CHILDRENS IBUPROFEN - ibuprofen suspension
Randob Labs., Ltd.

CHILDREN’S IBUPROFEN

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,
ilbuprofen, 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

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

e right before or after heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to your child

e child has a history 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
e has bloody or black stools
e has stomach pain that does not get better
e child has symptoms of heart problems or stroke:
e chest pain
e trouble breathing
e weakness in one part or side of body



e 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

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 Ibs 4-5 years 7.5 mL
48-59 |bs 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

each 5 mL contains: sodium 2 mg

store between 20 to 25°C (68 to 77°F)

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

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?
Call 1-833-389-9450

Distributed by

CrossingWell Consumer Health
PO Box 440

Cornwall, NY 12518

Made in India

Code: TS/DRUGS/19/1993

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

For Ages 2 to 11 Years

Pedia

Care®

100% dedicated
to kids ™

CHILDREN'’S
IBUPROFEN

Oral Suspension USP
100 mg per 5 mL

Pain Reliever /
Fever Reducer (NSAID)

Lasts up to
8 HOURS
Alcohol Free

4 FL OZ (120 mL) Berry Flavor
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For Ages 2 to 11 Years
CHILDREN'S
IBUPROFEN

Oral Suspension USP

100 mg per 5 mL

Pain Reliever/

Fever Reducer (NSAID)

4FLOZ(120 mL)

h cetalls

saould be varifag o orline

during packing.
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PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 4 FL OZ (120 mL) Carton Label
4 FL OZ (120 mlL)

Pedia

Care®
For Ages 2 to 11 Years

Fever Reducer (NSAID)

Lasts up to

100 mg per 5 mL
8 HOURS

Pain Reliever /
Berry Flavor

IBUPROFEN
Oral Suspension USP

100% dedicated

to kids ™
Alcohol Free

CHILDREN'’S



CHILDREN'S
IBUPROFEN
Oral Suspension LISP
100 mg SmT.

KEEP [N DUTER CARTOM UNTIL CONTENTS USED
m—el———

Drug Facts (continued)
wivash dasage cup after each use
[Dosing Char
Age (year) | Dose (ml]*
under 2 years | ask a dactor
2-3 years 5mL
4-5 years 75 mL
-5 years 10 L
9=10 years 125 mlL
1 years 15 mlL
* or a3 directed by 2 docior
Other information
meach 5 ml costains: sodium 2 my
mstare between 20 to 25°C (B8 1o 77°F)

mdo not use if carton is opzned or zeal under
cap opening is broken or missing

msee botom panel for kit number g
expiration date

Inactive ingredients

Atesuliame potassium, eilrie acid anhydrous,
D&C yellow No. 10, FDAC red Na. 40, glyeesin,
hypromallose, M&A flavor for cherry blast,
N strawberry favor wild, polysorbate 80,
pregelatinized starch (patato), progylena dveol,
parified water, sodium benzodte, sucrose and
xanthan gum

CHILDREN'S
IBUPROFEN

Oral Suspension LSP
100 mg per 5 mL

Questians or commenls? (T 1-833-388-8450

Pain Reliever/

CROSSINGWELL
Canmmar nuskth

Distributed by
CressingWell Consurrr Bealth

o
Cormwall, NY 12598

Macle In India
Code: TS/ORUGS19/1993

Fever Reducer (NSAID)
Lasts up to
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ad all produst informatien bafers using.
Keep thix box for important information,
This product is intended for use in children.

Drug Facls

Active ingredient Purpase

(in each 5ml)

Tbuproten USP 100 mg (NSAID)*.—.—Pain reliever/
Tever reduter

*nansteraidal antisinflimmatary drug

temporarily;

mrelieves miner aches and pains due 1o the comman
cold, fhu, sore throat, headache and ipothache
wreduges

Mlergy alert: Buprolen miy cause a severe allergic

reaction, especidly In peaple dllergic to aspirin,

Symploens may inclde:

mhives whacil swellng masthma (wheezing)

mshock mskin rddening mrash mblsters

1 an allorgic reaction cecurs, stop use and seek

meedd el right away.

Stomach bleeding waming: This produst contains an

NSAID, which may taise severe stomach blesding.

