Reference ID: 3978660

This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts (continued) | Drug Facts (continued)
Warnil ! L' Keep out of reach of children. ncaseof
Ibuproken Bl overdosz, gt medical belp o contacta Pobson

:'ﬂ{" 'Jt — Rptcph Control Cerer rightawey. (1-800 222-1222)
R e B i o

wasthma (] [ ering  mwrash m : R
Hanallegiereaction cocus sop usend seskmedial e ity mhisproguctdoesnol contain directions
Stom ing warning This productocetzins an NSAID,Which may cause severe or complete warnings for adult use
st mach tescing The chance s higher fycurchic wdonotgivemore than directed
mhas had siomach ubers or bleeding peobl ms mshakz wel before using
‘m takes a blocd thirring (antizoagudand) or stercid drug mid right dose on chart below. If possie, use
‘mtakes other drugs contaning preseriptioncr nonprescrption NSAIDs (aspirn, ibuprofen, welght fo dose; otherwise use age.

napeaten, or olhers) amL=milier
‘mtakes more orfor alonger time than drected mmeasurewith the dosing devioe provided. Do
Sore throat waming Severe or persistent screthroat or sore throa acoompanied by bigh Dot usewi ary olher device.
fewer, headache, nausea, andvomiing may be serious. Consuk dockor prompy. Do ot use mdispense iquidskowly imo the child's mouh,
more han 2 days or adminéster o ch kiren under 3years of age unkess drected by dockr, toward the irrerchesk
Donotuse ' {needod repeatdoss every 6-8 howrs
iftheclifd s ver b 20 allrgceacton o buprfen v ary e pinelved e rehoer mdonusemor hand imes 2 day
‘wrigh before or afer heart sumgery Dosing Chart
Askadochor beforeuseif Weight(1o) | Age mos) | Dose (ml)
msiomach bleedngwarring applies foyeurchid underé mos aka dockr
1 chikd has @ histry of skemach problems, such as heartbum 1270 [ GNms | 12smL
‘mchikd has problems or serius side effects from taking painrebevers or fever reduoers

mechikdhas notbeen drrkingfiuds  mchild has kst alotof fuid due tov: miing or dirthea
‘mchikdhas high blood pressure, heartdiseass, her cithoshs, or kidney disease
mchildhas asthma mch s aking adiretic

1823bs | 1223 mos 1475 mL

Aska doctor or phammacist before wseif the child is
munderadockor scare for any serius oondton  mtaking any other dug

When using this product

wiakewihioodo mik¥stomachupsetoccus

mtherisk of heart atack or stroke may increase fyou use more than dreciedorfor
lorger fan drected

Other information
mstove between 2025°C (68 77'F)
l‘ilﬂluﬂﬂ-. impri

broken ormissing

SEALS" or .'-'i:'riﬂ

$Stop use andaska doctorif
mchildexperinces any of fi follwing signs of stomach bleeding
mfeelsfam  my mis blood [0odyor black:

‘mhas stomach pai thal doss (ol get betier

‘mthe chiddoes not get any reliewithin frst day (24 hours) oftraament
‘mfevercr pai getsworsa or kasts more than 3 days

mrechess orsweling ispresent the painfularea  mary newsy mptoms appear »

Inactiveingredients aygusdriaid
car mel, FD&C red no. 40, flavors, ghcern,
poyscrbete 80, pregelaiiized starch, pur fied
watke, sodum benzoate, sarbtol soklon, sucrose,
xarthan gum

Questions or comments?
gu”m«swmu]ansm

1

New Information. Read Entire Label
For Ages 6 Mos. to 23 Mos.

contains Ib u, prO fen
Oral Suspension (NSAID)
50 mg per 1.25 mL

Original

Berry Flavor
1/2fl 0z (15 ml)
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This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

