TYLENOL EXTRA STRENGTH- acetaminophen tablet, film coated
Kenvue Brands LLC

TYLENOL® Extra Strength
Drug Facts
Active ingredient (in each caplet)

Acetaminophen 500 mg

Purpose
Purpose

Pain reliever/fever reducer

Uses

W temporarily relieves minor aches and pains due to:
- the common col

- headache

- backache

- minor pain of arthritis

- toothach

- muscular aches

- premenstrual and menstrual cramps

W temporarily reduces fever

Warnings

Liver warning

This product contains acetaminophen.Severe liver damage may occur if you take
Bl more than 4,000 mg of acetaminophen in 24 hours

B with other drugs containing acetaminophen

W 3 or more alcoholic drinks every day while using this product

Allergy alert

acetaminophen may cause severe skin reactions. Symptoms may include:
M skin reddening W blisters W rash
If a skin reaction occurs, stop use and seek medical help right away.

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 you are allergic to acetaminophen or any of the inactive ingredients in this product



Ask a doctor before use if you have liver disease

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

Stop use and ask a doctor if

M pain gets worse or lasts more than 10 days
W fever gets worse or lasts more than 3 days
B new symptoms occur

M redness or swelling is present

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

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

W take 2 caplets every 6 hours while symptoms last

adults andchildren |H do not take more than 6 caplets in 24 hours, unless directed by
12 years and over |a doctor

l do not use for more than 10 days unless directed by a doctor

children under 12

years ask a doctor

Other information

W store between 20-25°C (68-77°F)
H do not use if carton is opened. Do not use if foil inner seal imprinted with
“TYLENOL” is broken or missing

Inactive ingredients

carnauba wax, crospovidone, FD&C red no. 40, hypromellose, magnesium stearate,
microcrystalline cellulose, povidone, pregelatinized starch, propylene glycol, sodium
starch glycolate, stearic acid, titanium dioxide

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



PRINICIPAL DISPALY PANEL

NDC 50580-108-25

TYLENOL ®
FOR ADULTS
Acetaminophen
Pain Reliever
Fever Reducer
Extra Strength
Actual Size

225 Caplets
500 mg each
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buted by:
Kenvue Brands LLC, Summit, NJ 07901

© Kenvue Brands LLC 2025

us at www.tylenol.com
or call toll-free 1-877-TYLENOL (1-877-895-3665)

Pat. www.kenvuepats.com

Contains No Aspirin

Di

(1021109) 6528-€L2-61Z 40 (9914-110}) G99€-G68-LL8~1 |[BD
SSIuawIWIo9 1o suonsanyd

spixolp
winiuey)} ‘pIoe OLER}S ‘D1BI00K|B LoILS WNIPOS ‘I00AIB
susjAdoid ‘4oIBls paziueleBa.d ‘BUopIAad ‘9so|n|e3
SUIRISAIB0ION ‘B1.18}S LuNISBUBEW ‘9S0][BLIOIdAY
‘0 “OU Pa1 9BA4 *2uOPIN0dS0I0 ‘XEM BGnEuIEd
sjusipabuy eanoeul

"UOIIPUOD SNOLIBS B 40 SUBIS 3q PIN0D 3SAUL

uesesd s| Buljoms 1o ssoupel B

4n200 swoyduwiks mou m

shep g uey) ai0w sise| IO 9510M S195 Jone) W
SAED (1 UBL} 210U SISE| 1O 9SIOM S19B UfE

1110100p e YSe pue asn doig

urepem Brup Buguuiy pooiq ayy Bupyey
018 o 1 951 21040 3198 WLIBYd 10 10100P © SY

9SEASIP J9A SAEY NOA J1 3SN 310489 J0I1O0P B HSY

Buissiw 10

UB0IT S1 ,TONTTAL, UM PajuLiduw [E8s Jouus
1103 J1 88N 10U 0 'PauadO S| UCLIES J| 9SN JOU Op W
(4042-89) 9,52-02 U02M}aq 21015 W
uoneuwIoul 13430

