IBUPROFEN CHILDRENS- ibuprofen suspension
Chain Drug Consortium, LLC

Ibuprofen Oral Suspension, USP

Drug Facts

Active ingredient (in each 5 mL)
Ibuprofen, USP 100 mg (NSAID)**

**nonsteroidal anti-inflammatory drug

Purpose

Pain reliever/fever reducer

Uses

temporarily:

e relieves minor aches and pains due to the common cold, flu, sore throat, headache
and toothache

e reduces fever

Warnings

Allergy alert: ibuprofen may cause a severe allergic reaction, especially in people
allergic to aspirin. Symptoms may include:

e hives

facial swelling

asthma (wheezing)

shock

skin reddening

rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause

severe stomach bleeding. The chance is higher if your child:

e has had stomach ulcers or bleeding problems

e takes a blood thinning (anticoagulant) or steroid drug

e takes other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, naproxen, or others)

e takes more or for longer time than directed.

Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart



attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more
than directed or for longer than directed.

Sore throat warning: Severe or persistent sore throat or sore throat accompanied by
high fever, headache, nausea, and vomiting may be serious. Consult doctor promptly.
Do not use more than 2 days or administer to children under 3 years of age unless
directed by doctor.

Do not use

e if the child has ever had an allergic reaction to ibuprofen or any other pain
reliever/fever reducer

e right before or after heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to your child

e child has a history or stomach problems, such as heartburn

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

e child has not been drinking fluids

e child has lost a lot of fluid due to vomiting or diarrhea

e child has high blood pressure, heart disease, liver cirrhosis, kidney disease, or had a
stroke

e child has asthma

e child is taking a diuretic

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

When using this product
e take with food or milk if stomach upset occurs

Stop use and ask a doctor if
e child experiences any of the following signs of stomach bleeding:
o feels faint
o vomit blood
o has bloody or black stools
o has stomach pain that does not get better
e child has symptoms of heart problems or stroke:
chest pain
trouble breathing
weakness in one part or side of body
slurred speech
o leg swelling
the child does not get any relief within first day (24 hours) of treatment
fever or pain gets worse or last more than 3 days
redness or swelling is present in the painful area
any new symptoms appear
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Keep out of reach of children.

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

Directions

e this product does not contain directions or complete warnings for adult
use

e do not give more than directed

shake well before using

mL = milliliter

find right dose on chart. If possible, use weight to dose; otherwise use age.

use only enclosed dosing cup. Do not use any other dosing device.

if needed, repeat dose every 6-8 hours

do not use more than 4 times a day

replace original bottle cap to maintain child resistance

O O O O O O o

Dosing Chart

Weight (Ib) Age (yr) Dose (mL)*
under 24 under 2
years
24-35 Ibs 2-3years 5mL
36-47 Ibs 4-5years 7.5mL
48-59 Ibs 6-8 years 10 mL
60-71 Ibs 9-10 years 12.5mL
72-95 Ibs 11 years 15 mL

ask a doctor

*or as directed by a doctor

other information
e each 5mL contains: sodium 2 mg
e store between 202 to 252C (6892 to 779F)

Inactive ingredients

acesulfame potassium, citric acid anhydrous, glycerin, polysorbate 80, pregelatinized
corn starch, purified water, sodium benzoate,strawberry flavor, sucrose, xanthan gum

Inactive ingredients

Original Berry: acesulfame potassium, citric acid anhydrous, D&C yellow #10, FD&C
red #40, glycerin, polysorbate 80, pregelatinized corn starch, purified water, sodium
benzoate, strawberry flavor, sucrose, xanthan gum

Bubble Gum: acesulfame potassium, artificial bubble gum flavor, citric acid anhydrous,



FD&C red #40, glycerin, polysorbate 80, pregelatinized corn starch, purified water,
sodium benzoate, sucrose, xanthan gum

Dye-Free Berry: acesulfame potassium, citric acid anhydrous, glycerin, polysorbate
80, pregelatinized corn starch, purified water, sodium benzoate, strawberry flavor,
sucrose, xanthan gum

Grape: acesulfame potassium, artificial grape flavor, citric acid anhydrous, D&C red
#33, FD&C blue #1, FD&C red #40, glycerin, polysorbate 80, pregelatinized corn starch,
purified water, sodium benzoate, sucrose, xanthan gum

