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Drug Facts (continued) | Drug Facts (continued) See New Warnings

Warnings Keep out of reach of children. In case of

I
Allergy alert buproienmaycausk:everealegicreacion,espe il inpeopleale gictoaspirn. overdose, get medical help or contacta Poison For Ages 6 Mos. to 23 Mos.

yinclude: - Whives Control Center right away. (1-800 222-1222)
wastma(wheezing) Wshock Wskinreddenng  mrash  mbisters —
Ifan lle gic reacton oc urs, stop use and seekm dical help right awey. Directions o @Oneentr atEd
Stomach hleeding warning This pr ductc ntains an NSAID, whi h may cause severe stomach mthis product does not contain directions
bleeding. The- hanceis higher fyourchi: or complete warnings for adult use \ ®
W has had stomach ulcers o bleeding problems o not give more than directed
Wiakes ablood hinning (anficoagulant) o stero dd ug W shake well before using I
Wiakesohe d ugsc ntaining prescription or nonprescripti n NSAIDS (aspirn, buprofen, wfind right dose on chart below. If possible, use
naprox n, oro hers) weightto dose; otherwise use age. =
W takes more or for alonger tme-han directed mmL=miliiter
Heart attack and stroke warning NSAIDs, except aspirn, increase the isk of heart atack, heart ' measure with the dosing device provided. Do m D 0 '
falure, and stroke. These can be fatal. Therisk s higher f you use more han ot use with any other device. q ‘_

3 0045-0524-157

drect dorforlonger han diected. mdispense iuid sowlyinto the childs mouth, .
Eur: tllhrnat warningd Sevgt[eor periist nt‘soretchmat ﬁrdsorte lhrom;?co[rjnpanl dbyhigh fﬁvenz . lov?ard lheqinnercheyek contains Ibupr()fen
ieada he, nausea, and vomiing may be ser us. C nsutdoctor promptly. Do notuse more: han 2 days 1 fneeded, repeat dose every 6-8 hours .
oradministerto chdren unde 3 years of age unless direced by doctor. ldonoluse[mpore hann‘ilmnésaday Oral SUSpenS’On (NSA’D)
qunﬁlu;@ s — N Dosing Chart | 50 mg per 1.25 mL
W ifthe child has ever had an allergic reaction to ibuprofen or any other pain reli ! 1 9
lrightbeforeoraﬂerheansurger% i e - Weihh | s o) | Dos ) —‘ﬂuﬂlﬂ-ﬂaxﬂu._ :
Py N " ) der 6 i a doct 7
Aska doctor before use if W stomach bleeding warning applies to your ch ld ]Zml;n er‘ mﬁos" as] ;5 Lor -
mchid has ahisory of stomach problems, such s heartbur AL L m y Lasts up to y
1 chid hes problems or serious side effects from taking pain relievers or fever reducers 1823bs [ 1223mos [ 1875l S/ ety S S
mchild has not been drinking fluids  m child hes lost a ot ofluid due to v miting or diarrhea " . " y 8 h
' child has high blood pressure, heart disease, iver irthosis, Kidhey disease, o had a stroke Other information - Ou r S
nchid has astma mchidistaking a duretc Wslos efieen 2025 C (€877 F) y
. - - wdo not use if carton tape imprinted -

Aska doctor or pharmacist before use if the child is “SAFETY SEAL®" or hottle wrap imprinted
W under a doctor's care for any serious cond fion W taking any other drug “SAFETY SEAL®” and “USEWITH
When using this product  mtake it food or mik fstomach upset occurs E:‘u%gsn%?gls,{gﬁ DEVCEONLY"s 4 (NSAID)
Stop use and ask a doctor if . . L
mchild experiences any of the ollwing signs of stomach bleeding Inactive ingredients enyarous cir

wheelsfant My mitsblood  mhas bloody or black stools car mi, I;Dg‘g ted "0'3140,‘ ﬂzvog‘ %'yw”géd .

' fhas stomach pain that does not get beter mesrgsoadﬁlm ﬁs;i%ste‘r]s%?b & srgl mg:' . (0){ lglﬂal
' child has symptoms of heart problems or stroke. Mchest pain mirouble breathing ' g g !

