t be necessary to exceed a total of 40 mg per day. Give
first dose on awakening; additional doses (1 or 2) at intervals of 4 to 6 hours

Prior to treating patients with Dextroamphetamine saccharate, amphetamine aspartate,

« for the presence of cardiac disease (i.., perform a careful history, famiy history
of sudden death or ventricular arrhythmia, and physical exam) [see WARNINGS]

« the family history and ciinically evaluate patients for motor or verbaltics or
Tourette's syndrome before niating Dextroamphetamine saccharate amohetamine
aspartate, and

Narcolepsy

Usual dose 5 mg to 60 mg per day in divided doses, depending on the individual
patient response.

Narcolepsy seklom occurs in chiiren under 12 years of age; however, when it
does, dextroamphetamine suffate may be used. The suggested inttal dose for patients
aged 6 to 12 is 5 mg daily; daily dose may be raised in increments of 5 mg at weekly
intervals unti optimal

response s obtained. In patients 12 years of age and older, start with 10 mg daly; daly
dosage may be raised in increments of 10 mg at weekly intervals until optimal response
is obtained. I bothersome adverse reactions appear (€.., insomnia or anorexia),
osage shoukd be recuced. G frst dose on awakening; adakional doses (L or 3) ot
intervais of 4 to 6 hours.

HOW SUPPLIED

saccharate, aspartate, suffate
and amphetamine sulfate tablets (Mixed salts of single entity amphetamine product) are
suppled as:

5 mg Tablets - Light blue to biue colored, mottled, round, flat-faced, beveled edge
tablets debossed with ‘U25" on one side and quadrisect on other side.

Bottles of 50 13107-068-50
Bottles of 100 13107-068-01
Bottles of 250  13107-068-25
Bottles of 500  13107-068-05
Bottles of 1000 13107-068-99

7.5 mg Tablets - Light blue to blue colored, mottled, round, convex tablets debossed
with “U26’ on one side and quadrisect on other side.

Bottles of 50 13107-069-50
Bottles of 100 13107-069-01
Bottles of 250  13107-069-25
Bottles of 500 13107-069-05
Bottls of 1000 13107.069.95

10 mg Tablets - Light biue to blue colored, mottled, round, convex tablets debossed
with “U27" on one side and quadrisect on other side.

Bottles of 50 13107-070-50
Bottles of 100 13107-070-01
Bottes of 250 13107.070-25
Bottles of 500 13107-070-05
Bottles of 1000 13107.070.98

12.5 mg Tablets - Light orange to orange colored, mottled, round, flat-faced, beveled
edge tablets debossed with ‘U28" on one side and quadrisect on other side,

Bottles of 50 13107-071-50
Bottles of 100 13107-071-01
Bottles of 250 13107-071-25
Bottles of 500 13107-071-05

tablets contain



Bottles of 1000 13107-071-99

15 mg Tablets - Light orange to orange colored, mottked, round, convex tablets
debossed with ‘U29' on one side and quadrisect on other side.

Bottles of 50 13107-072-50
Bottles of 100 13107-072-01
Bottles of 250 13107-072-25
Bottles of 500 13107-072-05
Bottles of 1000 13107-072-99

20 mg Tablets - Light orange to orange colored, mottled, round, convex tablets
debossed with 'U30’ on one side and quadrisect on other side.

Bottles of 50 13107-073-50
Bottles of 100 13107-073-01
Bottles of 250  13107-073-25
Bottles of 500 13107-073-05
Bottles of 1000 13107-073-99

30 mg Tablats - re kgt arange to orange colore, motted, round, s faced, heveled
edge tablets debossed with ‘U3’ on one side and quadrisect on other sid

Bottles of 50 13107-074-50
Bottles of 100 13107-074-01
Bottles of 250  13107-074-25
Bottles of 500 13107-074-05
Bottles of 1000 13107-074-99
Dispense in a tight, light-resistant container as described in the USP.
KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN.

Store at 20° o 25°C (68° to 77°F) [See USP Controlled Room Temperature],

Dispense with Medication Guide avaiable at
quides.

Distributed by:
Aurobindo Pharma USA, Inc
279 Princeton-Hightstown Road
East Windsor, NJ-08520

Revised: 02/2025

MEDICATION GUIDE

Sulfate and Sulfate Tablets Cll

(dex”” troe am fet’ a meen sak’ a rate, am fet’ a meen as par tate, dex” troe am fet’ a

meen sul fate, and am fet' a meen sul fate)

