IBUPROFEN CHILDRENS- ibuprofen suspension
QUALITY CHOICE (Chain Drug Marketing Association)

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:

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

* reduces fever

Warnings

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

m hives m facial swelling
m asthma (wheezing) m shock

m skin reddening m rash

m 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:

* has had stomach ulcers or bleeding problems

* takes a blood thinning (anticoagulant) or steroid drug

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

 takes more or for a 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

* if the child has ever had an allergic reaction to ibuprofen or any other pain
reliever/fever reducer
* right before or after heart surgery

Ask a doctor before use if

» stomach bleeding warning applies to your child

child has a history of stomach problems, such as heartburn

child has problems or serious side effects from taking pain relievers or fever reducers
child has not been drinking fluids

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

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

* child has asthma

* child is taking a diuretic

Ask a doctor or pharmacist before use if the child is

* under a doctor’s care for any serious condition
* taking any other drug

When using this product

* take with food or milk if stomach upset occurs

Stop use and ask a doctor if

* child experiences any of the following signs of stomach bleeding:
* feels faint
* vomits blood
* has bloody or black stools
* has stomach pain that does not get better
* child has symptoms of heart problems or stroke:
* chest pain
* trouble breathing
* weakness in one part or side of body
* slurred speech
* leg swelling
* the child does not get any relief within first day (24 hours) of treatment
* fever or pain gets worse or lasts more than 3 days
* redness or swelling is present in the painful area



* 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)

Direction

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

Dosing Chart

Weight (Ib) Age (yr) Dose (mL)*
under 24 under 2 years ask a doctor

24-35 Ibs 2-3 years 5mL

36-47 Ibs 4-5 years 7.5 mL
48-59 Ibs 6-8 years 10 mL
60-71Ibs  9-10 years 12.5 mL
72-95 Ibs 11 years 15 mL

Other information

 each 5 mL contains: sodium 2 mg

 store between 20° to 25°C (68° to 77°F)

e do not use if printed neckband is broken or missing
* see bottom panel for lot number and expiration date

Inactive ingredients

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

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

Dye-Free Berry: acesulfame potassium, citric acid anhydrous, 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

Questions? 1-888-838-2872 between 9 am and 5 pm ET, Monday-Friday.

PRINCIPAL DISPLAY PANEL

QC®
QUALITY
CHOICE

NDC 63868-776-04

TCompare to the active ingredient in CHILDREN’S MOTRIN® GRAPE
See New Warnings

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
Alcohol Free
Shake Well Before Using

Grape Flavor
4 FL OZ (118mL)
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Drug Facts (continued)

Drug Facts (continued)

Ask a doctar betore use il

Im shamach blesding waning appiies 1o your child

' child has a history of stomach probéems, such 22
haarttum

'm chiid has probiems o serius sida etfects fram
taking pain relievars or fewer raducers

w cviid Fuas ok been drinking fluids

i civiic] Peag losd & lod o Nuid due b womiting or
diarrhea

'm chiid has high blood pressure, heart disease,
INer cinhaals, kidney dlaease, or had a sTroke

' child has asthma

w chiid i taking a diuretic

Ask a docbor or pharmacist betore use i the child IS
' under adecior's cans for any serious condition
w taking any sther crug

'When using s procuct
w take with food or milk f stornach upsat coours.
U5e and as|
Imhm)meru:uuw of e following sigrs of
samach blesding:
m feels Taint
m vomfis bisod
W has biaady or black stook
W has siomach pain that does not gat belter
'm child has symploms of haart problems or soka:
m chest pain
u frouble breafhing
m wedknEss In one part or side of body
m shurad speech
m leg) wwalling
m the child does not get any ralied winin fist day
{24 hours) of reatment
m fesver or pain gets worss or lasts more than 3 days
m rechieas or swelling i present in the painful ares
W BNy New SymEtoms appear

m mL = mikililer

m find right doss on chart. If possible, uss waight to
dose; edharwiss use age.

s only enciossd dosing cup. Do 1ok wse any offer
dosing devics.

m il niadid, npmmnme - hotrs:

W 00 ot use mors than 4 imes a

m replaca original bote cap to maintain child
Tesistance

Dosing Chart

[ Welght (ib) Age T} Tose (ML}
uler 24 | under 2years | aska dostor
24-351bs 2-3 years SmL
35-47 lbs 45 yoars TAmL
48-58 b5 -8 years 10 mL
B0-T1lbs | 9-10years 125mL
TZ-E5 s M years 15 mL