Questions or comments?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

PRINCIPAL DISPLAY PANEL

See New Warnings

COMPARE TO THE ACTIVE INGREDIENT IN CHILDREN’S MOTRIN® BERRYT
Premier Value®

For Ages 2 to 11 years

Children’s Ibuprofen Oral Suspension, USP
(NSAID)

100 mg per 5 mL

@ Pain Reliever
@® Fever Reducer

Lasts up to 8 hours

Shake Well
Before Using

Original Berry Flavor
Alcohol Free
4 FL OZ (118 mL)
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No Ink
No Coat

Drug Facts (continued)

Drug Facts (continued)

Ask a doctor before use If

w stomach bleading warning applles to your child

m child has & histary of stemach problems, such as
hearthum

W child has prablems or seriaus side effects from
taking pain reliavers of faver reducers

m child has not been drinking fluids

m child has lost a kot of fluid due to vemiting or
diarthea

m child hiss high biood pressure, heart disgesse,
Teer cirhaosis, kidney disease, or had a stroke

W child hias asthma

W chid is talong a diuretic

Ask a doctor or pharmacist before use if the child is
m under a dactor's care for any serious condition
 faking any other drug

When using this product
m fake with faod or milk if stormach upset cocurs

Stop use and ask a doctor If
m child experlences any of the fallowing signs of
siomach blaecling:
m fzeks faint
W yumils blood
® has bloody or biack storis.
m has stomach pain that does not get better
m child has symploms of heart prablems or stroke:
W chest pain
w trouble breathing
® weakness in ane part or side of body
W shured speech
' leq swelling
W i chikd does not got any reliet within first day
(24 howrs) of treatment
W ever of pain gets worse o kasts mare than 3 days
' recniess or swelling is present in the painful srea
I any NEW SYMptoms apoear

m L = milliiter

m find right dose on chart. 1 possible, use weight o
dose; othenwise use age.

W s Oy enciosed dosng cup. 0o not use any other
dosing device.

W if nesded, repeat dose every 6-8 hours

m o ot use mare than 4 limes a day

W replate criginal ballle cap to maintain child
resistance

Dosing Chart
\Weight {Ib) Age (yr} Dose (mL)*
uncler 24 uncler 2 years ask & daclor
24-35 bs 2-3 years amL
36-47 bs 4-5 years TEmL
48-59 bs 68 years 10 mL
60-71 bs 8-10 years 125mL
7205 bs 11 years 15 mL

“or a5 directed by a docior

Other information

m each 5 mlL contains: sodium 2 mg

m slore between 20° o 25°C (B8 to 77°F)

w do not use if printed neckband is broken
or missing

m 50 bottom panel for lot number and
axpiration date

Inactive ingredients acesultame potassium,
citric acid anhyereus, D&C yallow 10, FORC red #40,
ghycerin, palysoebate 80, pregelatinized com starch,
puriied \water, sadium benzoate, strawherry flavor,
suCrose, xanthan gum

Keep aut of reach of children. In case of overdoss,
et medical help or cantzst a Poison Contral Genter
right away. (1-B00-222-1222)

Directions
m this product does not contain directions
of complete wamings for adult use
W 4o not give more than directed
m shake wall before using 3

This product is nat affiliated with, manufactured by, or
produced by the makers or owners of Children's Matrin®,
Made in USA 17600317 GWT10155 RO447

s o s

Questions ? 1-800-432-8534 between

9 am and 4 pm EST, Monday-Friday.

Digtributed by: Pharmacy Value Aliarce, LLC
407 East Lancaster fwenue, Wayne, PA 19087
o sy reasees you are ot satsfed
with this produc, lese seunt it 1o the
store where purchaser for a il refund
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Children’s
Ibuprofen

Oral Suspension, USP

(NSAID)
100 mg per 5 mL

See New Warnings

COMPARE TO THE ACTIVE
NGREDIENT IN CHLDREN'S
MOTRIN BeRay"

For Ages
2 to 11 years

Children’s
Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

* Pain Reliever

* Fever Reducer

Lasts up to 8 hours

Shake Well
Before Using

Original
Berry Flavor

Alcohol Free
4FLOZ(118 mL)

Important: Read all product information
before using. Keep this box for important
information. This product is intended for
use in children.

