LOW DOSE ASPIRIN- aspirin 81 mg delayed release tablets tablet
WALGREENS

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

481R WALGREENS 0363 0690 Aspirin 81 mg Tablet

DRUG FACTS

Active ingredient (in each tablet)
Aspirin 81 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

Purpose
Pain reliever

Uses

e for the temporary relief of minor aches and pains or as recommended by your
doctor. 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

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:

e 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:

are age 60 or older

have had stomach ulcers or bleeding problem

take a blood thinning (anticoagulant) or steroid drug

take other drug containing prescription or nonprescription NSAIDs (aspirin,
ilbuprofen, naproxen, or 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
e if you are allergic to aspirin or any other pain reliever/fever reducer
e if you have ever had an allergic reaction to this product or any of its ingredients



Ask a doctor before use if

you have asthma

stomach bleeding warning applies to you

you have a history of stomach problems, such as heartburn

you are taking a diuretic

you have high blood pressure, heart disease, liver cirrhosis, or kidney disease

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

e gout

e diabetes

e arthritis

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
fever gets worse or lasts more than 3 days
redness or swelling is present

new symptoms occur

ringing in the ears or a loss of hearing occurs

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.

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

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

Other information
Store at room temperature. Avoid excessive heat above 40°C (104°F).

Inactive ingredients anhydrous lactose, carnauba wax, colloidal silicon dioxide,
croscarmellose sodium, D&C yellow #10 aluminum lake, iron oxide ochre, methacrylic
acid and ethyl acrylate copolymer, microcrystalline cellulose, polysorbate 80,
simethicone, sodium hydroxide, sodium lauryl sulfate, starch, talc, titanium dioxide,



triethyl citrate

Questions or comments?Call 1-877-290-4008
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RETAIN CARTON FOR COMPLETE Drug Facts (continued) .

Drug Facts | erovucr icomuanion mhave 3 or more alconolic drinks every day while using _ﬂ:asmﬂna A__n___c:”_—.____maw e

e T 7 this product & out of reach of children. In case of overdose, get
mﬂ__«__%ﬁﬂ.ahwﬂuwau Purpose | mtake more or for a longer time than directed : ﬂcmad_mﬁumm%:nm a Poison Control Center

B p— Do not use -oUlrdee- ngnt away.
Aspirin 81 mg (NSAID)*....cocvvrvrvveneeenen PRIN rEliEVET ; ; .
*nonsteroidal anti-inflammatory drug _ -mﬁmﬁwwwﬁ:ﬁﬁu_; o any other pain
Uses wif you have ever had an allergic reaction to this product w adults and children 12 years and over:fake 410 8

wfor the temporary relief of minor aches and pains
or as recommended by your doctor. Because of ifs
delayed action, this product will not provide fast
relief of headaches or other symptoms needing
immediate relief.

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

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 serlous illness.

Allergy alert: Aspirin may cause a severe allergic
reaction which may include:

whives  mfacial swelling

wmasthma (wheezing)  m shock

Stomach bleeding warning: This product containg
an NSAID, which may cause severe stomach bleeding.
The chance is higher if you m are age 60 or older

m have had stomach ulcers or bleeding problems
mtake a blood thinning (anticoagulant) or steroid drug
wtake other drugs containing prescription or
nanprescription NSAIDS (aspirin, ibuprofen, naproxen,
or others)

or any of its ingredients

Ask a doctor before use if

myou have asthma

mstomach bleeding warning applies to you

myou have 2 history of stomach problems, such as heartbur
myou are taking a diuretic

wyou have high blood pressure, heart disease, liver cirthosis,
or kidney disease

Ask a doctor or pharmacist before use if you are

taking a prescription drug for: mgout mdizbetes marthritis
Stop use and ask a doctor if

man allergic reaction oocurs. Seek medical help right away.
WYyoU experience any of the following signs of stomach |
bleeding: w feel faint @ vomit blood

» have bloody or black stools

o have stomach pain that does not get better

m pain gets worse or fasts more than 10 days

m fiver gets worse or lasts more than 3 days

m redness or swelling is presant

WNEW Symptoms occur

mringing in the ears or a loss of hearing occurs

If pregnant or breast-feeding, ask a health professional
before use. Itis espeeially 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 unbom child or complications during
delivery.

tablets avery 4 hours not to exceed 48 tablets in 24
hours unless directed by a doctor
m children under 12 years: consult a doctor

Other information
m Store af room temperature. Avoid excessive heat
above 40°C (104°F)

Inactive ingredients

anfydrous lactose, camnauba wax, colloidal silicon
dioxide, croscarmellose sodium, D&G yellow #10
aluminum lake, iron oxide ochre, methacrylic acid and
ethyl acrylate copolymer, microcrystalling cellulose,
palysorbate 80, simethicone, sodium hydroxide, sodium
lauryl sulfate, starch, talc, titanium dicxide, triethyl citrate