< 117 mm >4 117 mm B
< 57 mm >< 60 mm > 60 mm >< 57 mm B
w o
OPEN to read all w.nlnga and Directions before use NN
NDC 50580-100-18 mﬁ:auiﬁrh"mﬂ‘m“:m s THE DOSING CHART AND DIRECTIONS APPEARING ON
: THE FIRST AND LAST PAGE ARE REPEATED FOR YOUR
£ '.',‘E'm e i il S oty ¢ | | CONVEMENGE. PLEASE READ AND KEEPALL WARNINGS o s . L=l o | o
S e oo e e g Py £ | | AMDDIRECTIONS TO ENSURE THE PROPER USE OF THiS s e, e,k i s
3 6252 ey 6-8 how s mdonctusamare hen 4 times 2 day 2 CONCENTRATED INFANTS' MOTRIN® PRODUCT. dose ewayy 68 hours @ 3o rotusameea hand times a day
~ Weight (1b) | _Age (mos) Dose (mL) N Important: Read all product information before using. Keep the Woight (I5) | _Age (mos) Does (mL)
1217 :MG mc:n mos aﬂ:(;sd::::n - box for information. This product Is Intended for s 1217 |b“.rd"6m:n 5 %
/ 1823 be 12-23 mos 1.875 mL Inchikin ages 6 monihe to 23 manths of age. BB | 12Bmoe T&5mL
LY. b, -l
Page 1/11 (Cover) Page 2/11 Page 11/11
Acﬂvolngedlem (In each 1.25 mL) Purpose Symptorrs may indude: m hives m facil sweling m as tma (wheszing) m shock Other Information
Questions or comments? orm
Call 1-877-895-3665 (tol-free) or 215-273-8755 (oollect buprofen 50mg (NSADF'..... s s PN @ [E0QTTEYE TEAXE msknreddenng mrash mbiskrs wstore between 20-5°C (6 77°F)
*nonstercicdl arﬁ»lnllamrrmy drug Ifan dllrgi: reaction ozcurs, stop use and seek medical hel it away. p FURLPT o 6]
Stomzch bleeding waming This productcotains an NSk D, whi h ey cause seee strrach mdo netuseif bottle wrap imprinted *SAFETY SEAL@" and “USE
Distributed by e e comma . o e, s bl T o Shoh Il o s s ks WITHENCLOSED DOSING DEVICE ONLY  is broken or missing
istributed by: |, 1 nam?lu 1 fakes 0 he d ugs contl ner
JOHNSON & JOHNSON CONSUMER INC. and toahaches mmm'nupg\] qr% uproen, ﬂwm mnmﬂ:m ,.L';L.,..”Wm Inactive en)
McNeil Consumer Healthcare Division h drecied antyydrous ciln: add, caramel, FD&C red o, 40, flavors, glcerin, pol scrbale 80,
g’j';jvc‘:’f;'g;‘g”"' PA 19034 USA Sore fivoal warning Severe o persisntstre hral o sur thoatecorpini d by prege aized stach,purfid Water, sacum berzoete, scrb ol sohion, s,
www.motrin.com 00000000 Ibupruken mey cause @ severe a gk reacton, especial in pzople alergh o aspi. ighteyer, headache, nausea, and vomilng may b serious. Consult doctor prampi. xanthan gum
Page 10/11 Page 3/11 Page 4/11 Page 9/11
mdo not give more than directed m shake well before using m find right Donotusermre han 2 days or admirisierto hidrenunder 3 years of age unless drected Aska doctor or pharmacist before use if the child is mthe child dozs not get any relief wihin frst day (24 hours) of reatmert
dosa on chart below. f passible, use weight to dose; atherwise use age. dock. ' Undkr a doctor's care for any serious condilion mtaking any other dig ' fever or pain gets warse r fasts more han 3 days m rechess or sweling s preseetin
m L =miliiterm measurew th the dosing device provided. Do not use with ary notwsem f be chid has ever had an allergic reaction b buprofen or any o her pain P the painfd area m ary new symploms appear
m&mcam;ﬁm:s Dosing Chart el .t Wil o et et ey ﬂ:‘r;; I'et:::lg: :nn“ﬁﬁmmrﬁ 1] mﬁﬁ:ﬁ o Keep out of reach of children. In casz of overdoss, get medical help or contacta
n?oums,mm e nercheck ot (::L |sM. fnes Lmd:?r :thahur:su:hmu? s?a:ninl m@&wf heﬂrv.m"hm’:s m's :rlndualm of serhus side folongerten ected Pulsi Crtol ek it W (0 23122)
Ak it son T 61t mw | | (| | sttt it B e S e 0 e
; e | ] jost ot of T due o vorifng of diamhea m jgh bood pressire, heart 2 — .
thn ¢ imesa day e s, e citoss, ke dbzes W Ndhas e Wi kg a et s slomach pan e dgs ot et et v dos ot camon e oms o conglee g r o e
Page 8/11 Page 5/11 Page 6/11 Page 7/11
<. 100 mm > < 100 mm >
k 29 mm >< 60 mm ><—11mm—y k— 13 mm —> |
b i : — ‘S i : -
I - 1
| ! g I !
! | 3 I |
1 ! v 1 |
S ; Cover Label , ; Cover Label , 3
0 1 ! I ! 0
2 | FRONT | | BACK | g
I I
| | i |
000000 | : ! !
N 1 | L _ J— 1 : .
[  Taminate 1 |
re-seal area
< 89 mm >
I( 29 mm 60 mm ><-—11mm—>|
~ s U7 7777777777777 77 77777 A" """ N
\
| 1
' :
£ ; |
E i !
[ |
8 | |
1 :
' 5
VI LLLLLLLLLLLLL L L L P

®) @)

Reference ID: 3978660




This label may not be the latest approved by FDA.
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New Information. Read Entire Label DrugFects (minued)l l Drug Facts{coninued)
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Wami wmL=millter
For Ages 6 Mos. to 23 Mos. ",",7,1"ﬂ A R melnpoge sk e

aspin.

