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Drug Facts Drug Facts (continued)

Active ingredient (in each caplet) Purpose If pregnant or breast-feeding, ask a hea th professiona before use.
Acetaminophen 650 mg.........................Pain reliever/fever reducer Keep out of reach of children. ‘
Overdose warning: In case of overdose, get medical help or
Uses W temporarily relieves minor aches and pains due to: contact a Poison Control Center right away. (1-800-222-1222)
m minor pain of arthritis W muscular aches W backache Quick medical attention is critical for adults as well as fo} children
m premenstrual and menstrual cramps even if you do not notice any signs or symptoms.
m the common cold | headache | toothache - -
m temporarily reduces fever Directions
- m do not take more than directed (see overdose warning)
wammg_s adults m take 2 caplets every 8 hours w td water
Liver warning: This p oduct contains acetaminophen. Severe liver m swallow whole; do not crush, chew, split
damage may occur if you take or dissolve !
m more than 6 caplets in 24 hours, which is the maximum daily amount m do not take more than 6 caplets ir{ 24 hours
m with other drugs containing acetaminophen m do not use for more than 10 days unless
| 3 or more alcoholic drinks every day while using this product directed by a doctor i
Allergy alert: acetaminophen may cause severe skin reactions.
Symptoms may include:
W skin reddening W blisters W rash
If a skin reaction occurs, stop use and seek medica help right away.

28¢8,05700

INDC 50580-783-32

JYLENOL 8:»

ARTHRITIS pain

Acetaminophen
Extended-release tablets

Pain Reliever / Fever Reducer

For The Temporary Relief
0f Minor Arthritis Pain

under 18 years | m ask a doctor
of age

0ooo00000
(L

T

|

Other information |

Do not use W store between 20-25°C (68-77°F) I
= w th any other drug containing acetaminophen (prescription or m do not use if carton is opened. Do not use if foil ‘inner seal

nonprescription). If you are not sure whether a drug contains imprinted with “TYLENOL” is broken or missing!
acetaminophen, ask a doctor or pharmacist. — -
mif you are alle gic to acetaminophen or any of the inactive Inactive ingredients camauba wax, hyd oxyetth cellulose,

ingredients in this p oduct hypromellose, magnesium stearate, microcrystalline cellulose,

- - modified starch, povidone powdered cellulose prege\atirPized starch,
Ask a doctor before use if you have liver disease sodium starch glycolate, titanium dioxide, triacetin

$995£-S68-£/£8-1 )
cajey am ues Mo

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

Stop use and ask a doctor if
* W pain gets worse or lasts more than 10 days
I 00 Caplets m fever gets worse or lasts more than 3 days
B new symptoms occur o redness or swelling is present
*(apsule-Shaped 650 Iﬂy eaCh These could be signs of a serious condition.
Bi-Layer Tablets

Questions or comments? J
call 1-877-895-3665 (toll-free) or 215-273-8755 (collect)
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Active ingredient (in each caplef)
650 mg. Pain
' temporarily relieves minor aches and pains due to:  m minor pain of arthritis
mmuscularaches  mbackache M premenstrual and menstrual cramps
mthecommoncold  mheadache  mtoothache
' temporarily reduces fever
Wamings
Liver warning: This product contains acetaminophen. Severe iver damage may occur if you take
m more than 6 caplets in 24 hou s, which is the maximum daily amount m wi h other drugs containing
acetaminophen m 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 m biste s
m rash. a skin reaction occurs, stop use and seek medical help right away. Do not use mwith any
other drug containing or ion). fyou are not sure whether a
drug contains acetaminophen, ask a doctor or pharmacist. mif 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
adoctor or pharmacisl helore use if you are taking the blood thinning drug warfarin. Stop use and

Purpose
reducer

Uses

Body Tex:

TYLENOL 8.

