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

ACTIVE INGREDIENT
Aspirin 81 mg (NSAID*)

*nonsteroidal anti-inflamatory drug

PURPOSE

Pain reliever

USES
e temporarily relieves minor aches and pains.

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

e ask your doctor about other uses for enteric-coated 81 mg Aspirin.

INACTIVE INGREDIENT

corn starch, pregelatinized starch, povidone, microcrystalline celulose, colloidal silicon
dioxide, stearic acid, methacrylic acid and ethyl acrylate copolymer, talc, titanium dioxide,
triethyl citrate, sodium bicarbonate, sodium lauryl sulfate, d&c yellow #10, hypromellose,
triacetin.

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

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

- facial swelling

- shock

- asthma (wheezing)

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



- 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 nonprescription NSAIDs (aspirin, ibuprofen,
naproxen, or others)

- have 3 or more alcoholic drinks every day while using this product

- take more or for a longer time than directed

DO NOT 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, have bloody
or black stools, vomit blood, 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

these could be signs of a serious condition.

ASK DOCTOR/PHARMACIST SECTION

Ask a doctor or pharmacist before use if you are

- taking a prescription drug for gout, diabetes, or arthritis
- taking any other medication

- under a doctor’s care for any serious condition

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, have bloody
or black stools, vomit blood, 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



these could be signs of a serious condition.

PREGNANCY OR BREAST FEEDING SECTION

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

ASK A DOCTOR BEFORE USE
Ask a doctor before use if

stomach bleeding warning applies to you

e you have a history of stomach problems such as heartburn

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

e you have asthma

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 right away (1-800-222-1222).

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

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

PRINCIPAL DISPLAY PANEL

NDC 60577-807-01

Vitane's

Aspirin 81mg

Pain Reliever -

Aspirin USP 81 mg (NSAID) Enteric Coated
60 tablets



T
¢
E
sH
p &

FEEMERDN

Drug Facts

Active ingredient (in each tablet]  Purpose

Apiin i1 ma[NEAICY..
“ranstarada ant nflammatary dnig

. 3ain rebever

Uses:

whamparariy refaves minar ache and paina.

Becauze afits delayed actin, this product wil nat pravidefast
redief of haadach: ather dingil digte rdidf.
wmk yaur dachar ok ather 3 for enierisashed Gl mg A

Dirug Facts [zontinuad)
el 3 dockor of phamactat barora L If you a0 takng 3
presaipta dng far m gaute dlabees mathis
Fhop g and aaha doctorll
w0 kgl reacian acours. 5 ek medkalhel rignt away.
= 10 @panen e any af M2 tdlwing A of stamach
bleedng:

mf2alfaint  mhawe bkadyarblack shads

mvamithiad whave samach pain hat daes nat gt bethe
[N gits Wil s ar L35t mars nan 10 days

- mglng Inhe earsar kss urneanngucuus

Thess o1k be dqns 0ra ses condtn.

It pragrark of brazatfaadrg ask 3 health pratesskinal
befars w52, It |5 2 spesally mpanant nat b e asim dudng
ta 35t manths af pragnancy uniess ddmbaly dectad b di
50 by 3 00Ch Dacals? |Emay cause prakms n he unhan
chid ar camplicatans duing delwery. 4EER OUT 07 IEASA
07 CALLOIEY. In case af avendass, g!l medkal HE'] ar
2Ntk 4 Pakian Comal Center [ 1-300-222-1 222 | dghtaway.