Wweakness in one part or sideof body ls\u%;jpeech Wlegsweling Janbengin Ber r y F a Vor
mthe chd does not get any relief within first day (24 hours) of reatment Questions or comments?
W fever or pain gets worse or lasts more than 3 days (Cal 1-877-895-3665 (tol-feg) or 215-273-8755

' redness or sweling is present i the painful area M any new|symptoms appear » (colect) 1 / 2 f I 0z (1 5 m I) Actu aTS]Zé -
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Reference ID: 4070379



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

57 mm

60 mm
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OPEN to read all Warnings and Directions before use 1 11»>|
NDC 50580-100-18 _ Directions m this b 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 wi h he dosing
device provided. Do not use wi Mr’:‘iyu her device. m dispense liqu d
slowly into 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 | 611 mos 125mL
1823 bs | 12-23mos 1.875 mL

Page 1/11 (Cover)

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

Active ingredient (in each 1.25 mL)
buprofen 50 mg (NSA D)’
“nonsteroidal anti-inflammatory drug

Purpose
Pain re lever/fever reducer

Distributed by:

JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division

Fort Washington, PA 19034 USA

©J&JCI 2016

www.motrin.com

00000000

Uses temporariy: M reduces fever
W rejeves minor aches and pains due to the common cold, fu, sore throat, headaches
and toothaches

Wamin%s
Allergy alert Ibuprofen may cause a severe alergic reaction, especially in people allergic o aspirn.

Page 10/11

Page 3/11

mdo not give more than directed m shake well before using mfind right
dose on chart below. f possible, use weight to dose; otherwise use age.
mmL = miliiter mmeasure w th the dosing device provided. Do not use with any

Sore throat warning Severe or persistent sore throat or sore-hroat accompanied by
high fever, headache, nausea, and vomiting may be serious. Consu tdoctor promptly.
Donot use more han 2 days or administer to ch ldren under 3 years of age unless directed by

other device. mdispense Dosing Chart doctor.
liqid slowiy nto the chiids  ~ Fyetet i T Age (mos) | Dose (mL Do not use m  the chld has ever had an alergic reacton to buprofen or any ofher pain
mouth, toward the inner cheek ight (1) | Age mos) {mt) reieverfever reducer W rght before or after heart surgery
wifneeded, repeat dose every under 6 mos ask a doctor ; i
6-8 hours mdonotusemore |_12-171bs | 6-11mos | 125mL Ask a doctor hefore use if m stomach bleeding warning applies to your chld
i ¥ % mchild has a history of stomach problems, such as hearfourn m child has problems or serious
than 4 times a day 16231bs | 1223mos [ 1875l side effects from taking pain relievers or fever reducers M chd has not been drinking fluids
Page 8/11 Page 5/11
< 100 mm >
|< 29 mm >< 60 mm ><—11mm—>|
7~ ; 7 =
1 1
1 1
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re-seal area
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28,5 mm