S ya

Other information

m cach 5 ml contairrs: sodium 2 mg

W sRore bebween 207 to 25°C (627 1o T7F)

w donot use if printed neckband is broken
or missing

W 522 bodtom panel for ot number and
mpiation dabe

Inactive ingredients

artificial grape flawor, citric acid anhydrous, D&C red
#33, FDAG bl #1, FDEG red #40, phycerin,
polysorbate 80, pregelannizad com starch, purined
‘water, sodium berzoats, BUCTDSE, XENthan gum

Keep out of reach of chibdren. n casa of avordose,
et mesdical help or contact & Poisen Control Cenber
right away. (1-B00-222-1222)

Directions
'w this product does not contaim directions
of complele wamnings for adull use
'm did not give more han dirscled
' ehake well betore using [
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PRINCIPAL DISPLAY PANEL

QC®
QUALITY
CHOICE

NDC 638

68-779-04

e e

Grape Flavor
-

For Ages
2 to 11 years

Children’s

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

tCampare to the

active Ingredient
In CHILDREN'S

MOTRIN = GRAPE

B

‘See New Warnings

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
Alcohol Free
Shake Well Before Using

A
4 FL OZ (18mL)

i Importart: 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
(T each 5 ml) Pain relisver!

Bugprofen, USP 100 mg (RSADP™ ........ Taves reducer
= nonstercidal ant-Inflammatoey drug

Uses temporariy:

m robias minor achis and pakes due 10 the commen
i, T, sore Treat, headsche and toofachs:

W racuCes fever

Wamings

ARergy alert Duprofen may caLse a ssvere
allergc reaction, espacially in people alengic o
aspirin. Symploms may include:

w hitvas m facial swelling
= thana (whiezing) m shotk

w =kin recening w rEEh

u bilaters

H an allengic reaction accurs, siop uss and seek
madical halp right avey.
Stomach beeding waming: Ths procuct conting
an KRSAD, which may CALIZe SEvers smach
bizeding. Tha chance s higher if your child:
w s had stomach Woers or biseding problarms
w akes a Blood Hinning (anticoaguiant or

stencid dug

m iakas otfer drugs containing prescription or
monprescription NSADs {aspirin, ibuprofan,

PSR, O

m bakes mer e of bar @ longer lime Hean direcled

it attack and stroke waming: NSADs, except

aspirin, Increass tha risk of hean attack, heart fallure,

and stroke, These can be fatal, The risk is higher if you

use more than directed or for longer than directed,

Sone Hireal wisming: Sivereor persstent sone

it oF s0ie MAoat Acoompanisd by igh Teve,

headache, naussa, and vomiting may

b sarious, Consull doclor pramptly, Do rol

s maere han 2 deys o adrrieister 10 chicren

LIVer 3 Yers of ae nkss drected by a0t

Do not use

m i the child has ever had an allerglc reachon to
Touprafen or any ather pain raliever'fever reduver

w right bafore or after heart sungary 4

TCompare to the active ingredient in CHILDREN’S MOTRIN® BERRY

See New Warnings

For Ages

2to 11 years




Children’s

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

Pain Reliever
Fever Reducer

Lasts up to 8 hours
Alcohol Free
Shake Well Before Using

Original
Berry Flavor

4 FL OZ (118mL)
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Drurg Facts (continued)

Drug Racts (continued)

Aska docbor bedore use i

m siomach bleeding waming applies o your chikd

wchild has a history of stomach problerns, such as
hiaribum

m child b probiloms of sarious side effects fom
ki g nellevers of fives recicers

i child b not Been drinking fluids

mchild hes st & ot of fulkd due t voamiting or
diarhea

i child bexs high blood pressure, heart disease,
Ber cirrhosis, kidney disease, o Ped a siroke

w child hass astima

m child is laking a diwetic

e a dochor's cang Sor any serious condition
Ak any oher erug

Ask a doctor or pharmacist befare use if the child is

‘When using this product
w take with food or milk if stomach upsat ncours

UsSe Al K a
W child epeniances any of the alkwing sigre of
slomach bleeding:

m feels fant
m vomits biood
m has bloody of biack stooks
= has stomach pain it doas nof get batier
w child b symmptoms of heart problems or stroke:
m chest psin
W trouble breath
m weaknees in one part of side of body
m shmed speach
m lisg swillng
w the child does not getany ralief within firstday
24 hours) ol Ireatment
0 Tee OF [ (RN WS OF LSt mone than 3 days
m redneas or swelling |5 present in e painful erea
W any nEw syMploms appear

w0 mL = miBlier

w find right dose on chart, IF possible, wse weight fy
dases ohherwise use age,

w use onfy encosed dosing cup, Dz ot wse any other
dosing device,

W [T nieede, repeat doae eery 6-8 hiirs

w da not use more than 4 times a day

w replace origingl bote Gap o mainkin chikl
resistance

Dosing Chart
Weight (B) Age () Dese (mL)*
under 24 under 2 years | ask adoclor
24-35 Iba 2-3 years 5mL
36-47 Iba 4-5 years 75mL
42-50 Ibs -8 years 1mL
B0-T1 Ibs 910 years. 125mL
T2-85 Ibs 11 years 15mL