Questions or comments?
Call 1-677-200-4008

'Our pharmacists recommend the Walgreens brand.
We invite you to compare to national brands.
is product is not manufactured or distributed by
Bayer AG, owner of the registered trademark
Bayer® Low Dose Aspirin.
DISTRIBUTED BY: WALGREEN €O,
200 WILMOT RD., DEERFIELD, IL 60015
100% SATISFACTION GUARANTEED
walgreens.com ©2022 Walgreen Co.
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Aspirin 81

81mg / PAIN RELIEVER (NSAID)

Enteric-Coated

Low Dose

Purpose
Pain reliever
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RETAIN CARTON FOR COMPLETE PRODUCT INFORMATION

Drug Facts

Gompare to the active ingredient
in Bayer* Low Dose Aspirin”

Active ingredient
(in each tablet)

Aspirin 81 mg (NSAID)* .....
“nonstercidal anti-inflammatory drug

Purpose

....Pain religver

Aspirin 81

81mg / PAIN RELIEVER (NSAID)

Uses
wfor the temporary relief of minor aches and pains or as
recommended by your doctor. Because of its delayed
action, this product will not provide fast refief of
headaches or other symptoms needing immediate reliel.
l;:kypur doctor about other uses for enteric coated 81 mg
pirin.

Low Dose Enteric-Coated

HEART
HEALTH

\'4

200

TABLETS ACTUAL SIZE

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 eary sign of Reye's
syndrome, & rare but serious illness.

Allergy alert: Aspirin may cause a severe allergic reaction
which may include:

Drug Facts (continued)

W you ars taking a diuretic
W you have high blood pressure, heart diszasa, liver cirrhasis, or
Kidney disease
Ask a dactor or pharmacist before use if you are
taking drugfor  mgout  wdibetes
$top use and ask a doctor if
wan allergic reaction occurs. Seek medfical help right awey.
wyou experience any of the following signs of stomach
bleading: e fool faint @ vomit blood
@ have bloady or black stooks
» hiave stomach pain that does not get better
W pain gets worse of lasts more than 10 days
wever gets worse or lasts more than 3 days
mredness or swelling is present
m g symploms occur
mringing in the ears or a loss of hearing occurs

It pregnant or breast-feeding, ask & health professional before
use. It is especlally important not to use aspirln during the last
3 months of pregnancy unless definitely directed to do so by a
doclor because it may cause problems in the unbom child or
complications during delivery.

Keep out of reach of children. In case of overdose, get medical help
or contact  Potson Contrl Center {1-800-222-1222) right away,

warthitis

whives mfacial swelling  m asihma (wheezi 0ck
Stomach bleeding waming: This product contains an Ilsnln
which may caus severe stomach bleeding.

The chance is higher I you

ware age 60 or older

w have had stomach ulcers or bizeding problems

w take 2 blood thinning {anticoagutant) or steroid drug

miake other drugs containing prescription or nonprescription
MSAIDs (aspirin, Buprofen, napraxen, or others)

mhave 3 or more lcoholic drinks every day while using this
product

m take mare or for a longer time than directed

[Da nof use

mif you are allergic: to aspirin or any other pain refieverfever raducer

mif you have ever had an allergic reaction to this product or any

of its ingredients

**Talk to your doctor or other healtheare provider
before using this product for your heart,

Ask a doctor before use if
myou have asthma i stomach blesding waring applies o you
‘Wyou havea histary of stomach groblems, such a5 heartbum b

W30RG0422-F

Directions

mdrink a full glass of water with each dose

madults and children 12 vears and over: take 4 to B tableis every
4 hours not be exceed 48 tablets in 24 hours unless directed by

mchildren under 12 years: consuita doctor

Other information
W S0re 2t room temperature, Avoid exessive heat above 40°C (104°F)

Inactive ingredients anhydrous lactoss, camauba wax,
colloidal sificon diowide, croscarmeliose sodium, DEC yellow #10
aluminum lzke, iron made ochre, methacryic acid and ethyl
acrylae copolymer, microcrystalline cellulose, palysorbate 80,
simethicone, sodium hydraade, sodium laury sulfate, starch, talg,
fitanium digxidle, tristhyl citrate

Questions or comments? all1-871-200-4008

TAMPER EVIDENT: DO NOT USE THIS PRODUCT IF THE
INPRINTED FOIL SEAL OVER THE MOUTH OF THE
BOTTLE IS €UT, TORN, BROKEN OR MISSING

ITEM 284614 WO0O0000-0000-0

s Wirgr7liTseatlily

| LotNo. |
Exp Date: |
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**Talk to-your doctor or other healthcare provider
before using this product far your heart.
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{2 BOTTLES:

120 TABLETS PER BOTTLE)

CGompare to the active ingredient
in Bayer® Low Dose Aspirin

Low Dose

.32.TAB.LEIS..
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Drug Facts [rovc iowanon

Active ingredient Purpose
(in each fablet) |
Aspirin 81 mg (NSAID)*..............Pain reliever
*nonsteroidal anti-inflammatory drug

