MEMBERS MARK ARTHRITIS PAIN- acetaminophen tablet, film coated, extended release
Sam's West Inc

Sam's West, Inc. Arthritis Pain Drug Facts

Active ingredient (in each caplet)

Acetaminophen 650 mg

Purpose

Painreliever/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 skinreactions. 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 evenif 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 a doctor

Other information

* store at 20-25°C (68-77°F)
* meets the requirements of USP Dissolution Test 2

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

Questions or comments?

Call 1-800-809-0469 from 7:30 a.m. to 5 p.m. Monday-Friday EST.
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Compare to Tylenol® 8HR Arthritis Pain active ingredient

arthritis pain

acetaminophen extended-release tablets 650 mg

painreliever/fever reducer

For the temporary relief of minor arthritis pain

actual size

Contains No Aspirin
200 Caplets**
650 mg each

**capsule-shaped tablets
DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN

d
R Compare to Tylenol” 8HR . [orugFacts Drug Facts {continued)
UNDER CAP Arthritis Pain active ingredient’ | Actve ingredient (in each caplet] Purpose || TTpregnant or braast-Teading, ask a health professional befurs usa.
I5 BROKEN Boataminophen 650 mg Pain raligvarfever raducer | ¥eep out of reach of children,
OR MISSING Overdose warning: In case of overdess, get medical help or contact a
Paison Control Cantar right a -B00-222-1222). Quick medical
Lnllen b iﬁmh relizwes minor aches and pains dus to: attantion Bummlmlagummgllasfarmlumr?mn if you d not
Members Mark.. mminor painof arthitis  mmuscularaches  m backache nitic: Ay Sigrs or symptoms.
:fﬁ:"&:ﬂ]ﬂ;‘”;‘:"ﬂ '“m“mdm@ —_ Direcfions m o not tak more than directed (see overdose warning)
ald& miaks 2 caplets B hours with water
Ey N » 1 barpsasty reckc Frvr lsm]lnwaEhdemmu'ush chemw, split
arthritis pain |z i .
linmam;fnu:T{;s(prmmmrgnsmninpﬂzﬂﬁmﬂinﬁ[d%‘m@ :%%m@%}fm;ﬁg%maﬁm
A may ccour ifyou take  m mors than B caplets in 24 hours, which is the
mlnophen mgmumda{a aﬂ‘mgt Emoﬂgaﬁ?scumimningﬁmminuman directad by a dovtor
m 3ormors al i drinks awe il using this product under 1B yearsafage | maska docior
extended-release tablets Allergy alert: Acstamiophon rrgr o1 Sovero-ckin Eaclons bk
650 m Wﬁomsm;}'indudn: m skin reddening  w blistars  m rash Other information  m stors at 20-25°C (B8-T7°R)
z : _ffe - g a skin reaction oceurs, stop use and seek medical halp right awsay. m meets the requirements of LSP Dissolfution Tost 2
pain reliever/fever reducer Donot wse  m with any other dnug containing acetaminaphen il =i o
fresrptince oo st srowieratg | el s, ewtaes, ot S, malodadin,
contaies acstaminophen, ask adocior or pharmacist.  mif youara micrucrystaling calliloss, polysthylana glycol, p:lp:rhamsn povidans,
+ For the temporary relief of allangic 1 acetaminophan or any of the inactivaingrediants in this product pragalafinizad starch, stearic acid, titnium dincida
sctual size minor arthritis pain sk a doctor before use if you have lver disaass Questions orc nis? Call W60
_ sk a doctor or pharmacist before use if you are taking the blood from 7:30 a.m. to 5:00 p.m. Monday-Friday EST.
Cortains thinning drug wartarin
Ho Asgirin DO NOT USE WITH OTHER Stop s and aska doctor if W pain gt WOrsa or sts more *This product is not menufactured or distitutad
S, Patent caﬂetsn MEDICINES CONTAINING 10 days lfﬁargmmmg?wagrs e than 3 days %%gdﬁm" &!P':l“'“” Inc., distrbutor
7807472 ACETAMINOPHEN e Sj'mtrm ' redness or swelling is present ylon rits Pain.
o 650 mg each Thess coud be signs ofa serious condition. » [ DUSTREEUTED B SAM'SWEST,INC.,
\\. “¢apiubi-shaped tabibits BENTONVILLE, AR 72716 D S4sEE IV F5
e |
acetaminophen tablet, film coated, extended release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68196-544
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNIL:36209ITL9 D)

ACETAMINOPHEN 650 mg




Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNIL: R1I2CBMOEIZ)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
MALTODEXTRIN (UNI: 7CVR7L4A2D)
MICRO CRYSTALLINE CELLULO SE (UNII: OP1R32D6 1U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
PO VIDO NE, UNSPECIFIED (UNI: FZ989 GHI4E)
STEARIC ACID (UNIL: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:68196-544-82 200 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
ANDA ANDAO075077

Labeler - sam's West Inc (051957769)

Revised: 3/2020

Strength

no score
19mm

L544

Marketing Start Date Marketing End Date
08/31/2005

Marketing Start Date  Marketing End Date
08/31/2005

Sam's West Inc
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