Whatisthemostimportantinformationl should know about Aspartate, Sulfate and
i Sulfate and ine Sulfate Tablets

may cause serious side effects, including:
buse, misuse, and addiction. Dextroamphetamine Saccharate, Amphetamine
Aspartate, Dextroamphetamine Sulfate and Amphetamine Sulfate Tablets has a high
chance for abuse and misuse and may lead to substance use problems, including
addiction. Misuse and abuse of Dextroamphetamine Saccharate, Amphetamine
Aspartate, Dextroamphetamine Suffate and Amphetamine Sulfate Tablets, other

amphetamine containing medicines, and methylphenidate containing medicines, can lead
to overdose and death. The ik of “overdose and death & ncraseed win higher doses of
spartate,

o ApPetaTinG Sulate Tobets o when & & el n ways hat o O pproved, uch
as snorting or injection.

o Your heakhcare provider shouk check you ar your chkd's ik for ahuse, msse, and
addiction with

Rapartore, DocroamBataming Sulate g Amphamine Sutate Tabets andwh
monitor you or your chid during treatment.

o te, Suffate

and Amphetamine Sulfate Tablets may lead to physical dependence after prolonged use,

even i taken as directed by your healthcare provlder.

0D not give

Dextroamphetamine Sulfate and mahctamine Sufate Tamit 1o anyons else. See
t is

Aspartate, Sulfate and Sulfate Tablets?"
for more information.
Saccharate,
Suffate and Amphetamine Sulfate Tablets in a safe place and properly dispose of any
unused medicine. See “How should I store Dextroamphetamine Saccharate,
Sulfate and

Aspartate,
Sulfate Tablets?” for more information

o Tell your healthcare provider if you or your chid have ever abused or been dependent
on alcohol, prescription medicines, or street drugs.

o Risks for people with serious heart disease: Sudden death has happened in
people who have heart defects or other serious heart disease.

Your hesthcare provider shouid check you or your chid careful fo heart prablems

Aspartate, Dex(mamphaam\ne Sulfate and Amphetamvne Sbote Tovire, Teh your
heatthcare provider if you or your chid have any heart problems, heart disease, or

heart defects.

Calyour heakthcare provder right sway or go o the nesrest hospital

emergency room right away if you or your ny signs of heart

problems such as chest pain, shortness of ‘resth, or 1o ing during

treatment with Aspartate,
ine Sulfate and ine Sulfate Tablets.

Increased blood pressure and heart rate.

Your heakhcare proviler shoukl check you o your chi's blood pressure and heart rate
regularly during treatment with Dextroamphetamine Saccharate, Amphetari
Aspartate, Dextroamphetamine Sulfate and Amphetamine Suffate Tablets

Mental (psychiatric) problems, including
o AllPatients

0 new or worse behavior and thought problems

0 new or worse bipolar ilness

o new psychotic symptoms (such as haring voces o seeng o beevg thngs that
are not real) or new manic sympto

Tell your healthcare provider about any mental problems you or your chiki have, or
about a famiy history of suicide, bipolar iness, or depression.

Call your healthcare provider right away if you or your child have any new or
worsening mental symptoms or problems during treatment with

Aspart:

Sulfate and Sulfate Tablets, especially
hearing voices, seeing or believing things that are not real, or new manic
symptoms.

What is i ine Aspartate,

Sulfate and Sulfate Tablets?

) artate, D
and Amphetamine Sufate Tabletsare central nervous system (CNS) stimulant
prescription medicine used for the treatment of

Attention-Defick Hyperacthty Diorder (ADHDD Inchidren 3o 17 years of age.

and Amphetamine oo Taers may help mcrease tenion and decreace
impulsiveness and hyperactivity in people wit

a sleep disorder called narcolepsy in people 6 years and older.
Its not known if D charate,

tate
Tablet is safe and effective in

chikdren with ADHD under 3 years of age.

It s ot known ¥ Dextroamphetamine Saccharate, Amphetamine Aspartate
Tablet is safe and effective in

Chikran wih Narcaiepsy under 6 years of age

Saccharate, ,
and Amphetamine Sulfate Tablets i a federally controlled substance (CIl) because it
contains amphetamine that can be a target for people who abuse prescription medicines
o stret drugs. Keep Dextroamphetamine Saccharate, Amphetamine ASpartat

ets i a safe place to prote(l

it from theft. Never give your Soccharate

Suffate and Tabits 1 atyone die becmuse s
may cause desth or Harm them. Seingor gving away Dextroamghetamine Saccharate,

tate,

Tablets may ore athers o & against the o

Do not take

Asparta
Sulfate and Sulfate Tablets if you or your
child:

are allergic to amphetamine products or any of the ingredients in
harate, spartate,

and Amphetamine Sufate Tablets. See the end of this Medication Guide for a complete
list of ingredients in Dextroamphetamine Saccharate, Amphetamine Aspartate,
Dextroamphetamine Sulfate and Amphetamine Sulfate Tablets.

are taking or have taken within the past 14 days, an anti-depression medicin
used to treat depression called a monoamine oxidase inhibitor or (MAOI), including the
antibiotic linezold or the intravenous medicine methylene blue,

