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Drug Facts (contjnued) |

Drug Facts (continued)

Wamings '
Allergy alert buprofenmay cau{a.wvere ale gic reacion, espef ally in people alle g to aspirn.
Symploms mayinclude: - Whives i

mastima(wheezng) Wshock mskireddening  Wresh  mbisters
Ifan alle gic reaction oc urs, stop use and seekm dicalhelp right away.
Stomach bleeding warning This pr ductc ntains an NSAID, whi hmay cause severe stomach
bleeding. The hance i higher if your child:
W has had stomach ulcers or bleeding problems
Wiakesablood hinning (anticoagulant) or sterod d ug
Wiakesohe d ugsc ntaining prescription or nonprescripti nNSAIDS (aspirin, buprofen,

naprox , oro hers)
Wiakes more or foralongertime han directed
Heart attack and stroke warning NSAIDs, except aspirn,increase the risk of heart attack, heart
falure, and stroke. These can be fatal. Therisk s higher if you use more han
direct dorforlonger han directed.
Sore throat warning Severe orpersist nt sore throat or sore throat accompani by high fever,
heada he, nausea, and vomiting may be seri us. C. nsultdocor promptly. Do not use more:han 2 days
oradminister o chidren unde 3 years of age unless directed by d

Do notuse

wifthe chi toibuprofen or any other pain relieverffever reducer
W right before or after heart surgery

Aska doctor hefore use if W stomach bleeding warning applies to your chld
mehild has a history of stomach problems, such as heartourn
mchid has probl ious side effects from taking pain re fever reducers
mehild has not been drinking fluids — m child has lost alot of fluid dueto v miting or diarrhea
W child has high blood pressure, heart disease, iver cirthosis, kidney disease, or had astroke
Wchid has asthma mchldis taking a diuretic

Aska doctor or pharmacist before use if the child is
munderadoctor's care for any serious cond fion M taking any other drug

When using this product - m take with food or mik fstomach upset occurs

Stop use and ask a doctor if
mchild experiences any of the following signs of stomach bleeding:

mieelsfaint v mitsblood W has bloody or black stools
W has stomach pain that does not get better
mchild has symptoms of heart pm}lemsm stroke: —Wchestpain mirouble breathing
W weakness in one partor sidgof body n s\u%%peech mlegsweling
wthe chd does not get any relief within first day (24 hours) of tréatment
mfever or pain gets worse or lasts more than 3 days

Keep out of reach of children. In case of
overdose, get medical help or contact a Poison
Control Center right away. (1-800 222-1222)

Directions

wihis product does not contain directions
orcomplete warnings for adult use

wdo not give more than directed

mshake well before using

mfindright dose on chart below. f possible, use
weightto dose; otherwise use age.

mmL=milifter

mmeasure with the dosing device provided. Do
ot use with any other device.

W dispense liquid slowly into the chid's mouth,
foward the inner cheek

' fneeded, repeat dose every 6-8 hours

mdonotusemore han4 times a day

Dosing Chart
Weight(1b) | Age (mos) | Dose (mL)
under 6 mos askadoctor

270s | 611mos 125mL

1823bs | 1223mos | 1875mL

Other information

W store befween 20-25°C (68-77°F)

wdo not use if carton tape imprinted
“SAFETY SEAL®"” or hotile wrap imprinted
“SAFETY SEAL®" and “USE WITH
ENCLOSED DOSING DEVICE ONLY” is
broken or missing

Inactive ingredients anhydrous ciri acid,
car mel, FDC red no. 40, flavors, glycerin,
polysorbate 80, pregelatinized starch, purfied
water, sodium benzoate, sorb tol solution, sucrose,
xanthan gum

Questions or comments?
Cal 1-877-895-3665 ({ol-free) or 215-273-8755
(colect)

mredness or swelling s present  the painful area many nevlsymploms appear »

See New Warnings

For Ages 6 Mos. to 23 Mos.