B

117 mm
60 mm >< 57 mm
NDC 50580-100-18 Directionsm his p oduct does not contain directions or complete]
THE DOSING CHART AND DIRECTIONS APPEARING ON warnings for adu t use m do not give mo e han directed m shake
THE FIRST AND LAST PAGE ARE REPEATED FOR YOUR we | before using m find ightdose on chartbelow. f possibe, use weight
c CONVENIENCE. PLEASE READ AND KEEP ALL WARNINGS todose;0 heurwwsg use age.l_n:|L=mH’\|nerl measure h hg dosing
£ | | ANDDIRECTIONS TO ENSURE THE PROPER USE OF THIS G i . o s et st g
g CONCENTRATED INFANTS' MOTRIN® PRODUCT. ()M dose every 6-8 hours wdorotusemore hand limes 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 = Ib““‘*‘*’ 6 '"065 = aslk ;5“”:0’
H H - S -11 mos mi
in children ages 6 months to 23 months of age. 525k T Drims Temm
Page 2/11 Page 11/11
Symp;wglmayinc\fude: hives W facialswe ing W asthma (v flock W skinreddening Other information
Wrashm blisters. lergic reacti it ot away, . N
A rgloTeac S0 ! ane mstore between 20-25°C (68-77°F)
Stomach bleeding warning This product contains an NSAID, which may cause severe ¢ AT Wi«
st mach bleeding. The chance is higher if your child: mthas had stomach ulcers or bleeding ;l#H"::I'éﬁ's'gg'ggs"ﬂ‘?I;'E'""I"':"El%':‘LSFEP iEAL@ gmj USE
probl ms mtakes ablood thinning AalnﬁooagulantLur steroid drug M takes ofher drugs containing 1S broken or missing
prescription or nonprescription NSAIDs (aspiri, buprofen, naproxen, or others) L .
foralonger time than directed Inactive ingredients )
Heart attack and stroke warning NSAIDs, except aspirn,increase the risk of heart attack, anhydrous citrc acid, caramel, FD&C red no. 40, flavors, glycerin, polysorbate 80,
heartfaiure, and stroke. These can be fatal. Therisk is higher ifyou use more than directed or for pregelatinized starch, purfied water, sodium benzoate, sorb tol solution, sucrose,
longer than directed. Xanthan gum
Page 4/11 Page 9/11
W fidhaslostalotof fluid due tovomilin%or diar hea mchid has high blood pressure, heart Wihe chid does not get any relief within frstday (24 hours) of treatment
disease, liver cir hosis, kidney disease, or had a stroke M ch d has as hma mchildis taking a diuretic W fever or pan gefs worse orlasts more than 3 days M redness or swelingis present in
Aska doctor or pharmacist hefore use if the child is the painful area W any new symptoms appear
munder a doctor's care for any serious ¢ ndition M taking any o herd ug X {reach of ahl .
When using this product m take wi hfood o m k fstomach upset occurs p(’;iiﬂn"g'u&,éf‘c’gn@r r?grln‘my I(n] ?usue ggvlegg?e gl oronicts
Stop use and ask a doctor if mchld exper yof he following signs of stomach ble: ding:
] fehe\; ;aim wvomits I;Ifoh dm hai ‘bloody o blEeCk s10<|1115 mhas smmagr pbain I;at does nmetbmf Directions
1 hid has symptoms of heart problems or stroke: W chest pain M {rouble brea hing mweaknessin v AT .
onepatorsdect dy msr dsee h mlegsvelig mthis product does not contain directions or complete warnings for adult use
Page 6/11 Page 7/11
< 100 mm >
|<— 13 mm—>
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Reference ID: 4070379




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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See New Warnings trated, DrugFacts(continued)| |

Drug Facts (confinued
S : g Fact connued)
Warnings wdonot give more than directed
Allergy alert louprof nmay causk a severe alle gic reaction, espepially in people alle ic o aspirin Wshake e before using
F or Ages 6 Mos' to 23 Mos' | y Symptoms may include: lhiveng - j Wfindright dose on chart below. If poss ble, use
mashma(wheezing) Mshock Wskinreddening Wrash bisters weight to dose; 0 herwise use age
Ifanale gic reaction occurs, stop use and seek medical help ight away. AmL=miliiter
@Oneentr atEd Stomach bleeding warning This prod ins an NSA D, which may toma mmeasurewth he dosing device provided. Do
@ ble ding. The chance is higher f your ch d: notusew hanyohe device.
5 whashadst ma hulcers or bleeding problems  mtakes blood hinning (anficoagulan) or sterod ' dispense liquid slowly nfo- he child's mouth,
dug o » w {owa d theimnercheek
W takes o her d ugs containing prescripion orn nprescripion NSAIDs (aspiin, ibuprofen, 1 fneeded, repeat dose every 6-8 hours
miaproen, oro ers) mdonotusemore han 4times a day
Wizkes more orforal ngertime handirect d Dosing Chart
Heart attack and stroke warning NSAIDs, except aspirn, increase herisk of eart atack, heart z
failure, and stroke. These can be fatal. The iskis higher f you use more:han directed or for Weight(1t)  Age(mos) _Dose (ml)
5 longer han directed. under 6 mos aska doctor
Sore throat warning Severe or persistentsore hroat or sore hroatacc mpanied by high fever, DI7bs | 6limos 125mL
headache, nausea, and vom ting may be serious. Consu tdoctor promptly. Do not than2 days
oradminister to ch ldren under 3 years of age unless directed by doctor. $8ks | nxBnos 1875

QKN

SV IVIIVINVIVIIVINVINIIVIIIIVINVINIININIINIIIIOGY.