Symptoms may chde mhives  miacid sweling mdispers2 iqud sowl intothe chidsmouth,
masthme (wheezing) mshock  mskinreddening — mrash  m bilskers fowand e fner cheek

ffan allergic re ion oocurs, stop use and seek medical help right away. wifnesded, repeat dose every 6-8 hours

Stomach bleeding warning This prodictcontains an NSAID, which may cause severe mdonotuse morefhan 4 timesa day

stomach bleeding. The chanoz i higher Fyour ch it Dosing Chart

mhas had stomach ukers or bieeding problems :

wiaizsabbod himing noceguencrsero g Weight(h) | Apofmos) | Dese(al)

‘miakes cther drugs oontairing prescriplion of norprescripion NSAIDS (aspiin, buprolen, 6 mas akadocke
mw.w‘;% R IM7bs  glimos  125ml

‘miabes morecrfora kager ime

Sore throat waming Sumrwnﬂm. it 823lbs | 1223mos  1.675mL

fewer, headache, nausea, and vomiting may be serious. Consu tdeckr prompdy. Do notuse .
e 2 days r i chidenunde 3yearsofage e reckédby oo, Otherinformation

r;:awm ays or adm childenunde 3 yearsofage urless bydo lm:“wylﬂffél

th or carlon

uf anoher Teducer mll-ﬂ SEALR" or botfle
e f mright before or afler heart surgery -_“?!mu"wmm*m
*Ibuprofen Aska doclorbeloreuseil  mstmach osdngwerning ap s oyou il ENCLOSED DOSING DEVICE

. ONLY" is broken or missing
‘mohik has a hisiory of stomach| such as heartbun
OI' al SUSPeﬂSIOﬂ (NSA’D) | ldium;mmammm;mmhmmhdm“mrdmn lnnfmirmdeuts

50 mg per 1.25 mL :::rn_mmmmmgs -Lmuna:::u;';ﬂmwfmmum Ay us i caane, s g,
nciffussins  wcidigadin: &ngfmﬂm
Aska doctor or pharmacist before wse if the child is xanthan qum

munder adoctors care forary seriouscondiion  miakingary other drug
Whenusing s product_ miewthfoodo g:esﬁmaoogmls?
e sk ofhert ltac o stoke ey s fyou s mere tendieced e e - 87-005-3665 (0o r15-175-4755
(NSAID) ety e k)

Stop use and aska doclorif

miedsfam mvomtsbiood  mhas bloody or black stooks
mhasstomach painthat dozs not get better
‘wihe chill does notgetary rellefwi hinfirstday (24 hours) of reatment
e or pain gets worse of kasts more than 3 days
mrednessor sweling s presentinthe painfid area  m any new sympt ms appear
Keep out of reach of children. incasscf overdose, get medical help or oontact a Poison
Canirol Cemter rightaway. (1-800 222-1222)

Direcions -

‘mthis product does ot 'indum:imhmlm
mdonot givemore then diregted  m shakewel befre u3ing

