CHILDREN ACETAMINOPHEN- acetaminophen liquid
AARNA USA INC.

Children's Acetaminophen

Oral Liquid

Alcohol-free and Aspirin-free
Pain Reliever and fever reducer
Acetaminophen 160 mg per 5 mL
Alcohol Free, Aspirin Free

For Ages 2 to 11 years

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:

e more than 5 doses in 24 hours, which is the maximum daily amount

e with other drugs containing acetaminophen

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

skin reddening

e blisters

e rash

e |f a skin reaction occurs, stop use and seek medical help right away.

Soar throat warning:if sore throat is severe, persists or more than 2 days,
isaccompanied or followed by fever headache, rash, nausea, or vomiting, consult a
doctor promptly.

Do not use

e with any other drug containing acetaminophen (prescription or nonprescription).

e |f you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

e If your child is allergic to acetaminophen or any of the inactive ingredients in this
product.



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

e pain gets worse or lasts more than 5 days

e fever gets worse or lasts more than 3 days

* new symptoms occur

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

Keep out of reach of children.
If pregnant or breast-feeding, ask a health professional before use

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

Directions

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

Shake well before using

ml = milliliter

find right dose on chart below

if possible, use weight to dose; otherwise use age

use only the enclosed dosing cup designed for use with this product. Do not use any
other dosing device.

if needed, repeat dose every 4 hourswhile symptoms last

e do not give more than 5 times in 24 hours

Weight (lbs.) Age (yrs.) Dose (tsp or mL)
under 24 under 2 ask a doctor

24 to 35 2to 3 ltspor5mL

36 to 47 4to5 11/2tspor7.5mL
48 to 59 6to 8 2 tspor 10 mL

60 to 71 9to 10 21/2tsporl12.5mL
72 to 95 11 3tsporl5mL

Other Informationstore at room temperature 20 ©-25 °C (68 °-77 °F). Protect from
Freezing. Protect from light.

Inactive ingredients: Anhydrous Citric Acid, Bubble gum flavor, FD&C Red No 40,
Glycerin, Polyethylene Glycol 400, Purified Water, Sodium Benzoate, Sodium Citrate,
Sorbitol Solution, Sucralose.

Questions or comments? call toll-free 1-877-225-6999.



This product is not manufactured by or distributed by McNeil Consumer Healthcare,

owner of the registered trademark Tylenol Eixir.

Manufactured for

AARNA USA INC.
Leland, NC-28451
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Drug Facts

Active ingredient (in each & m. ose = B0notgiie mae Fn § Bmes in 24 hars
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s Children's Children's =

under 2| ask a docior
Liwer warning: This product oot drs acetaminophen. Severe iver

Drug Facts (confinued)
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munnmmmmmmmm um flavor, F D & C Red No 40, Biycerin, Payethylene Gycol
pofupoitionty feapie . ! 400, Purified Water, Sodium Berzoate, Sodum Cirate, Sarbitol

e preroe Bl and fever Reducer and fever Reducer st Lo

acetaminophen or any of e inaciveingredents in tis product. Questions or comments?
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Aska dochor or pharmacist before use if your child is Lo Cr "mmsmmnmumnmum
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Keep out of reach of chil dren.

Dverdose waning: In cx52 of overdass, g medical help or corfacta
Prison Certml Center ight away (1-800-222-1222) Quick medical
afeniiion i critical ewen f you do not nolice any signs or symptoms.
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adult use, shake wel bitore wsing

mmL=mililiter

wfind right dose on chart below. if possible, use weightto dosg
aheraise, use age.

s only e encosed dosing cup designed for use with product.
Do not use any ofher dosing desice.

wif eeded, repeat dose every 4 hours whie symghoms gt

K10A-C2501-00

K'I'J(.Q&"BEBQCH 7

(‘00
Aamna‘usa
Manufactured for:
AARNA USA Inc.
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Bubble Gum

Flavor

Bubble Gum

Flavor

»