Drug Facts
Active ingredient Purpose
(in each 5 mL) Pain ralievars

Tbuprofen, USP 100 mg (NSAIDY™ .......Tever reducer
**nonsteroidal anti-inflammatory drug

Uses temporarily:

W relieves minor aches and peins due fo the comman
cold, flu, sure throal, headache and teothache

W reduces fever

o e 8 B R B 8

Warnings

Allergy alert: Inuprofen may cause a severe
allergic raaction, espatilly in people allergic ta
aspirin. Symptams may include:

 hivis m faclal swelling

W astAia (Wheszing) W Shock

m skin reddening wissh

m blisters

It an allergic Feaction occurs, Stop Use-and saok
medical help right away.

Stomach bleeding warning: This product containg
an NSAID, Which My cause sevane stomagh
bleeding, The chance is higher if your chikt
= hzs had siomach ulcers or bleeding problems
W 13K25 2 Diood thinaing (anticoaguiant) or
sleroid dug
W 1akes other drugs contaming prescrintion or
nonprescriplion MSAIDS (aspirin, ibuprofen,
naproxen, or olhers)
W fakes more ar for & langer time than directed
Heartattack and stroke warning: NSAIDs, except
aspirin, incrazsa the risk of bearl altack, hear? failure,
and siroke. Thesa can be fatal, The risk is higher if you
use more than directed or for lenger than directed.
Sore throat warming: Severe of persistent sore
fhraat or sore threat aocompanied by high feves,
headache, nausea, and vomiting may
be seriaiss. Consull declor pramptly. Da not
use more than 2 days of sdminister ta children
under 3 years of age uniess direcied by doctor
Do not use
mif the ohikd has ever had & allergic reaction o
ibuproten or any other pain reliever/fever reducer
W right befirg or aftes heart surgery

No Ink/Coating
this panel
Lot/Exp Only

PRINCIPAL DISPLAY PANEL

See New Warnings

COMPARE TO THE ACTIVE INGREDIENT IN CHILDREN’S MOTRIN® BUBBLE GUMT
Premier Value®

For Ages 2 to 11 years

Children’s Ibuprofen Oral Suspension, USP
(NSAID)

100 mg per 5 mL

@ Pain Reliever
@ Fever Reducer



Lasts up to 8 hours

Shake Well
Before Using

Bubble Gum Flavor

Alcohol Free
4 FL OZ (118 mL)
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Drug Facts (continued)

Drug Facts (confinued)

gk a doclor before use If

m siomach blesdng warnng applies fo your child

m child has a history of stomach problems, such as
heartturn
® i Feass problens of Sérious side éffects fom
taking pain rediovers of fiever reducers

m child has nof besn drinking uids

m chid has ozt 2 bof of Tluid dueto vomiting o
diarthea

m chid has high blood pressure, heart disease,
Ihwar cirrhesis, Kidnay disexss, or had 3 strokn

m chid has asthma

w chid s faking a diunetic

Ask a doclor or pharmacis { befone use i Bhe chikd is
m undar a doclor's care for any serious concition
= Laking any olhir drug

\When using this product
m faka with food or mik # stomach upset coours

Stop wse and ask a doctor if
m child eporiencos any of e Tollowing signs of
shomach blesding:
m feais faint
u vomits blood
m has bluody or black stools
m s stamach pain thal does nal gt befles
w chid has symptoms of heart problems or siroke:
= chis pain
= wouble reating
W WEEKESE I ONa fart of Eide of body
w slumed spasch
m Ing swelling
m th child does nof ged any reliel within first day
(24 howrs] of troatment
 Tiver oF pain Qets worse of Hosts more than 3 days
W reness o swelling 15 present in the painful arsa
W ANy NEW SYmptoms appear

m mk = millier

m find right dosa on chart. if possibla, use welght fo
dnse; othenwiss e ade.

m s only enciosed dosing cup. Do not use any ofer
dasing device.