@oncentratgd

contains Ibu rofen
Oral Suspension (NSAID)
50 mg per 1.25 mL
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57 mm

60 mm

28,5 mm

OPEN to read all Warnings and Directions before use 118
NDC 50580-100-18 DIrecglansnIhisr oduct does not contain di ections or complete

warnings for adult use m do not give mo e than directed m shake
well before using m find right dose on char below. f poss ble, use weight
to dose; otherwise use age. m mL = millliter m measure wihhe dosing
device provided. Do not use wi h any o her device. m dispense liqu d
slowlyinto he hild's mou h, toward he inner heek m if needed, repeat
dose every 6-8 hou s m do not use more han 4 times a day

Weight (Ib) |  Age (mos) Dose (mL)

under 6 mos ask a doctor
12-17bs [ 6-11mos 125mL
1823 bs | 12-23mos 1.875 mL

Page 1/11 (Cover)

Questions or comments?
Call 1-877-895-3665 (foll-free) or 215-273-8755 (collect)

Active ingredient (in each 1.25 mL) Purpose
buprofen 50 mg (NSA D)*.... ...... Pain re everffever reducer
*nonsteroidal anti-inflammatory drug

Distributed by:

JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division

Fort Washington, PA 19034 USA

©J&JCI1 2016

www.motrin.com

00000000

Uses temporarily: m reduces fever
W reieves minor aches and pains due to the common cold, flu, sore throat, headaches
and toothaches

Wamin%s
Allergy alert louprofen may cause a severe a lergic reaction, especially in peaple allergic to aspirin.