Before taking

ulfate Sulfate Tablets, e vour
healthcare provider about sl s your or your chik's madical
conditions, including if you or your c!

have heart problems, heart disease, heart defects, or high blood pressure

have mental problems including psychosis, mania, bipolar lness, or depression,
or have a famiy history of suicide, bipolar iiness, or depression

have kidney problems, including end stage renal disease (ERSD)
have seizures or have had an abnormal brain wave test (EEG)
have circulation problems in fingers o toes

or had repeated movements or sounds (tics) or Tourette’s syndrome, or
have a family history of tics or Tourette’s syndrome
are pregnant o plan to become pregnant.t & not known f Dextroamphetamine
Sacchar: tat
oot Tablts wil harm the unborn Baby. Teh your heskheare proviaer f you o your
chid become pregnant during treatment with Dextroamphetamine Saccharate,
tate,

Tablets.
are or plan to breastfeed. D charate,
tate, Sulfate and Tablets
passes into e i You or your chid should not breastfeed during treatment with
Saccharate, Aspartate, D Sulfate

and Amphetamine Suffate Tablets. Tak to your healthcare provider about the best way
0 feed the baby during treatment with Dextroamphetamine Saccharate, Amphetamine
Aspartate, Dextroamphetamine Sulfate and Amphetamine Sufate Tablets

Tell your healthcare provider about all of the medicines that you or your child

Sulfate Tablets?



take, including prescription and over-the-counter medicines, vitamins, and herbal
supplements.

Saccharate, Aspartate, D:

and Amphetamine Sufate Tablets and some medicines may interact with each other and
cause serious side effects. Sometimes the doses of other medicines will need to
changed during treatment with Dextroamphetamine Saccharate, Amphetamine
Aspartate, Dextroamphetamine Suffate and Amphetamine Sulfate Tablets.

will decide D
hepartate, Dextroamphetamine Sufate and Ampnetaming Sufate Tablets can be taken
with other medicines.

Especially tell your healthcare provider if you or your child take:
+ selective serotonin reuptake inhibitors (SSRIs)

« medicines used to treat migraine headaches calied triptans

« ithium

« tramadol

+ buspirone
« serotonin norepinephrine reuptake inhbitors (SNRIS)
« tricyciic antidepressants

« fentanyl

« tryptophan

« St John's Wort

Know the medicines that you or your chil take. Keep a lst of your or your chikd's
medicines with you to show your healthcare provider and pharmacist when you or your
chid get a new medicine.

Do not start any new medicine during treatment with Dextroamphetamine
rt:

Aspartate, ang
Amphetamine Sulfate Tablets without talking to your healthcare provider
first.

How should ine Aspartate,
Sulfate and Sulfate Tablets be taken?
Take ) tate,
Sulfate and Tablets exactly as prescribed by

your or your chid's heatthcare provider.
Your healthcare provider may change the dose if needed
“The first dose of the day is usually taken when you first wake up.

D te, Aspartate,
Sulfate and Amphetamine Sulfate Tablets can be taken with or without food.
Your heskhcare provider may sometimes stop Dextroarphetamine Seccherste,
fate and ablet:

treatment for a whik to check ADHD symptoms.

+ 1f you or your chid take too much Dextroamphetamine Saccharate,
Sulfate an

P
Sultate Tablets, all your healtheare provider or Pofson Help line at 1-800-
2221222 or go to the nearest hospital emergency room right away.

What should | avoid while taking Dextroamphetamine Saccharate,
i ) ine Sulfate and

Sulfate Tablets?

Do not drive, operate heavy machinery, or do other potentially dangerous activities until
you know how Dextroamphetamine Saccharate, Amphetamine Aspartate,
Tablets affect you
portant information | should know about
Aspartate,
Sulfate and Sulfate Tablets?”

+ Slowhng of growth (height and weight) n chikdran Chidren shouid have the

eght and welght checked often during tresment wth Dextraamphetari

See “What is the mos

Saccharate, and
Sotate Tabets Your heakheare prov\der may stop your chid’s Dex(roamphetamme
Saccharate, Aspartate,

St Tabirs emment iy re nok arowing o ganing weght 35 expected.

+ Selzures, Your hesthcare oroviler mey stop trestment wkh Dextroamphetamie
Saccharate,
Suffate Tablets if you or yourcm\d e s seure.

* Circulation problems in fingers and toes (peripheral vasculopathy, including Raynaud’s
phenomenon). Signs and symptoms may include:

o fingers or toes may feel numb, cool, painful

o fingers or toes may change color from pale, to blue, to red

Tell your healthcare provider if you have or your chid has any numbness, pain, skin
color change, or sensitivity to temperature in your fingers or toes.

Call your healthcare provider right away if you have or your child have any
signs of unexplained wounds appearing on fingers or toes during treatment
ith i ate,

Sulfate and Sulfate Tablets.

