CHILDRENS TYLENOL COLD PLUS FLU- acetaminophen, chlorpheniramine
maleate, dextromethorphan hydrobromide, and phenylephrine
hydrochloride suspension

Kenvue Brands LLC

Children’s TYLENOL

Drug Facts

Active ingredients (in each 5 Purpose
mL)

Acetaminophen 160 mg Pain reliever/fever reducer
Chlorpheniramine maleate 1 mg Antihistamine
Dextromethorphan HBr 5 mg Cough suppressant
Phenylephrine HCI 2.5 mg Nasal decongestant
Uses

= temporarily relieves the following cold/flu symptoms:
= minor aches and pains

headache

sore throat

cough

stuffy nose
® sneezing and runny nose

= 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

= Dlisters

= 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.

= to make a child sleepy

= in a child who is taking a prescription monoamine oxidase inhibitor (MAOI) (certain
drugs for depression, psychiatric or emotional conditions, or Parkinson's disease), or
for 2 weeks after stopping the MAOI drug. If you do not know if your child's
prescription drug contains an MAOI, ask a doctor or pharmacist before giving this
product.

= if your child is allergic to any of the ingredients in this product

Ask a doctor before use if your child has

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

persistent or chronic cough such as occurs with asthma
cough that occurs with too much phlegm (mucus)

a breathing problem such as chronic bronchitis
glaucoma

Ask a doctor or pharmacist before use if your child is
= taking the blood thinning drug warfarin
» taking sedatives or tranquilizers

When using this product

= do not exceed recommended dose (see overdose warning)
excitability may occur, especially in children

marked drowsiness may occur

sedatives and tranquilizers may increase drowsiness

Stop use and ask a doctor if

nervousness, dizziness or sleeplessness occur

pain, nasal congestion or cough gets worse or lasts more than 5 days
fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

cough comes back or occurs with rash or headache that lasts

These could be signs of a serious condition.

Keep out of reach of children.

Overdose warning

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

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

do not give more than directed (see overdose warning)

shake well before using

mL = milliliter

find right dose on chart below. If possible, use weight to dose; otherwise, use age.
remove the child protective cap and squeeze your child's dose into the dosing cup
repeat dose every 4 hours while symptoms last

do not give more than 5 times in 24 hours

Weight (Ib) Age (yr) Dose (mL) *
under 36 under 4 years do not use

do not use unless
36-47 4to>years  iected by a doctor

48-95 6 to 11 years 10 mL
* oras 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

= store between 20-25°C (68-77°F)

= do not use if carton is opened or if carton tape or bottle wrap imprinted
"TYLENOL" is broken or missing

Inactive ingredients

anhydrous citric acid, D&C red no. 33, FD&C blue no. 1, FD&C red no. 40, flavors,
glycerin, microcrystalline cellulose and carboxymethylcellulose sodium, purified water,
sodium benzoate, sorbitol solution, sucrose, xanthan gum

Questions or comments?
call 1-800-458-1635 (toll-free) or 215-273-8755 (collect)
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NDC 50580-299-01
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Acetaminophen, Pain Reliever-Fever Reducer
Chlorpheniramine Maleate, Antihistamine
Dextromethorphan HBr, Cough Suppressant
Phenylephrine HCI, Nasal Decongestant

Oral Suspension

Ages 6-11 Years
FEVER

SORE THROAT
SNEEZING
RUNNY NOSE
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4 floz (120 mL)



==== Children’s

Children’s @ YZEN , Tk
IYLENOL (o5

COLD + FLU

Ages 6-77 Years
l LU * buprofen Free * Alcohol Free * Aspirin Free

Acetaminophen, Pain Reliever-Fever Reducer :
Chlorpheniramine Maleate, Antihistamine DIRECTIONS:
Dextromethomphan HBr, Cough Suppressant STEP 1.

: Shake well
Phenylephrine HCI, Nasal Decongestant before using

Oral Suspension

Ages 6-]11 Years

STEP 2.
REAL ' Remove child

SORE THROAT protectve
SNEEZING

RUNNY NOSE

COUGH R =

Heaze your
STUFFY NOSE Saugaze ol

into the
dosing cup

IMPORTANT:



Please see (0sINg cnart or ask |
a doctor for your child’s correct dose

Grape PARENTS:

4floz (120 ml) Flavor

0045-0391-056

DrugFacts Drug Facts (continued)

Acﬂnmgmdmh(maach Sml) W pein, nasdl congestion or cough getsworse or lagsmorethan s days
' Wfaver gets worse or lasts mome then days
Chiorpheriramine maleste 1 mg ihistami mredwes orswelingispresen B naw symptams ocour
Dﬁmﬂ'mpl'mHErSnﬁ W coughcomes back or oceurswith rash or headache thek lasts
J Thes could be signs of asefous condfion.

