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ReadthePatientInformationLeafletthatcomeswith
montelukast sodium before you start taking it and
each time you get a refill. There may be new
information. This leaflet does not take the place of
talking with your healthcare provider about your
medicalconditionoryourtreatment.
WhatisMontelukastSodium?

Montelukast sodium is a prescription•
medicine thatblockssubstances in thebody
calledleukotrienes.Thismayhelptoimprove
symptoms of asthma and allergic rhinitis.
Montelukast sodium does not contain a
steroid.

Montelukastsodiumisusedto:
1. Prevent asthma attacks and for the long-term

treatmentofasthmainadultsandchildrenages
12monthsandolder.
Donottakemontelukastsodiumifyouneed
reliefrightawayforasuddenasthmaattack.
Ifyougetanasthmaattack,youshouldfollow
the instructionsyourhealthcareprovidergave
youfor treatingasthmaattacks.

2. Preventexercise-inducedasthmainpeople6
yearsofageandolder.

3. Helpcontrol thesymptomsofallergicrhinitis
(sneezing,stuffynose,runnynose, itchingof
thenose).Montelukastsodiumisusedtotreat:
• outdoorallergiesthathappenpartof the

year(seasonalallergicrhinitis) inadults
andchildrenages2yearsandolder,and

• indoorallergiesthathappenallyear
(perennialallergicrhinitis) inadultsand
childrenages6monthsandolder.

Whoshouldnot takeMontelukastSodium?
Do not take montelukast sodium if you are allergic
toanyof its ingredients.
See the end of this leaflet for a complete list of the
ingredients inmontelukastsodium.
What should I tell my healthcare provider before
takingMontelukastSodium?
Before taking Montelukast Sodium, tell your
healthcareproviderifyou:

areallergic toaspirin•
haveanyothermedicalconditions•
arepregnantorplantobecomepregnant.Talk•
to your doctor if you are pregnant or plan to
become pregnant, as montelukast sodium
maynotberight foryou.
arebreast-feedingorplan tobreast-feed. It is•
notknownifmontelukastsodiumpassesinto
your breast milk. Talk to your healthcare
provideraboutthebestwaytofeedyourbaby
while takingmontelukastsodium.

Tellyourhealthcareprovideraboutall themedicines
youtake,includingprescriptionandnon-prescription
medicines,vitamins,andherbalsupplements.Some
medicines may affect how montelukast sodium
works,ormontelukastsodiummayaffecthowyour
othermedicineswork.

HowshouldI takeMontelukastSodium?
ForanyonewhotakesMontelukastSodium:

Take montelukast sodium exactly as•
prescribed by your healthcare provider. Your
healthcare provider will tell you how much
montelukast sodium to take, and when to
takeit.
Do not stop taking montelukast sodium or•
changewhenyou take itwithout talkingwith
yourhealthcareprovider.
You can take montelukast sodium with food•
orwithout food.
If you or your child misses a dose of•
montelukastsodium,justtakethenextdose
atyour regular time.Donot take2dosesat
thesametime.
Ifyoutaketoomuchmontelukastsodium,call•
yourhealthcareprovideroraPoisonControl
Centerrightaway.

For adults and children 12 months of age and
olderwithasthma:

Takemontelukastsodium1timeeachday, in•
the evening. Continue to take montelukast
sodium every day for as long as your
healthcare provider prescribes it, even if you
havenoasthmasymptoms.
Tellyourhealthcareproviderrightawayifyour•
asthmasymptomsgetworse,or if youneed
to use your rescue inhaler medicine more
oftenforasthmaattacks.
Donottakemontelukastsodiumifyouneed•
relief right away from a sudden asthma
attack.Ifyougetanasthmaattack,youshould
follow the instructions your healthcare
providergaveyoufortreatingasthmaattacks.
Always have your rescue inhaler medicine•
withyouforasthmaattacks.
Donotstop takingor lower thedoseof your•
other asthma medicines unless your
healthcareprovider tellsyouto.

For patients 6 years of age and older for the
preventionofexercise-inducedasthma:

Take montelukast sodium at least 2 hours•
beforeexercise.
Always have your rescue inhaler medicine•
withyouforasthmaattacks.
Ifyoutakemontelukastsodiumeverydayfor•
chronicasthmaorallergicrhinitis,do not take
another dose to prevent exercise-induced
asthma.Talktoyourhealthcareproviderabout
yourtreatmentforexercise-inducedasthma.
Donottake2dosesofmontelukastsodium•
within24hours(1day).

Foradultsandchildren2yearsofageandolder
with seasonal allergic rhinitis, or for adults and
children6monthsofageandolderwithperennial
allergicrhinitis:

Takemontelukastsodium1timeeachday,at•
about thesametimeeachday.