Serotonin syndrome. Ti problem may happen when Dextroamphetamine
Saccharate,

St Trs 1 akem with cortoi other medtide. and may be e threatenng. Stop
taking Saccharate,

S and Amphetamine Sufste Tabiets and ca your Reokhcaré provkier o 60 6 the
nearest hospital emergency room right away i you or your chid develop any of the
folowing signs and symptoms of Serotonn syndrome:

decreased appetite
nervousness

Ageation, haluciations, coma
faslh

seizure
oty coordinaton
fusi

nziness

changes in blood pressure

sweating or fever

nausea, vomiing,or darrhea

muscle stiffness or tightnes:

High body temperature (hypérthermia)

8

« New or worsening tics or worsening Tourette’s syndrome. Tell your
healthcare provider if you or your chikl get any new or worsening tics or worsening
Tourette's sy treatment with

Aspartate, D and Sulfate
Tablets. The most common side effects of Dextroamphetamine Saccharate,
and Sulfate

« decreased appetite
« nervousness

Talk to your healthcare provider If you or your chid have side effects that are
bothersome or do not go away. These are not all the possibe side effects of

: Aspartate, D:
and Amphetamine Sufate Tablets. Ask your doctor or pharmacist for more information

Call your doctor for medical advice about side effects. You may report side effects to
FDA at 1-800-FDA-1088

How should I store
Aspartate,

Sulfate and ine Sulfate Tablets?

Saccharate, Aspartate,
Sulfate and Amphetamine Sulfate Tablets at room temperature, between 68 to 77°F (20
t0 25°C).

Protect spartate,
Suffate and Amphetamine Sulfate Tablets from ight.

te,

Aspartate,
Sulfate and Amphetamine Sulfate Tablets in a safe place, like a locked cabinet.

Dispose of remaining, unused, or expired Dextroamphetamine Saccharate,

Tablets
by a medcine take back program at a U.S. Drug Enforcement Administration ©ER)
authorized collection site. If no take-back program or DEA authorized collector
avalable, mix Dextroamphetamine Saccharate, Amphetamine Aspartate,

lts wit an undeskatle
nontoxic substance such as dirt, cat litter, or used coffee grounds to make
Smpesing o chiirén and pes. Fiacethe rixtire n s contaner such o sesed pastc
bag and throw away Dextroamphetamine Saccharate, Amphetamine Aspartate,

ablets in the household trash.

for addtional

Iformaton on disposal of unused medicines.

Keep i h

Aspartate,
Sulfate Tablets and all

ulf
medicines out of the reach of childrer

General information about the safe and effective use of Dextroamphetamine
partate, Sulfate and

Amphetamine Sulfate Tablets.

Meclhiesare sometimes prescrhed for purpases other than thosefted it o Medcation
Guide. Do not cchs

Sulfate and Tablets for a condition for which it
7ot preacribed. Do not ge DecirGamphetaring Saccharate, Ampretamine Acpartate
ablets to other people, even if
they have the same condition. It may harm them and tis against the law. You can ask
your heskthcare peoviler or pharmachst or formation ahout Dextroamphetamie
Saccharat Suffate and

Siiote Tbles hat & wrkten fo heakneare professionals

What are the
Aspartate, Sulfate and Sulfate Tablets?

Active saccharate, aspartate,
, and

Inactive Ingredients: Coloidal siicon dioxide, magnesium stearate, microcrystaline celllose, povidone, and pregelatinized starch; The 5 mg, 7.5 mg, and 10 mg tablets contain the color additive FD&C Blue#1 aluminum lake;The 12.5 mg, 15 mg, 20 mg, and 30 mg tablets contain the color additive FD&C Yelow #6 aluminum lake.

Distributed by.

Inc279 Princy Road East Windsor, NJ-08520
Dispense with Medication Guide avaiable at http: urobindous a




‘medication-guides.

For more nformation about Dextroamphetamine Saccharate, Amphetamine Aspartate,

ufate and

Pharma USA, Inc at 1-866-850-2876
This Medication Guide has been approved by the U.S. Food and Drug Administration.

Revised: 02/2025

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 5 mg (100 Tablet Bottle)
Cll NDC 13107-068-01

Dextroamphetamine Saccharate,
Sulfate and

Amphetamine Sefate Toblote
(Mixed Salts of a Single Entity Amphetamine Product)

5mg

Pharmacist: Please dispense with Medication Guide provided separately.
x only 100 Tablets
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 7.5 mg (100 Tablet Bottle)
cn NDC 13107-069-01

Dextroamphetamine Saccharate,
Amphetamine Aspartate,

Dextroamphetamine Sulfate and

Amphetamine Sulfate Tablets

(Mixed Salts of a Single Entity Amphetamine Product)

mg
Pharmacist: Please dispense with
Medication Guide provided separately.
Rxonly 100 Tablet:
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 10 mg (100 Tablet Bottle)
o NDC 13107-070-01

Dextroamphetamine Saccharate,

Amphetamine Aspartate,

Dextroamphetamine Sulfate and

Amphetamine Sulfate Tablets

(Mixed Salts of a Single Entity Amphetamine Product)

mg
Pharmacist: Please dispense with
tedication Guide provided separately.
ablets
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 12.5 mg (100 Tablet Bottle)
o NDC 13107-071-01
Dextroamphetamine Saccharate,

s
(Mixed Salts of a Single Entity Amphetamine Product)
12.5 m
Pharmacist: Please dispense with
Medication Guide provided separately.

