CHILDRENS PAIN AND FEVER- acetaminophen suspension
AptaPharma Inc.

Drug Facts

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

Purpose
Pain reliever/fever reducer

Uses temporarily Wl reduces fever

Ml relieves minor aches and pains due to:

B 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: @l more than 5
doses in 24 hours, which is the maximum daily amount
B with other drugs containing acetaminophen

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

MW 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

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

or pharmacist.

M 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
M pain gets worse or lasts more than 5 days B 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

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

W 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

W 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 tspO
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
W store between 20-25°C (68-779F)

W do not refrigerate

W 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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Oral Suspension

Pain Reliever
Fever Reducer
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DO NOT USE IF PRINTED NECK BAND IS BROKEN OR MISSING
Acliva imgrecien! (iw each 5 mi = 7 leaspeoniol) Purpose
Acplaminophen 160mME.._.... ... Fain refievenfewer reducer
Uses Temporarily @ reduces lever B meligves minor aches and pains due 1o;
W the comimon cold Bl W headsche W sor0 thoal B loothache
Warnimgs: Liver warnieg This product containg acclaminophen, Severe Inver damage
iy oceur il your child lakes: @ mare than 5 doses in 24 howrs, wiach is the
maamism dasy amound B wilth other drugs conlaining acetaminophen. Allorgy alert:
acolamingphen miay cause severe skin reactions, Symploms may include: I skin
raddening M bisters W ek |13 skin maclion occurs, Slop use and soek madical hilp
night away. Sore Ihreal warning: Il sore throal s severe, persists fos moee (han 2 days,
s accompanied or Tolloeed by bever, headache, rash, nawsea or vomaing, consull a
doctor prompely. Do not use: B with any olhes diig containing acelamsophen
(preéscription ar nonprescription). |l yeu are nal Sure whather 2 drug conlaes
acelaminophen, a5k a doclor or a |]l|\]l|'l'la:|$1. W il wour child i allergic (o
acolaminophen or any of ke mnactive isgredients in this product. Ask a docbar belore
use I your chibd hag bvor desease. Ask a declor or pharmacis] bolere use |l yeur
il 1 15 ki) (e IS0 ERNIRG OF 0] WArIArin. WIEmn using this praguet do aot
cxceed recommended dese [soo ovardose warning| Stap use and ask a docter !
W pain gets worse of Bsts mooe San 5 days 8 (ever gels woese of Lisls mode than
Jdays B new syreploms ocour B fecness or sweling is present These could be
signs ol a senous condtion. Keep oul of reack of children, Dverdose waming;
‘Ijlirb: more than [he recommended dose (overdase) may cause Ives damage. In case
ol perdese. el medical halp or contact a Poison Conbrol Cantar right away
(8-800-222-1222) Quick medical attention is crilical for adulls as well as lor childmn
evan il you @0 nal nobca any sigrs or symgloms, Dreckens W Whis prodecd dees nal
comlain dlrections or complels warnlngs lor adull use. B shako will belars using
Wril = mallililer; tsp « texspoondul W fnd right dose on charl below. IF possible, use
weight lo dose: olherwise, use age. Wil needed, epeat dose every 4 haurs while
mploms lasl W do pot ez more Wan 5 imes in 24 hours 0 do nol gise los mon
than § days unless direcied by a doclar,

Welght {Ib) Age (yr) Dose (mL or isp)*
urlor 34 wnder ¥ yoars a5k 1 docior
2d-05 2= yaars 5 mL (1 tsp)
647 45 yoars L5 ml (1% tsp)
| 46-50 Bl yoars 10 mL 7 Isp)
G0-71 9-10 years 12.5 ml (¥ 15p)
12495 11 years 15 mL (3 1sp)

“or as direclad by a decbor

Areation; wse anly enclased dosing cup specifically desigred far use with (kis
prodluct. Do not use any alher desing device, Qiver informalion W each § mL (1 15p)
coalaing; sodium 3 mg Bdore between 70-25°C [68-77°F) B do not rdrgeabe
[Ieaclive imgradisars: anhedroas ctne acid, bubdpasaben, FDAC red ®80, flavor,
ghycenn, high fnaclose com Syap, miciocnsstalline collulose and
carboxymeshylcallulose sodium, propylene glycol, purilied water, sodiem

bearoabe, safbilol solution, Secialose, xanihan [wm

Questions? Call 1-877-798-5344 LOT:

Manulactured by: AptaFharma Inc.,
1533 Unioa Ao, Penrsawkon, N 08110
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CHILDRENS PAIN AND FEVER

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 (UNIl: PDC6A3C00X)
HIGH FRUCTOSE CORN SYRUP (UNIIl: XYBUN3QB®6S)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNII: 059QFOKOO0R)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL SOLUTION (UNII: 8KW3E20702)
SUCRALOSE (UNIl: 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 [DC:762815257 4 in 1 caRTON 09/30/2020
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 [\DC:76281:525 4 i 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

OTC Monograph Drug MO013 08/21/2013



Labeler - aAptaPharma Inc. (790523323)
Registrant - aptaPharma Inc. (790523323)

Establishment
Name Address ID/FEI

AptaPharma Inc. 790523323

Revised: 12/2024

Business Operations

manufacture(76281-525)

AptaPharma Inc.
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