CHILDRENS IBUPROFEN ORAL SUSPENSION, BUBBLE GUM-
ibuprofen suspension
Best Choice

Children's Ibuprofen Oral Suspension, Bubble Gum Flavor
Drug Facts

Active ingredient
(in each 5 mL)

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

Purpose
Pain reliever/
fever reducer

Uses temporarily:

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

Bl 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 mWasthma (wheezing)

H shock W skin reddening W rash

MW 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:
W has had stomach ulcers or bleeding problems
W takes a blood thinning (anticoagulant) or steroid drug
W takes other drugs containing prescription or

nonprescription NSAIDs (aspirin, ibuprofen,

naproxen, 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

Ask a doctor before use if

B stomach bleeding warning applies to your child

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

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

H child has not been drinking fluids

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

W 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 the child is
M 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 a doctor if
W child experiences any of the following signs of
stomach bleeding:
Ml feels faint B 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
M 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
Bl 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

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

H do not give more than directed

W shake well before using

B ML= milliliter

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



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

W 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 (mL)*
under 24 under 2 years ask a doctor
24-35 Ibs 2-3 years 5 mL

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

B each 5 mL contains: sodium 2 mg

W store between 20-25° C (68-77° F)

H do not use if printed neckband is broken or missing

Inactive ingredients

Acesulfame potassium, anhydrous citric acid,
carboxymethylcellulose sodium, D&C Red #33, FD&C Red
#40, flavors, glycerin, microcrystalline cellulose, polysorbate
80, propylene glycol, purified water, sodium benzoate,
sucrose, and xanthan gum

Questions or comments?
Call weekdays from 9:30 AM to 4:30 PM EST at
1-732-314-4550

Package Labeling: Best Choice® Children's Ibuprofen Oral Suspension, Bubble
Gum Flavor

Best Choice®

Children's

Ibuprofen

Oral Suspension (NSAID)
100 mg per 5 mli

Pain Reliever/Fever Reducer
COMPARE TO THE



ACTIVE INGREDIENT
IN CHILDREN'S
MOTRIN ®x**

LASTS UP TO

8 HOURS

For ages

2 to 11 years
Bubble Gum Flavor
4 FL OZ (118 mL)

Important Read all product information before using.
Keep this box for important information.
This product is intended for use in children.

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

VALUE MERCHANDISERS, CO.

5000 KANSAS AVE

KANSAS CITY, KS 66106

Carton



Oral Sugpeasion
(WSAD)
100 mp/Sml

Bubble

® find mmg lenhb.mmh
lmﬂﬂmﬂﬂnmhrﬂﬂmw
L ll'lu‘hd rm‘mmnum

W6 ft 50 mon than 4 e a day
ummmwmmmm
Dasing Chart

Weinnt () | Age ) | Doss (mi)
urder 24 | under 2 years | ask a.dockr
24-261s | 23y Sl
B4Tks | 4-5ymrs TEml
4-500s | &8 ymn omL
G-7ilta | S-10 years 1z3m
T30 ks 11 years 15 mi,
£ “07 s diencted by 3 doci »

Bottle

Drug Facts (continued) Facts (continued)
il has asthea information
w child s Laking a durmc it 5 . ceetali  Sochur 2 9Q
Ask  doctor or pharmacist before uso i tha child s N st batwean 20-25°C [BB-7TF)
W uncer 8 decior's cane for any serious condifion = do nol use It cartan |5 epened or prinked bofile
W tiiing any other drug Is of Friasing
h“ﬁm W §ipp GOl panal S ot rumber and segirtion daig
ke with g or mill If stomach upset ocows
uwuﬂuauﬂul Acewttume potissian, bt cus cliic acd,
m socius, DAC Fed ¥ 33, FIAC ind
e o Mowby sgw of 440, v, Ghcen, morysCame e,
-h-. - vorsits blood ED, praprylart plyeeal, purifiad waites, sodhim benzoat,
:mmm“mmm bttar e Lt 7
Questions or commaents
l:nummarw rwn“m o s Gl wemciags Trom 530 AM 9 4:30 Pl E5T a8
W wBzkness In ce part orsice of bady T
.g&wm,ﬂ,,wﬂm“m 2T ot ol mandcws o by N
W it of paln gets warse of lasts mace than 3 days
W redness or SWEHing i prEsent in the pantul ana PROUDLY DISTRIBUTED BY:
' any oW i Appasr VALL MERCHANDISERS, Cd.
out of reach of children, In case +f overdos, get SO00 KAMSAS AVE
Balp o contact 8 Poson Contml Canter right KANSAS CITY, KS BE106
oy (1 -B00-222-1228)
ks produd does ot cantaln dirpsieng. m
o . MOre
Bl eyt S L r Cal 1-844-292-1112
3k well talory far more product nformation.
o il m millie

PARENTS:

Wirw Sizghekireibuse.oq

BX-147

Gum
Flavor

For ages
2to 11 years

ﬂlaiSuspeasian-
(NsAD)
100 mg/5 mL

Pain Reliever/Fever Reducer

Forages
210 11 years

U Guin
Flavor

wilh eagOded
cup, Wash and lel
air ey atter gach use,

BEST GHOKE BE2IH232-AP

L)

0700387466223

ecnelally In pecpie alengc 1o aspie. Symptons
" hives W faciil swaling @ asthea wheezing]
]
shock W sknreddening @ sl
g seaction secues, 1op sseiand sech medical

ifggs--

4FLOZ(11BmL) ¢




Facts B right bederm o afte Piart
ure \ e
Bipreen ':!ﬁ:‘:".’: ";*:l:l' Bvbble rebewers of fever peducers @ child has ot been drinking

fever ! nmy =Gy w child s et a ot of Mol e i of darhes 8
UM Al 2o e e
» releves - Lasiwpin Ubowns SR el m-_ﬂh-'.ﬂ‘.*l
comme declor's tare fof ey seroes condiion B faking .m
ieas SR e e
= e e ey
Em fhat does ot ged beffer @ child has symploms of heart
o siroke; pain » froubls eeating » wesknessinone  Lhiss
part or 5l of bedy » Suvod spoech » leg eweling ® the chid
oot
= ST
sinmach §
chie: # g o'170038"66223M 5 L

res

CHILDRENS IBUPROFEN ORAL SUSPENSION, BUBBLE GUM

ibuprofen suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:63941-127

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength




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

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNIl: 230V73Q5G9)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
GLYCERIN (UNIl: PDC6A3C0O0X)
MICROCRYSTALLINE CELLULOSE (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 pink Score
Shape Size
Flavor BUBBLE GUM Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:03941-127" 4 in 1 caRTON 01/01/2025
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 01/01/2025

Labeler - Best choice (868703513)
Registrant - aAptaPharma Inc. (790523323)

Establishment
Name Address ID/FEI Business Operations



AptaPharma Inc. 790523323 manufacture(63941-127)
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