EQUALINE IBUPROFEN- ibuprofen suspension/ drops
United Natural Foods, Inc. dba UNFI

SuperValu Inc. Infants’ Ibuprofen Oral Suspension Drug Facts

Active ingredient (in each 1.25 mL)
Ibuprofen 50 mg (NSAID)*

*nonsteroidal anti-inflammatory drug

Purposes

Pain reliever/fever reducer

Uses

temporarily:

* reduces fever
* relieves minor aches and pains due to the common cold, flu, sore throat,
headaches and toothaches

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:

* has had stomach ulcers or bleeding problems

* takes a blood thinning (anticoagulant) or steroid drug

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

» takes more or for a longer time than directed



Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart
attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more
than directed or for longer than directed.

Sore throat warning: Severe or persistent sore throat or sore throat accompanied by
high fever, headache, nausea, and vomiting may be serious. Consult doctor promptly.
Do not use more than 2 days or administer to children under 3 years of age unless
directed by doctor.

Do not use

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

Ask a doctor before use if

» stomach bleeding warning applies to your child

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

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

» child has not been drinking fluids

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

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

e child has asthma

e child is taking a diuretic

Ask a doctor or pharmacist before use if the child is

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

When using this product

» give with food or milk if stomach upset occurs

Stop use and ask a doctor if

child experiences any of the following signs of stomach bleeding:
feels faint

vomits blood

has bloody or black stools

has stomach pain that does not get better

child has symptoms of heart problems or stroke:

chest pain

trouble breathing

weakness in one part or side of body

slurred speech

leg swelling

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



» fever or pain gets worse or lasts more than 3 days
* redness or swelling is present in the painful area
* any new symptoms appear

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away. (1-
800-222-1222)

Directions

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

do not give more than directed

shake well before using

find right dose on chart below. If possible, use weight to dose; otherwise use age.
mL = milliliter

measure with the dosing device provided. Do not use with any other device.
dispense liquid slowly into the child’s mouth, toward the inner cheek

if needed, repeat dose every 6-8 hours

do not use more than 4 times a day

Dosing Chart

Weight (Ilbs) Age (mos) Dose (mL)
under 6 mos ask a doctor
12-17 Ibs 6-11 mos 1.25 mL
18-23 Ibs 12-23 mos 1.875 mL

Other information

» store at 20-25°C (68-77°F)
* do not freeze
 do not use if printed neckband is broken or missing

Inactive ingredients

anhydrous citric acid, glycerin, hypromellose, natural and artificial berry flavor,
polysorbate 80, purified water, sodium benzoate, sorbitol solution, sucrose, xanthan
gum

Questions or comments?
1-855-423-2630

Principal Display Panel

compare to Motrin® Infants’ Drops



active ingredient

EQUALINE®

for ages 6 mos. to 23 mos.
infants’ ibuprofen

oral suspension 50mg per 1.25mL
pain reliever/fever reducer (NSAID)
concentrated drops

lasts up to 8 hours

DYE FREE

berry flavor

NO HIGH FRUCTOSE CORN SYRUP
NON-STAINING

USE ONLY WITH ENCLOSED SYRINGE
1 FL OZ (30mL)



