ACETAMINOPHEN- acetaminophen tablet, film coated, extended release
Family Dollar Services, Inc.

Acetaminophen

Drug Facts

Active ingredient (in each caplet)

Acetaminophen USP, 650 mg

Purpose

Painreliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:

L]

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
blisters
rash

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

Do notuse

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

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 * askadoctor
age

Other information

* store at 20 - 25° C (68 - 77° F). Avoid excessive heat 40° C (104° F).
* see end panel for batch number and expiration date

* TAMPER EVIDENT: DO NOT USE IF IMPRINTED SEAL IS BROKEN OR MISSING
FROM BOTTLE.

Inactive ingredients



crospovidone, hypromellose, magnesium stearate, microcrystalline cellulose, povidone, pregelatinized
starch, propylene glycol, sodium lauryl sulfate, stearic acid, titanium dioxide

Questions?
call 1-800-406-7984

DISTRIBUTED BY: MIDWOOD BRANDS, LLC
500 Volvo Parkway, Chesapeake, VA 23320 USA

PRINCIPAL DISPLAY PANEL - 650 mg Caplet Bottle Carton

FAMILY
wellness™

COMPARE TO
TYLENOL® ARTHRITIS PAIN*

EASY
TO OPEN
BOTTLE

Use only as directed.
NDC 55319-333-01

ARTHRITIS

Pain Relief

Acetaminophen Extended-release Tablets USP, 650 mg
Pain Reliever/Fever Reducer

For the Temporary Relief of Minor Arthritis Pain

Lasts up to
8 Hours

DO NOT USE WITH OTHER
MEDICINES CONTAINING
ACETAMINOPHEN

ACTUAL SIZE

THIS PACKAGE FOR
HOUSEHOLDS WITHOUT
YOUNG CHILDREN

100% SATISFACTION
OR YOUR MONEY BACK
GUARANTEED

100 CAPLETS* (*Capsule-Shaped Tablets)



COMPARE TD -
TYLEMOL' ART HRITIS PN

FAMILY

Ui by i i m e
Lasts up to
8 Hours

ARTHRITIS
Pain Relief

Acetaminophen Extended-relese
Tablets ISP, 650myg
Pairs Reliever/Fever Redcer

« Fov tie lemporary Relfef
of Mimer Artheitis Paln

AT

THIS PACKAGE

{*Copuirle-Shaped Tablets) | YOUMG CHILDREW

wwellness” |

WDE b5 9333

100 CAPLETS* | PR iNEoDs

COMPARE TD
TYLENOL ARTHRITIS PAIN"

5403

FAMILY

L anky an direstd.

awellness

FAMILY
ARTHRITIS

Pain Relief
Acetaminophen Eviended-relese Toblets 150 650 my

Pain RedieverFever Reducer
| 100 CAPLETS® rcopue seped it

Losts up to 8 Hours

WOC BE0-3X1-H

p

to
~ B

Ust pabyas dire ool
Losts u

NiIT LE WITH OTHER MCTUAL BITF
YOURG CHILD REN

8 Hou

Acetaminophen Etended-release Tablets USR, 650 mg o

Pain Reliever/Fever Reducer

lIn

. QUE
ARTHRITIS

Pain

Relief
100 CAPLETS™ i st nitet

« Far tive Tesmpavary Refier of Minor Ar it Pain

* b trdiamars e proparty of e reapact e DWW
Trim procuct i ool Sl wilh W o e baseng of
Tisencl® Arihilis Pais

Kwap lhe carbon, It coatains imporkael inlomalkion.