PUSII AND TURN CAP
E LABEL

NDC 50580-783-32

ARTHRITIS pain
Acetaminophen

Extended-release tablets

Pain Reliever / Fever Reducer

For The Temporary Relief Of Minor Arthritis Pain

*Capsule-Shaped
Bi-Layer Tablets
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100 Caplets*
650 my each

3days mnew symptoms occur M redness or sweling 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 we | as for children ‘
even if you do not notice any signs or symptoms. Directions m do not take more than directed
(see overdose warning). Adults: m take 2 caplets every 8 hou s with water m swallow whole; do not‘
crush, chew, splt or dissolve m do not take more than 6 caplets in 24 hou s m do not use for more than
10 days unless directed by a doctor. Under 18 years of age: mask a doctor
Other information m store between 20 25°C (68-77°F) m do not use if foil inner seal imprinted
with “TYLENOL" is broken or missing. Inactive ingredients camauba wax, hydroxyethy c \ose

um stearate, microcrystal ine cellulose, mod fied starch, povidone, powde% ‘
cellulose, pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin
Questions or comments? cal 1-877-895-3665 (toll-free) or 215-273-8755 (collect) ‘

Distributed by: JOHNSON & JOHNSON CONSUMER INC.
McNeil Consumer Healthcare Division
Fort Washington, PA 19034 USA ©J&JCI 2018
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ARTHRITIS pain

Distributed by:

Drug Facts Drug Facts (continued)

Active ingredient (in each caplet)  Purpose If pregnant or breast-feeding, ask a health profe*ssional
Acetaminophen 650 mg... Pain reliever/fever reducer before use. |

Keep out of reach of children. !
HR Uses Overdose warning: In case of oyerdose, get meti)ical help or
m temporarily relieves minor aches and pains due to: contact a Poison Control Center right away. (1-800-222-1222)

m minor pain of arthritis ~ m muscular aches Quick medical attention is critical for adults as well as for

A R THRI TI s PAIN m backache wpremenstrual and menstrual cramps children even if you do not notice any signs or syrr}ptoms.

u the common cold mheadache  mtoothache

u temporarily reduces fever Directions i
I

I
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Acetaminophen Warnings mdo not take more than directed

(see overdose warning)

Li ing: This product contai taminophen. S
Extended'release tablets nv“é%:rz:;: ?nay (I)scgl:cr) ifu;): ?:k:ms aeciaminopnen. Severe adults mtake 2 caplets every 8 hoqu with water

mmore than 6 caplets in 24 hours, which is the maximum m swallow whole; do not crusp, chew,
. . daily amount split or dissolve
Pam Rellever / Fever Reducer mwith other drugs containing acetaminophen mdo not take more than 6 caplets in
m 3 or more alcoholic drinks every day while using this product 24 hours !
i Allergy alert: acetaminophen may cause severe skin mdo not use for more than 10 days
FOT The Temporarv Re"ef reactions. Symptoms may include: unless directed by a doctor

Of Minor Arthritis Pain mskinreddening  mblisters  mrash

If a skin reaction occurs, stop use and seek medical help under mask a doctor !
right away. 18 years ‘
of age |
|
|
|
|
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Do not use
mwith any other drug containing acetaminophen (prescription
or nonprescription). If you are not sure whether a drug Other information
contains acetaminophen, ask a doctor or pharmacist. u store between 20-25°C (68-77°F)
wif you are allergic to acetaminophen or any of the inactive m do not use if carton is opened. Do not use if L%il inner
ingredients in this product seal imprinted with “TYLENOL” is broken or missing
Ask a doctor before use if you have liver disease ‘
Inactive ingredients ‘
carnauba wax, hydroxyethyl cellulose, hypromellose,
magnesium stearate, microcrystalline cellulose, nlodified
Stop use and ask a doctor if starch, povidone, powdered cellulose, pregelatini ‘ed starch,
mpain gets worse or lasts more than 10 days sodium starch glycolate, titanium dioxide, triacetin
mfever gets worse or lasts more than 3 days ‘

* ® new symptoms occur , \
22 5 Capl ets mredness or swelling is present Questions or comments? |
6'50 m g ea Ch These could be signs of a serious condition. call 1-877-895-3665 (toll-free) or 215-273-8755 (Eollect)