forusainc ages & months to 23 months of age.
Drug Facts
ncﬁﬂmﬁwﬁnwﬂ 2% ml) Purposes
Ihuprdan 1] Pain reliewar'wer reducar
“nonsieroidal
Hﬂsh'npmmj: mreducas fover
m rulives mminor aches and pains dus to the comman cold, fl,
sora thmat, headaches and toathaches -
HNDC 41163-255-10 compﬂretn -
| Motrin®Infants Drug Facts confinued) Drug Facts [ontiued)
Drops Wamings Weep out of reach of childran. b
activa ingradisnt** Allergy alet: by iy causs a seva dlaric raction, casa of wvardes s, get madical halp or
o "h.mu gg“sﬂ"“ Wm?'mm contast a Polson Contrel Canter right
malock mskinmidanng mrsh mbists ey, (1-B01-222-1221)
® Ifansi reaction oceurs, siop usaand seak medical help right away. Directions
EQ UA L I N E hndlngmnln pmdmtmrltlhsan , which mthiis produst does not contain
WWSM{E dmmlshlumrrf]nurdild‘ directions or complete warnings
o fas had stomach uhmorhhunrgprd: for adultuse
-Msaummlnmmmmurmu mdanot give more than dirscted
m fikas othardry rlng mﬂpﬂm o nonprescription NSAIDs m shakn woll bafur usin
or ages b mo O O fin, fbup, or thers) wiind right desa an
iz [ srmraa'i:ralmwﬂmﬂmndra:tsd , s weightto doss;
Heart attack and stroke warning: NSAIDs, aspiin, increeso 1S3 aga.
- the risk ofheart atiack, heartfailure, and stroke sulnbafml The mml = milllitar
Tisk is higher if you usa more than dircted orfor knger then directad. mmaisur with e dosing device
-y Smmmunn;llg};tv?norwﬁsbﬂm&w:ﬂwmmmg mﬂ%&nu{m any
acoonmpan , heardachs, raussa, g may )
o ® - e e e sarious. Consuftdoctor prompy, Do not uss mora than 2 days or lwﬂmmh
NDE £1743-285-10 administar to chikdren under 3 years of age unkess diractd by doctor. Idl 'SH ,tward th
ora bensia EQUALINE’ Dondtuss B ey —
" ' ifthe chid bas ever had an alergic reaction toibuprafen or any other §-8 haurs
Dmg pe infants’ pen redicwiar fuvar racucar
X Tt bafom or after heert mdo ot usa more than 4 times:a day
ibuprofen e sl Dasing Chart
DC elieve [ uso W
fadneh o E,'..’,“,.’ff{‘;.“u  storach Hoading wering apples o yourchid "wu“r::][lﬁ";[’"“] Dty
= U = gain refiever lnﬂldrﬂihlsbarrnfm probilems, such as heartburn
» ] mem(mmj m child has problems o sarious side effects from taking pain relisvers 12-17bs [&1ims| 125ml
conpentrated drops arfavar rducars 18-23 by [12-23 mos{ 1.575 mL
m child bas nat beon drirking fluids
oncentrated dro w child has losta botof fuid dus o vorniting or diarrhiea Other information
barry 'mat:“mm prossure, hert disease, liver cirhosis, kidney :mm‘c[ﬁﬁ—?rﬂ
o 1AL.02(30m mciilimsina mchilds taking a duretic e ot ik nackondis
5 sRre Nk a doctor or pharmacist befora use i he chIK & i)
m under adoctors care for any sarious condition Inactive ingredients
3 No  taking any othar anfrpdrous citricacid, glycerin,
When using this product Iypramedoss, natural and artificial
o wgiva with food ar milk Fstomach upset eccurs ey flavor, polysorbata 80,
v/ Distributed by Stop useand ask a doctor 1 et sofumbenzvats,
/! UNFI solution, sucrose, E=rithan gum
/ ; lmldaﬁm::mufﬂmﬂwnu ﬁgofmh Mmls
/e Providence, RI 02008 USA wvamits blood bloady ar btack stool Questions or comments ?
DYE FREE /_,— 5 i has stomach painthat does not ge better 1-855-423-26030
/ W i chli has symytoims o heartprobleensor sroke:
(/ mhﬂﬁm m chit ;J’l""t;mkﬂé', GLUTEN FREE
: W wakness i i et or **This product is not manufactued
berry flavor msinadspeech mlogsueling or distributad by Jofnson &
NO HIGH FRUCTOSE \SEOHLIWITH ENCLOSED SYRINGE Lika It e et us make It right. mthuchid Mrﬂfﬁﬂﬂ'ﬂlﬂf in firstday {24 hours] o trestment Johinson, owner of tha registared
CORN SYRU'P hal's our quallty promise ' fawarar pain gats wirse of lasts mora than 3 days trademark Matrin.
E55-4279R0 3 m rednass o swalling is presant inthe painful area.
non-smmne — 1FLOZ (30mL) oy s >

Fead all product information befare u
box for imy "rmnkmus s

0 I” |IIE32 8

EQUALINE IBUPROFEN

ibuprofen suspension/ drops

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:41163-255

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength




IBUPROFEN (UNII: WK2XY110QM) (IBUPROFEN - UNII:WK2XYI10QM) IBUPROFEN 50 mg in 1.25 mL

Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
GLYCERIN (UNIl: PDC6A3CO0X)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL (UNII: 506T60A25R)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color WHITE (Opaque) Score
Shape Size
Flavor BERRY (mixed) Imprint Code
Contains
Packaging
# Item Code Package Description ARG, SR e e
Date Date
1 NPC:41163:255 4 in 1 carTON 12/22/2004
1 30 mLin 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA075217 12/22/2004

Labeler - united Natural Foods, Inc. dba UNFI (943556183)

Revised: 8/2023 United Natural Foods, Inc. dba UNFI
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