CHILDRENS ACETAMINOPHEN- childrens acetaminophen oral suspension
AARNA USA INC.

ACETAMINOPHEN ORAL SUSPENSION GRAPE
AARNA USA INC.

Active Ingredient

Active ingredient(in each 5mL) Purpose
Acetaminophen 160 Mg .......coveviiiiiiiiiiiiiieeees Pain reliever/fever reducer
Uses

temporarily: reduces fever

relieves minor aches and pains due to:
e 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 then 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:

e skin reddening

e Dblisters

e rash

If a skin reaction occurs, stop use and seek medical help right away.
Sore throat warning:

if sore throat is severe, persist or more than 2 days, is accompanied 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 anyof the inactive ingredients in this
product.



Ask a doctor or pharmacist before use if the child has

liver disease.

Ask 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 for more then 5 days

e fever gets worse or last for more then 3 days

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

Overdose warning:

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

Keep out of Reach of children

Directions
e This product does not contain directions or complete warnings

for adult use

e do not give more than directed (see overdose warning)

e shake well before using

e mL=milliliter

e find the right dose on chart below. If possible, use weight to dose; otherwise, use
age.

e repeat dose every 4 hours while symptoms last

e do not give more than 5 times in 24 hours

Weight (Ibs.) Age (yrs.) Dose (tsp or mL)

under 24 under 2 ask a doctor

24 to 35 2to3 ltspor5mL

36 to 47 4t05 11/2tspor7.5mL
48 to 59 6to8 2 tspor 10 mL

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

*or as directed by a doctor
e Attention: use only enclosed dosing cup designed for use with this product. Do not
use any other dosing device.

Other Information



e Store at room temperature 20°-25°C (68°-77°F). Protect from freezing. Protect from
light.

Microcrystalline cellulose and Sodium Methyl Cellulose, Potassium Sorbate, Purified

Anhydrous Citric Acid, D&C Red #33, FD&C Blue #1, Grape Flavor, Glycerin,
Water, Sorbitol, Sucralose, Sucrose, Xanthan gum.

Questions or comments?
Call toll-free 1-877-225-6999
Manufactured for:

Inactive Ingredients
AARNA USA INC.

Leland, NC-28451
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160mg per 5mL
PAIN RELIEVER

and fever Reducer

Acetaminophen
Oral suspension

Children's

4 FL.OZ (118 mL)

Aspirin Free
o Pardbens

Iuprofen Free




Acetaminophen
Oral suspension

Drug Facts (continued)
' repea dosa every 4 hours Wil symploms [ast
' da nf give more fizn 5 imes i 24 hours

Weight (bs.)

11/21spor 7.5 mL
or10 mi
21/28por12.5mL

3sporisml

*ar s dimcled by a dockr
Attention: use only enclosed dosing cup designed for use
with this product, Do notuse any other dosing device.
Other Information
Store at room temperature 20-26°C (B8-77F). Protect
from Freezing. Protect from Light.

Inactive Ingredients anhydrous citic acid,
D&G red #33, FDAC bive #1,grape flavor, glycerin,
microcrystalline cellulose and sodum

carbaxymethyiceliulose, potassium sorbate, mllhd waler,
sorbitol solulion, sucralose, sucrose, xanthan gum
Questions or comments?
calltoll-free 1-§77-225-63949,
"I'hsnuhdammhmuﬂ or diskituted by M Neil

nsumes Healhare, distibutor of Infants' Tyknol® Oral Suspension.

TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

ea‘.p
Aarna‘usa
Manufaciured for:
AARNA USA Inc.

3!2568'00106 I1

Children's A
Acetaminophen

Oral suspension

PAIN RELIEVER
and fever Reducer
For Ages 2 to 11 Years
Alcobol Free '
Iuprofen Free w®
Aspirin Free
No Parabens

'
L
rr

Grape

8 FL.0Z (236 mL) Flavor

A

Children's
Acetaminophen
Oral suspension

PAIN RELIEVER
and fever Reducer
For Ages 2 to 11 Years

Alcotol Free
Ibwprofen Free
Aspirin Free
Mo Parabens

4 FLOZ (118 mL) Flavor

A

Children's
Acetaminophen
Oral suspension

PAIN RELIEVER

and fever Reducer
For Ages 2 to 11 Years

Alcohol Free
Ibuprofen Free
Aspirin Free
No Parabens

Grape

Flavor
4FLOZ (118 mL)

Drug Facts

Active ingredient (in each 5 mL) Purpose
-Pain reflover | fever reduoer

Uses tempararily: mreduces fever mmizves minor aches and
pans duete: mhecommoncod mil  wheadache

Warnings

LLiver warning: This produc! contains acelzminoghen. Seves liver
darnage may oocur if your child takees:

wmore fan 5 doses in 24 hows, which is the madmum daily amount
wwlh cther dhugs containing acetaminaphen.

