ASPIRIN 81MG- aspirin enteric coated tablets 81mg tablet, delayed release
VITANE PHARMACEUTICALS, INC

ACTIVE INGREDIENT
Aspirin 81 mg (NSAID*)

*nonsteroidal anti-inflamatory drug

PURPOSE

Pain reliever

USES

e Temporarily relieves minor aches and pains
e For use as directed by a doctor for the prevention of recurrent heart attack or stroke

Because of its delayed action, this product will not provide fast relief of headaches or
other symptoms needing immediate relief.

WARNINGS
Reye’'s Syndrome:

Children and teenagers who have or are recovering from chicken pox or flu-like
symptoms should not use this product. When using this product, if changes in behavior
with nausea and vomiting occur, consult a doctor because these symptoms could be an
early sign of Reye’s syndrome, a rare but serious illness.

ALLERGY ALERT

Allergy Alert:

Aspirin may cause a severe allergic reaction which may include:
hives

facial swelling

asthma (wheezing)

shock

Stomach Bleeding Warning:

This product contains an NSAID, which may cause severe stomach bleeding. The chance
is higher if you:

e are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or non-prescription NSAIDs(aspirin,



ibuprofen, naproxen, others)
e have 3 or more alcoholic drinks every day while using this product
e take more or for a longer time than directed

DO NOT USE SECTION
Do not use if:

You are allergic to aspirin or any other pain reliever/fever reducer.

ASK A DOCTOR/PHARMACIST

Ask a doctor or pharmacist before use if you are taking a prescription drug for
e gout

e diabetes

e arthritis

STOP USE SECTION

Stop use and ask a doctor if:

an allergic reaction occurs.

Seek medical help right away

you experience any of the following signs of stomach bleeding:
feel faint

vomit blood

have bloody or black stools

have stomach pain that does not get better
pain gets worse or lasts more than 10 days
redness or swelling is present

new symptoms occur

ringing in the ears or loss of hearing occurs.

PREGNANCY OR BREAST FEEDING SECTION
If pregnant or breast-feeding, ask a health professional.

It is especially important not to use aspirin during the last 3 months of pregnancy unless
definitely directed to do so by a doctor because it may cause problems in the unborn
child or complications during delivery.

KEEP OUT OF REACH OF CHILDREN SECTION

Keep out of reach of children. In case of overdose, get medical help or contact a Poison
Control Center (1-800-222-1222) right away.

DIRECTIONS

Directions:



e drink a full glass of water with each dose

e adults and children 12 years and over: take 4 to 8 tablets every 4 hours not to
exceed 48 tablets in 24 hours unless directed by a doctor

e children under 12 years: consult a doctor

STORAGE
e Store at 25°C (77°F); excursions permitted between 15°C and 30°C (59°F-86°F)
e Use by expiration date on package.

INACTIVE INGREDIENTS

Microcrystalline Cellulose, Talc, Croscarmellose Sodium, Stearic Acid, Colloidal Silicon
Dioxide, Titanium Dioxide, Triethyl Citrate, Methacrylic Acid and Ethyl Acrylate Copolymer,
D&C Yellow #10, FD&C Yellow #6

ASK A DOCTOR BEFORE USE

e Stomach bleeding warning applies to you

e You have a history of stomach problems, such as heartburn

You have a high blood pressure, heart disease, liver cirrhosis, or kidney disease
You are taking a diuretic

You have asthma

PRINCIPAL DISPLAY PANEL

NDC 60577-808-01

Vitane's

Aspirin 81mg

Pain Reliever

Aspirin 81 mg (NSAID) Enteric Coated
60 tablets



\

g
=
H
H
g
E
2
]

Drug Facts

Active ingredient (In each tablet]  Purpose
Aspinn 81 mg (NSAID)"......... . . Pain religver

“nonsteroidal ant-inflammatory drug

Uses: siemporarily relieves: smuscle pain

wmenstrual pain smince pain of arthritis
Becauss o itz dela?ed aztian, this product will nat
pravide fast elief af headacshes arather symptams
needng immediste refaf.

Warnings: Reye's syndrome: Chidren and
teenagers who have or are recoven

chicken or fiu-like symptoms should not use
this pmcﬁl(c»t‘ ‘When using this product, if changes
in behaviour with nausea and vomiting occur,
consult a doctor because these symptoms could
be an early sign of Reye's syndrome, a rare but
sarious liness. Allergy alert: Aspinin may cause
a severe allergic reaction which may include:
whives w facal swalling « asthma (wheezing)
=zhock Stomach Bleeding Warning: This
product contains an NSAID, which may cause
savers slomach bleeding. The chance is higher if
you ware age 60 or older whave had stomach
ukcers or bleeding problems = take a blood
thinning éanticuagulanl] or steroid drug e fake
other ruagn confaining  prescriplion  or
nonprescripl NSAIDs ~ (aspirin, ibuprofen,
naproxen, or others) = have 3 or more alcoholic
drinks every day while using this product » take
mare or for & longer time than directed. Do not
use if you are allergic to aspirin or any other pain
reliever! faver reducer. Ask a doctor before use
if=stomach bleeding waming applies 1o youwyou
have a history of slomach problems such as
hearlburm wyou have high blood presswe heart
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Drug Facts (continued)

Ask a doctor or pharmacist before use if
you are taking a prescription drug for wgout
= diabeles = arhrilis Stop use and ask a
decter if = an allergic reaction occurs. Seek
medical help right awg?-. = you experience any
of the folowing signs of stomach bleeding: = feel
faint svormil blsod = have bloody or biack stools
= have stomach pain that does notget betier
w pain gets worse of [asts more than 10 days
=redness or swelling is present = new
symptoms occur = ringing in the ears or
I0ss of hearing occurs.