4 FL.OZ (118 mL) 4 FL.OZ (118 mL)




NDC: 82568-0008-8

Children's

A

Acetaminophen
Oral Liquid

PAIN RELIEVER

and fever Reducer

Alcohol Free
Aspirin Free
For Ages

to 11 Years

Bubble Gum

Flavor

8 FL.OZ (236 mL)

Drug Facts

Drug Facis (continued)

Active ingredient (in each 5 mL)
Acetaminophen 160 mg

Purpose
Pain reliever / fever reducer

Uses temporariy: m reduces fever m refieves minor aches and pains due to: m the common cold
u flu mheadache m sore throat m toothache

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if your child
takes: mmore than 5 doses in 24 hours, which is the maximum daily amount m with other drugs
containing acetaminophen. Allergy alert: Acetaminophen may cause Severe skin reactions.
Symptoms may include: m skin reddening m blisters m rash. If a skin reaction occurs, stop use and
seek medical help right away. Sore throat warning: if sore throatis severe, persists for more than
2 days, is accompanied or followed by fever, headache, rash, nausea or vnmng, consulta doctor
promptly. Do not use m with any other drug containing non
presciiption), If you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist. m If your chid is allergic to acetaminophen or any of the inactive ingredients in this
product.

mdo not give more than 5 days unless directed by doctor.
m do not give more than directed (see overdose warning)

Weight (Ibs.) | Age (yrs.) | Dose (tsp or mL)
under 24 under 2 | ask a doctor
241035 2103 1tspor5mL
36 o 47 4105 1/2tspor7.5 mL
481059 6108 tspor 10 mL
60to 71 91010 1/21spor12.5 mk
721095 11 3tsports mL

‘or as directed by a doctor

Other Information

store at room temperature 20-25°C (68-77°F). Protect from Freezing.
Protect from Light.

Ask a doctor before use if your child has iver disease.

Inactive Ingredients Anhydrous Citric Acid, Bubble gum flavor,
FD & C Red No 40, Glycerin, Polyethylene Glycol 400, Purified Water,
Sodium Benzoate, Sodium Citrate, Sorbitol Solution, Sucralose.

Ask a doctor or pharmacist before use if your child is taking the blood thinning drug warfain.
When using this product, do not exceed recommended dose (see overdose waming)

Questions or comments? call toll-iree 1-877-225-6999.

Stop use and ask a doctor if m pain gets worse or lasts for more than 5 days m fever gets worse or
lasts for more than 3 days. m new symptoms occur redness or swelling is present These could be
signs of a serious condition.

**This product is not manufactured or distributed by McNeil
Consumer Healthcare, owner of the registered trademark Tylenol® Blixir"

[TAMPER EVIDENT: DO NOT USEIF PRINTED SAFETY SEAL
|JAROUND BOTTLE OR UNDER CAP IS BROKEN OR MISSING.

Keep out of reach of children.

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

Directions

wthis product does not contain directions or complete warnings for aduit use, shake well before
using m mL=milliter

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

muse only the enclosed dosing cup designed for use with product.

Do not use any other dosing device. m if needed, repeat dose every 4

hours while symptoms last m do not give more than 5 times in 24 hours. )

o°°

Aarna‘usa

Manufactured for:

AARNA USA Inc. N
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Drug Facts

Active ingredient {in each 5 mL) Purpose,
Acstaninophen 160 1 .........cocee Pain reigver / fover reducer

Uses tomporariy: m reduces faver reliaves minor achgs and pains
dug 10w the common cold m flu m headache w sore throatm oothache

Warnings

Liver waming: This roduct contains acetaminopben. Severe iver
damaga may oceur if your chid taes:

wmora than § doses in 24 hours, which is the maximum daly anount
wvith other drugs containing acsiaminophen.

Allergy alert:

Acataminephen may causs sevare skin reachions. Sympioms may
mclude: m sin reddening mbiisters wrash. If a skin reaction aocurs, siop
usg and seskmedical help Aght away.

Sore throat waming: if sars throat is severe, persists for mors than

2 days, is accompanied or falowad by fever headache, rash, nausaa,

o vamifing, consult a docior prompily.