Tablets

Rx only
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 15 mg (100 Tablet Bottle)
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cn NDC 13107-072-01
Dextroamphetamine Saccharate,

Amphetamine As)

Deytroamphetanine Sulfate and

Amphetamine Sulfate

(Mixed Salts of  Single Entity Amphetamine Product)
15 m,

Pharmacist: Please dispense with

Medication Guide provided separately.

Rx on Tablets
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 20 mg (100 Tablet Bottle)
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o NDC 13107-073-01
Dextroamphetamine Saccharate,
Amphetamine Aspas
Dextroamphetanine Sufate and
Amphetamine Sulfate Tablets
(Mixed Salts of a Single Entity Amphetamine Product)
20 mg
Pharmacist: Please dispense with
Medication Guide provided separately.
Tablets
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 30 mg (100 Tablet Bottle)
i NDC 13107-074-01



Dextroamphetamine Saccharate,
Amphetamine Aspartate,

Dextroamphetamine Sulfate and

Amphetamine Sulfate Tablets

(Mixed Salts of a Single Entity Amphetamine Product)
30

mg
Pharmacist: Please dispense with
Medication Guide provided separately.
0 Tablets

Rx only
AUROBINDO

e Tt o Dby
8 S50 b Pha US,
e st oy 5mp 278 Pl gton R

gt B i 40320
o) -

oG 13107-07401

Ampleamine Ksprile, (@ ngr i i
kg
Amphetamine Suft Tablts L3 ete: S P ot o P1437461

(Wi St il Etly
Apetanine el
€@n

P THS D L DRUGS U1 F THE A
Promacst s g i et OFCRUDRER

G o s, S 21200 25 5 1077 5 LS
renonn oo Gt fon oo,

[ Dtz

NOC 13107-07401 iyt et Ao Prma USA, b,

Amenes e oty 15 3. 2T PO tonn Rt
ok G g, MO8

ey g
S s

A e (0 S

Ao Sl Tas s i s rrazies

i L D

At ot B

e —

Promacst s ceges i esicstin 060

G o st S 1200 25 5 107 50 U5
e oo Gt fon oo,

DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE

suffate and
amphetamine sufate tablet
Product Information
Product Type HUML PRESCRFTION ORUG _Item Code (Source) Noc:13107.068
Route of Administration  ORAL DEA Schedule a
Active Ingredient/Active Moiety

Ingredient Name. Basis of Strength  Strength
DEXTROAMPHETAMINE SACCHARATE (U G33415v07) DEXTROAMPHETAMINE v
(DEXTROAMPHETAMNE - UNILT 4700511 SACCHARATE
AMPHETAMINE ASPARTATE MONOHYDRATE (LN O1ZPVG2004)  AVPHETAMNE ASPARTATE 3 50
(MIPHETAMNE - ORI CRBS31GXTE) HONOHYDRATE
DEXTROAMPHETAMINE SULFATE (UNI: 7650327N) DEXTROAMPHETAMINE Py
(DEXTROAMPHETAMINE - UNITTZATUOS1) SUirae
AMPHETAMINE SULFATE (U GoPaNK5) AP/ TARNE ETANE SUHATE 125 mg
Inactive Ingredients.

Ingredient Name. strength
SILICON DIOXIDE (- ET7Z6004)
MAGNESIUM STEARATE (UNI 7003716130)
ceLuLose, RYSTALLINE (UNI: OP1RIZ0610)
POVIDONE (U 72969545)
STARCH, CORN (Ut 082320135))
FD&C BLUE NO. 1 (LN HIRe7K3TED)
Product Characteristics
Color BLUE (ght boe to bue) Score 4 pices.
shape Rouno size
Flavor Imprint Code uas
Contains
Packaging
Marketing Start  Marketing End

# tem Code Package Description = r
1 JOC13107066 30101 BOTILE Tipe 0 Mot s Combnsson 33775013

2 013107066 100101 SOTILE: Ty 0 ot s Combnston 3377013
NDC:13107.068. 250 n 1 BOTILE; Tye 0: fot a Combination

