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AMPHETAMINES HAVE & HIGH POTENTIAL FOR ABUSE. AOMINISTRATION OF AMPHETAMINES FOR PROLONED PERIODS OF TIME MAY LEAD TO DRUG DEPENDENCE AND MUST BE AVOIDED. PARTICULAR ATTENTION SHOULD BE PAID TO THE POSSIBIITY OF
MISUSE OF AMPHETAMINES MAY CAUSE SUDDEN DEATH AND SERIOUS CARDIOVASCULAR ADVERSE EVI
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CLINICAL PHARMACOLOGY
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INDICATIONS AND USAGE

Narcolepsy

~Attention Deficit Disorder with Hyperactivity

other measures

(psv(hnbg»(a\ Sducatonal soc for paiens ages  yeursto 16 yeurs) with
DSIY)

impaiment and were present before age 7 years. The symptoms must cause clnicaly
Signifcant mpaifment, &.0.. n socal, academie, or occupalinalfunctoning, and be
ent n 2o more settng, ., schaol (or ork) and a ome.The symptoms must
Type, ot

st ol

istakes; lack
Tlow hrough oh tske: oot ot genaon: avois 8ok requrng sustaned el
r; loses For Type, at

feast 6 of

leauing seat; a
activiles; "on the go* excessive taking; bhrting answers; can' wat tu ntrusive. The
bined

Special Diagnostic Considerations

atonal,
and socil resources. Learning may or may. ot be mpores. The dagross musz 3

based upon eva

Presences of he requred uisr of DS charactesies.

Need for Comprehensive Treatment Program

Dextroamphetamine sufate extendec release capsuies are indicated as an integral part
of a total reatment program for ADHD that may include other measures (psychological,
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CONTRAINDICATIONS
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Agtated states.
Patients wih a hstory of drug abuse.

Known hypersensity or dosyncrasy o amphetamne

in patients P

such
25 angoedema and anaphylactc reactons have been reported i patients treated weh
other amphetamine products [see Adverse Reactons!.

Patients taking monoamine oxidase Nhibtors (MAOIS), or wihin 14 days of stopping
1301, i because o a

WARNINGS
Serious Cardiovascular Events
Sudden Death in Patients With Pre-existing Structural Cardiac Abnormaies
or s Heart Problems

Children and Adolescents
‘Sudden death has been reported in association with CNS stimulant treatment at usual
doses n chidren and adolescents WEh structural cardiac abnormalies or other serious
sudden death, Stmulant products generally Should ot be used n chidren or

o other serious card that may piace:

Sudden deatns, stroke, and myocardia nfarction have been reported i aduls taking

coses having
or other serious cardiac probir wih such
see

CONTRAINDICATIONS).
Hypertension and Other Cardiovascular Conditions.

24

mmHg) and 5 by have bt

consequences, al patients shoukl be montored for arger changes n heart rate and

blood pressure. Caltion s indcated i treating patients whose underlying medical
e eq.,

heart falure,
Ventriculr arrhythmia (see CONTRAINDICATIONS).

Assessing Cardiovascular Status in Patients Being Treated with Stimulant
Medications

Chidren, adolescents, or aduts who are beng considered for treatment wih strnulant
3 family

of cardiac disease. and should receie further cardiac evaluation f fdings suggest such
disease (2. electrocardiogram and echocardbgram).

other symptoms suggestie of cardia dscase during Stmunt treatment should
mpt cardioc evalvaton.

Psychiatric Adverse Events.
Pre-Existing Psychosis
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Bipolar liness
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Aggression

‘Agaressive behavior or hostity & often abserved in chidren and adolescents
'ADHD, and has been reported i cinialtrias and the postmarketing experience of some:

evdence that stmulants cause agoressive behavor or hostiy, patints begining
reatment for ADHD shouid be monkore for the appearance of, or worsening of,
aggressive behavir or hostiky,

Long-Term Suppression of Growth
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Peripheral Vasculopathy, including Raynaud's phenomenon
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treat ADHD are associated wth perpheral vasculopatny, nchudng Raynaud

phenomenon. Signs and symptoms are usually ntermatent and mid; however, very rare.
Effects of peripheral

vascuosaih, h
reports at dferer
Pt lvenlmenl S 3 ygos genersi nprove s i s o
igtal changes 5
o s approprte fr e s
Serotonin Syndrome
drugs
(4A01S), selective:
(S5Ris), ¢
«stls) \Tnmns, eyl anmepvssanls e hlum, ramadol yptophen.
i Wortsee O
ikl by cytochrome
g

0206 of SYP206
Pharmacology). The potential or a pharmacokinetc: teraction exsts with the co-

use or

TO OTHERS, AND.