T nenced, repeal dose every 6-8 hours

m do not se mare than 4 times a day

mrapdace ariginal bottle cap b mainkain child

resistane
Dosing Charl
Weight fiby Aqe {yr) Dgsa (mLy*
under 28 | uncer2yesrs | ask e doctor
24-35 18 2-1 yEes smL
3647 ks 4-5 yeurs TSmL
45-50 ks 6-8 yeirs TomL
60-71 s 4-10 years 125mL
T205 e 11 yeare 15mL
“or & directed by a doctor
Other information

meach 5§ mlL contiing: som 2 mg

m store between 207 o 25°C (68° to TT*F)

m do nol wse il prinded neckband is broken
or miszing

m se= bottom panel for kot numter and
wpiralion dabe

Inactive ingredients acesutiamn potassium,
artificial bubbile gum fiwor, cliric acid anhydous,
FIE red #40, ghosrin, patyscrbate 20,
pregedatinized corn starch, puritied water, sodium
bonzoate, sucross, xnthan gum

Keep out of reach of children. In case of ovendose,
pet mectical hedp or contact a Folsan Control Center
right away. (1-800-222-1222)

Directions
® this protict does nol cortain dinections
OF COmPETE Warnings Tor adult use
B o not give more than directed
m shake well befare using ]

e e e e e
his prodect is not affikated with, manufactured by, or
peodued By Uhe makers or camars of Chidren's Molrin®,
Made in USA 17630617 GWT10158 R417

M

Questions? 1-400-432-8534 hetwoon
0 .am and 4 pm EST, Monday-Friday,

Distributesd ty: Pharmacy Vb Alkance, LLC

NTENLMMHUEWMP]HWH
Iiwxqmnpu-utnhid

I with this product, please retues it 1o the:
.mmmmu.ﬁ-ﬂ.
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PRINCIPAL DISPLAY PANEL

See New Warnings

Children’s

Oral Suspension, USP
(NSAID)

100 myg per 5mL

Ibuprofen

It See New Warnings

COMPRRE T THE ACTIVE
INGREDIEMT IN CHLIREN'S
MOTEINE BUBBLE G

Children’s

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

* Pain Reliever
* Fever Reducer
Lasts up to 8 hours

Shake Well
Before Using

Bubble Gum Flavor
Alcohol Free

4FLOZ(118mL)

O

For Ages
2to 11 years

Ibuprofen

Mntmuaﬂm
before using. Keep !.In'u wfafknmrwm
infor This is
use in childrem.
Drug Facts
Active Ingredient Purpase
(in each 5 mL) Pain raliavar
Bouprofen, USP 100 mg (RSADY ........ fever redugsr

~nonstercidal anti-inflammatory drug

Uses temporariy:

m reliaves minor aches and pains due to the comman
cokd, fhy, sore thread, headache and toothache

m reducas foner

Warnings

Aliergy alert: lbuprofen may cause o Severs
allargic reaction, sspedally in people abergic fo
sspirin, Symetoms may nclude:

mhives w tacial swelling
m asthma fwheszing) m shock

m skin reddening = rash

- bilors

I a0 alkirg b FEBCTION GoCIAS, SID USE fd Stek
medical help right awsy.

Stomach bleeding waming: This product contans.
an NSAID, which may cause severs shomach
bleading. The chanca i highér if wour child;
W s A Stomach woers of bisading prodilems
' takees & bood Hinning [aniicongulant) or
stercid druy
w fakes other drugs confaining prescription or
rienproscription NSAIDS (aspirin, bugrofen,
NEprOEn, of thers)
m {akes more of for a longer time than directed
Heart attack and stroke wamimp: N580s, expepd
aspirin, increase the risk of heart attack, heart falure,
and siroke, Thess can be fatal, The risk is higher i you
152 maore tham directad of for longer han dractad.
Sore thraat waming: Severs or paratstant sors
throat or sore throat accompanied by high fevar,
headache, nause, and vomiting may
e serious, Corsull docltor promegtly, Do rot
usa meore then 2 days or administer to children
undar 3 years of age unless direcied by docior.

Do not wse

e chikd b ever Peaed an allidgic reaction b
uproten of any oifer pain rlievenTever reducer

W 1t before or afier haart surpery 4




COMPARE TO THE ACTIVE INGREDIENT IN CHILDREN’S MOTRIN® GRAPEt
Premier Value®

For Ages 2 to 11 years

Children’s Ibuprofen Oral Suspension, USP
(NSAID)

100 mg per 5 mL

@ Pain Reliever
@® Fever Reducer

Lasts up to 8 hours
Shake Well

Before Using
Grape Flavor
Alcohol Free

4 FL OZ (118 mL)
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Drug Faets (continued)

Drug Facts (continued)

Rsk a doctor before use if

m stomach blasding warring applies ko your child

m child has & history of slomach probiems, such as
heartburn

o child s problems oF Serous side sHecs Fom
1aing Dain FalieyErs of Tever Baucars