. Danotuse Other information
contains Ibuprofen mf he hidhas ever had ana e gic reac ionto buprofen or any o her pain rel reducer fore betwe 112025 (66-77F)
i Wrightbefore or after heart su gery wdo not use if carton is opened or carton tape
Oral Suspens:on (NSA’D) i inowa ring odl i imprinted “SAFETY SEAL®” or botllewrap
Aska doctor before use if wstomachble dingwa ning applies o your hid imprined “SAFETY SEALG” and “USE WITH
- 50 mg per 1.25 m i sheit it f s S 2 et O ENCLOSED DOSING DEVCEONLY" s brjen
: [ ] probl msor: f reievers orfeverr ducers ormissing
/ W hidhas not been drinking fuds W chid has lostalotoffid due to vomiting o diar hea
< 1 hid has high blood pressure, heartdisease, ivr cir hos's,kidney disease 0 had astroke Inactive ingredlients anhyous oiticacd,
4 W hidhasas hma W chidistaking a diurefic caramel, lavors,glycerin, polysorbate 80,
Aska doctor or pharmacist hefore use ifthe child is pregelatniz dstar h, puried waler, s dum benzoate,
munder adoctor'scare foranyseri uscondti - mtakingany o herd ug sobiolsolul n,Suose,xanthan qum
{NSMDJ When using this product  m ke i hfood or mikf stomach upsetoc urs Questions or comments? Cal
Stop use and ask a doctor f 1-877-895-3665 (tol-ee) or 215-273-8755 (co lect)
o< hideo v fomach Heedi "
< mieelsfant Wy mitsblood  mhas bloody or black stools —
" Whas stomach pain hat does not get befter o
“ 1 hidhas symptoms of heart problems or stroke: E—
Q: B festpan  Wioublebreahing mweaknessin ne partor side of body ——)
0‘ Wsluredspeech  Wlegsweling ——————— o
S wihe i does ot getanyrelifwihin frstday (24 hours)of teatment —_—
‘: W feveror pan gefs worse orfasts more han 3 days =O—_F
:: Non-Staining W dness orswe ingis presentin he painful area - Wany new symptoms appear —1
<> o o Keep out of reach of children. In -ese ofoverdose; elp or contact a Poison Conrol — L\
:: Orlg'nal Berry Flavor Centrright vy suazzz-mz(ﬂse ==
25 o ————
bVt Directions
‘2%% 1 ﬂ 0z (30 ml) Actual Size wthis product does not containjdirections or complete warnjngs for adult use -
9
LOT: l l
USA
000000
887
EXP: [ ]
Distributed by: lOIﬂSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division
Fort Washington, PA 19034 USA  ©J&JCI 2016
| www.motrin.com
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Reference ID: 4070379



111,0 mm

This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

AN

54,0 mm ><

57,0 mm

THE DOSING CHART AND DIRECTIONS APPEARING ON THE FIRST AND

LAST PAGE ARE REPEATED FOR YOUR CONVENIENCE. PLEASE READ

AND KEEP ALL WARNINGS AND DIRECTIONS TO ENSURE THE PROPER
USE OF THIS CONCENTRATED INFANTS' MOTRIN® PRODUCT.

Important Read all product information before using. Keep the box
for important information. This product is intended for use in
children ages 6 months to 23 months of age.

g
§ Active ingredient Purpose
5 (in each 1.25mL)

buprofen 50 mg (NSA DJ....ccevvercrn... Pain relieverfever reducer

*nonsteroidal anti-inflammatory drug

Directions m this product does
not contain directions or
complete warnings for adult use
m do not give more than directed
m shake well before using m find
right dose on chart below. If
possible, use weight to dose;
otherwise use age. m mL = milliliter
m measure with the dosing device
lprovided. Do not use with any other
(device. m dispense iquid slowly into
he child's mouth, toward the inner
cheek mif needed, repeat dose
levery 6-8 hours m do not use more
han 4 times a day

(NSAID)

Uses temporarly: Weight ( Age (mos
W reduces fever Biptt(1} Jor6 EI(Fos) DT(sed(m:')
W relieves minor aches and pains due to the common cold, flu, sore throat, under 6 mos ask a doctor
headaches and toothaches 1217bs [ 611 mos 125mL
18-23 bs [ 1223 mos 1875 mL
v N
Page 2 Page 7
< 108,0 mm >
|< 54,0 mm >< 54,0 mm >|
-~
4 N
Do not use Stop use and ask a doctor if )
1 fthe chld has ever had an allergic reaction to buprofen or any other pain mchid any of he following fstoma hbleeding:

reliever/fever reducer
wright before or after heart surgery

Aska doctor before use if

W stomach bleeding warning applies to your child

W chid has a history of stomach problems, such as heartburm

mchild has problems or serious side effects from taking pain relievers or
fever reducers

mchid has not been drinking fluids

mchid has lost a lot of fluid due to vom fing or diarrhea

mchid has high blood pressure, heart disease, iver cirthosis, kidney disease, orhad a
siroke

mchidhasastima  mchldis taking a diuretic

Ask a doctor or pharmacist before use if the child is
munder a doctor's care for any serious condition  mtaking any other drug

