IBUPROFEN ORAL - ibuprofen oral suspension
Strategic Sourcing Services

Ibuprofen Oral Suspension USP, 100 mg/5 mL (OTC)

ACTIVE INGREDIENT(S)

Ibuprofen 100 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

PURPOSE

Pain reliever/ fever reducer

USE(S)

temporarily:

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

W reduces fever

WARNINGS

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

Symptoms may include:

W hives W facial swelling W asthma (wheezing)

H shock W skin reddening Wl 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:

B has had stomach ulcers or bleeding problems

M takes a blood thinning (anticoagulant) or steroid drug

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

B 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

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

ASK A DOCTOR BEFORE USE IF

W stomach bleeding warning applies to your child

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

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

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

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

M child has asthma

M child is taking a diuretic

ASK A DOCTOR OR PHARMACIST BEFORE USE IF

W under a doctor's care for any serious condition
W taking any other drug

WHEN USING THIS PRODUCT

W take with food or milk if stomach upset occurs

STOP USE AND ASK DOCTOR IF

Bl child experiences any of the following signs of stomach bleeding:
Ml feels faint H vomits blood
W has bloody or black stools
W has stomach pain that does not get better

W child has symptoms of heart problems or stroke:

B chest pain H trouble breathing
B weakness in one part or side of body
W slurred speech W leg swelling

W the child does not get any relief within first day (24 hours) of treatment
W fever or pain gets worse or lasts more than 3 days

W redness or swelling is present in the painful area

B any new symptoms appear



KEEP OUT OF REACH OF CHILDREN

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

M this product does not contain directions or complete warnings for adult use
H do not give more than directed

B shake well before using

B mL = milliliter

M find right dose on chart. If possible, use weight to dose; otherwise use age.
H use only enclosed dosing cup. Do not use any other dosing device.

M if needed, repeat dose every 6-8 hours

B do not use more than 4 times a day

W replace original bottle cap to maintain child resistance

Dosing Chart

Weight (Ib) Age (yr) Dose Weight (Ib) Age (yr) Dose Weight (lb) Age (yr) Dose

(mL)* (mL)* (mL)*
under 24 under 2 years ask under 24 under 2 years ask under 24 under 2 years ask a
a doctor a doctor doctor

24-35 Ibs 2-3 years 5 mL 24-35 Ibs 2-3 years 5 mL 24-35 Ibs 2-3 years 5 mL
36-47 Ibs 4-5 years 7.5 mL 36-47 Ibs 4-5 years 7.5 mL 36-47 Ibs 4-5 years 7.5 mL
48-59 Ibs 6-8 years 10 mL  48-59 Ibs 6-8 years 10 mL  48-59 Ibs 6-8 years 10 mL
60-71 Ibs 9-10 years 12.5 60-71 Ibs 9-10 years 12.5 60-71 Ibs 9-10 years 12.5 mL
mL mL

72-95 Ibs 11 years 15 mL 72-95 Ibs 11 years 15 mL 72-95 Ibs 11 years 15 mL

*or as directed by a doctor

OTHER INFORMATION

B each 5 mL contains : sodium 2 mg

B store between 20-25°C (68-77°F)

W do not use if carton is opened or printed bottle neckband is broken or missing
H see bottom panel for lot number and expiration date

INACTIVE INGREDIENT

Acesulfame potassium, anhydrous citric acid, carboxymethylcellulose sodium, D&C
Yellow # 10, FD&C Red #40, flavors, glycerin, microcrystalline cellulose, polysorbate 80,
propylene glycol, purified water, sodium benzoate, sucrose, and xanthan gum



QUESTIONS or COMMENTS?
Call 833-358-6431 Monday to Friday 9:00am to 7:00pm EST

©2023 McKesson Corporation

Distributed by: McKesson Corp., via Strategic Sourcing Services LLC.
Memphis, TN 38141

Money Back Guarantee

www.fosterandthrive.com

** This product is not manufactured or distributed by McNeil
Consumer Healthcare, distributor of Children’s Motrin®.

PRINCIPAL DISPLAY PANEL

ibuprofen-oral-suspension-berry-flavor-container-carton-118 mL
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Drug Facts (continued)

Drug Facts (continued)