Mllergy alert:

Aetaminophen may cause severe skin reacfions. Symploms may
Includs: m sHn mddening w bistes mrash. Ha shinreaclion oo s,
shop s and seek medical help right away.

Sore hroat waming: if som froat b seere, persists for more fan

2 days, bs aocompanied or followed by fewes, headache rash, nausea,
or womiing, consul & doclor pompily.

Do not use m wihany cer dug containing acetaminoghen
(preseription o non prescrigtian), i you are not sum whesher 2 dug
oinking atetamingphen, sk 2 doctor or phammacis!.

w i your childis allergic % zcetaminaghen o any of the inacive

Aska doctor before use if your child has liver disszss.

MAska doctor or pharmacist before use if your child is

taking e blood tinning drug warfain.

When using this product, do not exceed recommended dose

(see overdose waming)

Stop use and ask a dochor ifm pain gets worss or kests for more

fizn 5 days -Iavugusmmnrus for maore than 3 days.
sweling ks present

Thess lmld be signs of & serous condifion.

Keep out of reach of chil dren.

(Overdose waming: I czse of overdose, get medical help or

coniacta Paison Conirol Ceser dght away (1-800-222-1222).

uick medical attenfion is ciitical for aduts 25 well 25 for children

even if you do not nolics any signs or symploms.

Directions

wihis product does not contain direcGions or complede warnings

for

mfind right dos2 on chart bebow: i possible, use weight o dose;
oferwise, Use age. >

Drug Facts Drug Facts {continued)

Active ingredient (i each 5 mL) Purpose Welght (1bs.) | Age iyrs) | Dose (isp or mL)*

Actaminaphen 160mg Pain refiewer | fever reducer under 24 under 2 | aska doclor

Useste - medUEs fever m refes minor aches &nd pains due h: m e camman cold 2410 % 2tod [ 1isporSml

N N alobls Fowd | 405 | VZEporTanL
481059 Glo8 | 2tspori0ml

Wamings B0to71 | 9to10 | 21/2tspori25mL

Liver wamning: This product containg Sevem lver d oceur f your child 77105 1 3tspori5mL

lam:nm'elmSMmEIMaMBmemmﬂmﬂwmnwdm "oras drecwd oy 3 doad

artairing i Allergy alert: Acetami : i !

b ineluge-m skin recderi nm-mlammnnmmmm Attention: use only enclosed dosing cup designed for use

seek medical hedp right 2wzy. Sore threat warning: if sore thraat b sevem |, persists formom than
2 days, is accompanied o followed by fever headache, rash, nauses, orvamiting, consulta doclor
pmmgify. Do nat use m with any ofher drug containing acetaminaphen (prescrigion or nan
prescdpion], i you a= not sure whelher 2 drug carfeins acetamingphen, ask a daclor o

st mifyour chid i L aphen or any of e ntis
praduct

with this product Do mot use any other dosing device.

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

Ask adoctor before use if your child has liver dissase.

Ask adoctor or pharmacist before use if your child is taking the biood finning drug warfain.
When uging this product, do notexceed recommended dose (see overdose warning)

$top use and ask a doctor ifm pain g ets worss o lasts formom than 5 days m fever gets wirse or
lazsts dor more fhan 3 days. m new symploms occur redess or swelling s present These could be
igns of diion.

Keep out of reach of childran.

