PAIN RELIEF- acetaminophen tablet, coated
CHAIN DRUG CONSORTIUM

1098-PRV-2020-0823
Drug Facts

Active ingredient (in each caplet)

Acetaminophen 500 mg

Purpose

Pain reliever/fever reducer

Uses

» temporarily relieves minor aches and pains due to:
= the common cold

headache

backache

minor pain of arthritis

toothache

muscular aches
= premenstrual and menstrual cramps

= temporarily reduces fever

Warnings

Liver warning

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

= 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 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

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)

= take 2 caplets every 6 hours while
symptoms last
= swallow whole - do not crush, chew, or
: dissolve
adults and children 12 _
= do not take more than 6 caplets in 24
years and over :
hours, unless directed by a doctor
= do not use for more than 10 days
unless directed by a doctor

children under 12 s ask a doctor
years

Other information
= store between 20-25°C (68-77°F)
= retain carton for complete product information

Inactive ingredients

acesulfame potassium, flavor, hypromellose, polyethylene glycol, povidone,



pregelatinized starch, propylene glycol, sodium starch glycolate, stearic acid, titanium
dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL
Premier Value®

COMPARE TO THE ACTIVE INGREDIENT IN TYLENOL® EXTRA STRENGTH COOL
CAPLETSY

EXTRA STRENGTH

Pain Relief

FOR ADULTS

ACETAMINOPHEN « COOL CAPLETS
PAIN RELIEVER/FEVER REDUCER
Instant Cooling Sensation

50 CAPLETS, 500 MG EACH



INK AND COATING FREE
FOR LOT AND
EXPIRATION STAMPING

B e o i

122220

1 42036014

ONISSIW HO NIXH0HE S1 dWD HIONN =
Tv3S 03INRIHWI 4 35N LON 00 3
LT

) o) (bR e s UL 0 oMU SR
HUWREIDY) SR A PNqUIsIp B paingIsnuEL 10U 9 prpesd eyl |

Drug Facts Drug Facts (continued) =5 = m
Active m@ﬁﬁh@ﬁ» _—vﬁnﬂaﬂm Aska &.ﬂﬁ En_siam.nﬂ before use if you W M m =
(in each caplet) are taking the blood thinning drug wartarin m m
Acetaminophen 500 mg.....Pain relieverfever reducer Stop use and ask a doctor if W= e
= pain gets worse of lasts more than 10 days mm 0 mm 0
Uses o . . m fever gets worse or lasts more than 3 days Mm ] wE H
m tempovarily relieves minor aches and paing due to: W SyTIplomS oceur W redness or swelling i present == =) = =)
 the common cold  headache - These could be signs of a sericus condition, 25 oo Hm el
® backache u minor pain of arthritis If pregnant or breast-feeding, ask a health s b << & W <<
» tathache = muscular aches ot o abobil £ £=
8 premensiruzal and menstruzl cramps Keep out of reach of children. = f E
= temporarily reduces fever Overdose waming: In case of overdoss, get medical
Em:....ﬁ.@m help or contact a Poisen Control Center right away

Lot waraig Thi predct vt somanb g (1-800-222-1222). Quick medical attention s critical

-
lie
COOL CAPLETS

PAIN RELIEVER/FEVER REDUCER

Instant Cooling/Sensation)

Allergy alert: Acetaminophen may cause severe skin
reactions. Symplomns may include:

mskinreddening  wblisters  mrash

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

Do not use

m with any other drug containing acetaminophen

EXTRA STRENGTH
EXTRA STRENGTH

Pain Relief

ACETAMINOPHEN - COOL CAPLETS

: P for adults as well as for children even if you do not ..m

Severe liver damage may occur if you take h 4 you ]
= more than 4,000 mg of acelaminophen in 24 hours notice any signs or symptoms. M
RS SRER TN S M SR Directions  m donottake more than directed e z
m 3 or more alcoholic drinks every day while using H
this product (see overdose wamning) . 2
adultsand | mtake 2 caplets every 6 hours while =

children 12 symploms last

years and u swallow whole — do not crush,

over chew, or dissolve

m do not take mare than 6 caplets in
24 hours, unless directed by a doctor

w do not use for more than 10 days

in

ACETAMINOPHEN

PAIN RELIEVER/FEVER REDUCER

e i unless directed by a doctor
(prescription or nonprescription). If you are not sure
whether a drug contains acetaminophen, ask a children under | m ask a doctor a
doctor or pharmacist. 12 years
wif youare allergic to acetaminaphen or any of the = -
inactive ingredients in this product Other information
w store between 20-25°C (B8-77°F)

Ask a doctor before use if you have liver discase.

 retain carton for complete product information  w

Drug Facts {continued)

Inactive ingredients  acesulfame
potassium, flavor, hypromellose, polyethylene
glyecol, povidone, pregelatinized starch, propyl
glycol, sodium starch glycolate, stearic acid,

titanium dioxide

Questions or comments?
1-844-705-4384

Distributed By:

Pharmacy Value Alliance, LLC
A7 East Lancaster Avenue

~. Wayne, PA 19087
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Item Code (Source) NDC:68016-503

HUMAN OTC DRUG

ORAL

acetaminophen tablet, coated
Product Information
Route of Administration

PAIN RELIEF
Product Type




Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name Strength
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
HYPROMELLOSES (UNII: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
STARCH, PREGELATINIZED CORN (UNIIl: 08232NY3S))
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
STEARIC ACID (UNIl: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color white Score no score
Shape OVAL Size 17mm
Flavor MINT Imprint Code AAA;1098
Contains
Packaging
# Item Code Package Description L] HEl B CUITE) e
Date Date
1 NDC:68016- 9 5 1 carTON 05/01/2011 06/30/2024
503-02
1 50 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
2 NDC:68016- 4 i, 1 caRTON 05/01/2011 06/30/2024
503-03
2 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 05/01/2011 06/30/2024

Labeler - cHAIN DRUG CONSORTIUM (101668460)

Revised: 10/2023 CHAIN DRUG CONSORTIUM
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