W child has not been drinking fiuics

w child has ket a bot of fluid due to vomiting or
dinhea

w0 child has high blood peissine, Nest disks,
Wver ciThosa, kidney dls2ase, of had & stroks

m child has asthma

m child b taking a duretic

As¥ a doclor or phermacist bofere use if he child is
W uinder & doctir's care for any sarious condition

ki By ather drug

When using this product
Nk with $o0d of milk T slomach upsel oomurs

Shop use and sk a declor if
m child experiences any of the following signs of
‘stomach blaeding:
m fonk taint
m vomits blood
i has bloody or black slooks:
® has shomach pain Bl doirs nol el batter
w0 childd has sympomss of heart problems or stoke:
I chiest pain
w troudia breathing
w weakness in one part or side of body
i slurnid Speich
- ey seling
L] 1mﬁummtlela’w relil wilhin firsd day
(24 hours) of
m fewer wmnmmnrmrnmma days
w redness or swelling & present in the painful area.
WY e Symploms appear

m mL = milliiter

dosing davice.

= find right doess on char, I possible, use weghl 1
dosa; aherwiss Use e,
w8 only enclosed dosing cup. Do nol usa any ather

W f naeded, repeat dose every 5-8 hours

m do il use e Tian 4 Bimes a day
m replace erkginal botle cap o maintain chid

or missing

raskstance
Desing Chart
Weight i)} | Agely) | Dose iy’
undar 24 under 2 years | aska docher
M-35 s 2-3years 5mi
36-47 Ios 45 years 75mL
A48-50 e B-8 years 10 ml
6071 s 810 years 12.5mL
72-95 bs 11 yoars 15 mik
“or as directad by a docior
Other information

m 2ach 5 mL cantams: sadlum 2 mp
m shore bebwes 20° 10 25°C (68° 10 TT°F)
o w0l use i prised neckband B broken

m s bothem panel for lot number and
expiration dale

Inactive ingredients acesutame patassium,
artinicial grape Navor, cilric acid annydrous, D& ed
#33, FDRC bluwe #1, FDRL red #40, glycerin,
patpsorbate &0, pregelatinized corn starch, purified
wiihir, socim Benzgali, sucrass, xantin gum

Keep ot of reach of children. In case of overtoze,
iget madical hislp or contact a Pokan Contred Camter
right avwry, (1-200-22-1228)

Questions ? 1-800-432-8534 between
9 am and 4 pm EST, Monday—Friday.

Directions
u this product does not contaln directions
o comiplata warnings for adult usa
m do pol give more than directed
w shake wel before using 4

This product is nol aikaled with, manufactured by, or

penduced by the makers or camars of Ghildren's Madrin®,

Made in USA 17620317 GWFIOST RO417

@

Pramacy Valus Aliance, LLC
A7 East Lancaster Avenue, Wayne, PA 190037
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Children’s
Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5mL

e —————

1 See New Warnings
COMPARE TO THE ACTIVE

2to 11 years

Children’s
Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

* Pain Reliever

* Fever Reducer

Lasts up to 8 hours

Shake Well
Before Using

Grape Flavor
Alcohol Free

aD 6 03415
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Principal display panel

4FLOZ (118 mL)

o

Important: ﬂlﬂdd’i’mduc‘lhhnnul‘.hn

before using. Keep this box for important
This pr i far
use in children.

Drug Facts

Active Ingredient

(irr each § mL)
Ibuprofen, USP 100 mg (NSAIDY™ .......
“rranster ok

Purpose

Fain rellever’
fewar reducar
al anti-inflarnmalony drug

Uses temporarily:

m relieves minor chas aed pains due ko the commen
oo, fy, sore Teoal, headache and toothache

B TEUGES fayer

Warmings

Allengy alert Euprofen may causs a smvern
allegic reaction, especially i poophe allergic
BE0FIN. SYMPAME My Inciss:

m hives m facial sweling
m asthima teteazing)  w shick

m i recdening mrash

W bilstemn.