If pregnant or breast-feeding, sk 2 health
professional before use. It is especially
important not to use aspirin dunng the last
3 months of pregnancy unbess definitely
directed to do so by a doctor because it
may cause problems in the unbarn child or
complications during delivery. KEEP OUT
OF REAGH OF CHILDREN.  In case of
overdose, get medical help or contact a Poison
Control Genter (1-800-222-1222) right away.

Directions: =drink a full glass of water with each
dose wadulls and children 12 Year and over. take
4 fo B fablets every 4 howrs not to exceed 48
fablets in 24 hours unless directad by a doclor
& children under 12 years: consult a doctor.

Other Information:= Stere at 25°C (TT°F)
excursions permitted between 15°C and 30°C
(59°Fand 8°F) = Use by expiration date on package.

Other Ingredients: Micmeryshline Cellulose,
Tale, Croscarmeliose Sodium, Steaic Acd,
Collaidal Silicon Digxide, Tilanium Diaxide, Trizhyl
Citale, Mehacnfic Acd and Ethyl Acryiake
Copdymer, DAC Yellow #10, FD&C Yellow 6.

Questions or comments?
Call 1-845-267-6700 Monday through Friday,
Bam to 5 pm EST or www.vitanepharma_com

*Talk to your doclor before you begin an aspirin
regimen.

TAMPER EVIDENT: DO HOT USE IF WP RINTED
FAFETF SEAL UNDERGAP 1 BROKEN R MRS IHG.
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Drug Facts (continued)

Drug Facts (continued)

Ask a doctor or pharmacist before use if you are
taking a prescription drug for m goutm diabetes
w arfivifs

Stop use and ask a doctor if m an allergic
reacion occurs. Seek medical help nght
away. m you experience any of the folowing
signs of stomach bleeding: m fesl faintm vomnt
blood m have bloody or black stools m have
stomach pain that does not get betier m pain
gets worse or lasts more than 10 days m
redness or sweling is present m new
symptoms occur m ninging in the ears or lass
of hearing occurs,

If pregnant or breast-feeding, ask a health
professional before use.

It is especially important not to use aspirin
dunng the last 3 months of pregnancy unless
definitely directed to do so by a doclor because
itmay cause problems in the urbem chid or
complications duning delvery.

KEEP OUT OF REACH OF CHILDREN

In case of overdose, get medical help or

contact a Poison  Control  Center
(1-800-222-1222) right away »
MADE IN USA

Manufaciured by

Ivsheal inc.,

Manufsciured For:

Vitane Phamaceutcals, Inc.

wrwAaTpharm a com

Directions:

m drink a full glass of water with each dosem adults
and children 12 Year and over: iake 4 1o 8 fablets
every 4 hours not b exceed 48 fablets in 24 hours
uniess direcled by a docior m chidren under 12
years: oonsult a doctor

Other Information:

m Sbre at 25°C {T7Flexcursions pemitied
between 15°C and 30°C (59°F and B6°F)

w Use by expration date on package

Other Ingredients: Microorysialine Celluloss, Tak,
Croscarmeliose Sadium, Steanc Acd, Colloidal Silicon
Dioside, Tianium Dioxide, Trietyl Cirate, Mefacryiic
Acid and Efyl Acrylate Copdymer, D&C Yellow £10,
FD&C Yellow £6.

Questions or comments?
Call 1-845-267-6700 Monday frough Friday,
8amto5 pm EST or www.vianephamma.com

**Talk fo your docior before you begin an aspin
regimen
TAMPER EVIDENT: DO NOT USE IF IMPRINTED

SAFETY SEAL UNDER CAP IS BROKEN OR MISSING.
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Drug Facts

Actve Ingredient {in each tablet Purpose
Aspirin B mg (NSAID}* Pain refiever
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fu ike symptoms should notuse this prduct. When using
#is poduct, # canges n behador with nausea and
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serous iness

Allergy alert: Aspiin may cause a severe alengic
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ASPIRIN 81MG

aspirin enteric coated tablets 81mg tablet, delayed release

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ASPIRIN (UNII: R16CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E)

Item Code (Source) NDC:60577-808

Basis of Strength Strength
ASPIRIN 81 mg




Inactive Ingredients

Ingredient Name Strength
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))
D&C YELLOW NO. 10 (UNIl: 35SW5USQ3G)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
TALC (UNIl: 7SEV7)4R1U)
STEARIC ACID (UNII: 4ELV7Z65AP)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color yellow Score no score
Shape ROUND Size 4mm
Flavor Imprint Code 11
Contains
Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
1 (\DC:00577-808- 4 i 1 caRTON 10/15/2025
1 60 in 1 BOTTLE; 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 10/15/2025
Labeler - viTANE PHARMACEUTICALS, INC (029029638)
Establishment

Name Address ID/FEI Business Operations

InvaHealth Inc 116840615 manufacture(60577-808)

Revised: 10/2025 VITANE PHARMACEUTICALS, INC



	ACTIVE INGREDIENT
	PURPOSE
	USES
	WARNINGS
	ALLERGY ALERT
	DO NOT USE SECTION
	ASK A DOCTOR/PHARMACIST
	STOP USE SECTION
	PREGNANCY OR BREAST FEEDING SECTION
	KEEP OUT OF REACH OF CHILDREN SECTION
	DIRECTIONS
	STORAGE
	INACTIVE INGREDIENTS
	ASK A DOCTOR BEFORE USE
	PRINCIPAL DISPLAY PANEL