5l e B0
HOCATIOTO0. 3000 T BOTILE Te - ot COnBASIEN 1272013

5 NOCI3107.066- 1000in 1 BOTILE: Type : Mot Combinaten 31723013

Marketing Information
Warketing o
Creoon Cnton Date
awon o 1wanaons

DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE

te and
amphetamine sufate tablet
Product Information
Product Type HUMAN PRESCRTION DRUG _Item Code (Source) NoC13107.069
Route of Administration O DEA Schedul a

Active Ingredient/Active
Ingredient Name.

is of Strength  Strength

DEXTROAMPHETAMINE SACCHARATE (1 G23¢15v0731 DOTOMPHETAMNE 475 g
DETROMPETANE T2 4700515 frivents
APHETAMINE ASPARTATE MONOWYDRATE (1 0127V62004)  APHETANNE ASPAITATE
(AMPHETAMINE - UNIL:CKB33KGXTE) MONOHYDRATE 1875 mg.
DEXTROAMPHETAMINE SULFATE (LN J7680327K) comoupHETE oo
TR NE N2 ATOREAF) S J
AMPHETAMINE SULFATE (LN GOPVBIKAGS) PHETAMIE e suse varsmg
ottty
Inactive Ingredients
Ingredient Name. Strength
SiLIcoN DIoXIDE (Ut ETp26%ae)
MAGNESIUM STEARATE LN T00371130)
CELLULOSE, MICROCRYSTALLINE (i 0738320610)
PoDoNE (. FZasscHsi
STARCH, CORN (Ui 09252135)
FDAC BLUE NO. 3 LN HaRa7ATED)
Product Characteristics.
color BLUE bt e tobue) score 4 pieces
Shape rou
Flavor imprint code uzs
contains
Marketing Start  Marketing End
Package Description otiog eting
50101 BOTILE: Type 0 Mot a Combioaton 272005
Promct
OC13107.065- 100 1 1 BOTILE, Type 0: Not & Combinaton 77201
2o Product 2112013
3 NOCA3107.065. 250 1 BOTILE, Ty 0: ok Combinton 1177015
& NOCHI107.069. 500 1 1 BOTTLE: Type 0 ot > Combiaton 33272015
5 NDGI3107.065. 1000in 1 BOTILE: Type 0: Not o Combinaton 3022015
3 o
Marketing Information
Marketing orap
Cravion Dave Bate
son sosozsas wwzmors

DEXTROAMPHETAMINE SACCHARATE, AMPHETAMINE ASPARTATE,
DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE
Ifate and

amphetamine sufate tablet
Product Information
Product Type HU PRESCRPTION 0RUG _Item Code (Source) Noc13107.070
Route of Administration R DEA Schedule a
Active Ingredient/Active Moiety
Ingredient Name. Basis of Strength  Strength

'DEXTROAMPHETAMINE SACCHARATE (N G33415V073) DEXTROAMPHETAMINE 25
(DEXTROAMPHETAMINE - UNILT2 470031 SACCHARATE 0
AMPHETAMINE ASPARTATE MONOHYDRATE (LI O1ZPVG2004)  AVPHETAMNE ASPARTATE 5 ¢ 0
(IPHETAMNE - ORI CRBT3XGXTE) HONOHYDRATE
'DEXTROAMPHETAMINE SULFATE (UNI: 7650327 DEXTROAMPHETAMNE v
(DEXTROAMPHETAMINE - UNICTZ 47U0311) Suurae
AMPHETAMINE SULFATE UM G0PVONCIS) AP ETAMIE TN SWHATE 25 mg
Inactive Ingredients.

Ingredient Name. Strength
SILICON DIOXIDE (Ui ET7Z6504)
MAGNESIUM STEARATE (UNI 7003716130)
CELLULOSE, MICROCRYSTALLINE (JMI- 0P1%320610)
POVIDONE (U 72959542
STARCH, CORN (Ut 08232NY35))
FDAC BLUE NO. 1 (LN HIRSTKITBO)
Product Characteristics
Color BLUE (ight boe (o biue) Score s pices.
Shape ouno. size omm
Flavor Imprint Code 1
Contains
Packaging

o - - Marketing Start  Marketing End

# tem Cod Package Descripti =2 g

1 JOC13107070- 5001 BOTILE Type 0 Nots Combson 33770013

~ NOCI3107:070- 100 n 1 BOTILE: Tvoe 0 Mot a Combination -




3 NDCT3N07070- 250in 1 BOTTLE:Type O: Mok Combinaton 3122013,
4 HOCI3I07070- 500101 BOTILE: Ty 0 ot s Combnsion 33770013

5 NDCI13107.070- 1000 in 1 BOTTLE; Type 0: Nota Combinabon 3, 2772015
5 Product

Marketing Information
Marketing orap
Category ‘Citation. Date
oA 0202424 w23

DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE

suffate and
amphetamine sufate tablet
Product Information
Product Type HUMAL PRESCRPTION ORUG _Item Code (Source) Noca3107.071
Route of Administration  OR DEA Schedule a
Active Ingredient/Active Moiety