I ey allgrgic reacon 0cours, stop Use and seek
medeal helg right away.
Stornach bleeding warning: This product conbing
i NSAID, Which May Galse ssvene stmach
bheeding. The chance | higher it yaer child:
W has had stomach ulcers or bleeding probiems.
m takes a blood thinning {anticoaguiant o
shoroid drug
ks olher drugs containing prescription of
nonprescription NEAIDS (Espiin, Buprotn,
TaprxEn, of others|
m takes mors or for a longer Bme than direct=d
Heart altack and stroke waming: NSAIDs, excapl
BEQIrIN, Increase the risk of hesrt attack, heart fallure,
and siroke. These can be fatal. The risk is higher i you
use more than direcied or for lnger than directed.
Sare hroal waming: Sevene or persistent s
thinal o saee Ihrast accompanisd by high tever,
neatachie, RALSEA, BN WmiTng may
be serious. Consuk dockar prompay. Do not
use mora than & days or administer b2 children
undar 3 yidrs of age unless dineched by doclar,
Do ok s
m il ®e child has ever had an allerpic reaction o
Inuproten or amy ciher pain relleveniever racucer
m right bafore or after haart surgery

COMPARE TO THE ACTIVE INGREDIENT IN CHILDREN'S MOTRIN®t

For Ages 2 to 11 years
Children's Ibuprofen

Oral Suspension, USP (NSAID) 100 mg per 5 mL

e Pain Reliever
e Fever Reducer

Lasts up to 8 hours




Shake Well Before Using

Non-Staining
Dye-Free
Berry Flavor
Alcohol Free
FL OZ (mL)

tThis product is not manufactured or distributed by McNeil Consumer Healthcare,
distributor of Children's Motrin®.

TAMPER EVIDENT: DO NOT USE IF PRINTED NECKBAND IS BROKEN OR MISSING.

Distributed by: Pharmacy Value Alliance, LLC
407 East Lancaster Avenue, Wayne, PA 19087

Package label

' fever or pain gets wars2 or lasts more than 3 days
mredness or swelling is prasent in the painful area
W any new symploms appear

m the child does not get any refiet within first day {24 hours) of
freatment

Keep out of reach of children. In case of averdose, get
medical help or contact a Poison Control Canter
(1-B00-222-1222) right away.

acid anhydrous, plycerin, polysorbate 80, pregelatinized
com starch, purified water, sodium benzoate, strawberry
flaver, sucrose, xanthan gum

Questions or comments?
Call 1-877-753-3335 Monday-Friday SAM-5PM EST

EVIDENT: DD KOT USE IF PRINTED

TARF
NECKEAND IS BROKEN CR MISSING

PLD-BE30A  FCOOTBAS VCT10358

0
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This product is not manufactured or distributed by Mcheil
of Children's Motrin®,

Consumer

Distrituted by: Pharmacy Value Allance, LG
407 Easé Lancaster Avenue, Wayne, PA 19087
; ,, 1 for amy reason you are not saisfied

=) with this return it 1o the
F QMMaMM.

|
Drug Facts (continued) | Drug Facts (continued)
Ask a doctor before use if i | Directions
W stamach bieeding waming applies to your child | || wthis product does not contain directions or complete
W child has a history of stomach problems, such as heartbum i wamings for adult use
Ich!lnnaspruhmnrmssldeeﬂmlmmmpaln | | m da not give more than directed
relievers or fever reducers + | mshake well before using
w child has not been drinking fluids | | wmL = miliiter
m child has lost a lot of fluid due to vomiting or diahea + | mfind right dose an chart. if possible, use weight to dose;
mchild has high biood pressure, heart diseass, liver cirhos's, | otherwisa usa age.
kidney disease, or had a stroke + ) muse onty enclosed dosing cup. Do not usa any other
mchild has asthma | dasing devica,
W child is taking a diuretic | mif needed, repeat doss every 6-8 hours
Ask a doctor or pharmacist befors use if the child is | | woonotusomore thand imesaday
wunder & doctor's care for any sarious condition + || mreplace origingl bottle cap to maintzin child resistance
m taking any other drug | Dosing Chart
When using this product ht Dose (mL)*
' tike with food or milk if stomach upset ocours l :::r sz} ::a?;lm =ha Iu:}mr
Stop use and ask a doctor if | =
m child experiences any of the following signs of stomach | 5534? :E ﬁm g?rl;u_
bleeding: :
= fogls faint ! 46-59 |bs 6-B years 10 mL
m wamits biood | | _60-711bs | o-10ymars 125mL
m has bioody or black stooks | 72-95 |bs 11 years 15mL
W has stomach pain that does nat get batter " "
' child has symptoms of heart problems or stroke: | Oren Arecié b  cocko
m et - . | Other information
B attae s il iy | [ Moot b el sontr. Socst. 2 iy
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Important: Read all product information before
using. Keep this box for impertant information.
This product is intended for use in children.

