TYLENOL COLD PLUS FLU SEVERE- acetaminophen, dextromethorphan

hydrobromide, guaifenesin, and phenylephrine hydrochloride tablet, film
coated

Johnson & Johnson Consumer Inc.

TYLENOL ® Cold + Flu Severe

Drug Facts

Active ingredients (in each caplet) Purpose

Acetaminophen 325 mg Pain reliever/fever
reducer

Dextromethorphan HBr 10 mg Cough suppressant

Guaifenesin 200 mg Expectorant

Phenylephrine HCI 5 mg Nasal decongestant

Uses
= for the temporary relief of the following cold/flu symptoms:
= minor aches and pains
headache
sore throat
nasal congestion
= cough
» helps loosen phlegm (mucus) and thin bronchial secretions to make coughs more
productive
= temporarily reduces fever

Warnings

Liver warning

This product contains acetaminophen. The maximum daily dose of this productis 10

caplets (3,250 mg acetaminophen) in 24 hours. Severe liver damage may occur if you
take

= more than 4,000 mg of acetaminophen in 24 hours
= with other drugs containing acetaminophen
= 3 or more alcoholic drinks every day while using this product

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.

= if you are now 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 prescription
drug contains an MAOI, ask a doctor or pharmacist before taking this product.

= if you have ever had an allergic reaction to this product or any of its ingredients.

Ask a doctor before use if you have

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

persistent or chronic cough such as occurs with smoking, asthma, chronic
bronchitis or emphysema

» cough that occurs with too much phlegm (mucus)

Ask a doctor or pharmacist before use if you are taking the blood thinning drug
warfarin

When using this product do not exceed recommended dose

Stop use and ask a doctor if

nervousness, dizziness, or sleeplessness occur

pain, nasal congestion or cough gets worse or lasts more than 7 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.
If pregnant or breast-feeding, ask a health professional before use.

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
= do not take more than directed (see overdose warning)

= take 2 caplets every 4 hours
= swallow whole; do not crush,

adults and children 12 chew or dissolve
years and over = do not take more than 10 caplets
in 24 hours

children under 12 years ask a doctor

Other information

= each caplet contains: sodium 3 mg

= store between 20-25°C (68-77°F)

= do not use if blister unit is torn or broken

Inactive ingredients

carnauba wax, croscarmellose sodium, D&C yellow no. 10 aluminum lake, flavor,
hydroxypropyl cellulose, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, pregelatinized starch, sucralose, titanium dioxide

Questions or comments?
call 1-877-895-3665 (toll-free) or 215-273-8755 (collect)

PRINCIPAL DISPLAY PANEL
NDC 50580-402-26
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Nasal Decongestant, Expectorant

HEAD + BODY ACHES

FEVER + SORE THROAT

COUGH

NASAL CONGESTION

MUCUS + CHEST

CONGESTION

Actual Size



24 CAPLETS

| |||| / §995-568-£48-1 )
l .ﬂll‘d A caJsy em ues Mo

JYLENOL

FOR ADULTS

COLD *FLU
SEVERE

Acetaminophen,

Dextromethorphan HBr, Phenylephrine HCI, Guaifenesin
Pain Reliever-Fever Reducer, Cough Suppressant,

Nasal Decongestant, Expectorant

g.asthma, chronic bronchitis
tren 7days
W renesss of swelling s pressnl.

cal helpor conlacla Poison Conlrol |
attention is crtical for aduls aswel |

as for children even Fyoudo nol nofice any signs or symploms.

T8 N Directions

mwallow whole; donol crush, chew or dissabie

Wiake 2 caplels every 4 hours
Widonol 1ake more han 10 caplls n 24 hours
Weadicaplet conkns sodium 3mp

suchas cozurs wihs

W cough that cecurs wih too mudh phiegm imucus)
Mk a doctor orpharmacist before u se if you are tak ing ihe Hood thivning dugwarkr in

When using this proclust do not excezd recomme nded dose

or coughigets worser b

case of overdoss, gel
m do not ke more than direcled (see ovendose warning)

L,

www.StopMedicineAbuse.org

Leam about teen medicine abuse

PARENTS:

of Bmphy ma

Hrew ynpbmsocy Woough comesbeck of occurswi hrash of Feadadhe Tl

Stopweandaskadochoril  mnerwousniess, dzdiness, o skeeplessness oo
These coud be signs ofaseriouscondilbn.