Do not use m with any other drug containing aceaminoghen (prescription
or non presiripion), i you are not sure whether a drug contains
acstaminophen, aska doctor or phamacist m I your chid s allamgic to
apytminghen or any of he inacine ingredientsin s product.

Ask a docior before use if your child has er disease.

Ask a doctor or pharmacist before use if your child is
taking the blood thinning drug warfain,

When using this product, do not exceed recommended dose
(see overdose warning)

Stop se and ask a doctor it m pain gets worse or lass fr more han
Sdaysm f2wer gats worse or kasts for morg than 3 days.

mngw symptoms oecur m redness or sweling is present

Thess could be signs of a serious condition.

Keap out of reach of chldrn.

Overdose waming: in case of overdose, get medical help or contact 2
Poison Conirol Center right away (1-800-222-1222) Quick medical
ainiion s criical even if you do not notice any signs or sympioms.

Directions

w this product doss not contain direciions or complete wamings for
aduit use, shake well beforg using

m mL=milliter

w find right dose on chart below. If possible, use weight io dose;
otherwiss, use ags.

wuse only he enclosad dosing cup designed for use with product
Do notuse any other dosing devics.

wif ngeded, repeat dose every 4 hours whils symptoms kst >

NDC: 82568-0008-8

Children's

Acetaminophen Acetaminophen

Oral Liquid

PAIN RELIEVER

and fever Reducer

Alcohol Free
Aspirin Free

For Ages
2 to 11 Years

8 FL.0Z (236 mL)

Bubble Gum

A NDC: 82568-0008-8

Children's

Oral Liquid

(COTE et
PAIN RELIEVER

and fever Reducer

Alcohol Free
Aspirin Free

For Ages
2 to 11 Years

Flavor

8 FL.0Z (236 mL)

> 5mm «——

Drug Facts (continued)

w o 1ot give more than 5 times in 24 hours
w do not give more than 5 days umless directed by docior
= donot give more than direciad (see overdoss waming)

Weight (Ibs.) | Age (yrs.) | Dose (tsp or mL)
under 24 under 2 | ask a doctor
241035 210 teporsml
3610 47 410 1/2tspor7.5 mL
4810 58 6o 2 spor 10 mL
6010 71 9to10 J21/2®por12.5mL
721095 1 3tspor 15mL

*or as directed by a doctor
Other Information

store at room temperature 20-25°C (68-77°F). Protect from
Freezing, Protect from Light,

Inactive Ingredients Antydrous Gitric Acid,

Bubble gum fiavar, F D & C Red No 40, Glycerin, Polyethylen
Giycol 400, Purified Water, Sodium Bermme Sodium Cﬂmh
Sorbitol Solution, Sucralose.

Questions or comments?
call ol ree 1-677-225-6999.

**This productis not manufaciumd or distibuted by McNeil
Consumer Healihcare, owner of e regisiered rademark Tyiendl® Bidr'

'TAMPER EVIDENT: DO NOT USEIF PRINTED SAFETY SEAL
AROUND BOTTLE OR UNDER CAP |S BROKEN OR MISSING.

Bubble Gum

D“OU
Aarna’usa
Menutochred for:
ARNAUSA Inc.
Letand, M5 -28451

K108-C2501-00
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Drug Facls Drug Facts (continued)
ive i ient (il if needed, repeat dose every 4 hours while symptoms last
b il T ) i NDC: 82568-0008-6 A : do not give nﬁnre than 5 tim‘;s in 24 hours ™
under 24 under 2 | ask a doctor

Acetaminophen 160 mg ....... .....Pain reliever / fever reducer ! :
m do not give more than 5 days unless directed by doctor.
h ' m do not give more than directed (see overdose warning)
L
Children's
- 2410 35 2t03 | 1tspor5mlL
361047 4t05 | 11/2tspor7.5mL
cetaminopnen ez mxamecrim

Uses temporarily: m reduces fever m relieves minor aches and pains dug to:
wthe common cold m flu m headache m sore throat m toothache

Warnings

Liver waming: This product contains acetaminophen. Severe liver damage
may occur if your child takes: m more than 5 doses in 24 hours, which is the
maximum daily amount m with other drugs containing acetaminophen.
Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms
may include: m skin reddening m blisters mrash. If a skin reaction occurs,