(Owendose warning: In cse of overdose, et medical help orcontacta Foison Caniral Center
(1-800-222-1222) right away. Quick medical afention is crltical even if you da natnofice any signs

o

Directions

w thiis product does not contain direclions or complele warnings for adull use

m o not give mare han direcied | $ee ovendese warning) m shake well before using
winl=milliiter mfind right dese on chart below. If passible, use weightto dose; oherwise, use age.
mrepeat dose every 4 hours whils symplams Bste do notgive mam Fizn 5 Bmes n 24howss

>

Inactive Ingredients anhydrous citric acid, D&C red #33, FDAC blue #1,
grape flavor, ghycerin, microorystaline celulose and sodium
carbooymetylealulose, potassium sorbate, purified water, sorbitol sobution,
sucrakose, sucrose, xanthan gum

Questions or comments ? cal wl-free 1-877-225-5099,

**This product is not manufactured or distibuied by McNeil

Consumer Heatthcare, distributor of Infants’ Tylenol® Oral Suspension,
TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

0%
Aarna‘usa I .I|I|I
Manufactured for:
AARNA USA Inc.
Leland, NC-28451 82568%00108%"9

E ly distributed by Akron Pharma Ine. Faidfield, NJ-07004




Children's
Acetaminophen
Oral suspension

Drug Facts (continued)

Weight (1bs.) | Age (yrs.) | Dose (tsp or mL)*
under 24 under 2 | ask a doctor
241035 2t03 | 1tsporSmlL
361047 4105 1/2tspor 7.5 mL
4810 59 GtoB or 10 mL
60to 71 9to 10 12tspor 125 mL
7210 95 il 3tsp or 15mL

*or as directed by a doctor

Attention: use only enclosed dosing cup designed for use
with this product. Do not use any other dosing device.
Otherlm‘ ation

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

Inactive Ingredients anhydrous citric acid, D&C red
#38, FO&C blue #1, grape flavor, glycedn, microcrystalin
cellulose and sodium carboxymethylcellulose, potassium
‘sorbate, purified water, sorbitol solution , sucralose,
sucrose, xanthan gum

Questions or comments?

calltoliiree 1-877-225-6999,

**This product is not manulachured or distribued by MoNell

Consumer Healthcare, distibutor of ifarts' Tykenol® Oral Suspension.
TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

099 2,
Aarna‘usa
Manutactured for:

3 ISZSSBIDCH OBIL

Exciusively distributod by Akron Pharma Inc. Falrficld, NJ-07004

Drug Facts

Children's
Acetaminophen Acetaminophen
Oral suspension Oral suspension

PAIN RELIEVER
and fever Reducer o
For Ages 2 to 11 Years

160mg per 5mL

PAIN RELIEVER
and fever Reducer
For Ages 2 to 11 Years

Alcohol Free
Ibuprofen Free
Aspirin Free
No Parabens

8 FL.OZ (236 mL)

Active ingredient (in each 5 mL) Purpose
Aoetamnopen 10 MY ..o s .Pain elisver | fever raducer

Uses tamporarily: mreduces fever mraliaves minor aches and pains due io:
m e common cad m flu mheadachew sore throat m loathache

Warnings

Liver warring: This product confains acefaminophen. Severe liver damage
may oecur if your child takes: wmore han 5 doses in 24 hours, which is the
madmum dally amount mwith ather drugs containing acetaminophen.
Alergy alert: Acstaminaphen may cause severe skin reaciions. Symploms
may include: m skin reddening w biisters mrash. i 2 skin macon ocours,
shop use and seekmedical help right 2wey.

Sore throat waming: if sore fimatis severe, persists for more fian 2 days,
s accompaniad or folowed by fever, headache, rash, nausea, or vamiting,

w with any oiher drug containing acelamingphen (prsciplion or non
prescripion), if you are notsure whether 2 dug contains acefamingphen,
ask a doctor or pharmiacist. m Ifyour child is alemgic io acetaminophen or
any of e inacive ingredients in fiis roduct

Ask a doctor before use f your chik has Iver disease.

Ask a doclor or pharmacist before use i your child is taking e biood
thinning drug warfain.

When using this product, do not excesd recommended dose

(see overdose warning)

Stop use and ask a doclor if

w pan gets worsa or lasts formare han 5 days miever gats worss or lasts
formore fien 3 days. m new symploms ocour mdness or sweling is present
Thesa could be signs of a serious condifion.

Keep oul of reach of children.

Overdose waming: in cass of overdoss, gt medicd help or contact a Poison
Conrol Center (1-800-222-1222) right away. Quick madcal aftention &
citical even ifyou do notnofice any signs or symploms.