W child has lost a lot of fluid due to vomiting or diarrhea Dgsiﬂg Chart CHILDREN'S d
M child has high blood pressure, heart disease, liver - =

cirhosis, kidney disease, or had a stroka W":"';L"} n‘i"zw" "':(" :Ir:mL] ! Drug FaCtS
Mochild hasasthma under under 2 years ask a doctor — -

child is taking a diuretic 2435 1bs T3 years FmL Foster % Th ! Active ingredient Purpese
Pl Tl T 1 i S
M taking any cther drug 4859 1bs 68 years 10mL | | nonsteroidal anti-inflammatory drug  fever reducer
When using This product 60-71 Ibs 9-10 years 125 mL I Usestempuramry"
I izke with food or milk if stomach upset ooours 7295 Ios 11 years 15mL |" | @ leves minor Zcnes anc pains due tothe common
Stop use arld_asl( a doctor if o “or as directed by a doctor i cold, flu, sore throat, headache and toothache
;;ﬂgghegﬂ?[rgs any of the following signs of Other information B L] redut.:es faver

M feeks faint W vomits bload M each 5 mL contains ; sodium 2 mg u | | Warnings i

W has bloody or black stools = itﬂure batwaen 20-25°C (68-77°F) 1§ Allergy alert: |buprofen may cause a severe allergic

not use if carton is opened or printed hottle reaction, espacially in people allergic to aspirin.

W has stomach pain that does not get better
W child has symptoms of heari problems or stroke:
M chest pain W frouble breathing

Symptoms may include:
W hives M facial swelling M asthma (wheszing)

neckband is broken or missing
M see bottom panel for ot num ber and expiration date

=:l‘zi:lkg;5$ég;1ﬂ9 Pﬂ”:f;i;eurﬁﬂd!’ Inactive ingredients 0ra| Su spension (NSAID) =En;‘:‘m.m" reddening M rash
Acesuifame potassium, anhydrous citric acid, If an allergic reacti st d seek medical
8L i oue i 0 el Wi sty (24 carboxymetnylcelluiose sodium, DAC Yellow # 10, 100 mg per 5 mL Bl AL T s PR e
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Wiaver ¥ pain gals worse o las(s more han 3 days cellulose, polysorbate 80, propylene glycal, purified PAIN RELIEVER / NSAID, which ma?f causers“me stgmach bleeding. The
Wany new appear FEVER REDUCER chance is higher if your child:
M has had stomach ulcers or bleeding problems

Keep out of reach of children. In case of overdose, get Questions or comments?

magical hilp o contact a Poison Cantrol Center right M fakes a blood thinning (anticoagulant) or steroid drug

Call 833-358-6431 Monday to Friday 9:00am to M takes other drugs containing prescription or

away. (1-800-222-1222) 7:00pm EST Lasts U P to 8 Hours nnnprescnpﬂgrhuii)lle (aspirin, ibuprofen,

Directions £2023 McKessan Corporation napraxen, or others|

W ihis product does no contain directions or complete Distribufed by: McKesson Carp, vio Strafegic Sourcing Sarvices LLC. E!Ek?ﬂ':gi%?tmm?ﬂnme nglggeglnegm

. ﬁ?x?w;nhm'}hﬁdlﬂﬂld Memphis, TN 38141 aspirin, increase the risk of heart attack, heart failure,
shake well before usin| PR and stroke. These can be fatal. The risk is higher if you

W L = milliliter . i fostarandheive.com use more than directed or for longer than directed.

Sore throat wamning: Severe or persistent sore throat or
sore throat accompanied by high faver, headache,
nause, 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 nof use
M if ihe child has ever had an allergic reaction to
Ibuprofen or any other pain reliever/iever reducer
M right before of after heart surgery
Ask a doctor before use i
M stomach bleeding warning applies to your child

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

W use only enclosad dosing cup. Do not use any other
dosing davice.