BE PRESCRIBED OR DISPENSED SPARINGLY.



administration of CYP2D6 iahibkors which may increase the rsk with increased exposure

consder
ot ANE CYP2D6
[see Drug Interactions.

el Ger o oy, oo PaaoRy (3. ety o SO Hood
pressure,dzzness, daphoress, lshing, hypertherma). nelromuscular $ymplo

(e, tremor, nyperrefixt

gamm;msmmm e maben, vomi. Sorhet

Grugs 5 contamacate see Conrandeatons.

nd

win "CYP2D6 mnbors is
weh

fower doses, pat
tiation o thrat

Visual Disturbance

blurrng of
treatmen.

PRECAUTIONS
General

+ amount feasible should be prescribed o dispensed at 1 time i rder to
minmze the possibiy of overdosage
Information for Patients:

P of age in
activtes such as operatig machinery or vehices; the patint should therefore be.
Cautoned accordingl.

Prescribers or other heath professionals shouid nform patients, thef famies, and thef

dextroamphetaminend shoud counselthem £ sppropriate us. A patnt
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DRUG INTERACTIONS.

Acidifying A

Lower blood leves and efficacy of amphetarines. Increase dose based on cinical
Examples e

i glutamic acid HC!,
(eg. Sadum ackl phosph.

Adrenergie Blockers

Adrenergic blockers are nhibted by amphetamines.
Alkalinizing A

Increase blood amphetamine.

sgets shoube avldd. camples ofakabnzng apets ncbde asrontstial

Scetazolame, some thiazides)
Tricyelic Antidepressants.
tricycic strking and

effects can be potentiated. Monkor frequently and adjust or use akernatie therapy

Protrptyine.
CYP206 Inibitors

o

Serotonin syndrome. doses P s and

or after i

(CYP2D6 nbitor [see Warnings, Overdosagel. Examples of CYP2D6 Inhibors inclide
paroxetine and fluoxetine (also serotonergic drugs), quinidine, rionave.

Serotonergic Drugs

Serotonergic drugs ncreases the risk of serotoni syndrome. Iniate with lawer doses

during dextroamphetamine Sulfate extended-eease capsules ntiaton or dosage
ease. It

[see Warnings
and Precautions.. Exampls of serotonergic drugs nclude Selectve serotoni reuptake
innbitors (SSR), serotonin norepinephrine reuptake mhbitors (SNRI), rptans, triyclc.

idepressants, fentanyl, i, tramadol, tryptophan, busprone, St Jon's Wort.
MAO nhibitors

Potental

i
eclmpsi, 00 not

WEhin 14 days after discontinuing MAO! [see Contraindications and Warnings)
Examples of MAOIS include sekgiine, tranyicypromine, socarboxazi, pheneizie,

Proton Pump Inhibitors

(Tmar)
Montor fatents for
therapy based on cinical response. An example o a proton pump bR &
20k,

Antihistamines

Antihypertensives

Chlorpromazine

thus inhbitng the

poisonng.
Ethosuximide

‘Amphetamines may deay ntestinal absorpton of ethosuximide.
Haloperidol

Stimulbn effects of amphetamines
Lithium Carbonate

of amphetamines
Meperidine

‘Amphetamines potentiate the anagesic ffect of meperidine.
Methenamine Therapy

Urinary excretion of amphetamines is increased, and effcacy & reduced, by ackiying
‘methenamine therapy.

Norepinephrine

Phenobarbital

Phenytoin

phenytoin may produce a synergit antconuulsant acton.
Propoxyphene

In cases of propexyshene overdosage. amphetamine CNS stmuldon i potentated and
fatal convulsons can occur

Veratrum Alkaloids
‘Amphetamines ANBE the hypotensive effect of veratrum akalods.
Drug/Laboratory Test Interactions

n Jevels This:
ncrease s greatest  the evening

Carcinogenesis/Mutagenesis
potenti of
performed.
Pregnancy
Teratogenic Effects
mice and CS7BL mice
times were

7 times
ot in rats given 12.5 tmes the maximum human dose. Wihie there are no adequate
n . there Lrepor

born to

of pregnancy.

Justifes the potentia risk t the fetus.
Nonteratogenic Effects.
Infants born to

Tow birth weight. Ao, these nfants may experience s
of by dysph % signifc
Bsiude
Nursing Mothers

Mothers

dved ta refran from nursing,
Pediatric Use
Longiterm effects of amphetamines n pediari patients have not been wel estabished.

pedatri patients younger than & years of age with Attention Defick Dsorder wih
Hyperactivty descrioed under INDICATIONS AND USAGE.

amphetamines
benaver

» and Tourettes
Syndrome. Thercfore,
e s Shout recede use of st meakatons.