Purpose

Pain refiaver/
fever reducer

2 to 11 years
Children’s

Uses tempararily:

m relieves minor aches and pains due to the common
cold, fiu, sore throat, headache and toathache

W reduces fever

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

* Pain Reliever
* Fever Reducer
Lasts up to 8 hours

Shake Well
Before Using

Non-Staining
Dye-Free
Berry Flavor
Alcohol Free

Warnings
Allergy alert: buprofen may cause & savere allergic
reaction, espacially in people allargic to aspirin.

Symptoms may include:

W hives m facial swelling
masthma (wheezing) — m shock

W =kin reddening m rash

W blisters

[ an allergic reaction occurs, stop wse and seak medical

help right away.

Stomach bleeding warning: This product cortains an

NSAID, which may cause severe stomach bleeding.

The chance is higher if your child:

m has had stomach ulcers or bleeding problems

W fzkes a bhood thinning (anficoggulant) or steroid drug

m takes othar drugs containing prescription o
nonprescription NSAIDs {aspirin, ibuprofen, nagraxen,
or others)

m takes more o for 2 longer time than directed

Heart attack and stroke warning: NSAIDs, axcapt

aspirin, increasa the risk of heart attack, heart falture, and

stroke. These can be fatal. The risk is higher if you use

moee than directed or for longer than direcied.

Sore throat wamning: Savere or persistent sore throat or

s0re throat accompanied by high fever, headache, nausea,

and vomiting may be serious. Consult doctor promptly. Do

not use more than 2 days or administar to children under

3 years of age unless directed by doctor,

Da not use

m if the child has ever had an allergic reaction fo
[buprofen or any othar pain relisverfever reduces

W right befare or after heart surgery 13
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IBUPROFEN CHILDRENS

ibuprofen suspension



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-940
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM) IBUPROFEN 100 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color orange Score
Shape Size
Flavor STRAWBERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing| End
Date Date
1 (DC108016:990 1 in 1 carTON 05/08/2018
1 237 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 [DC:08016:940- 4 iy 1 carTON 09/26/2018
2 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA074916 05/08/2018



IBUPROFEN CHILDRENS

ibuprofen suspension

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-942
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNII: WK2XYI110QM) (IBUPROFEN - UNII:WK2XYI10QM) IBUPROFEN 100 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
FD&C RED NO. 40 (UNII: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C0OX)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNII: 059QFOKOO0R)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color pink Score

Shape Size

Flavor BUBBLE GUM Imprint Code

Contains

Packaging

# Item Code Package Description bRl e, SR i) Hs
Date Date

1 QEC:68°16‘942‘ 1in 1 CARTON 07/17/2018

1 118 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Cateaqory Citation Date Date



ANDA ANDAO074916 07/17/2018

IBUPROFEN CHILDRENS

ibuprofen suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-943

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNII: WK2XYI110QM) (IBUPROFEN - UNII:WK2XYI10QM) IBUPROFEN 100 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
GLYCERIN (UNII: PDC6A3C00X)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNII: 059QF0KOO0R)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color white Score

Shape Size

Flavor STRAWBERRY Imprint Code

Contains

Packaging

# Item Code Package Description ] SEn PR [
Date Date

1 (’;'EC:68°16'943‘ 1in 1 CARTON 09/27/2018

1 118 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date
ANDA ANDA074916 09/27/2018

IBUPROFEN CHILDRENS

ibuprofen suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68016-944
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM) IBUPROFEN 100 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
POLYSORBATE 80 (UNIl: 60ZP39Z G8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

Product Characteristics

Color purple Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description bR e, S i) Hos
Date Date

1 QEC:68°16‘944‘ 1in 1 CARTON 12/11/2018

1 118 mL in 1 BOTTLE; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph
Category Citation
ANDA ANDAQ074916

Labeler - chain Drug Consortium, LLC (101668460)
Registrant - p & L Development, LLC (079765031)

Revised: 11/2022

Marketing Start Marketing End

Date
12/11/2018

Date

Chain Drug Consortium, LLC
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