Page 10/11

Page 3/11

mdo not give more than directed m shake well before using m find right Sore throat warning Severe or persistent sore throat or sore hroat accompanied by
dose on chart below. f possible, use weight to dose; otherwise use age. high fever, headache, nausea, and vomiting may be serious. Consut doctor promptly.
mmL = milliter @ measure w th the dosing device provided. Do not use with any Donot use more han 2 days or administer fo ch ldren under 3 years of age unless directed by
other device. W dispense Dosing Chart doctor.
liquid slowly into the child's " Do not use m fthe chd has ever had an a lergic reacton to buprofen or any other pain
mout, ovard e cheek | WM (10) U e re everffever reducer M rightbefore or after he%rt surge ’ v
i under 6 mos ask a doctor g 1oery
mif needed, repeat dose every - N . h
6-8hours mdonotusemore |_12-171bs_| 6-11mos | _125mL Aska doctor before use if m stomach bleeding waming applies to your chld
then 4 times a day 1823 bs | 1223 mos | 1875mL | ' chid has a history of stomach problems, such as heartbum m child has problems or serious
— side effects from taking pain relievers or fever reducers M ch!d has not been drinking fluids
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NDC 50580-100-18  Directionsm his p oduct does not contain directions or complete
THE DOSING CHART AND DIRECTIONS APPEARING ON warnings for adu { use m do not give mo & han directed m shake
THE FIRST AND LAST PAGE ARE REPEATED FOR YOUR we | before using m find ight dose on chart below. If possible, use weight|
s CONVENIENCE. PLEASE READ AND KEEP ALL WARNINGS todose; 0 herwise use age.  mL = m liter m measurew h he dosing
device prov ded. Do not use wi h any o her device. m dispense iqud
€ AND DIRECTIONS TO ENSURE THE PROPER USE OF THIS slowlyinto he hild's mou h, towa d the inner cheek m fneeded, repeat
'g CONCENTRATED INFANTS' MOTRIN® PRODUCT. (NSAID) duseh{avery 6-8 hours m do not use more han4 times a day "
N Important: Read all product information before using. Keep the Weight (1)) | Age (mos) Dose (mL)
box for important information. This product is intended for use . lb‘;"defﬁ s as]kzas““t“'
i i - -11 mos m
in children ages 6 months to 23 months of age. Too5be T 1575 mos THemT
Page 2/11 Page 11/11
Symp¢ include: m hives M facial swe i thma (wheezing) m shock m skin reddenil her information
Wrash mblsters. fanalergic reaction occurs, siop use andseek medical help gt ay. 2 tst:re beftglee:g‘ﬂ)-zs‘c (6877F)
Stomach bleeding warning This product contains an NSAID, which may cause severe wdo not use if bottle wrap imprinted “SAFETY SEAL®” and “USE
st mach bleeding. The chance is higher ifyour child: W has hd stomach ulcers or bleeding WITHENCLOSED DOSIN(?DE\II,ICE ONLY” is brok o
probl ms W takes a blood thinning amicoagu\amg)orsteroid drug mtakes other drugs containing 15 broken or missing
prescription or nonprescription NSAIDs (aspirin, buprofen, naproxen, or oth kes more o L .
foralon%erﬁme than directed Inactive ingredients )
Heart attack and stroke warning NSAIDs, except aspirin, increase therik of heartaftack, anhydrous ciic acid, caramel, FD&C red no. 40, flavors, glycerin, polysorbate 80,
heartfailure, and stroke. These can be fatal. The risk is higher if you use more than directed or for pregelatinized starch, pur fied water, sodium benzoate, sorb tol solution, sucrose,
longer than directed. xanthan gum
Page 4/11 Page 9/11
W hid has lostalof of fluid due fo vomiting o diar hea M chid s high blood pressure, heart 0 the chil elief within fi 2h t
disease, iver cir hoss, kidney disease, or%ad astroke Wchldhasas hma mchidis taking a diurefic n 259, é,d pi?ﬁsggg e,zt,:er%r[ |a'§sm m’:tndf %;(,ys :“,’;},,”Js‘;"oa,"s”mmg is presentin
Aska doctor or pharmacist before use if the child is the painful area M any new symptoms appear
munder a doctor's care for any serious ¢ ndition M taking any o herd ug Keep oo reach fchiiren. nase of vt ge medizl e ot
e h P . In case of overdose, get medical help or contact a
Whenusingtis prnﬂunl.ltake vihfoodormk ! Poison Control Center right away. (1-800 222-1222)
Stop use and ask a doctor if mchld experi f he following signs of stomach ble-ding:
lfe:lsﬁaim lvomilsl‘)}c hed .hai blcodyorblankslcﬂs lhasslcmacl; pbain T]atdoesmigeibener Directions
1 fidhas symptoms of heart problems or stroke: M chest pain W rouble brea hing M weaknessin ) PRI :
