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:lbuprofen 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 Dosing Chart CHILDREN'S d
M child has high blood pressure, heart disease, liver - =

viMmhasis, kidney disease, o had a stroke W":"';L"} d‘i"zml "':(" :I’;'m” ! Drug Facits
M child has asthma under under 2 years ask a doctor — .
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W under a doctor's care for any serious condition B 58 0mL + {buprafen 100 mg (NSAID) ... Pain reliever/
W taking any other drug 09 Ibs years m | | nonsteroidal anti-inflammatory drug fever reducer
When using This product 60-71 Ibs 9-10 years 125 mL ! [Uses emporriy:
W take with food or milk if stomach upsat coours 7285 Ibs 1 years 15mL [ | seues ﬁwinnr aches and pains due to the 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

W feels faint W vomits blood M each 5 mL contains - sodium 2 mg | | Warnings

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

M do not use if carton is opened or printed botle reaction, especially 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
W weakness in one pari or side of body
M slurred speech W lzg swelling

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

Inactive ingredients
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W hives M facial swelling M asthma (wheszing)
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Wany naw appear 5
3 0 M has had stomach ulcers or bleeding problems
Queslions or commenls? M fakes a blood thinning (anticoagulant) or steroid drug
M izkes other drugs containing prescription or

Keep out of reach of children. In case of overdose, get

medical help or contact a Poison Control Center right Gall 833-358-6431 Monday to Friday 9:00am to

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':giﬁagﬁmgﬂnme 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 mL = millliter . 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
DOSING CUP INCLUDED Ask a doctor before use if

W find right dose on chart. If possible, use weight to ** This product is notmamufactured or distributed by McNeil

dose; oinerwise Use age. Consumer Healthcars, distributor of Children's Morin®.
W use only enclosad dosing cup. Do not use any other

dosing davice.

W if neded, repeat dose every 6-8 hours

M o not use more than 4 limes a day For Ages Z
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W replace original bottle cap to maintain child resistance
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M stomach bieeding warning applies to your child
SEE NEW WARNINGS ] mggﬂa history of stomach problems, such as
M child has problems or serious side effects from faking
pain relievers or fever reducers
4FLOZ (118 mL) N child has not bean drinking fuids
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Drug Facts (continued) Drug Facts (continued) NDC 70677-1116-1 COMPARETO KEEP THIS BOX FOR IMPORTANT INFORMATION.
W child has lost a lot of fluid due to vomiting o diarthea Dosing Chart ACTIVE INGREI THIS PRODUCT IS INTENDED FOR USE IN CHILDREN
W child has high blood pressure, heart disease, liver g CHILDREN'S

cirrhosis, kidney disease, or had a stroke W":hl;!:l) ;Iez‘:!'fl nl:(! :ITcl;r Drug Facts
M child hasasthma under under 2 years aska or — -

child is taking a diuretic T 73yean Tl Foster % Th Active ingredient Purpose
Rsk a doctor or pharmacist before use if the child is W47 1S 15y TEmL (in each 5 mL)
W under a doctor's care for any serious condition Ibuprofen 100 mg (NSAID)" ..................... P2IN reliever/
W taking any ather drug 48-59 Ibs 64 years 10mL "nonsternidal anti-inflammatory drug~ fever reducer
When using TS produet B0-71 1bs T0yars 125 mL (| T——
M iake with food or milk if stomach upset accurs 7285 lbs 11 years 15mL W relieves minor aches and pains due to the common
Slop use and ask a doclor if o “or s directed by a doctor cold, flu, sore throat, headache and toothache
;;Egghegmﬂ:gas any of the following signs of Other in.fa:mar_ion . | | redu?es Tever

W feels faint W vamits blood e e LI u m’ e Wigwd llrgi

MW has bloody or black stools ore 2N G B mm alel ia}.:ur_ en I'ﬂfly u"aus_e a;swer_e_a ergic

W has stomach pain that does not get better M do not use if carlon is opened or printed botile reaction, especially in people allergic to aspirin.
M child has symptoms of heart problems or stroke: neckband is broken or missing i Symptoms may include:

M chest pain_ M trouble breathing M see bottom panel for lot number and expiration date . = hhlv:; =fa€al‘s!;\:je\lmg =asﬂ'11ma fwheezing)

=v193k:;ss in E;.:'IE part:rusylgdem‘lla_ndy Inactive ingredients Oral Su spension (NSA'D) - Eliﬁers skin reddening M ras

slurred speed swelling B s ) : )