. growth shoud
wreatment

or
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ans

i or ner age. Salel on the
bresence of ane or more of the behaviral characterics.

trestment with
amphetamines & usualy not ndeated.

ADVERSE REACTIONS
Cardiovascular

Palptations, tachycardia, dlevation of blood pressure. There have been isolated reports
of cardomyopathy associated wih chronic amphetamine use.

Central Nervous System

Psychoti episodes at recommended doses (rare), overstimulation restissness,
dzness, nsomna, euphoria,dyskinesi, dysphora, tremor, headache, exacerbation of
motor and phonic tis, and Tourette's syndrome,

Gastrointestinal

Dryness of the mouth, unpleasant taste, dirrhes, constipation, other gastroitestial
dsturs ‘welght loss may occur.

Allergic
urticara

Endocrine

Impotence, changes in oido,frequent or proknged erections.
Musculoskeletal

Rhabdomyolysis.

Skin and Subcutaneous Tissue Disorders

Alopeci,

DRUG ABUSE AND DEPENDENCE
Dextroampnetamine sufate s a Schedule Il ontrolied substance.
Tokrance,
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Used to treat amphetamine ntoxication.
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Attention Deficit Disorder with Hyperactivity

younger than 6 years of age.
In pedatric patients 6 years of age and older, start wih 5 mg once or twice daly;
5mg

Gomg
per day.

Dextroamphetamine sufate extended-rekease capsues may be used for once-a-day
dosage wherever approprite.

Where possibk,
there & a o
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INFORMATION FOR PATIENTS

MEDICATION GUIDE

Dextroamphetamine Sulfate (dex" troe am fet' a meen sur fate) Extended-
Release Capsules

o
Rx Only

reease capsules before you or your chid starts taking f and each tme you oet  refll
kg

0 your dactor about your or your chid's reatment weh dextroamphetamne sufate
extended-rekase capsuis.

What s the most importnt ntormaton
folowing i

hould know about dextroamphetamine sulfate extended-release capsules?
rted with use and medicines.

ddon desthn patants who have haar probles or haar defects
o Stroke and heart attack n

o incremsed bood pressure and heart rate

Tebyour docto fyou oryour chdhavean her raems, ert defcts, o o ressre, o o fomly istory o hese rakes
Your doctor should check you or your

Your doctor shou heck you o you chkls

‘bood
all your doctor right away if you or your chid has any signs of heart problems such as chest pain, shortness of breath, or fainting while taking dextroamphetamine sulfate extended-release capsules.

Aipatients
new'or worse behaor and though problems

e paychotic symptoms (such a5 hearing voices, befleving things that are not rue, are suspicious) or new maric symptoms
Tetyour doctor about or your chik have, o about. suickle, bpobr iness, or depres:
Callour dockar rght away i you or Your ChId have any néw or worsening mental Ymptoms or problems whie taking 3

wn;e s arms may feei numb, cool pan
T ortoc g champ cio o ol 10 b
et Y00t Bocor 4 heve o your i e AUMSS: paln skin cobrchange, o senSEARY o temperaturenyour fgersor tes

Call your doctor right away if you have or your chid has any signs of unexplained wounds appearing on fingers or toes while taking dextroamphetamine sulfate extended-release capsules.

What

St prescptin medk ne. 1t & used fo the treatrent of Attenton-Defict
ractivity Disorder (ADHD).

decrease impuisieness and hyperactivey i patints wh ADHD.

toral treatment p other therapies

2 sieep disorder caled narcolepsy.

are substance (Cll) because

hearing things that are not real, believing things that are not real, or are suspicious.

ever abused or street drugs

Who should not
Dextroamphetamine sulfate extendedrelease capsules should ot be taken
Wyou or y you chi
= Have heart dscase or hardening o the ateries
Have mogerate to evere ngh bood pressure

Have an eye problem caled glaucoma

Aretakng or the past 14 days
manoamine oxidase ANbor or MAGI
Jergi to or had

chidren younger than 6 years ok
Dextroamphetamine sufate extended-rlease capsties may not be right for

chor about sl heakth condkions (or

high blood pressure
= Mental problems icluding psychos’s, mania, bpolar liness, of depression
» Tis or Tourettes syncr

+ Selure o have v an brormal rs wave st (6£G)
» Creulation problems n fingers and tor

