CHILDRENS PAIN AND FEVER- acetaminophen suspension
AptaPharma Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Drug Facts

Active ingredient
(in each 5 mL = 1 teaspoonful)
Acetaminophen 160 mg

Purpose
Pain reliever/fever reducer

Uses temporarily ll reduces fever

M relieves minor aches and pains due to:

W the common cold W flu W headache W sore throat
W toothache

Warnings

Liver warning

This product contains acetaminophen. Severe liver
damage may occur nyour child takes: @ more than 5
doses in 24 hours, which is the maximum daily amount
W with other drugs containing acetaminophen

Allergy alert: acetaminophen may cause severe skin
reactions. Symptoms may include: B skin reddening

Ml blisters W 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 ever, headache, rash.
nausea or vomiting, consult a doctor promptly.

Do not use

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

or pharmacist.

W If your child is allergic to acetaminophen or any other 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

W pain gets worse or lasts more than 5 days W fever
gets worse or lasts more than 3 days Wl new
symptoms M redness or swelling is present.

These could be signs of a serious condition.

Keep out of reach of children.

Overdose warning:Taking more than the recommended dose (overdose)
may cause liver damage. In case of overdose, get

medical help or contact a Poison Control Center right

away. (1-800-222-1222) Quick medical attention is critical

for adults as well as for children even if you

do not notice any signs or symptoms.

Directions

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

H shake well before using

B ML = milliliter; tsp = teaspoonful

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

W if needed, repeat dose every 4 hours while
symptoms last

B do not give more than 5 times in 24 hours

W do not give for more than 5 days unless directed

by a doctor.

W eight (lb) Age (yr) Dose (mL or tsp)*
under 24 under 2 years ask a doctor

24-35 2 - 3 years 5 mL (1 tsp)

36-47 4 - 5 years 7.5 mL (1 1/2 tsp0
48-59 6 - 8 years 10 mL (2 tsp)

60-71 9-10 years 12.5. mL (2 1/2 TSP)
72-95 11 years 15 mL (3 tsp)

*or as directed by a doctor

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

Other information

W each 5 mL (1 tsp) contains; sodium 3 mg
B store between 20-25°C (68-779F)

W do not refrigerate

B Keep carton for full directions for use.



Inactive ingredientsanhydrous citric acid,
butylparaben, FD&C red #40. flavor, glycerin. high
fructose corn syrup, microcrystalline cellulose and
carboxymethylcellulose sodium, propylene glycol.
purified water. sodium benzoate, sorbitol solution.
sucralose, xanthan gum

Questions? Call weekdays from 9:30 AM to 4:30
PM EST at 1-877-798-5944

Product Label

AP SAFE®

COMPARE TO THE
ACTIVE INGREDIENT IN
CHILDREN'S TYLENOL
ORAL SUSPENSION*
Children's

Pain

& Fever
Acetaminophen

Oral Suspension

Pain reliever/Fever Reducer

 Alcohol-Free

* |buprofen Free

* Aspirin Free

* For Ages 2 to 11

4 FL OZ (118 mL)
160 mg per 5 mL
Cherry Flavor

DO NOT USE IF PRINTED NECK BAND IS
BROKEN OR MISSINGThis

Product is not manufactured or distributed
by McNeil Consumer Healthcare, distributor of
Children's Tylenol®Oral Suspension.

Manufactured by:
AptaPharma Inc.

1533 Union Ave.
Pennsauken. NJ 08110
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Acetaminophen

Oral Suspension

Pain Reliever
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* lbuprofen Free
= Aspirin Free
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4 FL DZ [118 mL)
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DO NOT USE IF PRINTED NECK BAND |5 BROKEN OR MISSING
Achiva imgreaien! (in each 5 mi = 7 feasponnil) Pugpare
Acominophen 160 MEL. ... i PFaim nefavinmesar reducer
Uses Temporarily M reduces lever W relieves minor aches and pains due fo:
W Ehe comman cobd B {lu W heacache B som lhoal B loothache
: Liwer warnieg This product cantaing acelamanophen, Seare lvee damage