“or 23 Oirected by 8 dockor

Other information

W each 5ml contalr: sodium 2 mg
w shore babween 20¢ to 25°C ©4° o 7T°F)
w do mot use If printed neckband s Broken

or missing
w sze bofiom panel for lot number and
expiration dale

Inactive ingredients acesuttame potassium,

cirle Bcid anhydrews, DEC yellw #10, FDAC red 40,

ghycerin, palysortate 80, pregefatinized corn stanch,
[purftied water, sodum benzoate, strawberry flawor,
suGroEa, xanthan gum

Keseq out of reach of children. In case of overdoss,
et medical help or contact a Pokson Coringl Center
right away. [1-500-222-1228)

Directions

' this prociuct does nod conlain direclions
of complede wamings Tor adull use

w0 g not give more than directed

stk wall betors using b

TThis preduct ks ned afiilzisd with, menetactured by, or
producad by he Makers of ewners of Childreas Matin®,

Made in USA 17600317 GWTI0077 ROHT
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NDC 63868-724-04

TCompare to the Active Ingredient in Children's Motrin® Dye-Free Berry

See New Warnings

For Ages 2 to 11 years

For Ages
2 to 11 years

Children’s
Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

fCompare to the

active Ingredient
In CHILDREN'S

MOTRIN® BEERRY

(28

See New Warnings
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 B hours
Alcohol Free
Shake Well Before Using

Original
| Berry Flavor

4 o (T_IBm-L) '

dedl for
wsa In children.

Drug Facts

Active ingredient Purpose
{in each 5 mL) Fain refimver!
Ipuproten, USP 100 mg RESAIDS™ ....... TBVer reoucer

“nonsteridal anti-inflammatory drug

Uses temperirily:

W rellees minde scihed Bnd pains due o e cmmon
‘o, fiu, 50fe WAt headache and tothache

m reduces fever

Warmings
Mbergy alet: [uprofen may cause a savere
allergic

- e m taclal wweling
m asthma wheezing)  mshock

m skin redoening mrEsh

m blistirs

1t an ailengic reaction oocurs, slop use and seek
midical help right away.

Stomach bleeding waming: This product contains
an NSAID, which may cause severe stomach
Bleading, Thi: chane is Righer I your chikt:

m P had slomach ulcers or eeding problems

m 1zkes a blood thinning fanficoagulant) or

steroid drug
m takas ather dnugs containing prascription or
nenprescription MSAIDS Gaspinin, ibuprofen,
napeoeen, of alhers)
m tzkes more or for & longer time than dirscied
Heart attack and stroke waming: NSADs, sxcept
aspirin, incraase e risk of heart attack, heart failure,
and stroks. Theso G ba fakal. The risk is bigher if you
use more than directed or for lnger than dinecied.
Sore throat waming: Severe or persistent sore
Twoa or sore theoat acompanied by high fever,
Fsackache, i, and vomfting may
b seriLs, Gonsull dozior prompty. D nat
use maore than 2 days o aomindster 1 chidren
under 3 years of age unless direcied by dochor.

Do not use

w if the child has ever had an allergic reastion to
Seuprafin of any OFer pain felieven Tiver edacor

' right betore of after heart surgary [

e
¢ bofore using. Kaap this box for important




Children’s

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

Pain Reliever
Fever Reducer

Lasts up to 8 hours
Alcohol Free
Shake Well Before Using

Non-Staining
Dye-Free
Berry Flavor

4 floz (118 mL)
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Drug Facts (continued)

Drug Facts (continued)

Ask a doctor before use if

W stomach bleeding warning applies t your child

m child has a history of stomach problems, such as
heartburn

m child has problems or sarious side effects from
taking pain relievers or fever reducers

m child has not been drinking fluids

| child has last a kot of fluid due to vomifing or
diarrthea

i child has high blood pressure, hearl disease,
liver cihosis, kidney disease, or had a strake

m child has asthima

m child is taking a diuratic

munder a doeclor's care for any serious condition
m taking any other drug

Ask a doctor or pharmacist before use if the child is

When using this product
W take with food or mil i stomach upsst aeours

Stop use and ask a doctor it
m chiild experiences any of the fallowing sions of
stomach bleeding:
 feels faint
mvomits biood
m has bioody or black stools
W has stomach pain that does not get better
o child has symptams of heart prablems or stroke:
W chest pain
m frouble breathing
w weakness in one part or side of body
o shurrad spaach
m e swelling
m the child does nat get any relief within first day
{24 hours) of freatment
o faver ar pain gets worse or lasts mora than 3 days
W redness of swelling s present in he painful area
W any new symplems appaar