W if neded, repeat dose every 6-8 hours

W do not use more than 4 times a day

W replace original bottle cap to maintain child resistance

>

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

For Ages 2 1
ORIGINAL B
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DOSING CUP INCLUDED
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M child has problems or serious side effects from faking
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ibuprofen-oral-suspension-berry-original-flavor-container-carton-237 mL
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100 mg per 5 mL Il [ 1
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FEVER REDUCER

PORTANT: READ ALL I’NDDUETINFDRMAIIDN lEFDHE USING.
KEEP THIS BOX FOR IMPORTANT
THIS PRODUCT IS INTENDED FOR LISE IN CH\LDREN

Drug Facts

Drug Facts (continued) 18- TO6T7-1115-2 COMPARE TOTHE
W weakness in one part or side of body ACTIVE INGREDIENT IN

Wsuredspech W b B
e i cogs ot gt any i day (24 hours) o CHILDREN'S MOTRIN

o = - treatment
Active ingredient (in each 5 mL) Purpose M fever or pain gefs worse or lasts mora than 3 days = ™
Ibuprofen 100 mg (NSAID)" . i . Pain reliever/ W redness or swelling is present in the painful area FOSter Th rlve
‘nonsteroidal anh—lrrflammamry drug fever raducer M any new symptoms appear

Uses temporarily: Keep oul of reach of children. In case of overdose, get medical
W religves minor aches and pains due to the common coid, fiu, help or contact 2 Poison Control Center right away. .
sore throat, headache and toothache (1-800-2221223) ch' ldrenls
[ SRS Mo Directions
Warnings W this product does nol contain directions or complele warnings
Allergy alert: Ibuprofen may cause a savere allergic reaction, for adult use

W do not give more than directed

hake well before using

W mL = milliliter

W find right dosa nnchart If possible, use weight to doss;
otherwise use age

Wuse cmlyI enc\osed dosing cup. Do not use any other dosing

especially in people allergic fo aspirin. Symptoms may include:
Whives W facial swelling M asthma (wneennm
W shock M skinreddening Mrash W blist:

\fan allerqlc reaction occurs, stop use and seek memcal help right

s1nmaeh bleeding waming: This product contains an NSAID,
‘which may cause severe stomach bleeding. The chance is higher if
your child:
W has had stomach ulcers or bleeding problems

takes a blood thinning (anticoagulant) or steroid drug

davica
W if neaded, rapeat dose every 6-8 hours
W do not use more than 4 times a day
M replace original bottle cap to maintain child resistance

Oral Suspension (NSAI
100 mg per 5 mL

takes other drugs containing prescription or Dosing Chart

nonprescription NSAIDs (aspirin, ibuprofen, nanmxen or others) g
W takes more o for a longer time fhan directed Weight (1) Age (yr) Dose (mL)* PAIN RELIEVER /
Heari attack and stroke waming: NSAIDs, except aspirin, increase
the risk of hear attack, hearl failure, and siroke. Thess can be fatal :;":5' ? “";’B,;z r “k; d'fm' FEVER REDUCER
'I1|e risk is higher if you use more than directed or for longer than 35:” m"‘ 1-5 years = 5’" 3

5 -5 years m|
accompanied by high fever, headache, nausea, and vomiting may
sccompanid by High e, eadate, ausc, and vorfig may 7Tk | Sfgers T Lasts Up to 8 Hours asts Up to 8 Hours
or administer o children under 3 years of age unless directed by 72-95 Ibs 11 years 15mL
doctor. “or as directed by a doctor
Do not use Other i -
i ; er information

W if the child has ever had an allergic reaction to Ibuprofen or any W each 5 mL contains - sodium 2 mg

other pain reliever/Tever reducer

It efore or after heart surgery

Ask a doclor hefore use if

M stomach bleeding wamning applies to your child

ild has a history of stomach problems, such as heartburn

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

M child has not been drinking fiuids

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

|Iﬂ has high blood pressure, heart disease, liver cirmhosis,

kidney diseass, or had a stroke

M child has asthma

B child is taking a diuretic

Ask a doctor or pharmacisi before use if the child is

M under a doctor's care for any serious condition

W store between 20-25°C (68-77°F)