oneparorsdectb y msur dspes h mlegsvelg ' this product does not contain directions or complete warnings for adult use
Page 6/11 Page 7/11
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s . . .
::::: See New Warnings Drug Facts (confinued) | Drug Facts (confinued)
< i wdo not give more than directed
:‘::: mmgﬂ Iouprof n may caus asevereaHeg\creactiun‘ewia\lympeoplea\legicloaspmn. lshakevge\befomusing
%“" F or Ages 6 Mos' to 23 Mos’ | Symptoms may include: lhwe&llmtmﬂm — ' findright dose on chart below. f poss ble, use
:Q:Q: .- - Washma(wheezing) Mshock Wskinreddening Mrash mbisters Weightto dose; o herwise use age
<X Ifanale gic reaction occurs, stop use and seek medical help ight away. AmL=miliiter
”‘" @Oneentr ated Stomach bleeding warning This product contains an NSA D, which may cause severe stoma h mmeasure wh he dosing device provided. Do
T g deicep
‘000’ ble-ding The chance is higher i your chc: notusew hanyohe device.
“0‘:‘ () lgashadst ma hulcers or bleeding problems W takes ablood hinning (anticoaguiant) or sterod wdispense liguid slowy into he chid's mouth,
ug towa dthe inner cheek
::::: W iakes 0 her d ugs containing prescrip ion orn nprescription NSAIDS (aspirn, ibuprofen, ' fngede, repeatdose every 6-8 hours
"“‘ naproxen, or o hers) mdonotusemore hand times a day
195959 mizkesmoreorforal ngerfime hendiect d ing Char
"”’ Heart attack and stroke warning NSAIDs, except aspirin,increase herisk of heart atack, heart Dosing Cart
s, ! : -
::::: falure, and sroke. These can be fatal The iskishigher fyou se more han diected orfor Welghl(lhd) Rge (mos) D';“d(m”
o longer han drected. under 6mos askadoctor
:’:‘: Sore throat warning Severe orpersistent sore hroatorsore hroatacc. mpanied by high fever, DATbs | 6l1mos 125mL
“0‘ headache, nausea, and vom ting may be serious. Consu tdocor promptly. Do not use more than 2 days Sbs | DBmos e
’:‘:‘ oradminister to chdren under 3 years of age unless directed by doctor.
10 %% Donotuse Other information
‘:‘" contains u f he hidhas ever had anale i reac fon o buprofen or any o her pain reliever/fever reducer W store betwe 1120 25°C (68-77°F)
’0’0‘ LDIoNER W ightbeforeoraferheartsu gery ldnnuiuseilcammis‘npenednrcaﬂnntape
‘:‘:’ (0)Z] Suspens:on (NSA’D) Askadoctorbeforeuseif  mstomachble dingwa ningapplestoyour fid :mg::m:g “ssﬁggggk : :L:?'ﬂgm}]m 1
::::: 50 mg P =4 1.25 mL : p;gq:::r?;llorrnysoérsluerr?suzgéoeb‘:f;g;;uro?na;:ienagﬁnnreieversorfeverr ducers ENCLOSED DOSING DEVICE ONLY" is broken
:0:0: or/Fe W hidhasnot been drinking flids  mchld has lost ot of fluid due to vomiting o diar hea ormissng -
‘0‘0‘ W hidhas high blood pressure, heartdisease, iver cir hosis, kidney disease o had astroke Inactive ingredlients anhyrous ciricacd,
K> u hidhas as hma wchid s takinga direfic caramel, favors gycerin, polysorbate 80,
Q‘Q’Q , avors giycern, polysorbate 80
120 %% Aska doctor or pharmacist hefore use ifthe child is preggiz ot e ke, dum enzrte,
:0:‘: Wunderadoclorscarforany sei uscondti n - mtakingany o herd ug soblol ol , sucrose, kenthan gum
’:‘:‘ (NSAID) When using this product  mtakewi hfoodormilkifstomach upsetoc urs Questions or comments? Cal
9% % ; 1-877-895-3665 tok i) o 215-273-8755 (colec)
.000’ Stop use and aska doctor if
SIS W hid experiences any of the following signs of stomach bleeding: "
LK
520% wfeelsfaint Wy mitsblood  mhas bloody or black stools _—
:‘:’: W has stomach pain hat does not get befer —_—
i (=}
0:0:‘ 1 fid has symptoms of heart problems or sroke: e
w W hestpan  Wifroublebreahing Wweaknessin ne partor side of body ——
‘0‘0‘ msluredspeech  Mlegsweling 2
—_———— o
SIS | use only with mthe i does nof get any refiefwi hin fst day (24 hours) of reatment —————————————
:‘:’: & W fever or pain gets worse orlasts more han3 days _———
=]
::::: Non-Staining Wr dness orswelingis presentin he painfularea - Wany new symptoms appear —
Keep out of reach of children. In,ase ofoverdose; icahelp or contact a Poison Control e — L
"‘0’ o o @
::::: Orlg[nal Be['['y Flavor Ce'nlemg.hlaway.( xwozzz-mz(es =
"“‘ Dlrgcnons | ——
020:: 1 f| 0z (30 m|) Actual Size athis product does not containjdirections or complete warn/ngs for adultuse - .
LOT: [ ]
USA
000000
887
EXP: [ ]
Distributed by: JOIGSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division
Fort Washington, PA 19034 USA  ©J&JCI 2016
| www.motrin.com
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111,0 mm