Dirgctions

uthis product does not contain direcions or com plele warnings for
adult use, w do not give more than directed ( see overdose warning)

u shake well before using >

A

Alcohol Free
Ibuprofen Free
Aspirin Free
No Parabens

8 FL.OZ (236 mL)

Children's
Acetaminophen

Oral suspension

PAIN RELIEVER

and fever Reducer
For Ages 2 to 11 Years

Alcohol Free
Ihuprofen Free
Aspirin Free
No Parabens
Grape

Flavor
16 FL.0Z (473 mL)

Children's

Drug Facis
Active ingredient (in each 5 mL)

Purpose

A

Uses temporariy: m reduces feverm reieves minor aches and

pains dueto: mthe commoncold mfu  m headache

m sorethroat  mtoothache

Warnings

Liver warning: This product contains acelaminophen. Severe liver

damage may oceur if your child takes:

wmorg than 5 doses in 24 hours, which is the maximum daly amount

' with other drugs containing acetaminophen.

Allergy alert:

Acetaminophen may cause 5evers skin reacsons. Sympioms may

include: wskin reddsning m biésters m rash. If 2 skin reaction oceurs,

siop use and seek medical help right away.

Sore throat waming: if sore throat Is severe, persists for more than

2 days, Is accompanied or folowed by fever, headache, rash, nausea,

or vomiting, consut a doctor prompdly.

Do not use m with any ofher drug containing acetaminophen

(prescripion or non prescripfion), i you are not sure whether a drug

contains acetaminophen, ask a doclor of phamacist

u If your childis aergic to-acetaminophen o any of the inactive
dints i 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 warfain,

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

St usa and ask a doctor i m pain gets worse or lasts for more
than § days m fever gets worse or lasts for more than 3 days.
=16 Symptoms occur m redness or sweling is present

These could be signs of a serious condifion.

Keep out of reach of chidren.

Overdose waming: In case of overdose, get medical help or
contacta Poison Control Center right away (1-800-222-1222).
Quick medical atention s critical for adults as wel as for children
even if you do not notice any Signs or sympioms.

complete warnings

u do not give mora than directed ( see overdose warning)
s

find it dose n chart beow  posshle, use weght o dosg
otberuis, 15 398

miepeat dose every 4 hours while symptoms last
wdo not give more than 5 times in 24 hours

Drug Facts (continued)
mmL=milliliier find right dose on chart below. if possible, use weight

10 dose; otherwise, use age. wepaat dose every 4 hours while
sympioms last wdo not give more than 5 times in 24 hours

Weight (Ibs.) | Age (yrs.) | Dose (tsp or mL)*
under 24 under 2 | aska doctor
241035 2103 [1tsporSml
4105 [ 112tspor7.smL
6to8 | 2tspor10mL

9to10 [ 212tspor125mL
1 Jtspor 15 mL

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

Other Information
siore at room emperature 20-25°C (BB-77F). Protect from
Freezing. Protect from Light.

Inactive Ingredients anhydrous ciric ack, D&G red #33,

sorbitol solution, sucralose, sucrose, xanthan gum

Questions or comments? call tol-free 1-877-225-69949.

**This pmdic is not manutachumed or disributed by Mchel
Consumer Haalthcam, owner of the mgtstared rademark Tyend® oral suspnsion
TAMPER EVIDENT: DO NOT USE IF SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

AARNA USA Inc.
Lelmd Ncéﬂﬁi

o%0
Aarna‘usa l |||
Manufactured for:
]

2568

|CHILDRENS ACETAMINOPHEN



childrens acetaminophen oral suspension

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:82568-0010

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)
D&C RED NO. 33 (UNIl: 9DBAOSBBOL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GLYCERIN (UNII: PDC6A3C00X)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
POTASSIUM SORBATE (UNII: 1VPU26JZZ4)
WATER (UNIl: 059QFOKOOR)
SORBITOL (UNII: 506T60A25R)
SUCRALOSE (UNII: 96K6UQ3ZD4)
SUCROSE (UNIl: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color Score

Shape Size

Flavor GRAPE Imprint Code

Contains

Packaging

# Item Code Package Description rErLaEe, A Marketing End

Date Date

NDC:82568- 60 mL in 1 BOTTLE; Type 0: Not a Combination

1 0010-2 Product P
NDC:82568- 118 mL in 1 BOTTLE; Type 0: Not a Combination

2 0010-4 Product 06/20/2025
NDC:82568- 236 mL in 1 BOTTLE; Type 0: Not a Combination

e 0010-8 Product Rl ees

a NDC:82568- 473 mL in 1 BOTTLE; Type 0: Not a Combination 06/20/2025

0010-6 Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug M013

Labeler - AARNA USA INC. (118515992)

Revised: 6/2025

Marketing Start
Date

06/20/2025

Marketing End
Date

AARNA USA INC.
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