W do not use i carfon is opened or printed bottle neckband is
broken or missing

M see bottom panel for lof number and expiration date

Inactive ingredients

Acesuffame potassium, anfydrous citric acid,

mrbm{ymetrw\ce\lulnse sodium, D&C Yellow #10, FD&C Red #40,
flavors, glycarin, microcrystalline cellulose, polysorbate 80,

propylene glycol, purified water, sodium benzoate, sucrose, and

xanthan gum

Questions or comments?
(Call 833-358-6431 Monday fo Friday 9:00am to 7:00pm EST

For Ages 2 to 11

W taking any other drug e ORIGINAL BERRY
When using This product Distributed by: McKasson Corp, via Sirafegic Sourcing Services LLC.
W take with food or milk if stomach upset occurs Memphis, TN 36141 FLAVOR
Slop use and ask a doclor if Money Back Guaraniee DOSING CUP INCLUDED
W child experiences any of the following signs of stomach werw osterandthrive.com
bleadlng: ’ 1 This products ot manufochured o distribued by Mcel Consumer
N o hnt S vomis o Healthenre, disrbutor of Cider's Motrin® SEE NEW WARNINGS

as bloody or black stools
has stomach pain that does not get better

M child has symptoms of heart problems or stroke:
W trouble breathing

8 FLOZ (237 mL)
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ibuprofen-oral-suspension-bubble-gum-flavor-container-carton-118 mL
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Drug Facts (continued) Drug Facts (continued) NDC 70677-1117-1 COMPARE TO KEEP THIS BOX FOR IMPORTANT INFORMATION.
W child has lost2 [0t of fluid due to vomiting or damhea Dosing Chart cﬁﬁé‘l&wgﬁ e
M child has high blood pressure, heart disease, liver : =

cihosis, kidney disezse, or had a stroke w":'“;::’ :'lezﬂ"’ "':(5' I'j’;‘ﬁ';' Dr ug F acls
M child has asthma under under 2 years ash a doctor - :
W child s faking 2 diuretic IR PRI T8 Foster % Th Active ingredient Purpose
sk a doclor or pharmacist before use i the child is T s 15 years TEml (in each 5 mL)
W under a doctor's care for any serious condition 555 53 0l Ibuprofen 100 mg (NSAID) ....................... Pain reliever/
W taking any other drug as il years m “nonstercidal anti-inflammatory drug ~ fever reducer
When g T proguct 6071 15 910 years T25mL T r—
M take with food or milk if stomach upsst ocours 72-85 Ibs 11 years 15mL W refieves minor aches and pains due to the common
slhmlll;! and ask a dMWD; Itlh oloa “0r as directed by a doctor cald, fiu, sore throat, headache and toothache
stomach beading. o Other information :I.' rduces fver

W fesls faint W vomits blood M each 5 mL contains : sodium 2 mg amings .

N fas bioody or black stoals W store between 20-25C (68-77°F) u Allergy alert: buprofen may cause  severe allergic

M do not use if carton is opened or printed hotlle reaction, especially in people allergic to aspirin.

M fhias stomach pain that doas not get better

W child has symptams of heart problems or stroke: Symptoms may include:

neckband is broken or missing
M nives M facial swelling M asthma (wheezing)

W s bottom panl for lot number and expiration date

M chest pain_ W trouble breathing 5 - +
A o ok Tnactive ingredients Oral Suspension (NSAID) B ook ohh etienii M )
Slurred speecl Swelling - a e ! .
W the child does not get any relief within first day (24 fgfﬁﬁgﬂﬁ%ﬁﬁﬁ?e :g';{f,;:‘g;‘é’g;ﬂg-g DaC 100 mg per 5mlL H;E :'g'mfvﬁd“’" oecurs, stop use and seek medical
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PAIN RELIEVER / Stomach bleeding warning: This product confains an

I o o SHGIRID B proteatn T paat polysorbate 80, propylene glycol, purified water, sodium NSAID, which may cause severe stomach bleeding. The
many new appear FEVER REDUCER chance is higher if your child: )
Keep oul of reach of children. In case of overdose, gel plies IS r COMMEN2: . i M fas had stomach uloers or bleeding problems
medical help or contact a Poison Control Center right il ay to Friday 9:00am to M akes other drugs containing preseription or
away. (1-800-222-1222) J:00pm EST Lasts Up to 8 Hours nonprescription NSAIDs (aspirin, ibuprafen
Directions £2023 McKesson Corporation naproen, or ofhers)
W this product does not contain directions or complete Distribufed by: McKssson Corp, via Strafegic Sourcing Services LLC | :EERK?ﬁ?&lZ:‘flfﬂrn IDIE:H“EH‘IS:I&IIE;&;N
Gy ot e o han direcied Mephis NI aspirin, Increase t risk of heart aftack, heart ailure
W shake well before usin gy Bk Frana and stroke. These can be fatal. The risk is higher if you
W mL = millilter . wnwfosterandtheive.com use more than directed or for longer than directed.

e Sore throat warning: Severe or persistent sore throat or

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

W use only enclosed dosing cup. Do nof use any other
dosing davice.

