CHILDRENS IBUPROFEN - ibuprofen suspension
WALGREEN CO.

Drug Facts

Active ingredient (in each 5 mL)

Ibuprofen USP 100 mg (NSAID)*

Purpose

Pain reliever/fever reducer

*nonsteroidal anti-inflammatory drug

Uses

temporarily:

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

e reduces fever

Warnings

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

hives

facial swelling
asthma (wheezing)
shock

skin reddening
rash

blisters

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

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding. The chance is higher if your child:

e has had stomach ulcers or bleeding problems

e takes a blood thinning (anticoagulant) or steroid drug

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

e takes more or for 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

e right before or after heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to your child

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

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

e child has not been drinking fluids

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

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

e child has asthma

e child is taking a diuretic

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

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

Stop use and ask a doctor if
e child experiences any of the following signs of stomach bleeding:
e feels faint
e vomits blood
¢ has bloody or black stools
e has stomach pain that does not get better
e child has symptoms of heart problems or stroke:
chest pain
trouble breathing
weakness in one part or side of body
slurred speech



¢ 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)

Directions

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

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 to 8 hours

do not use more than 4 times a day

replace original bottle cap to maintain child resistance

wash dosage cup after each use

Dosing Chart

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

* or as directed by a doctor

Other information

e each 5 mL contains: sodium 2 mg

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

e do not use if carton is opened or seal under cap opening is broken or
missing

e see bottom panel for lot number and expiration date

Inactive ingredients

Acesulfame potassium, citric acid anhydrous, D&C yellow No. 10, FD&C red No. 40,



glycerin, hypromellose, N&A flavor for cherry blast, N&A strawberry flavor wild,
polysorbate 80, pregelatinized starch (potato), propylene glycol, purified water, sodium
benzoate, sucrose and xanthan gum

Questions or comments?
1-855-274-4122

DISTRIBUTED BY: WALGREEN CO.
DEERFIELD, IL 60015

100% SATISFACTION GUARANTEED
walgreens.com ©2023 Walgreen Co

MADE IN INDIA

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 4 FL OZ (120 mlL)
Container Label

NDC 0363-8901-24
Walgreens

Children’s

Ibuprofen 100

IBUPROFEN ORAL SUSPENSION 100 mg PER 5 mL
PAIN RELIEVER / FEVER REDUCER (NSAID)

Lasts Up To 8 Hours
AGES

2 to 11

YEARS

Berry
flavor

4 FL OZ (120 mL)



_ B
= 0-0000-00000M - .
102505 W3Ll !

(Bunuud Joj Jou au) panop)

YIONI NI 30V .
03w dEm 2075 " BUDZ paysiweALn
worsusadem |
GIALNYEVD NOILIVASILYS %001 |
ST009 71 ‘0314330
0N RN S EIL TR v i it i i i . g e, i
4-€2019H0EM B6ES-NW1 26Y%EEYLd
ChrpLe-S58-1 xsg..a suarisang 13909 © Aq ERBIPSED
fUR SE00M ‘EROZUEQ WNIpos Eﬁ_._sm _:"_N._____EH_M Sl L) 50| G6-2L
ol aafdoud (oppd) s puppted —LIdk Hﬂﬁ.m 10
‘0f Eeqosfod ‘pm oy ABQVELS wRY ‘ISEg ol hm 9 1 65-8F
Ausayo Joj somyy yaN ‘esoqewoid Ay ‘weadb g | WEL SIS S0l Ji-0E
ON P 704 ‘0 4 ON M09k 39 ‘snoipfue pioe ILE] swalE Sl GE-b2
R wny 1 aweynsany spaypaby anpaen J0popE e sl g Bpun ¥ Japun
G 55w o weyug 5 dED JepUn |EaS ) 85N jouU OpE Ju) asog Teal) aby T i