W the child does not get any relisf within first day (24 ?gffggm%mﬁge :gm'?lﬁafgr': ;ﬂtcllerin 100 m g per 5mL Hei\l; :m?ﬁﬁmlon occurs, stop use and sesk medical

hours) of treatment i E ] H 2 : 2

microcrystalline cellulose, palysorbate 80, propylens Stomach bleeding warning: This product contains an

B FEVET OF A1 021 W0 0 RR(S TR R iy alyool, purified water, sodium benzoate, sucrose, and PAIN RELIEVER / NSAID, which mag CaLISE'SmME sttD:macn Dleeding. The
W any new appear

Keep out of reach of children. In case of overdose, et Questions or comments? MW has had stomach ulcers o bleeding probierms

medical help or contact a Paison Gontrol Genter right Call 833-358-5431 Monday to Friday 9.00am to = gﬁg gtg'eﬂrﬁrmgg'%ﬁmaﬂggﬁl& Bgfmlﬂ drug

away. (1-800-222-1222) 7:00pm EST Lasts U p to 8 Hours nunprescripiigllwhNS?IDs (aspirin, ibuprofen,

Directions 2023 McKesson Corporation naproxen, or ofhers : ;

W this product does not contain directions or complete | ! | Distributed by: McKesson Corp, vio Stegic Sourcing Servicas LLC. =!En"':‘giﬁa fora Im‘E:I'[II‘iIl::?n]Saﬂllgg Bgt:;m

i :I:msmfﬂ;lml}hl?: L Memphis, TN 38141 Dye Free aspirin, increass the risk of heart attack, heart failure,
shake well before usin Ry and stroke. These can be fatal. The risk is higher if you

W mL = millilter : R use more than directed or for longer than directad.

W find right dose on chart. If possible, use weight to ** This product is not menufactured or distributed by McNeil ;o’ggt}".'::faﬁ?Aﬂh%ﬂﬁ;ﬁﬁ?ﬂ:ﬁﬁﬂm =

dose; otherwise use age.
M use only enclosed dosing cup. Do not use any other
dosing device.

Cansumer Healthoare, distributor of Children's Motrin® nausea, and vomiting may be serious_ Consu

promptly. Do not use more than 2 days or admil
children under 3 years of age unlass directed by doctor.

=:jfnuéied repeat glmef\;_ery H:nurs For Ages 21 Do ol ise
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M replace original bottle cap fo maintain child res istanc: ORIGINALB ] Fb?:ré%L?uﬁa;;vg[ht;dp:m?\ggr;fmﬂéicp,r
FLAVOR M right before or after heart surgery
DOSING CUPINCLUDED Ask a doctor before use if
M stomach bleeding warning applies to your child
SEE NEW WARNINGS M child has a history of stomach problems, such as

heartburn
M child has problems or serious side effects from taking
pain relievers or fever reducers
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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
W child has asthma under under 2 years ask 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 sing TG proguer 6071 15 910 years T25mL T r—
M izke with food or milk f stomach upset osaurs | 72-95 lbs 11 years 15mL W refieves minor aches and pains due to the common
slhmlll;! and ask a dMWD; Itlh oloa or as directed by a doctor cald, fiu, sore throat, headache and toothache
stomach beading. o Other information :I.' rduces fver
e = u m— =
W s bioody or blck stools u Mnre an T | i rgy alent: Ibuprofen may cause a severs allargic
not use if carton is opened or printed boftle 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

Bt treament Red #40, flavors, plycerin, microcrystaline cellulose,

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
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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
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Ibuprofen oral suspension grape flavor container carton-118 mL



Foster % Thrive™ l
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Oral Suspension (NSAID)
! 100 mg per 5 mL

PAIN RELIEVER /
‘ FEVER REDUCER

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
M redness or swelling is present in the painful area

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

>

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

Ibuprofen
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) | ]| || Foster %Thrive”
Children's

| R\ | Ibuprofen

I L | || Oral Suspension (NSAID) | | ||
- { | /| 100mgper5mL A | |
|| PAIN RELIEVER / A .
| L || FEVER REDUCER 1| | | |

IMPORTANT: READ ALL PNDDUETINFDRMMIDN EEFIRE USING.
KEEP THIS BOX FOR IMPORTANT
THIS PRODUCT IS INTENDED FOR LISE IN CH\LDREN

Drug Facts

Drug Facts (continued) 1115 COMPARE TQ T0677-1115-2 COMPARE TO THE
W weakness in one part or side of Dudy ACTIVE INGREDIENT IN