Weight (lbs.) | Age (yrs.) | Dose (isp or mL)
60to 71 9t010 | 21/2tspor12.5mL

stop use and seek medical help right away. - -

Sore throat warning: if sore throat is severe, persists for more han 2 days, 7210 95 " 3tspor15mL
is accompanied or followed by fever, headache, rash, nausea, or vomiting, *0ras directed by a doctor

consult a doctor prompty. Olher Informalion

Do not use
wwith any other drug containing acetaminophen (prescription or non

: s . - store at room temperature 20-25°C (68-77°F). Protect from
priscr;plmn], : yﬁu e S“nrE wnem:r‘da dru"g kol acelamnnﬁphen, Inactlive Ingredients Anhydrous Citric Acid, Bubble gum flavor,
ask a doctor or pharmacist. m If your child is allergic to acetaminophen or : 2 U §
any of the inactive ingredients in this product. PA ’ N R E L’ E VER \';“Etgr Cs?gmﬂa‘éﬂmEg:eg;ldm&‘gmﬁn% Emg: égﬁitiﬁlﬁmmd
Ask a doctor before use if your child has liver disease. an d feve r Red ucer Sucralose. ' ' '
m?n:";’fﬂ; Hr:i?mm Gl Alcohol Fre Questions or comments ? call toll-free 1-877-225-6999.

co D e **This product is not manufactured or distributed by McNeil

When using this product, do not exceed recommended dose = d ”
(see overdose warning) Asp Irin Free Gonsumer Healthcare, owner of the registered trademark Tylenol ® Elbir'
Stop use and ask a doctor if [TAMPER EVIDENT: DO NOT USE IF PRINTED SAFETY SEAL

TTLEOR PIS BROKEN
m pain gets worse or lasts for more than 5 days m fever gets worse of lasts For Ages -
for more then 3 days. mnew symptoms occur redness or swelling is present 2 to 11 Years
These could be signs of a serious condition.
Keep out of reach of children.

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

critical even if you do not natice any signs or symptoms. B u b b I e G um o KTK/ZS/EEB/Q[”? =
. . o 7
D.'r_ec!mns N . Flavor AGrnCIOUSA || g
uthis product does not contain directions or complete warnings for adut use, Manufactured for: =
shake well before using m mL=milliiter m find right dose on chart below. AARNA USA Inc. 2
If possible, use weight to dose: otherwise, use age. > 16 FL.0Z (473 mL) Leland, NC-28451 8100084
CHILDREN ACETAMINOPHEN
acetaminophen liquid
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82568-0008
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 160 mg in 5 mL

Inactive Ingredients
Ingredient Name Strength
ANHYDROUS CITRIC ACID (UNII: XF417D3PSL)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SODIUM CITRATE (UNIl: 1Q73Q2JULR)
SORBITOL SOLUTION (UNIl: 8KW3E20702)




SUCRALOSE (UNIl: 96K6UQ3Z D4)

Product Characteristics
Color

Shape

Flavor

Contains

Packaging

#

Item Code

NDC:82568-
0008-4

NDC:82568-
0008-8

NDC:82568-
0008-6

Score

Size
BUBBLE GUM Imprint Code

Package Description

1 in 1 PACKAGE

118 mL in 1 BOTTLE; Type 0: Not a Combination
Product

1in 1 PACKAGE

236 mL in 1 BOTTLE; Type 0: Not a Combination
Product

473 mL in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC Monograph Drug MO013

Labeler - AARNA USA INC. (118515992)

Revised: 5/2025

Marketing Start
Date

02/18/2025

02/18/2025

02/18/2025

Marketing Start
Date

02/18/2025

Marketing End
Date

Marketing End
Date

AARNA USA INC.



	Children's Acetaminophen  Oral Liquid  Alcohol-free and Aspirin-free  Pain Reliever and fever reducer  Acetaminophen 160 mg per 5 mL  Alcohol Free, Aspirin Free  For Ages 2 to 11 years