o "M32251%48308" o

Eaih k. Expimilon Data _

—

51 D1 _

-l

-

zao: Varnish h.mmm |

e

T

i

: I
Drug Facts Drug Facts (continued) ;
Active ingredient Purpose g — i
(in each caplet] Pain rede v ﬂil L i
Beatuminophen USP. 555 Mg lauer racksen _
|
[ Kenp out of reach of children, 3
I RO ity PeevRs mince Gchas ancd paln dus Owerdose waming: I Gse of cwrdose, get medical | |
Wm0 pain of arthinia el or cortact  Poimon Confrol Cenler fighe mwary -
“m_._hﬁial& 1-800-232 - 1225 Cuick madical aliention ks el o
acklts gs wall g lor chikdren s il you domol B olice I
W premensiual and mensinel cramps = H
1 [ commen cedd BTy Signa of mploTe i
B hwedeche Directions
N toomrache 3 I
et W do nod ke mise than o recied [ses werning)
e et e s W ke 7 gl avary & hours wih weer | |
Warmings B smalow Whok, 00 Fot CiUsh, Che, i
Livar marming: Tha prdus comang acasminophen or dinsive
Sawvare lved darmage my oo il you ke -u._._.EE_._._E:t._nﬁulh: |
-ﬂﬂanngswgizsiaag - i
o
Py p—— Uit inecing by & Sockd :
M- ety
-w.n.._._..“..__ i avery Ony whils using his _-_i:_u__.n_._l_i._ :
Allergy slert; assminophen My G sivens Sn ofh forma
rasions. Symploms may indude -Eﬂ.ﬁﬁ.ﬂ.n&aﬂwﬂ.m [rEp—
Wsinmidmng Wbstes  Eessh 4P G (404" F) !
§ 88k mtction occure. B0p LSS s 8 ek medoal W 50 @l pared Iov DAl mumber avd avpision case | |
help fight iway B THWPER EVIDENT: [0 NOT USE IF MPRINTED
Wu_l n_._li..iﬂ-.ﬂ - SEAL 15 BROSEN Oft MISSING FROM BOTTLE, I
Glbnﬁ-!!._ﬁ_ 1. 1 o i s L Inactive ingredients 1
ﬁihﬁﬁﬂq“iﬁﬁlnd%n?ﬁ:_uﬁﬂ - o HCG, TRGTelaiaT) G Maarakh,
o phammacai Mo ysaline osluloee, powdons, pregeainizsd |
B 1 you e albergic 1o acelaminopien of any of the B, promybane BN Uyl R, GG i
achve ingracieets in fhis proc: !
ik 8 docie before s B you have e desass Ouestions? ca 15804087864 I
MK docin of pharmackst betons e H
faking the Hlocd finnng dug sadeen. T DETRIBUTED BY; WIDWOOD ARADA, LS [FomsesRn gt !
Siop ume andask a bt B00'Watvn Porksary, Cesmpecks, YA 21120 LS4 I
" R WORe oF
M tﬂ:sf!ifa:{___?_._?ﬂ_s 4 N oy Yo vl prockedwitin W s ey e |
i Farity Cellar sure fura refund fwrih moigt joreschangs |
s T e . -

—

ACETAMINOPHEN

extended release

acetaminophen tablet, film coated,

Product Information

NDC:55319-333

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration




Active Ingredient/Active Moiety

Ingredient Name
ACETAMINOPHEN (UNIL: 362091ITL9D) (ACETAMINOPHEN - UNI:362091TL9 D)

Inactive Ingredients

Ingredient Name
HYPRO MELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
MICRO CRYSTALLINE CELLULO SE (UNI: OP1R32D6 1U)
PO VIDO NE, UNSPECIFIED (UNI: FZ989 GHI4E)
STARCH, CORN (UNIE: 08232NY3SJ)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SODIUM LAURYL SULFATE (UNI: 368GB5141J)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
CRO SPO VIDONE, UNSPECIFIED (UNIL: 2S7830E56 1)

Product Characteristics

Basis of Strength  Strength
ACETAMINOPHEN 650 mg

Strength

Color white Score no score

Shape OVAL (Capsule Shaped) Siz

e 19mm

Flavor Imprint Code corll6

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:55319-333-23 24 in 1 BOTTLE; Type 0: Nota Combination Product 09/01/2017
2 NDC:55319-333-01 100 in 1 BOTTLE; Type 0: Nota Combination Product  05/30/2019

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDAO076200 0

Labeler - Family Dollar Services, Inc. (024472631)

Registrant - Ohm Laboratories Inc. (051565745)

Establishment
Name Address ID/FEI
Ohm Laboratories Inc. 051565745

Marketing Start Date  Marketing End Date

9/01/2017

Business Operations
MANUFACTURE(55319-333)



Revised: 7/2020 Family Dollar Services, Inc.
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