W if needed, repeat dose every 6-8 hours

W do not use more than 4 limes a day

M replace original bottle cap to maintain child resistance

»

** This product is not monufactured or distributed by McNail

Consumer Healfhcare, dishibutor of Childrar's Motin®. sore throat accompanied by high fever, headache,

nausea, and vormiting may be serious. Consult doctor
promptly. Do not use more than 2 days or administer to
children under 3 years of age unless direoted by doctor.

Do not use

W if the child has ever had an allergic reaction fo
Ibuprofen or any other pain reliever/fever reducer

M right before or after heart surgery

DOSING CUP INCLUDED Ask a doctor before use if
child has a history of stomach problems, such as
SEE NEW WARNINGS S
M child has problems or serious side effects from faking
pain relievers or fever reducers
4FLOZ (118 mL) W ohlc hzs not been drinking fuids
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100 mg per 5 mL
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Drug Facts (continued) Drug Facts (continued)
W child has losta Iot of fluid due to vomiting or diarrhea Dosing Chart
W child has high blood pressure, heart disease, liver - =
cirrhasis. kidney disease, or had a stroke Weight (Ib) Age (yr) Dose (mL)
M child has asthma under 24 under 2 years ask a doctor
W child is taking a diuretic 74-35 10s 73 years BmL
Ask a docior or pharmacist before use if the child is 36-47 Iy 45 75mL
W under a doctor’s care for any serious condition = yan o
M taking any other drug 48-58 Ibs 6-8 years 10mL
When using this product 60-71 Ibs 9-10 years 125mL
W fake with food or milk if stomach upset ocours 72-95 Ibs 11 years 15mL
$top use and ask a doctor it * 07 as directed by a doctor
luelq:’lgnegfem?n?s any of the following signs of ﬂfher Thiormanon
M fegls faint W vomits blood each 5 ml contains : sodium 2 mg
W hias bloody or biack stools l store between 20-25C (58-77°F)

M fias stomach pain fhat does not get better

W child has symptoms of heart problems or stroke:
M chest pain M frouble breathing
M weakness in one part or side of body
M slurred speech W lzg swelling

W the child does not get any relisf wnhln first day (24
hours) of freatment

M fever or pain gets worse or lasts more than 3 days

W o not use if carton is opened or printed bottle
and i ot mi
M se¢ bottom panel for lot number and expiration date

Inactive ingredients

Acesuifame potassium, anhydrous citric acid,
carboxymethyicallulose sodium, D&C Red #33, FD&C
Blue #1, flavors, glycerin, microcrystalline cellulose,
pofysorbate 80, propylena iyeol, purified water, sodium
benzoate, sucrose, and xanthan gum

M any new symp appear

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

Questions or comments?
Call 833-358-5431 Monday to Friday 8:00am to
7:00pm EST

Directions

W this product does nof contain directions or complete
wamings for adult use

M oo not give more than direcied

W shake well before using

W mL = millilter

W find right dose on charl. If possidle, use weight to
dose; otherwise use a

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

W if needed, repeat dose every 6-8 hours

W do not use more than 4 fimes a day

W replace original botte cap to maintain child resistance
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12023 McKesson Corporation
Distribubed by: McKesson Corp, vio Strafegic Sourcing Services LLC.
Memphis, TN 38141
Money Bock Guarantes
wwwfosterondthrive com

**This product is not manufoctured or disiributed by McNeil
Consumer Hedlthcare, disiribulor of Children's Motrin®.

NDC 70677-1118-1 COMPARE TO
ACTIVE INGREI
CHILDREN'S

Oral Suspension (NSAID)
100 mg per 5 mL

PAIN RELIEVER /
FEVER REDUCER

Lasts Up to 8 Hours

For Ages 2 t

GRAPE FLAV
DOSING CUP INCLUDED

SEE NEW WARNINGS

4FLOZ (118 mL)

IMPORTANT: READ ALL PRODUCT INFORMATION BEFORE USING.
KEEP THIS BOX FOR IMPORTANT INFORMATION.
THIS PRODUCT 15 INTENDED FOR USE IN CHILDREN.

