CHILDRENS PAIN RELIEF - acetaminophen tablet, chewable
Aurohealth LLC

Drug Facts

Active ingredient (in each tablet)

Acetaminophen USP 160 mg

Purpose

Pain reliever/fever reducer

Uses

e temporarily relieves minor aches and pains due to:
e the common cold
e flu
e headache
e sore throat
toothache
e temporarily reduces fever

Warnings

e 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
e Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms may
include:
e skin reddening
e blisters
e rash.

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

e 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

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

Stop use and ask a doctor if

pain gets worse or lasts more than 5 days
fever gets worse or lasts more than 3 days
new symptoms occur

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
(1-800-222-1222) right away. Prompt medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Directions

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

do not give more than directed (see overdose warning)

find right dose on chart below. If possible, use weight to dose; otherwise, use age
chew before swallowing; this product will soften in mouth for ease of chewing
repeat dose every 4 hours while symptoms last

do not give more than 5 times in 24 hours

Weight (Ib) Age (yr) Dose (tablets)*



under 24 under 2 years ask a doctor

24-35 2-3 years 1 tablet
36-47 4-5 years 1%~ tablets
48-59 6-8 years 2 tablets
60-71 9-10 years 2% tablets
72-95 11 years 3 tablets

* or as directed by a doctor

Other information

e store at 20° to 25°C (68° to 77°F). Avoid high humidity.
e Tamper Evident: Do not use if carton is open or if printed seal on blister is broken or
missing.

Inactive ingredients

citric acid anhydrous, colloidal silicon dioxide, copovidone, crospovidone, D&C red No.27
lake, D&C red 30 aluminum lake, dextrose monohydrate, ethylcellulose, flavor,
magnesium stearate, mannitol, sodium starch glycolate, stearic acid, sucralose.

Questions or comments?

Call 1-855-274-4122

* This product is not manufactured or distributed by McNeil Consumer Healthcare,
owner of the registered trademark Children's Tylenol® Chewables.

DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN

Distributed by:
AUROHEALTH LLC
2572 Brunswick Pike
Lawrenceville, N) 08648

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 160 mg (24 Chewable Tablets)

NDC 58602-766-76

Ages 2-11

Children's Pain Relief
Acetaminophen 160 mg
Pain reliever/Fever reducer



e lbuprofen Free

e Aspirin Free
Compare to the active ingredient in

Children's Tylenol® Chewables*

24
Chewable Tablets

Bubblegum Flavor

Ages 2-11

Acetaminophen 160 mg

Pain reliever/Fever reducer 9E2000200E
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Drug Facis (continued)

w ind right deeza an crartbdaw. 1
pesibla, wsa weight o d ase; athanwsa,
use ggo @ chew befors swallowing this
procud wil sofen in mouthfor e of
chewing = repeat dose svery 4 hours
whii symplome laste do not give mo fe
mes in 24 hours

Weight (b} | Age yr)

RETAIN CARTON FOR COMPLETE
PRODUCT INFORMATION

[0 NOT USE 'WITH OTHER MEDN GINES
CONTAINING ACETAMING PHEN

NDC 58602-766-76

Dom
[ tabla s
under 24| un dur 2 veers|ask a doclor]

TAMPER EVIDENT: DO NOT USE IF
CARTON |5 OPEN OR IF PRINTED

24
Chewable Tablets

A5 3 docior befone use I vowr child has iver

Drug Facts (continued)

Bubblegum Flavor

|
B
-]
8
=
=
=
= g
14-5 -3 s 1tdmt | | =] B2 SEAL ON BUSTER |5 BROKEN OR M
%7 | 45was | 1% tbls| E = BEE MGoiNG. -
AW | Gewas | 2ldkls | M I e w.
BI-A | B-10year | 2% bAs| 2 *This product is not manutacturad or
- s . 2 5 =% distributed by M cNeil Consumer -
728 Y EIET e - o 5 Healthcare, Gwner of the regisened
0 88 dmced by & dockr - @ gx trdemark ENHeS YNGR
Other information - = 8¢ Ghewebles.
w siore 3l 20° 1 25°C (B8 0 TTOR). = Q 2 =R=] Diatributed by: —
fuidl Figh rurmicity, ® Tarmper Evicent — - = Bl AUROHEALTH LLC
Do mot use if carton is open o if printed o _LIW @ & 9579 Brunswick Plke
szlan bliser & braken ar missing. 48 w |l @ rwgmznmi__m NJ 08648 .m
r E T
Inactive ingredients ﬁH..__ E B P = =
citle acid anhyd rous, coloidal dlicon = L5
x E= %5
alLmirum Bk, dedmse monctydrate, M Q@ 2 =5
athylmlluoms, lawr, magresium J--..- = .
sbinraty, marritsl, sodirn strch : s &5 M .m
lycakte, st i acid, sucsaloss, . L = SIMSBE&02ZNT 66T 6
S o e =