Tel your doctor i you or your chi s pregnant, panning to become pregnant, or
breastfeeding,

be taken with
other medicines?
Telyour doctor about llof the mediines that you or your chid take
including prescrition and nonprescription medicines, viamins, and herbal
suppl
eI oy nerack i each oUne a1 cause Serous S efects, Sometins the
doses of other medicnes wil need to be adjusted whie taking dextroamphetamine
Sulfate extended.rekase capsuies.
Yourdocor
i be taken wth other medicines

Espacaty to yourdoctor I yor o yourchad takes:
+ Antdepresson medicns nchon

« Blood pressure medicin
* Antacts
« Seizure medicines.

you Keepa

t0'show your doctar and pharmacist

Do not start any new medicine while taking dextroamphetamine sulfate

extended-release capsules without taking to your doctor first.

How shoukd dextroamphetamine sufate extended:-release capsules be

taken

" Fake dextroamphetamine ase capsules exactly as
Trascrioed o Goctor iy SIS e Gose o & PP o You o your aw.

i the arean
Extended release capsuie. It releases medkine ko your bady throughot the day.

Tor 8 whie to check.
» Your doctor may do reguiar checks of the biood, heart, and blood pressure whie
e

ther height and weght checked often whik taking dextroamphetamine sufate

i3 problem
1 you or your chid takes too much dextroamphetamine sulfate extended:

overdoses, cal your doctor o polson controlcente
T ey o gt emerny et

What are possible side effects of dextroamphetamine sulfate extended-
release capsules?

- he most important information I should ki
dextroamphetamine sulfate extended-roloase capsule:
reported heart and mental prob
Other serious side effects include:
= Sownt oforowth (g and welgh) i chidren
& Seizures, many n patients wih a history of seiures
» Eyesight changes or blurred vsion

about
or nformation on

Common sid effects nchude:

- Headache

ina safe place to prevent misuse and abuse. Selling or ghing

may harm others, and is against the law.



» Trouble seeping
« Dizzness
» Stomach upset
» Weight s
» Dry mouth

or your chigs
abiy to drve or 4o other dangerous actiites
Tk to your doctor f you or your chig has sk effects that are bathersome or do not
0 away.

ot compiete st o possibe side effects. Ask your doctor or pharmacst for
more formatn. Cal your doctor for medca avice ot s ffecks. You may
report sid effects to FDA at 1-500-FDA 1085,
How shoukd 1

lamperature 3" 1o 777 (30 1o 23°C). rtect o g
* Keep dextroamphstamine sulfate extendedrelease capsules and al
Trethcines out of the raach o chidre

about
capsules.

P purposes other in a Megication
Guide. condition
for which € was not prescribed. Do not give dextroamphetamine sufate extended:
recase capsules o other people, even 1 they have the same condtion. t may harm
them and & againt the aw.

e b
dextroamphetarmine sufate extendetrekase capsules. If you would ike more:
nformation, tak wih your doctor. You can ask your doctor or pharmacst for

sl extenderelease capsles, s contact Zydus Pharmaceutcals USh, .t
1:877.993.8775 or it ww. 2y

in
peatn)
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PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
2ZyGenerics

NDC 66382.943-01 CIl

Dextroamphetamine Sulfate Extended-Rekase Capsuies.
5mg

Federal Law requires dispensing of Dextroamphetamine Sulfate Extended-Rekase
Capsules weh the Medication Guide proviled with £ botte

100 Capsues
Rcony.

D
woscez os2n (@
Dextroamphetamine

Sulfate
Extondoc-Relaso Capos

T Captes oy

Bottle Label 5 mg

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
2ZyGenerics

NDC 68382-944-01 CIl

Dextroamphetamine Sulfate Extended-Rekease Capsuies.
10mg*

Federal Law requirs dispensing of Dextroamphetamine Sufate Extended-Rekease:
‘Capsules weh the Medication Guide proviled with ths botte

100 Capsules
ReOnly.

g

vossasez saso (0

Dextroamphetamine
Sulfate

Extndd.loaseCapses

00 Cpstes oy

10 mg Botte Label

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
2ZyGenerics

NDC 68382-945.01 CIl

Dextroamphetamine Sulfate Extended-Rease Capsuies.
15 mgr

Federal Law requires dispensing of Dextroamphetamine Sufate Extended-Rekase
Capsules weh the Medication Guide proviled with ths botte

100 Capsules
Rconly.

nacoxea isor (@
Dextroamphetamine
Sul

ot

s Capts

iy o

15 mg Botte Label

DEXTROAMPHETAMINE SULFATE
desroamphetamine sufats capsule, xtended reease.
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