Drug Facts

Active ingredient Purpose
(in each 5 mL)

Ibuprafen 100 mg {NSAID) ... ....Pain reliever/
“nonsteroidal anti-inflam mamry dlug fever raducer

Uses temporarily:

W relieves minor aches and pains due fo the common
cold, flu, sore throat, headache and toothache

M reduces faver

Warnings
Allergy alert: Ibuprofen may cause a severe allrgic
reaction, especially in peaple allergic to aspirin.
Symptoms may include
| | M facial swelling M asthma (wheezing)
W shock M skin reddening M rash
W blisters
If an allergic reaction occurs, stop use and seek medical
help right away.
Stomach bleeding warning: This product contains an
MSAID, which may cause severe stomach bleeding. The
chance is higher if your child:
ad stomach wlcers or bleeding problems
M izkes a blood thinning (ant\cnagulam] or steroid drug
W takes other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen,
RAproxen, or others;
W 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
W if the child has ever had an allergic reaction to
Ibuprofen or any other pain reliever/fever reducer
W right before or after heart surgery
k a doctor before use i
W stomach bleeding warning applies to your child
M child has a history of stomach problems, such as
heartburn
M child has problems or serious side effects from faking
pain relievers or fever reducers
M child has not been drinking fluids
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| Foster & Thrive™ i\
Chrldren's |

Ibuprofen |

|| Oral Suspension (NSAID) |

100 mg per 5 mL \
PAIN RELIEVER / |
‘ FEVER REDUCER

W has stomach pain that does not get better
M child has symptoms of heart problems or stroke:

M chest pain W trouble breathing
W weaknass in one part or side of body
W slurred speech W leg swelling

W the child does not get any relief within first day (24
hours) of treatment

W fever or pain gets worse or lasts more than 3 days

M redriess or swelling is present in the painful area

Drug Facts (continued) Drug Facts (continued)
M child has lost a lot of fluid due to vomiting or diarrhea Dosing Chart
W child has high blood pressure, heart disease, liver = e
cirrhosis, kidney disease, or had a stroke Weight {Ib} Age (yr) Dose (mL)
M child hasasthma under 24 under 2 years ask a doctor
hild is taking a diuretic 24-35 bs 23 years 5mL
Ask a doctor or pharmacist before use if the child is 3647 bs 45 years 75mL
W under a doctor's care for any serious condition
W taking any other drug 48-59 Ibs 6-8 years 10mL
When using fis product 50-71 Ibs 910 years 125mL
W take with food or milk if stomach upsat occurs 72-95 Ibs 11 years 15mL
Slop use and ask a doclor if o “or as direcied by a doctor
;uﬁrr:;\gheguen?'l:gs any of the following signs of Other information
W feels faint W vomits blood M each 5 mL contains : sodium 2 mg
W has bloody or black stools W siore between 20-25°C (68-77°F)

M do not use if carlon is opened or printed botile
neckband is broken or missing
W see botfom panel for lof number and expiration date

Inactive ingredients
Acesulfame potassium, anhydrous citric acid,
carboxymethylcellulose sodium, flavors, glycerin,
microcrystalline cellulose, polysorbate 80, propylene
glycol, purified water, sodium benzoate, sucrose, and

W any new appear

Keep oul of reach of children. [ cass of overdoss, get
medical help or contact a Poison Control Genter right

Questions or comments?
Call 833-358-6431 Monday to Friday 9:00am to

W mL = milliliter

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

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

W if nesded, repeat dose every 6-8 hours

W do not use more than 4 fimes a day

M replace original bottle cap to maintain child resistance
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away. (1-800-222-1222) 7:00pm EST

Directions 2023 McKesson Corporation

W this product does nof contain directions or complete Distribufed by: Mckasson Corp, via Strafegic Sourcing Services LLC.
warnings for adult use Memghis, TN 38141

W do not give more than directed Money Bock Guaranise

W shake well before using e T et

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

NDC 70677-1116-1 COMPARETO

ACTIVE INGRE
CHILDREN'S

Oral Suspension (NSAID)
100 mg per 5 mL
PAIN RELIEVER /

FEVER REDUCER
Lasts Up to 8 Hours

Dye Free

DOSING CUP INCLUDED

SEE NEW WARNINGS

4FLOZ (118 mL)