Wamags:
Faya'a ayrdmma: Chidran and kenagars wha hawe ar arg
razuaning fram chleken pi ar Au-dke pmptams shauld natuse
Hls praduct. Whan using tis pradud, If changes In behaviur
Wit naus2a and wmiing aceur, canzuk  duchirhec ase hes
SYMEbIM GIuM De an eany Sqn af Reye's syndrame, 3 rare bt
543 Iness.
Sdlargy dart: AspEn may causs 3 sawre alargk readim
which may ndude: whives m tadal swaling m sack m astima
[wheazing |
Stom ach 39dng Waming: This produd cantans o 43410,
Wil M3y ws san gomach bleedng. The chance 1
highar If yau:
maraage fdar ddar
mhavelad samad ukiars ar blesding praglems
wtakea hland HNINg [t aquiant| ar serdd dnig
mhakaathar dng q T

4541 03 (300N, bupratan, naprasen, ar aars |
mhaved armare akzaalk diinks every day while using il

pradus
mEake Mare ar far 3 lmger 4me han drecied.
0o rob usa If you are alkrgs to aspin ar any atwer pan
rallaran favar raducer,
ik @ dockorberom uaa I
mistamach eadng wanng amies b oy
miau hava 3 hishan o shanach prablems i a5 haarum
myau uve highiload pres=ure, haart dkazse, liwr ciThasis,
ar Kdney dhease

LY

Directions:

u ik 2 full glass af wabe wih each dase

m aduk; and chldren 12 Yaars and aver, take d to 4 taokks
avan) 4 haurs not b axcaed 4 tablds W24 haurs wnless
directad by 3 dactar

w afildran undar 12 yars: eanault adactar.

Orther Information: She at 2317 (T7'F) excurshing
pamited batween 15°C and 30°C (549'F and 36°F|
U by expiratan dabz an package.

Inactive Ingredients: Cam Stadh, D3C Ik 0. 14,
Hypramalins2, M aa i Add and B Adwats Capalwmar,
Mimacrystding Celulose, Povdine, Peqabtnized Stanh,
Sllean Oladde, Sodlum Bearbanak, Sodlum Laurd Sukabe,
Sbaark: Acd, Tag, TRankm Diaxhe, Triacetn, Traty| Ci s,

Questions or commen {s?
Call 1-3d3-267 6700 Wanday hiraugh Fiday,
.am tas pm EST ar www.Mtanaphamazam

**Talk b T dackar betare wau begn an aspAn rgimen.

w2tk 3 dureti;
w i fave astma
MADE 14 36, Dirurg Facrs canfnued an the bk of Label

e Pramieceuicds b roc s aned with de onrer
o the Tademars BAYERY

Marnfamumdty |
HErEBhP herpe <k ol e, |
=or

QR

L
e Mew ta, 1mznlaa
Dmig SeeiBnehaminom &:

ramis  ELEZ0IFD G ]

RIFERA BAIENT: DOHOTUSE THAPAOOUCTF THE WRANTED FOLEA

HER THEW 01 TH 1OF THEBTTLEIS U T TORH, BRCKEN CA N3,




ECE808R2

Drug Facts (continusd)

Drug Facts (continued)
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ASPIRIN

81mg

Adultlow dose Aspirin 81mg

Pain reliever (NSAID)*
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NOT FOR HOUSEHOLD WITH
YOUNG CHILDREN

Talk to your doctor or other health
care provider before using this
product for your heart.
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ASPIRIN 81MG

aspirin enteric coated tablets 81mg tablet

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)

Basis of Strength

ASPIRIN

NDC:60577-807

Strength
81 mg




Inactive Ingredients

Ingredient Name Strength
STARCH, CORN (UNII: 08232NY3S))
STEARIC ACID (UNIl: 4ELV7Z65AP)
TALC (UNIl: 7SEV7)4R1U)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
TRIACETIN (UNII: XHX3C3X673)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNIl: NX76LV5T8))
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
D&C YELLOW NO. 10 (UNIl: 355W5USQ3G)
POVIDONE (UNII: FZ989GH94E)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

Color yellow Score no score
Shape ROUND Size 5mm
Flavor Imprint Code S;17
Contains
Packaging
# Item Code Package Description AEILGEHITE) SR RIS, 20
Date Date
1 (\DC:00577-807- 4 i 1 caARTON 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

Aarkish Pharmaceuticals, NJ Inc 117729250 manufacture(60577-807)

Revised: 10/2025 VITANE PHARMACEUTICALS, INC
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