Ingredient Name. Basis of Strength  Strength
'DEXTROAMPHETAMINE SACCHARATE (NI G33415V073) DEXTROAMPHETAMINE
(DEXTROAMPHETAMINE - UNILTZ 4700317 SACCHARATE S
AMPHETAMINE ASPARTATE MONOMYDRATE (UNI: OIZFPVE2001)  AVPHETAMNE ASPARTATE 3 o0
(RIPHETAMNE - UM CRBS3KGXTE) HONOHYDRATE d
DEXTROAMPHETAMINE SULFATE (UNI: 7650327N) DEXTROAMPHETAMINE p—
(DEXTROAMPHETAMINE - UNITTZATUOS1) SUlFATE

FAMINE SULFATE (UI: GOPVGNKAES) (AHPHETAIIE PHETANE SULEATE 125 m
it s 3128 m9
Inactive Ingredients.
Ingredient Name. Strength
SILICON DIOXIDE (Ui ET7Z6504)
MAGNESIUM STEARATE (UNi 7003716130)
ceLuLose, STALLINE (N1 0P18320510)
POVIDONE (U 72969GH545)
STARCH, CORM (NI 052520135
FD&C YELLOW NO. 6 (UNI: HT7VE348)
Product Characteristics
Color (ORANGE gt orange to orange) Score 4 pices.
Shape souD size e
Flavor Imprint Code s
Contains
Packaging
Marketing Start  Marketing End

# Mem Code Package Description = =

1 JOCI3107071 3001 BOTILE Ty 0 ot s COmbsson 33270013

2 013107071 10001 BOTILE: Ty 0 Mot s Combinson 33270013

3 NDCI3107.071- 250 n 1 BOTILE; Ty O: ot a Combimation 33272013
2 Froduct

NOCH3107.071. 500 n 1 BOTILE: Ty O: ot & Combinaton 1,/5772015
Product

5 NOCT3I07071 1000in 1 BOTILE: Type : Mot s Combinaton 31722013

Marketing Information
Marketing

Citation. bate.
mon MDA202420 22013

DEXTROAMPHETAMINE SACCHARATE, AMPHETAMINE ASPARTATE,
DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE

partate, Ifate and
amphetamine sufate tablet
Product Information
Product Type HUMEN PRESCRTION DRUG _Item Code (Source) Noc 13107072
Route of Administration  ORL DEA Schedule a

Active Ingredient/Active Molety
Ingredient Name. is of Strength  Strength
DEXTROAMPHETAMINE SACCHARATE (NI G33415V073) DEXTROAMPHETAMINE

(DEXTROAMPHETAMINE - UNI-TZA700317) SACCHARATE 5T
AMPHETAMINE ASPARTATE MONOWYDRATE (UNI: O1ZPVE2004)  AWPHETANE ASPARTATE
(RMPHETAMNE - ORILCRBS3KGXTE) MONGHYDRATE 375 mg
'DEXTROAMPHETAMINE SULFATE (UNI:1650327N) DEXTROAMPHETAMINE p—
(DEXTROAMPHETAMINE - UNITZ 470051 (FATE 23
AMPHETAMINE SULFATE (UNI: GOPVENKAGS) (SHPHETAINE T SrTE 375 mg
DNICRaGHE)
Inactive Ingredients.
Ingredient Name. Strength

SILICON DIOXIDE (UNI: ETPZ6504)
MAGNESIUM STEARATE (UNI: T009716130)
CELLULOSE, MICROCRYSTALLINE (Jni: 0P1#320610)
POVIDONE (Ui 725094
STARCH, CORN (LN 032320135))
FDAC YELLOW NO. 6 (UNI: H77VE388)
Product Characteristics.
color ‘ORANGE (lgnt orange t orange) score A pices
Shape RounD size. amm

vor Imprint Code 20
Contains
Packaging

e - - Marketing Start  Marketing End
# iem Cod Package Descripti =3 )

2 NDCI13107.072- 50 1 BOTILE; Type 0: Nota Combinaton 3322015
50 Product

NOCATIOTTE 10010 T BOTILE Te - ot COnBAEN 122013

20
3 KOC13107072- 25001 BOTILE: Ty 0 Nota Combnsion 33270013

NDC/13107.072- 500 n 1 BOTILE; Type 0: ot 3 Combinaton 3, 202015

NDC13107.072- 1000 n 1 BOTTLE: Type : ot Combination
i 2 B0

Marketing Information

ing o
Category Citation’ pate Date.
oa 202420 272013

DEXTROAMPHETAMINE SACCHARATE, AMPHETAMINE ASPARTATE,
DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE

suffate and
amphetamine sufate tablet
Product Information
Product Typ HUIL PRESCRPTION 0RUG _Item Code (Source) noca3107.073
Route of Administration R DEA Schedule a
Active Ingredient/Active Moiety