W ey getsworss o |asts more than 3 days
|Fpregnantor breast-feeding. ask a healh professional before usa,
Keep out of reach of children.

adulls and chidren 12years

and over
chidren under 12 years

Other informaton
» | Wshore teboen 20-25°C(%-77'F)  mdo not use if blister unitis torn or broken W

| Drug Facts (conbinued)
Pupasa W Fyouhine ever had an alengic readion bo this produd or any of its inged et s

nrellesentiever reducer M Aska doctor before use |
W pr, nasd

nl | W ver dseas:

Expeciorani [ W disbetes
Mesal decongestant | W persktentor dironic cougl

Coghsupp

g- Keep this boxforimporiantiniormation.

« HEAD + BODY ACHES
» FEVER + SORE THROAT
- COUGH

» NASAL CONGESTION

» MUCUS + CHEST -

CONGESTION Actual Sze

B areiroal
phen, aska dockror pharmacisl,

HNSON & JOHNSON CONSUMER INC.
mer Healthcara Division
on, PA 18034 USA
Hcough
Hrzh
'Ifadchrea:lmmcus stp ussandsesk medcal help fich away.

el bocseniphisam (muaus) and fin brorchial secrelors bmakecoughs maeproduciv

Tempora |y reduces e

farni

comainingacetaminaphen | prescriplion or nonprescriplion]. Fyou

adg

F ifyouare nowlak inga prescriplbn mondamine avidase inhibilor (MAO ) (oeriain

g
£
5
b=
E
i
s
I
2

325mg

phan HEr 10rmg

uaiknesin 200 .
4p00mg of acaminophen n24hors  Wwith other drugs cnlaining acaminophen

W v dhe femporary e iefiof e Tol cwingcaldfl u symplormes:
Jormerealooholic dirks every day whisusing His produl

octy daline celubse, payelhylene gy

iWer warning: This productcantaing acetamincphen The madmum daily dose of tis modudt
Flncq:ldsu 250 mj acetamingphen) n 24howrs. Severe [ver damage may ceourif you tke

Ilml' dlert: acetaminophenmay cause severs skin reacias . Symprlans may indude:
Ftﬂlmejhiher I'eahd'le r&h, me&amﬂrg sl adocke pmrrpiy.
dugs for de presssion, pychiatic or emational condiions, or Park inson’s disearss), o
or 2wessks afier sbopping the MO dr ug. Fyoudo nolknow o presa iplbn
! dugeontains anMAOI, ask a dockor or pharmacist berne tek ing his producl.

Do nat use

WActive ingradients (in each caplef)
Eminx aches andpaine W headache
W riasdl congesdion

Fuﬂh any olher drug
::Jflmm Iake, Navor, bydnaeypropyl

1Phenylephr ire HOI Smg
slchreﬂrlrg mhiskrs

IH.Isss
ll

Dextermethor

6
g mmoreha

]

24 capLETS

4

RN

T
> SRS o
/ "'lll ”' I 0:»:0,0,

5o
0‘
8

0

EX
E
'f'
=3
I|II
00450

27026

“
e
,0

&

TYLENOL COLD PLUS FLU SEVERE
acetaminophen, dextromethorphan hydrobromide, guaifenesin, and phenylephrine hydrochloride
tablet, film coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50580-402

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
DEXTROMETHORPHAN HYDROBROMIDE (UNII: 9D2RTI9KYH) DEXTROMETHORPHAN

(DEXTROMETHORPHAN - UNII:7355X3ROTS) HYDROBROMIDE 10 mg



GUAIFENESIN (UNII: 495W7451VQ) (GUAIFENESIN - UNII:495W7451VQ) GUAIFENESIN

PHENYLEPHRINE HYDROCHLORIDE (UNII: 04JA59TNS]) (PHENYLEPHRINE - PHENYLEPHRINE
UNI:1WS297WoMV) HYDROCHLORIDE

Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET6)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60H)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
SUCRALOSE (UNII: 96K6UQ3ZD4)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color yellow Score no score
Shape OVAL Size 19mm
Flavor Imprint Code TYLENOL;SEVERE
Contains
Packaging
# Item Code Package Description Marketing Start
Date
NDC:50580- ;
1 402-26 2 in 1 CARTON 07/11/2012
1 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:50580- .
2 402-72 3 in 1 PACKAGE 07/11/2012
2 2 in 1 CARTON
2 12 in 1 BLISTER PACK; Type 0: Not a Combination
Product
3 ZI(I)DZC_:(;LSIOSSO- 2 in 1 POUCH; Type 0: Not a Combination Product 07/07/2017
NDC:50580- :
4 402-02 50 in 1 CARTON 07/07/2017
4 2 in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start
Category Citation Date

OTC Monograph Drug MO012 09/01/2011

200 mg

5 mg

Strength

Marketing End
Date

Marketing End
Date



Labeler - johnson & Johnson Consumer Inc. (878046358)

Revised: 2/2024 Johnson & Johnson Consumer Inc.
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