CAREONE INFANTS ACETAMINOPHEN- acetaminophen suspension
American Sales Company

American Sales Company Infants’ Acetaminophen 160mg PER 5mL Drug Facts

Active ingredient (in each 5 mL)

Acetaminophen 160 mg

Purpose

Pain reliever/fever reducer

Uses

temporarily:

reduces fever

relieves minor aches and pains due to:
the common cold

flu

headache

sore throat

toothache

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if
your child takes

 more than 5 doses in 24 hours, which is the maximum daily amount
* with other drugs containing acetaminophen

Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may
include:

* skin reddening
* Dblisters
* rash

If a skin reaction occurs, stop use and seek medical help right away.

Sore throat warning: If sore throat is severe, persists for more than 2 days, is
accompanied or followed by fever, headache, rash, nausea, or vomiting, consult a
doctor promptly.

Do not use



with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

if your child has ever had an allergic reaction to this product or any of its
ingredients

Ask a doctor before use if your child has

liver disease

Ask a doctor or pharmacist before use if your child is

taking the blood thinning drug warfarin

When using this product

do not exceed recommended dose (see overdose warning)

Stop use and ask a doctor if

new symptoms occur

pain gets worse or lasts more than 5 days

fever gets worse or lasts more than 3 days

redness or swelling is present. These could be signs of a serious condition.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a Poison Control
Center right away (1-800-222-1222). Quick medical attention is critical even if you do not
notice any signs or symptoms.

Directions

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

do not give more than directed (see overdose warning)

shake well before using

mL = milliliter

find right dose on chart. If possible, use weight to dose; otherwise, use age.
push air out of syringe. Insert syringe tip into bottle opening.

flip bottle upside down. Pull yellow part of syringe to the first dose line and then
push product back into bottle.

pull yellow part of syringe until it reaches and stays at the correct dose
dispense liquid slowly into child’s mouth, toward inner cheek

repeat dose every 4 hours while symptoms last

do not give more than 5 times in 24 hours

replace cap tightly to maintain child resistance

Dosing Chart
Weight (Ib) Age (yr) Dose (mL)*
under 24 under 2 years ask a doctor



24-35 2-3 years 5 mL

* or as directed by a doctor

Attention: use only enclosed syringe specifically designed for use with this product. Do
not use any other dosing device.

Other information

e store at 20-25°C (68-77°F)
* do not use if printed bottle wrap is broken or missing

Inactive ingredients

anhydrous citric acid, calcium sulfate, carrageenan, D&C red #33, FD&C blue #1, flavor,
glycerin, high fructose corn syrup, hydroxyethyl cellulose, microcrystalline cellulose and
carboxymethylcellulose sodium, propylene glycol, purified water, sodium benzoate,
sorbitol solution, tribasic sodium phosphate

Questions or comments?
1-800-719-9260

Package/Label Principal Display Panel

CAREone®

Compare to the active ingredient in Infants’ Tylenol® Oral Suspension
For Ages 2 to 3 Years

Infants’

ACETAMINOPHEN 160mg PER 5mL

Pain Reliever/Fever Reducer

Suspension Liquid

Alcohol Free

Aspirin Free

Ibuprofen Free

Gluten Free

Use only with enclosed syringe. See side panel for more information.
Grape Flavor

OUR PHARMACISTS RECOMMEND

1 FL OZ (30mL)



CAREONE"
b e

Compare to the active i
in Infants” Teno/® Oral Suspension**

For Ages 2 to 3 Years

Infants’

ACETAMINOPHEN
160mg PER SmL

Pain Reliever/Fever Reducer
Suspension Liquid

Alcohol Free
Aspirin Free
|buprofen Free

Gluten Free

. for more
informaticn.

Grape Flavor

1FL OZ (30mL)

Planse see dosing chart or ask a

duotor for your child's comect doza.

STEP 1. Sea Direatione for e comect
far your chid
STEP 2. Sheake wal bafors uing.
STEP 3. Push air out of eyringe. heert
syringe tip inta bottle opering.

STEP 4. beﬂﬂul.wbdn dowm.
Ed partof syrirge 1o
=t dose line and
pmh prodLt back imio battle.
STEP 5. Pull palow part of myrings

until it reaches and sbayeat
the corrast dase,

STEP 6. Disperess iquid showly inta
chids mouth.