The chante |z higher If your child:

mhas had stomsch uleers or bleeding problems

mtakes a blood tinning (anticoagulant) or slescid dng

witiakes other drugs containing prescription or

ranprescripion NSAIDS (&spirin, ibuprafen,
e, ar athers)

mtakes mare or for a longer time than directed

Heart attack and stroke wamning: NSAIDs, secept

aspirin, inerease the risk of heat attack, heart failure,

and siroke. These can ke fatal, The risk Is higher If you

use more than directed or for longer than directed,

Sore theoat waming: Severe nrgmlmnl sore throat o

s0re throst accompanied by high fever, hearache,

naused, and vomiting may be sericus. Gonsult doctor

promptly. Do pat use mare than 2 days or administer o

children under 3 years of age unless dirested by doston

Da nat use

mil the child has ever had an allergic reaction to
ihuprofen or any other pain rellever/lever reducer

wright before or after heart surgery

Ask a doctar before use if

mstomach bleeding warning applies to your child
mehild has & history of stomach problems, such as
heartburn |

Drug Facts {continued)

mehild has problems or seriaus side efiects from
taing pain relievers or fever reducers:

mehild has not been drinking fluids

mild has Iost  lot of fluid dus o vomiting or
diarrhiea

i
mehild has high blood pressure, heart disease,
liver cirthosis, kadney disease, or had a stroke
mehild has asthma
mehild is taking a duwreiic
Msk & doctor or pharmaist before use if the child is
munder & BOCEDr"s care for any serous condition
mtaking any ather drug
‘When using thizs product
mtake with food or milk it stomach upset occurs
mn';au e o o fallowing signs of
L 13 MeNCes any ol DWIng $gns
soah enig: Z

wieds faint

myomits blood

mhias bloody or black stools

mhas stomach pain that does nat get better
mchild has symptams of heart proziems or siroke:

mehest pain

irouble breathing
weakness in ane part or side of body

fred spesch

Ing
mth c?"ld dloes ot get any rellef within first ey

4 hours) of treatment
T0F pain gets worse or |asts mare than 3 days
mrodness or swelling i presentin the painful area
many New symploms appear
Keep out of reach of children. [n case of

overdose, get medical help or contact a Poison
Contral Conter right away. (1-800-222-1222)

Direclions

mihis produst does nat contain directions or
‘comglete wamings for aduft uss

wmdo nat give more than directed

mshake well belore uging

mml = millier i

mfind right dose on char, If possible, use weight
o dose; otherwise use age,

muse only enclosed doging cup. Do not use any
olher dosing deviee.

mii needed, repeat dose every 6 to & hours

mdo nat use more than 4 times a day

mrephace origin boitle cap bo maintain child
resistance >

(dothed line nat for prnting)

Unvamished Zone
(dotted bne not for prinling)

J/

Zone

CHILDRENS IBUPROFEN

ibuprofen suspension

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:52412-911

Strength
100 mg in5 mL

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

Basis of Strength
IBUPROFEN




Inactive Ingredients
Ingredient Name
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
D&C YELLOW NO. 10 (UNII: 355W5USQ3G)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNIl: PDC6A3C00OX)
HYPROMELLOSE 2208 (4000 MPA.S) (UNIl: 39)80LT57T)
CHERRY (UNII: BUC519595W)
STRAWBERRY (UNIl: 4)2TY8Y81V)
POLYSORBATE 80 (UNIl: 60ZP39Z G8H)
STARCH, POTATO (UNII: 81089SAH3T)
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)
WATER (UNII: 059QFOKOOR)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color ORANGE (Light orange to orange)

Shape

Flavor BERRY

Contains

Packaging

# Item Code Package Description
NDC:52412- q

1 911.04 1in 1 CARTON

1 120 mL in 1 BOTTLE; Type 1: Convenience Kit of

Co-Package

Marketing Information

Marketing
Category

ANDA ANDA209179

Citation

Labeler - randob Labs., Ltd. (061995007)
Registrant - aurohealth LLC (078728447)

Establishment
Name Address ID/FEI

Application Number or Monograph

Score
Size

Imprint Code

Strength

Marketing Start Marketing End

Date

07/15/2023

Marketing Start
Date

07/15/2023

Date

Marketing End
Date

Business Operations



Aurobindo Pharma Limited 918917642  ANALYSIS(52412-911) , MANUFACTURE(52412-911)

Revised: 7/2023 Randob Labs., Ltd.
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