(oL 01 £9) D57 0 0 U] Qo M Bl g wey) busog
UNIPOS ‘UGS W £ RES N HAIRULON S0 @ yIea B dro afiesop ysew @ SOURERa plYI
UITUIAL 0] qamﬂsﬁc_mta arydim __n_“ 530} f UPLJAI0W 250 DU 0P W SInoy § 0} g 4 2 2s0p jeadal papeou i m
‘st rap Buisop Jaio Aue esn jou o “dna Busop pescjoua fuo ssn mafieasn ssmisio ‘esop o) jyfiam ssn ‘gqssod )
‘mja Peya uoasop B puym e = Jum Gusn aiga) javeegsm papaap uey) aow 2 a6 jou opm asn ynpe
o} shuyuem ajaduna 1o sUDAIP wejNo Pu s0p onpard s suaPANE *(233 1-52-008-1) fewe W 1auag
|0U0S LSO J B T 10 djay [eaipaw jaf ‘A sopiaan J0 aSED U] “Bap|ma jo qaeal jo o daay eadde swojduids mau
Suem eare njured &y Uy juesaad s) Fupws 10 ssaupe) @ s{Ep £ URY AI0W S| 0 850 B0 UIed 10 Ba) W JBLEn
Jo (snoy pz) fep np unm g1 Aue gl jousacp piiyo ay) @ Guiems b ysads pauns @ poq p aps o ped auo ul
ssauyeanm BUIREI0 3 (naijm Ued 15240 m 240 1o swaid sy o swepwds sy pyom senaq ja6 o ssop ey
Uferd | 2B 015 B 0015 OB 10 ApOC|) SBY W pooyq S on m 0y sjsa)m ;< fuipesq yorwas jo subis Bumoyop 2 jo
Aure saauapada pliya m g1 0Pop eyse pue asn dogg '5In990 195N (IRWOIS 1 Y 10 pao Ly ayeym jonpard sty Buisn
wayp ‘Grup sayio Aue Eureym W RPUOY SNOUAS AR J0) BIED 5 J0JI0P E JAPUNE S| PIND 34 41 950 wyaq jsioeuueyd
1030 € 35y NRINIP © BT 51 YW BUSE SEY Py @ EY0IFS © PRy J0 BSEIE|P ASLPIY SISOLLLIP JaN)| ‘aSEasIp
yieal) ‘aurrsaud poojq Bl ey pygd W eayeip o Bugiuos o} arp pinj) Jo J0| ® 10| ey P B spinj) Bupuup g
10U SEI| P SIEONFEl Jwa) 0 Sianaal ued CupfE) ol S SpS SN ouEs 10SWe g SBY piom Wngues| s |ms
‘suwgqand yaewels jo Aosy e sy pgom g 0ok o) sydde Buwes Gupas g goRuns m §)asn a0jaq 0R0p € ¥SY
“Riafiuns prea Jaye Jo2s0jen 1y Eu m Jsonpa sarapianaal uied sayo A so uspadng) of uogoea fis|e e PRy ek sy
PIY3 a1 Jim 9 Jou 0 "I0j20p Aq paanp ssa|UN abie Jo SIAKE 1UN UAIPY o) JASKILPE 10 5P 7 URY) AOW 8sn
10u 0 “fdward 10330p Ynsuag ‘snouas ag few fugnuo Apue ‘Basnen ayaepeay ‘aas uny & panedwogae o a0s
0 ey 80 s Bd 10 alenes Bunwes poy) aog pasaip uey sbuo) o) 10 Epanp uey) aiow ssn ok j sybing
1 3l U] [PIRJAG LR SAU| SHOUTE PUB NI 1EaY IR Vel 40 118y} asea v ‘uidse dxa Saven Buwem
0 pue HIRRE Yeay I UBY) Al IANC) B0} 0 AI0W SE)m __m_m:a_a ‘uaaidey ‘uajoudngy ‘i dse) sqjysy
uorpduosaiduou o uonduosand Buuiguco siup ayio sayg m Bup pioias 10 (wenbeooue) By poog e saE e
suwggod Gupas)q 10 5180 YIRWEYS PRy SRY @ pIYa N0k J saufi 51 8 aueya ay | Buipaag YIewols a1ass amed few
yan ‘gysp ue sureuod janposd siy| Suywes bupaag yoewogg feme Yo djay (eapaw yaas pue am dogs ‘s naoo
uojprealaifuae ue J| 555)q M ysel @ fuusppe ) ups @ pous @ (Bupzi ) auyrse @ Bupes (eoe) 8 sy @ Epou)
S sweduids uudse o) aifusye sydoad w £ jeoadsa ‘uorpes ) aifie)| e 8w v ssme Anu wepdng) pae Alegy
stujuaey
1) senpe) |
) JEA00) LT AYIEPEL ‘TROILY BI05 ‘NI ‘PIDI LDWIWLID AL} 0} AN sujed pUE SayIe Joujw sanala m Auiodua sasy
finp Aciewiweyu-fue Epa=suon,

SO A SRR U SN B2 001 450 16 1)
EH: g ﬁ:zw._j_‘___@ anpy
“URIP|IY LY 331 10) PApURILY $11NPoId SIYL

0L B0 jul Juepo dw) 1o xoq i) daay "Buisn 210)2q UelEWIGU PO [je peay Jjuepso du)

Berry
flavor

AFLOZ (120 mL)

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 4 FL OZ (120 mL) Carton Label
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Lasts Up To 8 Hours

AGES
2to 11
YEARS

Berry
flavor

4 FL OZ (120 mL)



Drug Facts (continued)

Dosing Chart

Weight (Ib) | Age (year) Dose (mL)*"
under 24 | under 2 years | aska doctor
24-35 Tbs 2-3 years 5mL
36-47 Ibs. 4-5 years 7.5mL
48-59 Ibs. 68 years 10 mL
60-71 Ibs 9-10years 125 mL
7295 |bs 11 years 15 mL