FEE Bm| orarllj' W reduces faver
B rdisves mhorul:haa and pinz dus i W the commeon cold
M fu_ W headache W sora throat W toothachs

Liver Hrning:THarPDd.wtmrana acamminophen. Severe fvar

damags mey csor if your child takes

W miora than 5 dosas in 24 hours, which & the maximum daily amount

W with other dngs sorlaining acetaminophan

Mlergy alert: Acaminophen may eass savar skin reactors,

?m gy includec M okin recklening M blisters  Wrash

rediction ooours, stop use and sesk medical halp right mwmg

Serl'lﬂlt warning. If sors rcat is sswers, persist for mora than

? ia aocompanied or follwed by fewer, headache, msh, nausea, or
consult a decler promptis

Do not use W with amy ather drug containing acstaminophan
(prassription or nonprescripion). IFyou are not sure whethar a dng
corkaing acetaminophen, ask a doctor or pharmecist W ifyour child
hiez ewer had an allergis ranction o this product or any of is diants

lisk a doctor before use if your child has ver dsass

Hisk a doetor or pharmacist befiore uee it your child is taking the blocd
thinning drug warfarin

When using this product da nat exceed recommended doss
(se owendose warning)

Stop use and ask a doctorif - W new syrpioms ooour
n gats worsa of st more than & days
W faver gete worss or lets mara than 3 daye
M redness or aweling is presant. Theea could be signe of a eerious condition.

Keep out of reach of childran.
Owerdose warning: In casa of mmh al halp or contact a
Pokson Control Canter dm‘rtmgﬂq‘xﬂ- 12224 mhu medicl
attantion i oritizal avan if yo tica any sigs

E 5 M this product does not contain directions or
=ur|||im wamings for adult us2 W do not give more than
directed (see overdose warning) M shake well ha‘nnuun?

B il = miliftar W find right onchart rfp-wal:le LA W g’rltt-
does; othersiss, use age. B push air cut of yrings. Insart syringe tip
into bottls cpaning. M fip bottls upside down. Pull yelow part of
gytinge to the first doss line ard then push productback ime bottls,

Drug Facts jcontinued)
W pull yellowr part of syrings untl it
e hea and atﬁe.aﬂha somactdoes

:uﬁm'ﬂ‘nir%mﬁ;m

hoes 4 hours whik

Esﬂtd.h. nu:t;m mure mSﬂm::e.

i i e
Dicssing Chart

[Weight {Ib]]  Age fyr) | Dese (mL)")

under 24 |under 2 yaars |ask a dochar

2405 -3 yaam oml

* or o irected by a du?;;d ;

Bittantion: uss only enc mrﬁab

spmﬂ:a dasigned for usa
E not s vy other doaing

mwmm

B do ot use if prirnted botte wrap
ia bruken nrrmmng

arfydoy -i'lﬂ cid, calcium suliats
5 Gl a um s

camagsemn, &G rad £33, FOSE.
blus §1, flaveor, ghyserin, high frestes

mhmu‘gmwigqm e

cartaymathylcalluoss eodium,
propykane ghysol, purifisd water,
anclium heraoats, sorhitod sakition,
ribesic sodium phsphata

**This precuct i ot menufeehorad or disi bted
Jaknsan b Jobrson Consarver ine., distriarior
Infants Tileroh® Oral

DIETRIEUTED B &DUEADISTREUTION, LLC

SALIELURY, HC ZEMT « 1-853 -89 2-102

g My quaranbased o your maon ey back.

CAREONE INFANTS ACETAMINOPHEN

acetaminophen suspension

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN

Item Code (Source)

Basis of Strength

NDC:41520-709

Strength
160 mg in5 mL




Inactive Ingredients

Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
CALCIUM SULFATE, UNSPECIFIED FORM (UNIl: WATODDB505)
CARRAGEENAN (UNII: 5C69YCD2Y])
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GLYCERIN (UNIl: PDC6A3CO0X)
HIGH FRUCTOSE CORN SYRUP (UNII: XY6UN3QB6S)
HYDROXYETHYL CELLULOSE, UNSPECIFIED (UNIl: T4V6TWG28D)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED (UNII: K6790BS311)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL SOLUTION (UNII: 8KW3E20702)
SODIUM PHOSPHATE, TRIBASIC (UNII: A752Q30A6X)

Product Characteristics

Color PURPLE Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description Marketing/Start Marketing| End
Date Date
1 NDCA1520-709 4 i 1 carTON 12/14/2016
1 30 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
OTC Monograph Drug MO013 12/14/2016

Labeler - American Sales Company (809183973)

Revised: 8/2024 American Sales Company



	American Sales Company Infants’ Acetaminophen 160mg PER 5mL Drug Facts
	Active ingredient (in each 5 mL)
	Purpose
	Uses
	Warnings
	Do not use
	Ask a doctor before use if your child has
	Ask a doctor or pharmacist before use if your child is
	When using this product
	Stop use and ask a doctor if
	Keep out of reach of children.

	Directions
	Other information
	Inactive ingredients
	Questions or comments?
	Package/Label Principal Display Panel

