CHEWABLE ACETAMINOPHEN CHILDRENS- acetaminophen tablet, chewable
Cardinal Health 110, LLC. DBA Leader

Leader 44-450

Active ingredient (in each chewable tablet)

Acetaminophen 160 mg

Purpose

Pain reliever/fever reducer

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

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if
your child takes

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

= with other drugs containing acetaminophen

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

» skin reddening

» blisters

= 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 fever, headache, rash, nausea, or vomiting, consult a
doctor promptly.

Do not use

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

» 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.

In case of overdose, get medical help or contact a Poison Control Center 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

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

= do not give more than directed

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

age.

chew or crush tablets completely before swallowing; do not swallow tablets whole

repeat dose every 4 hours while symptoms last

do not give more than 5 times in 24 hours

do not give for more than 5 days unless directed by a doctor

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

Under 24 Under 2 Ask a doctor
24-35 2-3 1 tablet
36-47 4-5 1 1/2 tablets
48-59 6-8 2 tablets
60-71 9-10 2 1/2 tablets
72-95 11 3 tablets

*or as directed by a doctor



Other information

m store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
= avoid high humidity

= see end flap for expiration date and lot number

Inactive ingredients

citric acid, crospovidone, D&C red #27 aluminum lake, D&C red #30 aluminum lake,
dextrates hydrated, ethylcellulose, flavor, magnesium stearate, mannitol, polyethylene,
stearic acid, sucralose

Questions or comments?
1-800-426-9391

Principal display panel
LEADER™
NDC 70000-0310-1

Children's
Chewable Acetaminophen
160 mg Chewable Tablets | Pain Reliever / Fever Reducer

Bubble Gum Flavor

Ages 2 - 11

Aspirin-Free

Ibuprofen-Free

Chew or crush tablets
completely before swallowing.

24 CHEWABLE TABLETS
ACTUAL SIZE

COMPARE TO
CHILDREN'S TYLENOL®
active ingredient**

100% Money Back Guarantee

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

100%

Money Back

Guarantee

Return to place of purchase.

CIN 5335336 REV. 9/22

**This product is not manufactured or distributed by Johnson & Johnson



Corporation, owner of the registered trademark Children’s Tylenol®.
50844 REV0522B45008

DISTRIBUTED BY CARDINAL HEALTH
DUBLIN, OHIO 43017
www.myleader.com
1-800-200-6313

©2022 CARDINAL HEALTH, LEADER, and
LOGOs are trademarks of Cardinal
Health. All other marks are the property
of their respective owners.



4 “Istoeuneyd 1o 10j50p
B y5e ‘Uaydouiwegade surejuod Grup e Jauiaum

1ns Jou a1e noA §| “(uondussaiduou Jo uondinsaid)
uaydounueize Guiueuo Grp sauo Aue i m

8sn Jou og

“fpdwosd Jopa0p
£ )|nsu0d ‘Buniwon 10 “easneu “ysel ‘auoepeay Jana)
iy pamo)jo) 10 paiuedwodae $1'SAEp 2 UBL) 210 10}
sisisiad ‘alangs s Jeoiy) 3105 §| Bujwem jeosy) alog

“feme b djay
[ea1pall §3as pue asn dojs “SIN330 UONIEA) ULYS B |
yserm  sigjsygm  Buiusppal uysm
“apnjoul few swopdwig ‘suoea)
Ungs aianes asned few usydouiweyzoy Jaje Ay
uaydounweyaoe Gujurejucd sBnp saupo i m

Junouwe Aep W e
AUYISIUAIUM SINOL Z U1 $3S0P § LRY| Blow m
S8YE) PIyD InoA ji 1200 few abewep jan)| alansg
“uaydounue)aoe suleuod janpoid s <Bujuiem s
shurem
130} ssonpal fuelodws) m

PI03 UDWLLOT BUY M BUIBLRO0) M

Njim JeCiyj2J05m  3YJEpeaym
20} 8np sured pue sayde Jouiw sanaijal fuelodwa) m

sasf
130NP3J Janal/1analjal uieg = G 09} uaydounuelaoy

(131qe) 3jqemaya yaea uj)
asoding Juaipaibiuy anrjay

NOLIYWHONI 19n0044 3131dW0d  RRYH[T] has
Y04 30VNIVd B3IN0 dIN

c .
g
]
S E2¢
o~
I
P m 8 m s 8005+82250A3Y
m TR m,m 80-06+-5220-8
,Iw L U o £
S0 el

[

SIN0Y 2 Ul S3LUIY G e 3ol anG Jou op m

158] swopduaks apym sinoy p Aana asop jeadasm
(0L SI2|qB) MOJ[RMS Jou O

‘Guwnajiems a1ojaq A1aiduwed S(qE] USTUD 10 MaU B
“abie asn ‘asunIau|o 2s0p o Jufilam