Ingredient Name. Basis of Strength  Strength
'DEXTROAMPHETAMINE SACCHARATE (LN G33415V073) DEXTROAMPHETAMINE 5
(DEXTROAMPHETAMINE - UNILTE 4700311 SACCHARATE J
AMPHETAMINE ASPARTATE MONOHYDRATE (LI O1ZPVG2004)  AVPHETAMNE ASPARTATE
(IPLETAMNE - UM CRBS3GXTE) HONOHYDRATE
'DEXTROAMPHETAMINE SULFATE (UNI: 7650327 DEXTROAMPHETAMNE o
(DEXTROAMPHETAMINE - UNITTZATUOS1) Suurane g
AMPHETAMINE SULTATE (U GoPaN5) AHP1TAANE eETANE SUETE 5o
Inactive Ingredients.

Ingredient Name. Strength
SILICON DIOXIDE (Ui ET7Z6504)
MAGNESIUM STEARATE (UNI 7003716130)
CELLULOSE, MICROCRYSTALLINE (UNI: OP1%320610)
POVIDONE (U F2989GH53€)
TARCH, CORN (UNI: 0823201351
FDAC YELLOW NO. 6 (UNI: H77VE9348)
Product Characteristics
color (ORANGE ght orenge to orange) Score pices.
Shape RouD size amm
Flavor Imprint Code 0
Contains
Packaging
m n Marketing Start  Marketing End

# tem Code Package Descriptio = st

1 HOCI3107073 5001 BOTILE Type 0 Mot s Combson 33770013

2 NOCI13107:073- 100 n 1 BOTILE; Type O: ok a Combinaton 33773013
o Product

3 NDCI13107.073. 250 n 1 BOTILE; Typa O: fota Combinaton 33 2772015
Product

4 OCI3107073 30010 OTILE: Ty 0 Mot & Combinston 3270013

5 NOCISI07073 1000in 1 BOTILE: Type :Not s Combinaten 11773013

Marketing Information

Marketing
Category citation.

at
mon MDR202420 22013

DEXTROAMPHETAMINE SULFATE AND AMPHETAMINE SULFATE
Suffate and

amphetamine sufate tablet

Product Information
Product Type HUMEN PRESCRTION DRUG _Item Code (Source) NoC13107.074

Route of Administration O DEA Schedul a




Active Ingredient/Active Moiety

Ingredient Name. Basis of Strength  Strength
DEXTROAMPHETAMINE SACCHARATE (NI G53415V073) DEXTROAMPHETAMINE o
(DEXTROAMPHETAMINE - UNI-TZA7U0317) SACCHARATE
AMPHETAMINE ASPARTATE MONOWYDRATE (UNI: O1ZPVG2004)  AVEHETANINE ASPARTATE
(RMPHETAMNE - ORILCRBS3KGXTE) MONGHYDRATE rsme
'DEXTROAMPHETAMINE SULFATE (UNI:1650327N) DEXTROAMPHETAMINE m
(DEXTROAMPHETAMNE - UNITZ 700511 SULFATE ]
AMPHETAMINE SULFATE (UMI: GOPVENKAGS) (AHPHETAINE T SETE 75 mo
uiteekaa)
Inactive Ingredients.

Ingredient Name Strength

SILICON DIOXIDE (UNI: ET7Z6504)
MAGNESIUM STEARATE (UNI T009716130)
CELLULOSE, MICROCRYSTALLINE (Ui 0P1#320610)
POVIDONE (U 72089654

STARCH, CORN (LN 032320135))

FDAC YELLOW NO. 6 (UNI: H77VE388)

Product Characteristics.
color ‘ORANGE (gt orange t orange) score 4 plces.
Shape RouND e 10mm
Flavor Imprint Code un
Contains
Packaging
e - o Marketing Start  Marketing End

# iem Cod Package Descripti =3 =
2 NDCI13107.074- 50 1 BOTILE; Type 0: Nota Combinaton 3322015

50 Proguct

NOCH13107.074. 100 n 1 BOTILE; Type O: ot & Combination
2 oot npos
3 KOC13107074- 25001 OTILE: Ty 0 Nota Combnsion 33270013
4 NOCIITOTE 001 1 BOTILE Ty 0 ok Combinaton 1177015
5 NDCI13107.074. 1000 in 1 BOTTLE; Type 0:Not.a Combination 33 2772015

5 Product

Marketing Information
Marketing orap
Cotegory ‘Cration Dave Bate
son Aos02624 wamons

Labeler - auroife Pharma, L (820084461)

Establishment.

Name  Address IDFFEI Business Operations.
Aorolte pharma, aasaseaey MANUFACTURE13107.065, 13107.069, 13107-070, 13107.071, 13107072,
irs 13107.073, 13107-074)

Revised: 12/2025 Auroife Pharma, LLC
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