PAIN RELIEF EXTRA STRENGTH- acetaminophen tablet, coated
HEB

1092 - HEB - 2019-1004
Drug Facts

Active ingredient (in each tablet)

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 tablets every 6 hours
while symptoms last

s swallow whole - do not
crush, chew, or dissolve

adults and
children = do not take more than 6
12 years tablets in 24 hours, unless
and over directed by a doctor
= do not use for more than 10
days unless directed by a
doctor
children

under 12 " ask a doctor
years

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



Inactive ingredients

acesulfame potassium, FD&C red #40 aluminum lake, FD&C yellow #6 aluminum lake,
hypromellose, polyethylene glycol, polysorbate 80, povidone, pregelatinized starch,
sodium starch glycolate, stearic acid, titanium dioxide

Questions or comments?
1-844-705-4384

PRINCIPAL DISPLAY PANEL
Compare to Tylenol(R) Extra Strength Coated Tablets active ingredient
HEB

NDC 37808-792-03

Extra Strength

Pain Relief

Acetaminophen, 500 mg

Pain Reliever/Fever Reducer
For Adults

Sweet Coated

50 COATED TABLETS



INK AND COATING FREE
FOR LOT AND
EXPIRATION STAMPING

©HEBLYL'ONGINYNYS 0116718
$S3H A8 QLLNBIHLSA 24 BHE02E01

ANSSIN Y0 NINOUE S1 4vD HIONN %
W3S OILNIJWI 3 350 JON 0D |

YBRAS TR ] 0 DUTLIS SRR ST
L2 A

! Compare to Tylenol® Extra

Drug Facts Drug Facts (continued) Strength active ingrodients
Active ingredien pose Bsk a doctor o pharmacist before use if

{in sac"gg;famef)r " are taking meth:wdmhg drug wartarin a

Ac inophen 500 mg.... Pain reducer Stop use and xek a doctor if

- = pain gets worss or lasts more than 10 days

Uses m fiever gets worse of lasts mone than 3 days

u temporarily relieves mnor aches and pains due to!
» iha common cold m headache
= backache u minar pain of arthritis
m {oothache u misstular aches
m premensiruzl and menstrual cramps

m temporarily reduces fever

Warnings

LLiver waming: This product contains acetaminophen.

I

I

I

I

|| e ymploens cotur @ riadness o sweling i présent

I

I

I
Severe Iver damage may occur if you take |

I

I

I

I

I

I

I

I

I

These could be signs of a senous condition.
It pregnant or breast-feeding, ask a health
professional befone use.

Keep out of reach of children,

Extrg Strengtl:
Pain Relief

Acetaminophen

Overdase wamning: In case of overdoss, get medical
help or contact a Poison Control Center right away
(1-800-222-1222). Quick medeal attention is crfical
for adults as well as for children even if you do not

yibuails edixg

1aonpay JoAad/1aAs]|aY Uled

Jal|ay uied

Pojens 199MS « SGEL MO|[eMS o3 AseT «

Bu 00S ‘uaydoujwelady

AueipeIBul aAnRR YJEUSI)S BIIXT Jousjll o) asedwod

I
! I
! I
| |
w more than 4,000 mg of acetaminaphen in 24 bours nolice any signs or symploms. | 500 mg |
= with uther drugs containing acetaminophen Directions  w donat take more than directed ] i
3 loohelic drinks vary day while usk —r -
0k e i 90 cvercioss wewrming) (Bl Pain Reliever/Fever Reducer M
Allergy alert: Acétaminophen may cause severe sikin adulisand | m lake 2 tablets every 6 hours while u‘ i I
reactions, Symploms may inchude: cilln 12 | opmplom kst (@) . +For Adults .
®kinreddening  mbiisters mrash yearsand | swallow whole = do not crush, |+ Easyto Swallow Tab |
H 2 £in reaction cocurs, $30p use and seek medica! oier chew, or dssohe ) sy to Swallow s !
help right away. w do not take more than 6 fablets in - '+ Sweet Coated
Do not use zmﬂm{ {iw&eﬂ%ﬁ;ﬁ > | !
s s s L] LS 108 mane than L
= with any other drug containing acetaminophen Urless directed by a doctor % i |
(prmpmumwﬁm}__ﬂmmmm m & b N
whether a drug contains acetaminophen, ask a chidren under | W sk a doctor r- i | F
doctor of phasmacist. 12 years m b T
i llergic § inophen f - -
Phartien ssstrrmlon b Other information & 7
= - u 20-25°C(B8-TT'F) @
sk a doctos before useif you have Fver diease. ek cashn For ol product ifemation W E
Drug Facts (continued)
Inactive ingredients  scesuflame
patassum, red #40 aluminum lake, FD&C
yellow £6 aluminym lake,

palyethylens glyeol, polysorbate 80, povidons,
pregelatinized starch, sodiwm starch giycolate,
stedric 2¢i, titanium digde

Questions or comments?

~T05-4384

1-844
Cl|| |4 1220%27858

9

PAIN RELIEF EXTRA STRENGTH

acetaminophen tablet, coated

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:37808-792
Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients




Ingredient Name
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE (UNIl: FZ989GH94E)
STARCH, PREGELATINIZED CORN (UNII: 08232NY3S))
SODIUM STARCH GLYCOLATE TYPE A CORN (UNIl: AG9B65PV6B)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
ACESULFAME POTASSIUM (UNII: 230V73Q5G9)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
ALUMINUM OXIDE (UNII: LMI2606933)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
HYPROMELLOSES (UNII: 3NXW29V3W0)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWILA)

Product Characteristics

Color red Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:37808- .
1 792-03 1in 1 CARTON
1 50 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:37808- ;
2 55501 1in 1 CARTON
2 100 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product
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Application Number or Monograph
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Marketing
Category

OTC Monograph Drug MO013

Labeler - HEB (007924756)
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