(AN
sja|qe soke7-1g
padeys-ainstie),

L %89

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

U209 bus 059

Q +S19/de) 677

*(apsule-Shaped
Bi-Layer Tablets

3 0045-0838-377

= OPEN HERE

CNIAKHIHE
555 \‘“‘/"/‘Q‘\ %

A

Labeli ILNGTEETTNM Font . HelveticaDF-Medium, Bold, Boldltalic \

. 10.00 pt | Body Tex: 7.00pt | Bullet: 5.00 pt | Hori  |Scal : 86%
9.00 pt [ 7.50 pt I 1 250 pt
:7.00 pt (conti  :9.00 pt il : 050 pt I 125

Reference ID: 4376518



FDA_Submission_Artwork_30036841_TYL_8hr ARTHRITIS_PAIN_CAP225_CARTON R6.pdf 1  11/27/18 8:18 AM

}‘:
66

|
JOHNSON & JOHNSON CONSUMER INC.
Contains No Aspirin
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ARTHRITIS pain

Distributed by:

Drug Facts Drug Facts (continued)

Active ingredient (in each caplet)  Purpose If pregnant or breast-feeding, ask a health profe*ssional
Acetaminophen 650 mg... Pain reliever/fever reducer before use. |

Keep out of reach of children. !
Uses Overdose warning: In case of overdose, get meti)ical help or
m temporarily relieves minor aches and pains due to: contact a Poison Control Center right away. (1-800-222-1222)
mminor pain of arthritis ~ m muscular aches Quick medical attention is critical for adults as well as for
u backache u premenstrual and menstrual cramps children even if you do not notice any signs or symptoms.
u the common cold mheadache  mtoothache
m temporarily reduces fever

GZ-£8£-0850S JAN

$995-S68-£/8-1 )
cajoy om ued MoH

uaydouwedy
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mdo not take more than directed

Warnings (see overdose warning)

Liver warning: This product contains acetaminophen. Severe

liver damage may occur if you take adults mtake 2 caplets every 8 hoqu with water

mmore than 6 caplets in 24 hours, which is the maximum m swallow whole; do not crush, chew,

daily amount split or dissolve |

mwith other drugs containing acetaminophen m do not take more than 6 caplets in

m 3 or more alcoholic drinks every day while using this product 24 hours !

Allergy alert: acetaminophen may cause severe skin mdo not use for more than 10 days

reactions. Symptoms may include: unless directed by a doctor

mskinreddening  mblisters  mrash

If a skin reaction occurs, stop use and seek medical help under 18 years | maska doctor i

right away. of age ‘
I
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Do not use
mwith any other drug containing acetaminophen (prescription
or nonprescription). If you are not sure whether a drug Other information
contains acetaminophen, ask a doctor or pharmacist. u store between 20-25°C (68-77°F)
wif you are allergic to acetaminophen or any of the inactive m do not use if carton is opened. Do not use if L%il inner
ingredients in this product seal imprinted with “TYLENOL” is broken or missing
Ask a doctor before use if you have liver disease ‘
Inactive ingredients ‘
carnauba wax, hydroxyethyl cellulose, hypromellose,
magnesium stearate, microcrystalline cellulose, nlodified
Stop use and ask a doctor if starch, povidone, powdered cellulose, pregelatini ‘ed starch,
mpain gets worse or lasts more than 10 days sodium starch glycolate, titanium dioxide, triacetin
mfever gets worse or lasts more than 3 days ‘

® new symptoms occur Questi ts? !
u redness or swelling is present uestions or comments:

These could be signs of a serious condition. call 1-877-895-3665 (toII-free) or 215-273-8755 (‘FO"eC'[)

SpIgeL iaket-1g
padeys-apnsie),

L %89

Ask a doctor or pharmacist before use if you are taking
the blood thinning drug warfarin
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Active ingredient (in each caplet) Purpose
| A inophen 650 mg .Pain reliever/fever reducer
| Uses  mtemporar ly relieves minor aches and pains due to:  m minor pain of arthritis

W muscular aches W backache W premenstrual and menstrual cramps
mthecommoncold M headache M toothache
| m temporarily reduces fever

H0O0000LO

Warnings

Liver warning This product contains acetaminophen. Severe liver damage
may occur if you take  m more than 6 caplets in 24 hours, which is the
maximum daily amount  m with other drugs containing acetaminophen

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

Allergy alert acetaminophen may cause severe skin reactions. Symptoms
may include: W skinreddening  m blisters W rash. If a skin reaction
occurs, stop use and seek medical help right away. Do not use ~ m with any
other drug containing acetaminophen (prescription or nonprescription). If you are
not sure whether a drug contains I ask a doctor or ph: i

‘ m if you are allergic to acetaminophen or any of the inactive ingredients in this

I

&
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IR

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
‘ m fever gets worse or lasts more than 3 days ~ ® new symptoms occur

m redness or swelling is present. These could be signs of a serious condition.

