ARTHRITIS PAIN RELIEF- acetaminophen tablet, film coated, extended
release
Publix Super Markets Inc

Publix Super Markets, Inc. Arthritis Pain Relief Drug Facts

Active ingredient (in each caplet)

Acetaminophen 650 mg

Purpose

Pain reliever/fever reducer

Uses
* temporarily relieves minor aches and pains due to:

minor pain of arthritis

muscular aches

backache

premenstrual and menstrual cramps
the common cold

headache

toothache

* temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if
you take

* more than 6 caplets in 24 hours, which is the maximum daily amount
* 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
e Dblisters
* rash

If a skin reaction occurs, stop use and seek medical help right away.

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 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

e pain gets worse or lasts more than 10 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.

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)

adults
take 2 caplets every 8 hours with water

swallow whole; do not crush, chew, split or dissolve
do not take more than 6 caplets in 24 hours
do not use for more than 10 days unless directed by a doctor

under 18 years of
age * ask adoctor

Other information

e storeat 68-77°F (20-25°C)
 do not use if printed foil under cap is broken or missing



* meets the requirements of USP Dissolution Test 4

Inactive ingredients

carnauba wax, colloidal silicon dioxide, croscarmellose sodium, hypromellose,
magnesium stearate, maltodextrin, microcrystalline cellulose, polyethylene glycol,
polysorbate 80, povidone, pregelatinized starch, stearic acid, titanium dioxide

Principal Display Panel
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arthritis pain relief

ACETAMINOPHEN EXTENDED-RELEASE TABLETS, 650 mg
Pain reliever/fever reducer

* For the temporary relief of minor arthritis pain

* Push-and-turn cap

24 CAPLETS*

650 mg EACH

*CAPSULE-SHAPED TABLETS

Compare to Tylenol® 8HR Arthritis Pain active ingredient



ﬂ

k1D €9 2OvPS

£2882 m::A

:o

epuoip Y ‘pioRuee)s Yaels pazueebad
‘suopiod ‘g aeqiosfjod jookB ausyfiyiafjod ‘ssonye
ey sonaf L uLyxapoy L ‘SjeIea)s wnissuBew
‘g0 Al ‘WWNIpos 88 O)BULBIS I ‘SPIXDID LOJS
epioea‘xemegnewes sjuaypabity angaew|

J183] UOQNjoSSI] 4 40 uawannbal ) gjsew m
fusguiio

uayouq st dea apun 1o} pajund jresnjouop m

(9:62-02) 4oL 189 e 2iis M

4 swoydufs o sufis fue
83L0U }0U op nok I UaKs UAIPJIYD 10} SE Jjam SB SynpR
10 [BO1 § UoQUale [P YOING (22721222008 1
frewne B Jayuar) jou07 UOSI04 B 19U 0 djay
[eaipau 1a6 ‘asopawo jo ased u) :GunLiem asopang
LRI J0 Y3ea1 Jo 1o doay

"38N a10Jaq [euOIssaj0Id

resy e e ‘Buipsaj-jseaiq o Jueubiaxd y)

“uofpued snouas e jo sufils aq pnoa asayy
Jugsaad s1 Guyjams 10 ssaupas m
Jnaoo suo)d ks mau m

| feme wu dpy

[EDIpaw Yeas pue 25N dojs 'SIn200 UOIBl LS B |

yse!m  sigpsyg @ Buuappes uys m

- apnjaul few swoduis ‘suoneal

unys aianes esnea few uaydouiureyasy :pepe Abspy
Jonposd siyy

Gussn apysm fiep fugna SyUUP J1joYod[e Blow 1o & W

uaydounreyase Buremoes sbnp sy yum m
JunoLue fj1ep winwpew

8L S1 21y ‘SN0 Z U S| dea g wrel) aiow m

ayey nok j1 200 few afiewep Jan) aianeg

uaydounureiace surepod onpoud sy Sumuem san

shep £ Uey) 210w sise) 10 asiom sjab Jana) m shunue,
lopeuiay Ul 50 shep p). wew asow g)5e) 1o asiom a6 upd m i
afie jo J1im20p e Yse pue asn dayg Janay saanpal freioduwa) m
8lyJeU00} W ayepesy W
e Eu_a_umﬂ_”” m |smalg] jspun uuey e in1p Buruung poojq auy Bupyey IjJeuo0y - EE__FB_UM:J .
oep %wﬂ_mﬂm ._a_m_u._m_wﬂ_% w“__a_u . afe nof 1 zsn aigjaqispewreir 1o J0jaop e sy SR [enujsuau pue [Eujsuswad @
oy 7 U 9523SIp JM| aney nof i 3sn 210jaq J0JI0p & XSy SUIRYIR] W SBYDR IS
sjeyden g uey) aiow e} jou opm pnposd siy u syuaipa.iu ane ] SqULLE Jo ured Jouu m
anossipo Jjds ‘wayo ayy 4o fue 1o uaydouneisde of abisege s nof y m 0} anp Suled pue S0 Joull saRalel ,__Ean_m_.ﬁm
4SO 10U Op B[oLn Moj[pS B ‘spewegd jo
BEMYIM J0ja0p & yse ‘uaydounue;ade surewod Bnp e Jayiaym T A T R T
sinoyg Risne sjaydes 7 e Sinpe auns Jou ase no J “{uondiosasduou 1o uondussaud) - — ( Mw.muﬁ.”__mm Hw\_.q
(Bupuiem asopsano a2s) uaiydou eyoe Buuregion Brup saujo fue yim m 4 ¥ =
POYSRIP URY2I0W 8Y2} 10U 0P SO/JIALI smjouoqg asoding Juaipaibuy angay
(panunuco)sjae4 inyg (penupuco)s3oe4 bnig spae4 bnig
V88 Jgg s §
c g8 mmmm Bis3 5
o mm Le=23 3533= =2
S pEacEzgiif ¢
REEgmct ZErs g
.m.mw 2z 82 W =
=3 me s
F 3k #8593
ﬁ ; S 8 Tz -Zis <
= = o
s 322 321 ¢
= SE gfs 2
8 2 %58 3
m @ SZ25 S
T = =
= s
g 3

NDC 56062-544-62

ACETAMINOPHEN EXTENDED-RELEASE

TABLETS, 650 mg

For the temporary relief
of minor arthritis pain
Push-and-turn cap

CAPLETS*

Compare to Tylenol®8HR Arthritis

650 mg EACH

*CAPSULE-SHAPED TABLETS

Pain active ingredient’

ARTHRITIS PAIN RELIEF

acetaminophen tablet, film coated, extended release

Product Information

Item Code (Source) NDC:56062-544

HUMAN OTC DRUG

Product Type
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Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients

Ingredient Name Strength
CARNAUBA WAX (UNIl: R12CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNII: M280OL1HH48)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3W0)
MAGNESIUM STEARATE (UNII: 70097M6130)
MALTODEXTRIN (UNIl: 7CVR7L4A2D)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color WHITE Score no score
Shape OVAL Size 19mm
Flavor Imprint Code L544
Contains
Packaging
# Iem Code Package Description Marketing Start Marketing End
Date Date
1 NDC:56062-344- 4 i 1 carTON 11/26/2007
1 24 in 1 BOTTLE; Type 0: Not a Combination
Product
2 \DC:20062544- 4 in 1 carTON 11/28/2007
2 100 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

ANDA ANDAOQO75077 11/26/2007



Labeler - publix Super Markets Inc (006922009)

Revised: 5/2025 Publix Super Markets Inc
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