* or as directed by a doctor

Other information

weach 5 mL contains: sodium 2 mg

wstore between 20 to 25“!3 (B8 to 77°F)

wdo not use if carton is qlumd or uul under
cap opening is broken or mis:

wsee bottom panel for lot number am‘]
expiration date

Inactive ingredients

Mcasulfame potassium, citric acid anhydrous,
D&C yellow No. 10, FO&E red No. 40, glycerin,
hypromellose, N&A flavor for cherry blast,

NE&A strawberry flavor wild, polysorbate 80,
pregelatinized starch (potato), propylene glyeol,
purified water, sodium benzoate, sucrose and
xanthan gum

Questions or comments? 1-855-274-4122

Berry

flavar

ITEM 505201 'WO00000-0000-0

il 1917|04061|I

P1053386 LM-5399

Unvarnished Zone
(dotted line not for printing)
47 % 20 mm

THIS PRODUCT IS INTENDED FOR USE IN CHILDREN.

Drug Facts

NT: READ ALL PRODUCT INFORMATION BEFOHE
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J/

Active i

ingredient Purpose
(in each 5 mlL)

mchild has Tost a Tot of fluid due to vomiting or
diarrhea

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

mchild has asthma

mehild is taking a diuretic

Ibuprofan USP 100 mg {NSAID)"......... Pain reliever’ hk- doctor or pharmacist before use il the

fever reducer child is

*nonsteroidal ant-inflammatory drug munder a doctor's care for any serious condition
wtaking any other drug

Uses
temporarily; When using this product

wrelieves minor aches and pains due to the common wtake with food or milk if stomach upset occurs

cold, flu, sore threat, headache and toothache

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

el Stop use al
SLCRCUCRE L wchild experiences any of the following signs of
stomach bleeding:

wfeels faint

mvomits blood

octor if

Symptoms may include: m has bloody or black stools

e i i i m has stomach pain that does not get better
bives wiacial swaling wasthma (wheezig) wehild has symptoms of heart problems or stroke:
mchest pain
mtrouble breathing
mweakness in one part or side of body
NSAID, which may cause severs stomach blesding. wslurred speech
mleg swelling
wthe child does not get any relief within first day

wshock wskin reddening mrash wblisters

IF an allergic reaction cocurs, stop use and ssek
medical help right away.
Stomach bleeding warning: This product contains an

The ehancs is higher if your child:
whas had stomach ulcers or bleeding problems

wtakes a blood thinning (anficeagulant) or steroid drug (24 hours) of treatment

wiakes other drugs containing prescription or wfever or pain gets worse or lasts more than

nonprescription NSAIDs (as) ibuprofen,

3 days
naproxen, or others| mredness or swelling is present in the painful

wiakes more or for a longer time than directed area

llnnmad and strake warning: NSAID many new symptoms appear
i Keep out of reach of children. In case of

and :trulw Thes can be fatal, The risk is higher if you overdose, get medical help or

ontact a Poison

i 0
:.mm than directed or for longer than directed. Control Center right away. (1-800-222-1222)

ming: Severe or persistent sore throat or

sare throat accompanied by high fever, headache, naussa, Directions

and vomting may be serious. Consult doctor pmmpﬂ.ﬁ
Do not uss more than 2 days pr.ldmin'shrtn children

under 3 years of age unless directed by doctor, wdo not give more than directed

mshake well before using

miril = milliliter

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

sk a doetor before use i muse only enclosed dosing cup. Do not use any

Do not use

wif the child has ever had an allergic reaction to
ibuprofen or any other pain relisverffever reducer

wright before or atter heart surgery

tomach bleeding warning applies to your child other dosing devica.

wechild has a history of stomach problems, such as mif needed, repeat dose every 6 to B hours
hearthurn L mdo not uze more than 4 times a day
 child has problems or serious side effects from mreplace original bottle cap to maintain child
ing pain relievers or fever reducers > resistance

wwash dosage cup after each use |

wohild has not been drinking fluids
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CHILDRENS IBUPROFEN

ibuprofen suspension

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:0363-8901




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

Inactive Ingredients
Ingredient Name Strength
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
D&C YELLOW NO. 10 (UNIIl: 35SW5USQ3G)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
HYPROMELLOSE 2208 (4000 MPA.S) (UNII: 39)80LT57T)
CHERRY (UNII: BUC5I9595W)
STRAWBERRY (UNII: 4)2TY8Y81V)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
STARCH, POTATO (UNII: 81089SAH3T)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color ORANGE (Light orange to orange) Score
Shape Size
Flavor BERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:0363- :
1 8901-24 1in 1 CARTON 01/11/2024
1 120 mL in 1 BOTTLE; Type 1: Convenience Kit of
Co-Package
NDC:0363- :
2 8901-37 2 in 1 CARTON 01/11/2024
2 120 mL in 1 BOTTLE; Type 1: Convenience Kit of
Co-Package
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDA209179 01/11/2024



Labeler - wWALGREEN co. (008965063)
Registrant - aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations

Aurobindo Pharma Limited 918917642  ANALYSIS(0363-8901) , MANUFACTURE(0363-8901)

Revised: 1/2024 WALGREEN CO.
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