TO OPEN: PUSH AND TURN CAMP Keep out of reach of children. Overdose warning In case of overdose, get medical

Hill READ THE LABEL IR

NDC 50580-783-25

8ur

JIYLENO

ARTHRITIS paiv
Acetaminophen
Extended-release tablets
Pain Reliever / Fever Reducer

For The Temporary Relief
Of Minor Arthritis Pain

*Capsule Shaped
Bi Layer Tablets

225 Caplets*

630 mg each
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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

u do not take more than directed (see overdose warning)
Adults  m take 2 caplets every 8 hours with water

m swallow whole; do not crush, chew, sp it or dissolve

W do not take more than 6 caplets in 24 hours

m do not use for more than 10 days unless directed by a doctor
Under 18 years of age  m ask a doctor

Other information

' store between 20-25°C (68-77°F)

m do not use if foil inner seal imprinted with “TYLENOL” is broken or missing
Inactive ingredients camauba wax, hydroxyethyl cellulose, hypromellose,
magnesium stearate, microcrystal ine cellulose, modified starch, povidone, powdered
cellulose, pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin
Questions or comments?

call 1-877-895-3665 ({oll-free) or 215-273-8755 (collect)

Distributed by:

JOHNSON & JOHNSON CONSUMER INC.

McNeil Consumer Healthcare Division

Fort Washington, PA 19034 USA
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Distr buted by:

JOHNSCN & JOHNSCN CONSUMER INC.
McNeil Consumer Healthcare Division

Fort Washington, PA 19034 USA

©j&JCI 2018
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Actve ng edent(nea h apef)
ol o Acetaminophen 650 mg.

Uses mtempo a i a

‘miemporarly educes fever

) This p oduct  ontains acetaminophen. Severe iver damage may
oc ur fyoutake mmore han 6 caplets in 24 hou s, whichis he maximum day

mmus ula a hes mbackache mminor pain of a thrtis mtoo ha he
p ual and menst ual ¢ amps mheadache m he ommon old

amountmwhoherd ugs ontaining acetaminophen m 3 or more alcoholic

whlg using his p oduct. Alle gy

‘ause severe skin reactons. Symptoms may include: m skin eddening

mbisters m ash. [faskin eaction occu s, stop use and seek medi a help ight
‘away. Do not use mwthanyoherd ug ontaining acetaminophen (p esc iption
or nonp escription). fyou are not sure whe he ad ug ontains acetaminophen,
‘askadoctor or pha macist. mif you are ale gi to acetaminog m
a e iver

inac veng edients in his p oduct Ask a doctor befo e use

of he

1 7/10/18 12:32 PM

disease. AskAdoc o or pharmac sTbe 0 e use Tyoua e akng hebood himngdugwara n
Stop use and ask a doctor if mpain gets wo se orlasts more than 0 days mfever gets wo se o asts
more han3 days pesent The
serious condiion. If p egnant or b east-feeding, ask a heath p ofessiona before use. Keep out of
reach of chi d en. 0 e dose wa ni ‘ase of ove dose get medi a help or contacta Poison ‘
Cont ol Center ightaway. (800 222- 222) Quick medi al atienion s crii al for aduts as we as for
chid ene en fyou donotnotce any signs o symptoms. Di ections m do nottake mo e han }H
£

TO OPEN: PUSH AND TURN (AP
READ THE LABEL IR

NDC 50580-309-01

ITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN

TYLENOL 8.