Uses  mtemporanty refievesthe following cold flu e Keep oul ol reachof children.
ln'imrad'nsrrd pgrs .hﬂmg lwmﬁ Overdose warning: Incase of overdose qel medical help or contact

a Poison Control Cene rright away, (1-900-222-1223) Quitk medical

.;.::i:.h, ;ﬂsi:\n:: eneeringardumy rose aﬁu‘fb:nmu’rh:alhruidtaawdluafu children aven Fyoudonotnatice




Liver warning: Thisprductcontans acetaminophen. Seve e e rdamage

Lirections

may cocurifyourchid les m this groduct doesnol contein directions or complete wernings
e mmore then 5 doses 24 hours, whichis the mexinum d &l amount for adulluse.
mwihcther drgs contaring aetaminophen Wdo notgive more than drec ted (see overdose wamin)
N Kllergyalert acebapinophen may cause savere skin reactions. :rsrlf‘tr.ﬁ;ii'h:'hk“ snp
Symplomsmay nckide Mskinreddening  Mbisters  Mrash i : . S
\ ﬁﬂhmﬁ:nmﬁuuﬂnﬁnﬂmlhdp@tm. .imnﬁﬁﬂm“ﬂuw.”muﬂ,m“ﬁh dﬂ,ﬂﬂ'ﬂﬂ,
Sore throat waming; Fsore throatis severe persists formore than 2 days, T ; : ,
N s aooarparied o Ellowed by fever headache,rash,nausea, o woriing, lmnﬂu?chﬂpmﬂm s il
. :ﬂ:::ﬁm - M repeat dose every & hourswhile symptom last
W with anyolher drug containing acetrninophen (prescripbon or B e S e A -
nonp escrption). fyou are notsur whether adrug comains Weight(lh) hge (yr) Dose(mL)
b aceh Eirwm s,::a doctoror phamacist under36 underdyears do ot use
Bomleac ¥
Bina chiwhois teking apesciion morwamie dese inittr MAO)) 347 sosms | o
e (certain drugs for depression, psychisricoremational conditions, or
Parkinsonis disease), orfor 2weehs after stoppingthe MAQ drug, fyou do 495 Gl 1l years 10ml
N nct krow ifyour chid'sprescripion dng contains an MACH, ask a doctoror *oras direcied byadocior
premaid before ving hisprodict. Attention: vse col enchsed dosng cup speciicaly designed oruse wih
Wifyourchild s dlergetaany of the ingredients inthis product ihi product Do ndh use any mmdiir:; ;P;:a. b desin
N Kska doctor hl‘u’nuuil‘gu child has = 5
Wiverdisease  mheatdissase  Whighblood pressire Other information
miymid disase  Wdabetes Wstore between 20-25C (58-77°F)
B W persistert or hronicoough such as ocours with aghma mdonatuseif cartonis opened orif cartontape or bottle wrap
i coug h that occum with oo much phlegm {mucus) imprinted “TYLENOL" is broken or missing
W breathing problem such as chronic bronchiis ;
.;mn.:g i Inactiveingredients
arhydrous ciricach, DGC red o, 33, FDRC Buero, 1, FDRC red no, 40,
N | ‘:‘;:;H:ﬁﬁ:ﬁmmﬁ;:ﬂm“”F"””"" Ravers, e, mioctystalie celubse e caorymetylelbee
I tdkingsedaivesar raniulzers mﬂ ;.l:nﬁa:lﬂur, socdum berzoate, sorbibol soluion, sucmss,
Whenusing thisproduct L "
S o not exceedracomm ended dose (see overdose warning) Questions or comments?
W excitabity may oceur, especialy in hidren call 1-800-458-1635 (toll-ree) or 215-273-8755 feallect)
W rerked rowsiness may ocour
W s=dalives and ranquiizers may increase drowsiness Distributed by: JOHNSON & JOHNSON CONSUMER INC.
N n Gl

Stop wse and aska doclor f Mch eil Consumer Healthcare Division 0037519

W revoisnass, doness orslesplessness oour Fort Washington, PA19034 USA
- EIRICI 2016 www tylenol.com G Rk b




CHILDRENS TYLENOL COLD PLUS FLU

acetaminophen, chlorpheniramine maleate, dextromethorphan hydrobromide, and phenylephrine
hydrochloride suspension

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:50580-299
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 1i(r5105nr1ng|_
CHLORPHENIRAMINE MALEATE (UNIl: V1Q0090J9Z) (CHLORPHENIRAMINE - CHLORPHENIRAMINE 1 mg
UNII:3U6101965U) MALEATE in 5 mL
DEXTROMETHORPHAN HYDROBROMIDE (UNIl: 9D2RTI9KYH) DEXTROMETHORPHAN 5 mg
(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE in 5 mL
PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]J) (PHENYLEPHRINE -  PHENYLEPHRINE 2.5 mg
UNIL:1WS297W6MV) HYDROCHLORIDE 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 (UNII: H3R47K3TBD)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)
GLYCERIN (UNIl: PDC6A3C00OX)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CARBOXYMETHYLCELLULOSE SODIUM, UNSPECIFIED FORM (UNIl: K6790BS311)
WATER (UNIIl: 059QF0KOOR)
SODIUM BENZOATE (UNIl: OJ245FE5EU)
SORBITOL SOLUTION (UNII: 8KW3E20702)
SUCROSE (UNII: C151H8M554)
XANTHAN GUM (UNII: TTV12P4NEE)

Product Characteristics

Color purple Score

Shape Size

Flavor GRAPE Imprint Code
Contains

Packaging

Marketing Start Marketing End
Date Date

1in 1 CARTON 06/26/2017

# Item Code Package Description

NDC:50580-

1 299-01



120 mL in 1 BOTTLE; Type 1: Convenience Kit of
Co-Package

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO012

Labeler - kenwue Brands LLC (118772437)

Revised: 11/2024

Marketing Start
Date

06/26/2017

Marketing End
Date

Kenvue Brands LLC
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