W slurred speach W Iz swel v 3
W the child does not get any i day (24 hours) of CHILDREN'S MOTRIN
treatment

Active ingredient (in each 5 mL) Purpose W fever or pain gefs worse or lasts more than 3 days . ™
Ibuprolen 100 mg (NSAID) . v a0 relievert | | | Mrediness or sweling is present i the painul area FOSteI’ Th rive
‘nonsteroidal anh—lrrflammatnry dmg fever raducer M any new symptoms appear
Use‘slempuranm. Keep out of reach u_r children. In case n!_werdose,get medical
W relieves minor aches and pains due to the common cold, flu, help or contact a Poison Control Center right avay. -
sore throat, headache and toothache (1-800-2221223) ch' ldren's
N exkues e Directions
Wamings W this product does not contain directions or complete warnings
Mllergy alert: Ihuprofen may cause a savere allargic reaction, for adult use

W do not give more than directed

W shake 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 allerglc reaction occurs, stop use and seek memcal help right

s1nmauh 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

M takes a blood thinning (anticoagulant) or steroid drug

davica
mi nmded repeat dose every 6-8 hours
M do not use more than 4 limes a day
M replace original bottle cap to maintain child resistance

Oral Suspension (NSAI
100 mg per 5 mL

W takes other drugs containing prescription or Dosing Chart

nonprescription NSAIDs (aspirin, ibuprofen, nanrnxen or others) _ g
W takes more o for a longer time fhan directed Weight (1) Age (yr) Dose (mL)* PAIN RELIEVER /
Heari atiack and siroke wamning: NSAIDs, excepi aspirin, increase inder 24 \der 2 ka docio
the risk of hear attack, hearl failure, and siroke. Thess can be fatal S et = FEVER REDUCER
'I1|e risk is higher if you use more than directed or for longer than =l -3 yEars mi

36-47 Ibs 4-5 years 75mL
accompanied by high fever, headache, nausea, and vomiting may
sccompanid by High e, eadate, ausc, and vorfig may S 7Ts S0 yeas 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. “r as directed by a doctor
Do not use P 0
W if the child has ever had an allergic reaction to Ibuprofen or any Other m.fnrmamn
i W each 5 mL contains : sodium 2 mg

other pain reliever/Tever reducer - 7

W right before or affer heart surgery M store between 20-25C (68-77F)

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,

mrbuxymetrw\ce\lulnse sodium, D&C Yellow #10, FD&C Hed #40,
flavors, glycarin, microcrystalline cellulose, polysorbate

propylene glycol, purified water, sodium benzoate, sucluse and

xanthan gum

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

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

W child has high blood pressure, heart disease, liver cirrhosis,

ddney disease, or had a stroke

M child has asthma

B child is taking a diuretic

Questions or comments?

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

Ask a doctor or pharmacisi before use if the child is
M under a doctor's care for any serious condition : For Ages 2to 11
W aking any ofher drug e ORIGINAL BERRY
When using Iis producl Distributed by: McKasson Corp, via Sirofegic 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 ww fosterandthrive.com
bleadlng: ’ 1 This products ot manufochured o distribued by Mcel Consumer
W fals faint W vomis blood ek SCR B SEE NEW WARNINGS

has 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

ibuprofen oral suspension

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-1115

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)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
GLYCERIN (UNII: PDC6A3C00X)
FD&C RED NO. 40 (UNII: WZB9127X0A)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNII: 059QFO0KOO0R)
SODIUM BENZOATE (UNII: 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)

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:\WK2XYI10QM)

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 BLUE NO. 1 (UNIl: H3R47K3TBD)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color purple

Shape

Flavor BERRY (original berry flavor)

Contains

Packaging

# Item Code Package Description
NDC:70677- .

1 1116-1 1in 1 CARTON

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

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

Basis of Strength
IBUPROFEN

Score
Size
Imprint Code

Marketing Start
Date

08/09/2023

Marketing Start
Date

NDC:70677-1116

Strength
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:70677-1117

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 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 Marketing End

Date 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 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:70677-1118

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 (UNIl: 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 (UNII: 059QF0KOO0R)
SODIUM BENZOATE (UNIIl: OJ245FE5EU)
SUCROSE (UNIIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

Product Characteristics

Color Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date



NDC:70677- 1 in 1 CARTON 08/09/2023

1 1118-1

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

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: 8/2023 Strategic Sourcing Services
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