Whatisthedoseofmontelukastsodium?
Thedoseofmontelukastsodiumprescribedforyour
oryourchild'scondition isbasedonage:

2to5years:one4-mgchewabletablet.•
6to14years:one5-mgchewabletablet.•
15yearsandolder:one10-mgtablet.•

What should I avoid while taking montelukast
sodium?
Ifyouhaveasthmaandaspirinmakesyourasthma
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symptoms worse, continue to avoid taking aspirin
or other medicines called non-steroidal anti-
inflammatory drugs (NSAIDs) while taking
montelukastsodium.
Whatarethepossiblesideeffectsofmontelukast
sodium?
Montelukast sodium may cause serious side
effects.
• Behaviorandmood-relatedchanges.Tellyour

healthcareproviderrightawayifyouoryourchild
haveanyof thesesymptomswhile taking
montelukastsodium:
• agitation includingaggressivebehavioror

hostility
• attentionproblems
• badorvividdreams
• depression
• disorientation(confusion)
• feelinganxious
• hallucinations(seeingorhearingthingsthatare

notreally there)
• irritability
• memoryproblems
• obsessive-compulsivesymptoms
• restlessness
• sleepwalking
• suicidalthoughtsandactions(includingsuicide)
• tremor
• troublesleeping
• uncontrolledmusclemovements

• Increaseincertainwhitebloodcells
(eosinophils)andpossibleinflamedblood
vesselsthroughout thebody(systemic
vasculitis).Rarely,thiscanhappenin peoplewith
asthmawhotakemontelukastsodium.This
sometimeshappensinpeoplewhoalsotakea
steroidmedicinebymouththat isbeingstopped
orthedoseisbeinglowered.

Tellyourhealthcareproviderrightawayifyouget
oneormoreof thesesymptoms:

afeelingofpinsandneedlesornumbnessof•
armsor legs
aflu-like illness•
rash•
severeinflammation(painandswelling)ofthe•
sinuses(sinusitis)

The most common side effects with montelukast
sodiuminclude:

upperrespiratory infection•
fever•
headache•
sorethroat•
cough•
stomachpain•
diarrhea•
earacheorear infection•
flu•
runnynose•
sinusinfection•

Other side effects with montelukast sodium
include:

increased bleeding tendency, low blood•
plateletcount
allergic reactions [including swelling of the•
face, lips, tongue, and/or throat (which may
causetroublebreathingorswallowing),hives
anditching]
dizziness, drowsiness, pins and•
needles/numbness,seizures(convulsionsor
fits)

palpitations•
nose bleed, stuffy nose, swelling•
(inflammation)of the lungs
heartburn, indigestion, inflammation of the•
pancreas,nausea,stomachorintestinalupset,
vomiting
hepatitis•
bruising, rash, severe skin reactions•
(erythema multiforme, Stevens-Johnson
syndrome/toxic epidermal necrolysis) that
mayoccurwithoutwarning
jointpain,muscleachesandmusclecramps•
bedwettinginchildren•
tiredness,swelling•

Tell your healthcare provider if you have any side
effect that bothers you or that does not go away.
These are not all the possible side effects of
montelukastsodium.Formoreinformationaskyour
healthcareproviderorpharmacist.
Callyourhealthcareproviderformedicaladviceabout
side effects. You may report side effects to Lannett
Company,Inc.at1-844-834-0530orFDAat1-800-
FDA-1088.
HowshouldIstoremontelukastsodium?

Store montelukast sodium at 59°F to 86°F•
(15°Cto30°C).
Keep montelukast sodium in the container it•
comesin.
Keep montelukast sodium in a dry place and•
awayfromlight.

General Information about the safe and effective
useofmontelukastsodium
Medicines are sometimes prescribed for purposes
other than those mentioned in Patient Information
Leaflets. Do not use montelukast sodium for a
conditionforwhichitwasnotprescribed.Donotgive
montelukastsodiumtootherpeopleeveniftheyhave
the same symptoms you have. It may harm them.
Keep montelukast sodium and all medicines out
of thereachofchildren.
This leaflet summarizes information about
montelukast sodium. If you would like more
information,talktoyourhealthcareprovider.Youcan
ask your pharmacist or healthcare provider for
informationaboutmontelukastsodiumthatiswritten
for health professionals. For more information, call
1-844-834-0530.
Whataretheingredientsinmontelukastsodium?
Activeingredient:montelukastsodium
Inactiveingredients:
• 4-mgand5-mgchewabletablets:butylated

hydroxyanisole,colloidalsilicondioxide,
croscarmellosesodium,hydroxypropylcellulose,
hydroxypropylmethylcellulose, mannitol,
microcrystallinecellulose,naturalandartificial
orangeflavor, redferricoxide,sodiumstearyl
fumarateandsucralose.

• 10-mgtablets:colloidalsilicondioxide,
croscarmellosesodium,hydroxypropylcellulose,
mannitol,microcrystallinecellulose,polyethylene
glycol,polyvinylalcohol,sodiumstearylfumarate,
talcandtitaniumdioxide.
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