100% Money Back Guarantee

Pns

¥ = % m m 3SN ‘3jqss0d §| "MOJB 1EYD UO 3S0p 1y Bu) puy m
| m gx? 1626-92¢-008-1 ¢ SjUaLLII0T 10 SUONSany) pajaanp uey) alow anf jou opm

/ - .m W w _m e asn j|npe 1o} wmsE;%_“Ea

¥ .

e [+ OT m uea)s ‘aus)fgadiod Jopuuew ‘aeres)s wnisaubiew A0 STOWIE MEED 05900 wm_..___h._“uw_.____wm

= o VO 0N} ‘2501n391AL03 ‘pareIphy Sanenap ‘el bl
| 3 WnuIUNE 8# Pl '9Q ‘8Ne| WLILINE ¢ pal %0 “swojdwifs Jo sufis fue
m-m_...... ‘suopiodsol ‘pe aul - jualpadbi anljaeu) 010U J0U 0P NOA J1 UBA3 LBIJILD J0) S8 [|3M SB Synpe
10} [N § uonuaje [expaw jdwold Keme Jybu
€} s e e
] o Usaa paILEd SUORITONA 1.1 .57 e A0ls m 3S0pJaN0 JO 4SED U] "UBI|IY3 JO yaeal jo jno daay
___ m % = uoiewojur Jayjg “uolypuod snouas & Jo sublis aq pneo asayL
/ @ < 5 Juasald s1 Buyiams 1o ssaupal m
| " . I 10}00p & £iq payaanp se o, 1090 stojduks mau m
.—nuu- o SPOIT m =T} sAep & L) 310U S)5e| 10 3510M $jal sana) m
— Sfiep § ueL) 310w S1se| 10 asiom $1ab uied m
s = m SRt Z 89 | 658y ~abEs0p
) st m m S0 S+ Lr9E PapualwoIa] paaaxa jou op janpoad siy) Guisn uaym
= 2 BE Iy Bian | £ | St “uiey 2 Bnup Buuuiy) poojq auy) Guyey
O & 20 10j00p BXSY 2Japun | vz sapun $1 P12 Inok Ji &SN alojar si9eLLEYd 10 J0ja0p B ySY

o =

. .m b m < +(siz1qes aiqemaya) asog | (4) @By | (91) uBrem “a5easip Jahl Sey PIIYY INoK 1 3N 310130 10130P € isy

2 . w o S m Jojop Jonpoxd siy) ui spuaipaiBul aaoeul ay)
g .,, e mu MHM m £ A pajaalip ssajun sfep § uey) alow Joj anb jou opm J0 fue 1o wsydounue)aoe of 2)e ) Yo ok e
S ..% 3 mm% (panunuoa) sjae4 Bnig (panunuoo) sje4 finig

S 2 68

SAFETY SEAL UNDER CAF IS BROKEN OR MISSING

TAMPER EVIDENT: DO NOT USE IF IMPRINTED

100%
AV 4l Money Back
Guarantee
Return to place of purchase,

CIN 5335336 REV. 9/22
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Leader 44

CHEWABLE ACETAMINOPHEN CHILDRENS

acetaminophen tablet, chewable

Product Information

Item Code (Source) NDC:70000-0310

HUMAN OTC DRUG

Product Type
Route of Adm

ORAL
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trati




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 160 mg
Inactive Ingredients
Ingredient Name Strength

CITRIC ACID MONOHYDRATE (UNIl: 2968PHWBQP)
CROSPOVIDONE, UNSPECIFIED (UNII: 257830E561)
D&C RED NO. 27 ALUMINUM LAKE (UNIl: ZK64F7XSTX)
D&C RED NO. 30 (UNIl: 2542T2808B)

DEXTROSE MONOHYDRATE (UNIl: LX22YL0O83G)
ETHYLCELLULOSE, UNSPECIFIED (UNIl: 7Z8S9VYZ4B)
MAGNESIUM STEARATE (UNII: 70097M6130)
MANNITOL (UNIl: 30WL53L36A)

HIGH DENSITY POLYETHYLENE (UNIl: UGOOKM4WR?7)
STEARIC ACID (UNII: 4ELV7Z65AP)

SUCRALOSE (UNII: 96K6UQ3ZD4)

Product Characteristics

Color pink Score 2 pieces
Shape ROUND Size 16mm
Flavor BUBBLE GUM Imprint Code 44,450
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:70000- q
1 0310-1 1in 1 CARTON 02/25/2005
1 24 in 1 BOTTLE, PLASTIC; 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 02/25/2005
Labeler - cardinal Health 110, LLC. DBA Leader (063997360)
Establishment
Name Address ID/FEI Business Operations

LNK International, Inc. 038154464 pack(70000-0310)



Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Revised: 10/2023

Address ID/FEI

832867837

Address

Address

Business Operations

manufacture(70000-0310) , pack(70000-0310)

ID/FEI

967626305

ID/FEI

117025878

Business Operations
pack(70000-0310)

Business Operations
manufacture(70000-0310)

Cardinal Health 110, LLC. DBA Leader
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