Drug Facls (continued)
Queslions or comments? Call 1-855-274-4127

EE
s
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
e |
.




fisagss

Ask 3 docior or phammackst before wse [1your
chilld 15 faking the biood Minning mnag wariann.

When zing this promect do nof excesd
recommended dosage.

__Pain rallevor i2var raducer

Uses

» femiporarly ralieves minor aches and pains
due to: m Eha commaon cold = By

lI'IEIEI:IEI3'IEI_LIIlEE":Ii;"l!:.| throat m toothachs

mporariiy reduces STop Use and a5k 3 G0GiOr i
: m &N gats worse of kasts more than 5 days
Wamings m fover gats worse or Iasts mara than 3 diys
Liver 'ﬂrnllr_lg: This t-l:lu.':l containg B g SYmpLams ocour
Acetaminapnen. Sevirs INer samage may 0CCUr B m ragnoes or swelling & prosant
If your child takes- @ mora than 5 Coses i B Theep could be Signs of 2 Serlous condion,
24 hours, which Is the maximum daliy amount

n wii oither Grugs containing acetaminophen | Keep ou of reach of chlldren.

Allengy alert: AceZaminophan may cause savore ] DVeldose waming: Tang mara than the

5Kin fEacions. SYmpimms may InCiade: v skn recOmmAndad 0058 (Overtosa) may Causa Iver
radoaning m biksiErs w rash. If 3 Skin reacion UHHB'JE]- t'l 3135]5 ol EE'ETUE*SIEE;JBEE adical halp
OCGUS, SMp 158 and Seak medical help nont away. J or contact a Polson Control Camter

Some mm:a? Waming: 1 sore throat |5 sdvere, * | [1-B00-721227) night away. Prampt madica

E-E'ststs tor mara tfian 2 days, Is accompaniad [ atienton ks crifical sar adults as wall as for

T 10{lowed [y 1avar, Neadacne, rasn, nalsza, or W children even if you oo not notica any signs or
vomitng, consult 3 docior promptly. SYmtoms.

[0 not use m Wil any oiner onag contain Ireciions w tis product does not contain
acalaminopnan (prscripton or Rnprescripton]. ¥ gyections or complata wamings for aoult use.
1 YU ara Mot Sura whethar 2 g contains R
acataminoghan, 25k A dockor o harmaciss (50 e warning)

T m [ your child ks allerpic to acataminophan or e ¥ )
CHILDRENS PAIN RELIEF
acetaminophen tablet, chewable
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:58602-766
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 160 mg
Inactive Ingredients
Ingredient Name Strength

ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
COPOVIDONE K25-31 (UNIIl: D9C330MD8B)
CROSPOVIDONE (120 .MU.M) (UNII: 68401960MK)
D&C RED NO. 27 (UNIl: 2LRS185U6K)

D&C RED NO. 30 (UNIl: 2542T2808B)

DEXTROSE MONOHYDRATE (UNII: LX22YL083G)
ETHYLCELLULOSE (4 MPA.S) (UNIl: KC5472WRJK)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
STEARIC ACID (UNII: 4ELV7Z 65AP)

SUCRALOSE (UNIl: 96K6UQ3Z D4)




Product Characteristics

Color PINK Score 2 pieces
Shape ROUND Size 16mm
Flavor BUBBLE GUM Imprint Code F8
Contains
Packaging
# Item Code Package Description PRI, R L) L
Date Date
1 NIDC:580602-766- 4 in 1 carTON 09/13/2017
1 NDC:58602-766- 6 in 1 BLISTER PACK; Type 0: Not a Combination
74 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 09/13/2017
Labeler - Aurohealth LLC (078728447)
Establishment
Name Address ID/FEI Business Operations
APL HEALTHCARE LIMITED 650844777 MANUFACTURE(58602-766)

Revised: 9/2025 Aurohealth LLC
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