51,0mm

When using this product m take with food or m Ik if stomach upset occurs

wieelsfaint mvomis blood mhas bloody or black stools
' has stomach pain hat does not get befter
Wchidhas symptoms o heart problems or stroke: M hest pain
mtrouble brea hing M weakness in one part or side of body
Wsluredspeech  Wlegsweling
W he hild does not get any re efwi hin first day (24 hours) of treatment
W fever or pain gets worse orlasts more han 3 days
Wr dness orswelingis pres ntin he painfularea W any new symptoms appear
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 mthis product does not contain directions or complete
warnings for adult use .
udo not give more than directed Dosing Chart

m shake we | before using Weight (Ib) ‘Age (mos) | Dose (mL)

1 find right dose on chart.
If poss ble, use weight to under 6 mos
dose; otherwise use age. 12-17bs 6-11 mos 125mL

mmL = mililter 18-231bs | 12-23mos | 1875mL

ask a doctor

| Page 4

Page 5

90,5 mm

i<
|<—13.0mm —>< 57,0 mm

><—— 20,5 mm —Zl

< 9,5mm §|

51 mm

i M
|
|

LOT.
EXP:

| 000000 )

74,5 mm

><——20,5 mm —;l

54,0 mm

] A A

51,0 mm
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<111 OPEN to read all Warnings and Directions before use

Directions m this product does not
contain directions or complete
warnings for adult use mdo 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. mmL = millliter
mmeasure with the dosing device
provided. Do not use with any other
device. mdispense liquid slowly into the
chld's mouth, toward the inner cheek
mif needed, repeat dose every 6-8
hours m do not use more than 4 times

(NSAID)

51,0 mm

aday
Weight (1b) \ Age (mos) Dose (mL)
under 6 mos ask a doctor
12-17 Ibs [ 6-11 mos 125mL
18-23 bs [ 12:23mos 1.875 mL

NG

l Page 1 (COVER)

108,0 mm

54,0 mm

54,0 mm ><

L
\ A

mmeasure with the dosing device provided. Do not use with any other device.
wdispense liquid slowly into the ch [d's mouth, toward the inner cheek
1 fneeded, repeat dose every 6-8 hours m do not use more thn 4 fimes a day

Other information

W store between 20-25°C (68-77°F)

mdo not use if hottle wrap imprinted “SAFETY SEAL®” and “USE
WITH ENCLOSED DOSING DEVICE ONLY" is broken or missing

Inactive ingredients anhydrous citrc acid, caramel, flavors, glycerin,
polysorbate 80, pregelatinized starch, pur fied water, sodium benzoate,
sorbitol solution, sucrose, xanthan gum

51,0 mm

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

Distributed by:

JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division
Fort Washington, PA 19034 USA

©J&JCI 2016 www.motrin.com 00000000

Warnings
Allergy alert Ibuprof n may cause a severe alle gic reacton, especilly in people all gic o
aspin.
Symptoms may include: mhives mfacial sweling M asthma (wheezing)
Wshock Wskinreddening Wrash Mblsters

fan all gic eac on occurs, stop use and seek medical help ight away.
Stomach bleeding warning This productcontaing an NSAID, whi h may cause severe
stomach bleeding. The chance is higher if your chil:
W has had stoma  ulcers or bleeding problems
Wiakesablo d hinning (anficoagulant) or steroid d ug
Wiakes o herd ugs ¢ ntaining prescription or nonprescripfion NSAIDs

(aspirin, iouprofen, naprox n, or o hers)
Wiakes more orfora | ngertme han directed
Heart attack and stroke warning NSAIDs, except aspiin, increase e risk of heart affack,
heartfaure, and stroke. These can be fatal. The isk is higher ifyou use more: han directed or
for nger han directed.
Sore throat waming Severe or roat or sore hroat jed by high
fever, heada he, nausea, and vomiting may be serious. Consu t doctor promptly. Do not use:
more han 2 days or administerto- hldr n under 3 years of age unless directed by doctor.
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| Page 6
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