Actual Size mmduummr:%m.mwmmm?uuu
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111,0mm >
k 54,0 mm >< 57,0 mm 3|
T R
THE DOSING CHART AND DIRECTIONS APPEARNG ONTHE RRSTAND ﬁ:‘“"’. '.‘.'"“F“"‘ dees
LAST PAGE ARE REPEATED FORYOUR CONVENENCE. PLEASE READ :m;"m““. " ,;I!m:',““'.’m"m
ANDKEEP ALL WARNINGS AND DIRECTIONS TO ENSURE THE PROPER I do not give more than directed
USE OF THIS CONCENTRATEDINFANTS'MOTRIN® PRODUCT. m shake well before using m find
impornt Read all produc ilormetian vekre using Keep the hox | ('] [1LEose 6 charbtelon .
for importent information. This product is intended for use in biherwise use age. m mL = millier
£ children 2ges 6 months to 23 manths of 2ge. W measure with the dosing device
£ provided. Do not use with any other
S Activelngredient Pumpose tevice. m dispense iquid slowly into
b (In each 1.25mL) he chid's mouth, toward the inner
buprofen 50 mg (NSA D). s PAIN TEIYERRARI TR UOR cheek m if needed, repeat dose
*norsteroidal entinflammatoly dnig fevery 6-8 hours m do not use more
han 4 times a day
‘.’“5 forprry: [ Weigh (15 | Age (mos) Tose (mL)
athes and pains due to e I,y sore thicdt, under 6 mos ask adoctor
m“mes and tocthaches 12-17 Ibs [ 611 mos 125mL
18-23 Ibs | 12-23 mos 1875mL
AN J
| Page 2 Page 7 |
108,0 mm
F 54,0 mm >< 54,0 mm q
Donotuse Siop useand ask a doctor if
' f1he chd has ever had an dlkegic reaction o buprofen or any other pain m chid experiences any of the fo lowing signs of stomach bleeding
relievenfever reducer mfezkfant mvomis blood m has bloody or black stooks
mright before o after heart surgery m has somach pain that does nat get befter
- m the child does nol get ary rduwhhhnmdatmhwn)dmt
Aska doctor hefore useif ' fever or pan gets Worse of asts mere then'3 6
: mgﬁi"}?maﬁmﬁ;m b w rechess or sweling & present in the painful aaa W Ny NEw Syptoms appear
Keep out of reach of children. In cas of overdoss, get medical help or
' chid has problems or serious side effects from taking pain relievers of y
E petorihe contact a Poison Control Center ight away. (1-800-222-1222)
o ' chid has not baen drrking fuids Direcfons L .
b ' chid has kst a kot of Auid dueto vomiting or darhea lhx{mﬁﬂlu not contain directions or comp|ete warnings for
m chid has high blood pressure, heart disease, ver cimhasis, or kidney disease adult use
wchid has asttme. mchil s taking a diretic m:‘ll"nmhl Dosing Chart
Aska doctor or pharmacist before use if the child is .
' under a doctor's cre for any serious oonditon  m aking any other drg :mm:g’:":‘m Weight (1) | Age (mos) | Dose (mL)
When using this product m tabewith food or m Ik if stomach upsetoccurs If possibls, use weightto under 6 mos sk adockr
' the isk of heart atiack or ok may Ncreass fyou us mare than directed or dose; obenwise useage. | 121710 [ 61imos | 125mL
for bager then directed wnl=miiltr 1823bs | 122305 | 1875mL
AN J_
| Page 4 Page 5 |
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<@l OPEN to read all Warnings and Directions before use
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Directions mthis product does not
mhn directions or complete
Jmkuﬂ use m lond give
more than directed mshakewell
before using mfind right dose on chart
below. fpossible, useweight 1o dose;
otherwise use age. mmL= millliter
E mmeasure with the dosing device
E provided. Do not use with any other
S device. m dispensa liquid slowly intothe
5 chlds mouth, toward the inner chesk
wif needed, repeat dose every 6-8
hours mdo not use more than & times
2 day
Weight (Ib) Age (mos) Dose (mL)
under 6 mos ask a doctor
12-17 Ibs [ 6-11 mos 125mL
18-23 Ibs [ 1223 mos 1.875 mL
AN
| Page 1 (COVER)
108,0 mm >
[ 54,0 mm >< 54,0 mm 5
e s | (1) N
mdspense [iuid sowly it the ch s mouth, iowand the inner
' [ eeded, repe dose every -8 hours m da notuse me han  limes a day Allrgy alert Iupreten may cause  severe allge eacton,especaly In
peoplealngic to aspin
Informaf Symptoms may ichide:
m between D"{'s.c (8TTF) mhives mfacalsweling m asthima fwhezzing)
wdonotuse if bottle wrap imprinted “SAFETY SEAL®" and “USE wshock wskinreddenrg mrash mbiikes
WITH ENCLOSED DOSING DEVICE ONLY" is broken or missing Ifan alergc reacton cocurs stop use and seek medical hep ight away.
£ Stomach bleeding waming This product contans an NSAID, which may
£ Inactive Ingredients artydrous citic acid, caramel, flavors, gloerin, caus2 severe stomach bleeding The chanoe s higher fyour chid:
o polysarbate 80, pregelatinized starch, pur fied water, sodium herm 'mhas had stomach ukcers or bleeding problems
o ‘sorbitol soktion, sucrase, xarthan qum mtzkes a bood thinring (andcoaguiant) or steroid dug
mtakes other drugs containing prescripion or onprescrip ion NSAIDs
Questions or comments? {apin, bupon, e, o cthers)
Cal 1-877-895-3665 (tnlHree) or 215-273-8755 (colkect) 'tk morecr e alonge et dieted
Distributed by: Sore throat waming Severe or persislent sore treat or sore throat
JOHNSON & JOHNSON CONSUMER INC. aocompanied by highfever, headache, nausea and vom tihg may be serious.
yeng C:'nmmelplia‘ﬂ:‘;g:lﬁ gxiaion Consuft doctor prampdy. Do not use more than 2 days or administer o chldren
t X
JaJCi 201 wwwmotrincom  [00000000 ndar3 A o age s drctd by docer
v\ J
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