IMPORTANT: READ ALL PRODUCT INFORMATION BEFORE UISING.
KEEP THIS BOX FOR IMPORTANT INFORMATION.
THIS PRODLICT IS INTENDED FOR USE IN CHILDREN

Drug Facts

Active ingredient Purpose
(in each 5 mL)

lbuprofen 100 mg (NSAID) .. Pain reliaver/
“nonsteroidal anti-inflam miﬂurj.I drug " fever reducer

Uses temporarily:

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

W reduces fever

Warnings
Allergy aleri: Ibuprofen may cause a severe allergic
reaction, especially in people allergic fo aspirin.
Sympioms may include:
M hives M facial swelling M asthma (wheezing)
hock M skin reddening M rash
listers
If an allergic reaction occurs, stop use and seek medical
help right away.
Stomach bleeding warning: This product confains an
NSAID, which may cause severe stomach bleeding. The
chance is higher i your child.
M nias had stomach uicers or bleeding problems
kes a blood thinning (anticoagulant) or steroid drug
M fakes other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen,
naproxen, or ofhers)
M takes more or for a longer time than directed
Heart attack and siroke waming: NSAIDs, except
aspirin, increase the risk of heart aftack, 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 faver, headache,
nausea, and vomiting may be serious. Consult doctor
promptiy. Do not use more than 2 days or administer to
children under 3 years of age unless directed by doctor.

Do not us

W if the chnd has ever had an allergic reaciion fo
|buprofen or any other pain reliever/fever reducer

M right before or after heart surgery

Ask a doctor before use if

M stomach bleeding warning applies to your child

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

M child has problems or serious side effects from taking
pain religvers or fever reducers

M child has not been drinking fluids
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IBUPROFEN ORAL

ibuprofen oral suspension

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source)

Basis of Strength

NDC:70677-1115

Strength




IBUPROFEN (UNII: WK2XYI110QM) (IBUPROFEN - UNII:WK2XYI110QM) IBUPROFEN 100 mg in 5 mL

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM (UNIIl: K6790BS311)
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
GLYCERIN (UNIl: PDC6A3C00OX)
FD&C RED NO. 40 (UNII: WZB9127X0A)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNII: 059QF0OKOO0R)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SUCROSE (UNIIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color ORANGE Score
Shape Size
Flavor BERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70677- .
1 1115-1 1in 1 CARTON 08/09/2023
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
NDC:70677- :
2 1115-2 1in 1 CARTON 08/09/2023
2 237 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 ANDA210602 08/09/2023

IBUPROFEN ORAL

ibuprofen oral suspension



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-1116

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 (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
GLYCERIN (UNIl: PDC6A3COO0X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color Score
Shape Size
Flavor BERRY (original berry flavor) Imprint Code
Contains
Packaging
# Item Code Package Description R IEHEE, S TR e
Date Date
NDC:70677- .
1 1116-1 1in 1 CARTON 08/09/2023
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 ANDA210602 08/09/2023

IBUPROFEN ORAL



ibuprofen oral suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)
Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:70677-1117

Ingredient Name Basis of Strength Strength

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

Inactive Ingredients

Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
GLYCERIN (UNII: PDC6A3C00X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color PINK Score

Shape Size

Flavor BUBBLE GUM Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start

Date

NDC:70677- .

1 1117-1 1in 1 CARTON 08/09/2023

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

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

100 mg in5 mL

Strength

Marketing End
Date

Marketing End
Date



ANDA ANDA210602 08/09/2023

IBUPROFEN ORAL

ibuprofen oral suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-1118

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)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
GLYCERIN (UNII: PDC6A3C00X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color PURPLE Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:70677- ;

1 1118-1 1in 1 CARTON 08/09/2023

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

Product



Marketing Information

Application Number or Monograph Marketing Start Marketing End

Marketing
Category Citation Date Date
ANDA ANDA210602 08/09/2023

Labeler - Strategic Sourcing Services (116956644)

Establishment

Name Address ID/FEI Business Operations

AptaPharma Inc. 790523323 MANUFACTURE(70677-1115, 70677-1116, 70677-1117, 70677-1118)

Revised: 2/2025 Strategic Sourcing Services
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