1onpoid sy ur Spueipaibul dnRoEU!
aus 50 Aue 1o uaydouiEIeo. O} oIBIaIlE a8 Nk ) |
“isieuieyd 10
10300p B sE ‘usydoulLe}ade surejuod 6rup e Jsyiaym
aIns Jou aze noA J) “(uonduosaiduou Jo uonduosaid)
uaydouiueaoe Buluieu0d Bip Jayio Aue yum m
asnjou og

siak gy
Jepun
10100p B se uaipyo

10300p ¢ Aq pajoaup
ss91un sAEP 01 UBY} B40W IO BSN JOU 0P W
10100p & AQ pejoaiip ssajun ‘sinoy vz | 10n0 pue
ur sjo|dea 9 ueyy 10w oxeL jou opm | sreah zt
158 swordwAs uaIpyd
aym SN0y 9 A19A9 SIAIdED Z Sxer M [pue synpe

“Keme ybu

dijay [E01paW 89S PUE 25N dOJS ‘SINJO0 LOHIB UIS B |

yseim  siisiqm  Buiuappal upjs m

:apnjouy Kew swojdwiAg 'suoyoral

upis 210438 asnes Aew uaydouiwelase paje AB.s|lY
nposd siyy

Buisn aiym AEp Aiane SHULIP DIIOYOOIE 20U 0 ¢ B

UeydouiLIEIa0E BUUEIL0D SBIIP JOUN0 UM B

SINoY g ul uaydouwelase Jo Bl 0p0'y UBY) Si0w m

@31 NoA J1 nooo Aew aBeWIEp Jan) 2J9n8S

(Buiusem @s0PIRA0 99S) PRIIVUIP UBYY 240W 2383 30U OP B

SuiRIu02 1onpoud siy) :Bujuiem 1on]
sBuiuiep

“swoduiks 10 SUBIS Aue

200U 10U OP NOK Jf USAD UBAPIILD O) SE [[oM SE SHNPE
10§ [201140 S1 UORUBNE [BIIPOW YIIND (22T L-22Z-008- 1)
“Aeme Jybu J8IUBD [04U0D UCSIOG B 10BIUCO JO digy
[E0IPaW 196 ‘aSOPIANO JO BSED U] :BUILIEM SSOPIRD
“UIPIYO JO Yoeas Jo Ino deay

“asn aiojaq

[euoissajoid yjeay e s ‘Buipas)-seaiq Jo jueubaid |

(penunuoo) spoeq 6niqg

<= OPEN HERE

3 001.50“510427

1900y s30NPa. AluEI0dWe) W
sdweuo [enjsuaw pue jenisuswaid
soyoe JenoSNW | aoeY100]
snuyLe jo ured Joujw m oyoeyorqm
QYOEPEOY M PIO? UOWWIOd Ouy m
;03 @np suled pue sayoE Joulw sanate Aluelodwa; m
sasn

Je0npal Jenajaeneliel uted B 00g ueydouiwejeoy
asodind  (39)dea yoea ui) usipaibui 2Ny

sjoe4 6niq

30060111




TYLENOL EXTRA STRENGTH

acetaminophen tablet, film coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:50580-108
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg
Inactive Ingredients
Ingredient Name Strength

CROSPOVIDONE, UNSPECIFIED (UNIl: 257830E561)
STEARIC ACID (UNII: 4ELV7Z65AP)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

POVIDONE (UNIl: FZ989GH94E)

MAGNESIUM STEARATE (UNIl: 70097M6130)

SODIUM STARCH GLYCOLATE TYPE A (UNIl: HBAVOSQX4D)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

CARNAUBA WAX (UNIIl: R12CBMOEIZ)

FD&C RED NO. 40 (UNIl: WZB9127X0A)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

Product Characteristics

Color white (with red print) Score no score
Shape OVAL Size 18mm
Flavor Imprint Code TYLENOL;500
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 DDC:50580-108- 4 in 1 carTON 10/13/2025
1 225 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
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