ﬂi 54,0 mm >< 57,0 mm iﬂ
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THE DOSING CHART AND DIRECTIONS APPEARING ON THE FIRST AND Directions m this product does
LASTPAGE ARE REPEATED FOR YOUR CONVENIENCE. PLEASE READ pot contain directions or
complete warnings for adult use
AND KEEP ALL WARNINGS AND DIRECTIONS TO ENSURE THE PROPER do not give more than directed
USE OF THIS CONCENTRATED INFANTS' MOTRIN © PRODUCT. m shake well before using M find
Important Read al product information before using. Keep the box s
for‘ important information. This product is intended for use in therwise use age.mmL= milliter
£ children ages 6 months to 23 months of age. measure with the dosing device
IS . § provided. Do not use with any other
S Active ingredient Purpose device. m dispense iquid slowly into
5 (in each 1.25 mL) he child's mouth, toward the inner
buprofen 50 mg (NSA D)’ Pain reli reducer cheek mif needed, repeat dose
*nonsteroidal anti-inflammatory drug levery 6-8 hours m do not use more
han 4 times a day
Uses temporrly Weight (1) | Age (mos) Dose (mL)
W relieves minor aches and pains due to the common cold, i, sore throat, under 6 mos askaa doctor
headaches and toothaches 1217lbs [ 611mos 125mL
18-23bs | 1223 mos 1875 mL
v\ )
ﬂ Page 2 Page 7
< 108,0 mm >
|< 54,0 mm >< 54,0 mm >|
~ N\
Do not use Stopuseandaskadoctorif _
1 fihe chd has ever had an allergic reaction to buprofen or any other pain wchid eth-gnenoes anyof hefollowingsigns of stoma  bleeding:
relieverffever reducer hlfeels almh lvora Edblood [ ] haigtltemy or black stools
i mhas stomach pain hat does not get better
W right before or afer heart surgery Sitasomonso et pm%\gmsor e fespen
Aska doctor before use if l;lun: ¢ ;peelc“n ik side ofbody
W stomach bleeding waming applies to your child § AN
nchidhasa historg of mangau?&mbler%g, such as heartoum : fg\?e rw%;ﬁt%g%miﬂmﬁﬁ?%% fours) of reaiment
E 'mﬁuﬁgm orseious ide ffecls fom taking pin efevers o wr duess orswelingis pres ntin he paifularea W any new symptoms appear
S W child has not been drining lids Keep out of reach of children. In case of overdose, get medical help or
B mchid has lostalotofflid due to om tng or iarthea cortacta Poison Contol Center ight away. (1-800-222-1222)
mchild has high blood pressure, heart disease, iver cirthosis, kidney disease, or had Directions mthis product does not contain directions or complete
stioke . wammﬁs for adult use )
mchidhasasthma  mehidistakinga duretc wdo not give more than directed Dosing Chart
. P e W shake we | before using : A D L
Aska doctor or pharmacist hefore use if the child is i rcht dose on chart | Weight (Ib) [ Age (mos) | Dose (ml)
W under a doctor's care for any serious condition M taking any other drug If poss b%e, use weight to . Iti)nder 6 21({5] ask a doctor
: otherwi - -11m
When using this product m ake withfood or Ik f tomch upset occurs s obeniseseae. |1
AN )
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< 111,0 mm
|< 57,0 mm >< 54,0 mm
~
@111 OPEN to read all Warnings and Directions before use
Directions m this product does not
contain directions or complete
warnings for adultuse m do not give
more than directed m shake well
before using m find right dose on chart
below. fpossible, use weight to dose;
otherwise use age. M mL = mill liter
IS mmeasure with the dosing device
g provided. Do not use with any other
ST device. mdispense liquid slowly into the
b chld's mouth, toward the inner cheek
mifneeded, repeat dose every 6-8
hours mdonot use more than 4 times
aday
Weight (Ib) | Age (mos) Dose (mL)
under 6 mos ask a doctor
12-17 Ibs | 6-11 mos 125mL
1823bs | 12-23mos 1.875 mL
AN
| Page 1 (COVER)
< 108,0 mm >
|< 54,0 mm >< 54,0 mm >|
I N
mmeasure with the dosing device provided. Do not use with any other device. Warnings
W dispense fiquid slowly nto the ch Id's mouth, toward the inner cheek Mleray alert tbuorof lle gicreacton, especialy le dicto
1 fneeded, repeat dose every 6-8 hours m do not use more than 4 times a day aspiri? Aol s e e gt epecly n el g
. : . clde: Whives Wi o
Other information ATponsmayade: e ;
W stoe betueen 20-5°C (60:77°F) et g St W Wbl
mdo not use if bottle wrap imprinted “SAFETY SEAL®” and “USE Stomach bleeding waming T ; ;
s L g warning This product contains an NSAID, whi hmay cause severe
. WITH ENCLOSED DOSING DEVICE ONLY" is broken or missing samach g, T chnc & e v i
£ Inactive ingredients anhydrous citic acid, caramel, flavors, glycerin, I'I;aks Mdhmahh qhersc[ueedlrg pmbmu 4
S polysorbate 80, pregelatinized starch, pur fied water, sodium benzoate, 1 Iakesah ; mingenfcoaguen o seiddug NS
5 sorbitolsolufon, sucrose, xanthan gum W ke oherd g g resciptincr e NSADS
(aspirn, fouprofen, naprox n, or o hers)
Questions or comments? Wiakes more orforal nger me han diected n )
Cal 1-877-895-3665 (fol-fee) or 215-273-8755 (collect) Hear atack and stroke warning NSAIDs, exceptesin ncrease he ik of heat atack,
heartfaiure, and stroke. These can be fatal. The risk s higher f you use more:han directed or
Distributed by: forl nger han directed.
JOHNSON & JOHNSON CONSUMER INC. Sore throat warning Severe or persisent sore hroat orsore:hroat accompanied by high
McNeil Consumer Healthcare Division fever, heada he, nausea, and vomiting may be serious. Consut doctor prompty. Do not use
gﬁ%f;‘)‘;‘g"’"' PAW fgﬁﬁ&?ﬁ com 00000000 ot han 2 days or adminiserto i nunder 3 years of age unless direted by doctor.
v\ )
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