Acetaminophen
Extended-release tablets
Pain Reliever / Fever Reducer
For Upto 8 Hours Re e

of M nor Musc e Aches &Pan

“Capsule-Shaped
B -LayerTab ets

w ednessor

di ected (see o e dose wa ning). Adults and ch Id en 12yea sand o er: mtake 2 caplets
8housw hwater m swallow whole; donotc ush, hew, splt or dissolve m do nottake more han

6 aplefsin24hous more han I Child en under
12yea Jonot use. O her info mation m siore between 20 25°C (68-77°F) mdo not use if foil
inner seal imprinted wh “TYLENOL” s broken or missing. Inacti e ing edients anauba ax,
h hypomelose & Todfedsart, ‘
povdone powde ed cellulose pregelaini ed star h, sodium sta ch gly olate, ftanium dio de, riacetin

Q estions or comments?  all 1-877-895-366 (to -rec) or 215-273-8755 ( ollect)

Distributad by: J&JCI, McNeil Consumer Healthcare Division

Fort Washipgton, PA 19034 USA IC12018

24 Caplets*
650 my each
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Extended-release tablet

Pain Reliever / Fever Reducer

For Up to 8 Hours Relief of Minor Muscle Aches & Pain
Contains No Aspirin
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Active ingredient (in each caplet] Purpose

= Acetaminophen 650 Mg ... .. v v e ....Pain reliever fever reducer

Uses  mtempo arly relieves minor aches and pains due to:

mmus ularaches  m backache m minor pain of ar hrtis ~ m too hache

m premenst ual and menst ualc amps W heada he m the comm n cold
' tempo arily reduces fever

Wamings

Liver warning: This product ¢ ntains acetaminophen. Severe liver damage may occur if you teke
ore han 6 capletsin 24 h u's, whichis he maximum da ly amount m w h other d ugs

ontaining acetaminophen m 3 or more alcoholic drinks every day while using his product. Allergy

alert: acetaminophen may  ause severe skin reactions. Symptoms may include: m skin reddening

mbliste s m ash. Ifaskin reaction oc u's, stop use and seek medica help right away. Do not use

mwi hany other d ug containing acetaminophen (prescription o nonprescription). If you are ot sure

whether a d ug contains acetaminophen, ask a doctor or pha macist. m if you are a lergic to
acetaminophen or any of he inactive ingredients in this product. Ask a doctor before use if you
have liver disease. Ask a doctor or pharmacist hefore use if you are taking he blo d hinning
drug warfarin. Stop use and ask a doctor if m pain gets wo se orlasts more han 10 days

' fever gets wo se or lasts more han 3 days m new s mptoms occur m redness or swelling is

HTND—TURNTA; pres nt. These cou d be signs of a serious condifion. If pregnant or breast-feeding, ask a heal h professional before use.

“TO OPEN: PUS|
<@l READ THE\LABEL 1l

DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN
YLENOL'S,
HR

MUSCLE ACHES & PAIN
Acetaminophen

Extended-release tablets
PainRe iever / Fever Reducer
ForUpto8HoursRe ef of

Minor Muscle Aches & Pain

*(apsule-Shaped
B -Layer Tab ets

Keep out of reach of children. Overdose warning: In ase of ove dose, get medica help or contact a Poison C nirol T
C nter right away. (1-800 222-1222) Quick medical attenti n is cri ical for adults as well as for chi dren even if you do not notice
anysigns o symptoms. ‘
Directions

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

Adults and children 12 years and over: m take 2 caplets every 8 hou s wth water m swallow whole; do not ¢ ush, hew, splt
ordissolve m do not take more han 6 caplets in 24 hou s m do not use for more han 10 days unless directed by a doctor
Children under 12 years: m do not use ‘
Other information w store between 20 25°C (68-77°F) m do not use if foil inner seal imprinted with “TYLENOL” is

broken or missing mﬁ ‘
Inactive ingredients a nauba wax, hydroxye hylce ulose, hypr me lose, magnesium stea ate, microcrystaline celigose,
mod fied star h, povidone, powdered cellulose, pregelatinized star h, sodium starch glycolate, ttanium diox de, t iace in
Questions or comments?  all 1-877-895-3665 (to Hree) or 215-273-8755 (colect) ‘
Distributed by: JOHNSON & JOHNSON CONSUMER INC. ‘

McNeil Consumer Healthcare Division
Fort Washington, PA 19034 USA ©J&JCI 2018
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