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

Directions

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

o do net give more than directed

m shake well befars using

This praduct is not affiliated with, manufactured by, or
prodused by the makers or owners of Ghildren's Motrin®.
Mada in USA 17610718 GWT10217 RO21%
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m mL = milliltgr

dese; ofhensise use age.

m use anky enclosed dosing cup. Da not use any other
dosing devica.

m if naedad, repeat dosa every 6-8 hours

m do not use more than 4 times a day

m replace ariginal botile cap to maintan child

1
.
1
i m {ind right dese on chart. If possible, use weight to
.
1
.
I

resistance
Dosing Chart
Waight (I} Age (yr) Dose (mL)*
under 24 under 2 yesrs | ask adoclor
24-35 |bs 2-3years 5mL
36-47 |bs 4-5years T5mb
48-59 |bs -8 yexrs 10mL
B80-71 Ibs 8-10 years 12,5 mL
72-95 |bs 11 years 15 mL
~or as directed by a doctor
Other information

W each 5 ml contains: sadium 2 mg
m store betwigen 20° 10 25°C (887 to 77°F)
m do not use If printed neckband Is broken

W see bottom panel for lof number and
@xpiration date

Inactive ingredients acesuffame potassium,
citric acid anhydrous, glyeerin, pelysorbate 80,
pregelatinizad com starch, purified water, sodium
benzoate, sirawberry flavor, sucrose, xanthan gum

Questions? 1-838-838-2072 hetween
9 amand 5 pm ET, Monday-Friday.

KCTy,
S'% Distributod by CDMA, Inc&
£ '+ 43157 W 3 Mila Re
& & Nowi, Ml 48375
& www.qualitycheice.com
& Guestions: B00-935-2362

6 |35515 995765
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For Ages
2 to 11 years

Children’s

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

NDC 63868-724-04

tCompare to the Active
Ingredient in Children's
Motrin® Dye-Free Berry

See New Warnings

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
Alcohol Free
Shake Well Before Using

Non-Staining
Dye-Free

I Berry Flavor

I

PRINCIPAL DISPLAY PANEL

QC®

QUALITY

CHOICE

NDC 63868-709-04

TCompare to the Active Ingredient in Children's Motrin® Bubble Gum

See New Warnings

For Ages 2 to 11 years

4 fl oz (118 mlL)

No Ink/Coating
this panel
Lot/Exp Only

1 Read ali
before using. Keep this box for iImportant
Information. This product Is intended for
usa In chiidren.

Drug Facts

Active ingredient Purpose
(ineach 5 mL) Pain reliever/
Euprofen, USP 100'mg (NSAIDF™ ....... fever reducer

**nanstereidal anti-inflammatary drug

Uses temporarly:

 religves mincr aches and pains due ta the common
cold, flu, sore threat, headache and toothache

w reduces fever

Warnings

Allergy alert: Ibuprofen may cause a severe
allergic reaction, espacially in people allergic to
aspirin. Symptams may include:

o hives W facial swelling
m asthma (wheezing) W shock

m skin reddening mrash

W blisters

it an alkergic reaction oceurs, step use and seek
madical help right away.
Stomach bleeding waming: This product contains
an NSAID, which may cause severe stomach
bieeding. The chance is higher if your child:
W hzz had stomach wlcers or bleeding problems
W takes a biood thinning (anticoagu lant) ar
steroid drug
' fakes other drugs containing prescription o
nonprescription NSAIDS {aspirin, ibuprofen,
naproxen, or others)
m fakes more or for a longer time than directed
Heart attack and stroke warning: N5AIDs, excepl
aspirin, increase the risk of heart attack, heart failure,
and siroke. These can be fatal. The risk is higher if you
use more than drected or for langer than directed.
Sore throat wamning: Severe or persistent sore
throat ar sore throal accompanied by high fever,
headache, nauses, and vomiting may
be szrious. Consult doctor promptly. Do not
use mora than 2 days or administer to children
under 3 years of age unless directed by doctor,

Do not use

W if the child has ever had an allergic reaction to
ibuproten or any oiher pain relieverfever reducer

o right before or after heart surgery




Children’s

Ibuprofen

Oral Suspension, USP
(NSAID)