imay oceur i your child lakes: @ more than 5 doses in 24 howrs, wich is the
maamism day amount W wilh other drugs conlaining acetaminophen. Allorgy alert:
acolaminophen may cause Sevtne skin reactions, Symploms may include: @ skin
redcening M bisters W rash (02 shon maclion occurs, slop use and seek modical help
fighl away. Sore (hroat warning; if so0e throal & severe, persists foc moe than 2 days,
s accompanied or Tollowed by bever, headache, rash, nawsea or vamaing, consull a
doctor prompély. Do not use: B with any ofher diig confaining acelammophen
(preseription ar noaprescriphion]. |l you are ned Sure whather a drug contaes
acetaminophen, 2K a doclol or a pmlmacm. W [ your child & alergic o
acalaminophen or any of ke mactive isgredients in this product. Ask a docbar belors
use | your chidd has lver deseace. Ash 3 declor or pharmacis! balors use |l yeur
Cl I 15 ki) e DIO0 EinNRg 07 wg wWararin. When using tis praguct do aot
cxceed recommended dese (soo overdose warning| Stap use and ask a docter !
W pain gets worse of Bists more than 5 days B (ever gels woese o isls mose Ehan
3 days W new symploms ocour W redness or sweling is present These could be
signs of a serious conddion. Keep oul of roach of chilren, Dverdoss waming;
Liiril migre s e recomanended dose (overdose) may cause Iver damage, In case
of pwrdese, el maedical halp ar contact a Poison Conbral Cantar right away
(0-800-222-1222) Quick medical attention is crilical for adulls as well as for childms
evan il you @0 rol nobce any sigrs or symplams, Draciens B (his prodect dees nal
conlain dlrectiors or complele warnings lor adult use. B shake well belors using
W mil = mllililer; isp = texsponadul @ fnd rght dose on chan below. IF possible, use
weeigh lo dosa: olherwise, use age. Wil needed, repeat dose every 4 haurs while

mploms lasl W do ol ez more han 5 limes in 24 hours W do nol give los mon
than § days unliss directed by a doclar,

Wirlght {Ih) Age [yr) Dose (mL or tsp)*
undor o4 wncler ? years a5k a docior
24-35 2-J yoars 5 mlL {1 tsp)
Jo-47 45 yoars J.aml (1% tsp)

KRS B0 years T miL (7 15p)
G0-M1 9-10 years 12.5 ml (Vs 1sp)
1295 11 years 15 mL (3 15p)

“or a8 direcled by a doctor

hientlon; wst anly enclosed dosing cup specilically designed far use with Ihis
product. Do not wse any alher desing device. Diter infermalion W each § mL (1 15p)
comfaing: sodium 3 mp M store bebween 70-25%0 (68-77F) M de not redngerabe
Iraciive s anlwydroas Gtne acid, bubydpamben, FIGE red #40, Mavor,
ghycenn, high fnaclose com Syap, microcnsialing cellulose and
carboymaethyicalluliose socdium, propylens giycol, purilied walor, sodiem

bearoaie, sofbill solution, Secralnse, xanihan pwm

Ouestions? Call 1-877-798-5344 LaT:

Manufactured by AptaPharma Inc.,
1533 Unioa e, Penmsawken, NJ 08110
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acetaminophen suspension

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:76281-525
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)
BUTYLPARABEN (UNIl: 3QPILU3FV8)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GLYCERIN (UNII: PDC6A3C00X)
HIGH FRUCTOSE CORN SYRUP (UNIl: XY6UN3QB6S)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL SOLUTION (UNII: 8KW3E20702)
SUCRALOSE (UNII: 96K6UQ3ZD4)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color red Score
Shape Size
Flavor CHERRY Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 QEC:76281‘525‘ 1in 1 CARTON 09/30/2020
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 2'?"3076281'525' 1in 1 CARTON 09/30/2020
2 59 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
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Labeler - AptaPharma Inc. (790523323)
Registrant - aptaPharma Inc. (790523323)

Establishment
Name Address ID/FEI

AptaPharma Inc. 790523323

Revised: 1/2023

08/21/2013

Business Operations

manufacture(76281-525)

AptaPharma Inc.
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