100 mg per 5 mL

Pain Reliever
Fever Reducer

Lasts up to 8 hours
Alcohol Free
Shake Well Before Using

Bubble Gum
Flavor

4 floz (118 mL)



No Ink
No Coat

For Ages
2 to 11 years

100 mg per 5 mL
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V1 Drug Facts (coniinued U Drug Facts (continued Yorpetarled:

4 g Facts (continued) + | Drug Facts (continued) % before using. Keep this box for important
1 I | Aska doctor hefore use it 1 J == miiter | ik dmdr::l.’s - = s
1 i w stomach bleeding warning applies to your child i mfing right dose on chart, If possible, use weight to QUAI.I tCompare to the Active i
1 B child has a history of stomach problems, such as . dose; othenwise use age. CHOICE Ingredient in Children’s Dmg Facts

1 hearfbern o J J s only enclosed dosing cup. Do not use any iher Motrin® Bubble Gum
1 L |:h||_d has problems or serious side effects from . dosing device « || Active ingredient Purpose
1 i taking pain religvers of fever reducers | || mif needed, repeat dose svery 6-8 hours 1 1 (in each 5 mL} .

2 W child has not been drinking fluids = I mdonat use mare then 4 times a day : : : Fain relisver/
I ' child has last 2 kot of fluid due to vomiting o ara Akt ree Ibuprofen, USP 100 mg (NSAIDY™ ........ fever raducer

i placs original botfle <2 to maintain child I . 11+ i

1 l diarthea I " see New warmngs nensteroidal anti-inflammatory drug
1 i m child has high blood pressure, heart dissase, i [ESREne, Dosing Ghart i i

- Iiver cirrhosis, kidney disease, or had a stroke Lt 05ing LA . = Uses temporarily: _
1 | [ mchiid nas ssthma 1 [ tetant () Age (yr) Dose (mL)” 1 For Ages 2 to 11 years il= relieves minor aches and pains due to the common
1 m child is taking a diuretic = i cold, flu, sore throat, headache and toothache

[ u under 24 under 2 years | ask adoctor - ' o | 3 1 | m reduces fever
1 l Ask a doctor or pharmacist befere use if the child is I 24.75 b PR y— SmL ] l
1 i w under & doctor's care for any serious condition i i i i 5 i Warnings
1 1) mtaking any other drug H 36-47 bs 4-5 years 75mL 1 5 N Allergy alert: buprefen may causs a severe

| | wnen using this preduct 1 1550 05 55 yaars 0L 1 1 allel_'g_ic reaction, especia_lry in paople allergic fo
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IBUPROFEN CHILDRENS

ibuprofen suspension

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

this panel
Lot/Exp Only

No Ink/Coating

Item Code (Source)

Basis of Strength

NDC:63868-776

Strength




IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI110QM) IBUPROFEN

Inactive Ingredients

Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNIIl: PDC6A3C0OX)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNIl: 059QF0KOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

Product Characteristics

Color purple Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description PRI, R
Date
1 (|DC103868:776" 4 in 1 caRTON 03/22/2018
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA074916 03/22/2018
IBUPROFEN CHILDRENS
ibuprofen suspension
Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

100 mg in 5 mL

Strength

Marketing End
Date

Marketing End
Date

NDC:63868-779



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 (UNII: XF417D3PSL)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
FD&C RED NO. 40 (UNII: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNII: 059QF0OKOO0R)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIIl: 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 (DC103808779- 1 in 1 caRTON 03/22/2018
1 237 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 [DC03808-775- 1 in 1 caARTON 01/25/2019
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 03/22/2018 01/31/2024

IBUPROFEN CHILDRENS

ibuprofen suspension



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63868-724

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 (UNIIl: 08232NY3S))
WATER (UNII: 059QFOKOO0R)
SODIUM BENZOATE (UNIIl: 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 i) SER ankatinggens
Date Date
1 (0C103868:724- 4 in 1 caRTON 03/09/2020
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 03/09/2020 01/31/2024

IBUPROFEN CHILDRENS

ibuprofen suspension



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63868-709
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 (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
FD&C RED NO. 40 (UNII: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C0OX)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, CORN (UNII: 08232NY3S))
WATER (UNII: 059QFOKOO0R)
SODIUM BENZOATE (UNII: 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 Marketing Start Marketing End
Date Date
1 ([0C103868-709- 4 in 1 caRTON 03/09/2020
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 03/02/2020 01/31/2024



Labeler - qQuaLTY CHOICE (Chain Drug Marketing Association) (011920774)

Revised: 10/2023 QUALITY CHOICE (Chain Drug Marketing Association)
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