Uses wmfor the temporary relief of minor
aches and pains or as recommended by your
doctor. Because of its delayed action, this
product will not provide fast relief of
headaches or other symptoms needing
immediate relief.
mask your doctor about other uses for
enteric coated 81 mg Aspirin.
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Drug Facls (continued)
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m are age 60 or older

m have had stomach ulcers or bleeding problems

mtake a blood thinning (anticoagulant) or stercid drug

m take other drugs containing prescription or
nonprescription NSAIDs (aspirin, ibuprofen,
naproxen, or others)

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

m fake more or for a longer time than directed

Do not use

mif you are allergic to aspirin or any other pain
reliever/fever reducer

w if you have ever had an allergic reaction to this
product or any of its ingredients

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.
RAllergy aleri: Aspirin may cause a severe
allergic reaction, which may include:
mhives  mfacial swelling
masthma (wheezing)  mshock |
Stomach bleeding warning: This product
contains an NSAID, which may cause severe
stomach bleeding. The chance is higher if you =

Ask a doctor before use if m you have asthma

m stomach bleeding warning applies to you

myou have a history of stomach problems, such as
heartburn  myou are taking a diuretic

myou have high blood pressure, heart disease, liver
cirrhosis, or kidney disease

Ask a doctor or pharmacist before use if you are
taking a prescription drug for
mQout mdiabetes marthritis

Stop use and ask a doctor it man allergic reaction
occurs, Seek medical help right away.
m you experience any of the following signs of
stomach bleeding:  feel faint e vomit blood
» have bloody or black stools
» have stomach pain that does not get better
m pain gets worse or lasts more than 10 days
m fever gets worse or lasts more than 3 days —— p

Drug Facts (continued)

m redness or swelling is present

W new symptoms occur

mringing in the ears or a loss of hearing occurs
It 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 doclor because it may cause problems in the
unborn child or complications during delivery.
Keep out of reach of children. In case of
overdose, get medical help or contact 2 Poison
Control Center (1-800-222-1222) right away.

—-ln____naz under 12 years; consult a doctor
| B

Directions

m drink a full glass of water with each dose

m 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

Other information
tore at room tem perature. Avoid excessive
heat above 40°C (104°F)

Inactive ingredients anhydrous laciose,
camauba wax, colloidal silicon dioxide,
croscarmellose sodium, D&C yellow #10

aluminum lake, iron oxide ochre, methacrylic acid
and ethyl acrylate copolymer, microcrystalline
cellulosg, polysorbate 80, simethicone, sodium
hydroxide, sodium lauryl sulfate, starch, talc,
titanium dioxide, triethyl citrate v

. W30RG0422-F \

f

gEafiii |=S|8

et ifln s

mmwmu.mm. 2218

] a2 glés =

ﬂm mmmﬂmmm_ %m m
g5Ee umme 55| |
=8 wwm 22|
#Sg T |
m *WW.M _‘
§ =y R

(NSAID)

Enteric-Coated

irin 81

in Bayer® Low Dose Aspirin®

Compare to the active ingredient
81mg / PAIN RELIEVER

Low Dose

o

ACTUAL SIZE

**Talk to your doctor or other healthcare
rovider before using this product for your heart.

TABLETS
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RETAIN CARTON FOR COMPLETE PRODUCT INFORMATION Drug Facts {confinued)
' have had stomach ulears or bleading problem
ﬂmg Facls mtake & bload thinning {anticoaguiant) or steroid
S — drug
Active ingredient (in each tabiet) Purpose ' taka other drugs containing prescription or
Aspirin 81 mg [NSAID™). .. Pain religver nanprescription NSAIDs (aspirin, ibuprofen,

3-122LOHOEM

Drug Facts (continued)
mhave bloody or black stools — m vamit blood
mhave stomach pain that does nat gat better

W pain gets uorse or lasts more than 10 days

m fever gets worse or lasts more than 3 days

ACTUAL SIZE

s e

1
1
'
1
'
'
i ' o
“nonstaroidal anti-inflammatary drug napraxen, or others) m rechess ar swelin ks present 1 3 Fg‘
m have 3 or more elcoholic drinks every day while SO SRS QLA : 1 -
Cxat Lsing this proguct b W ringing n thegars or alss of earng occurs | iz
.E)Url algereiggnngrunr:nwderglg %m’;ggg‘;ﬂggﬂmﬂf ' fake more o for & longer fime than directed If pregnant or breast-leeding, ask 2 haalth : £2
its delayed action, ths product will not provide Da not use prafsssional before use. I Is sspaclally Impurtanl B8 58 ;EJ
tastreliel of hieadaches or other symptoms wif you are allergic to aspirin or any other pain not lo use aspirin during the last 3 months of b £: b
needing immediate relief. relizver/fevar raducer pregnancy unle:_s definitely directed 1o _nusu bya ) 8E %_;
mask your doctor about other usas for wif you have ever had an allergic reaction to this doctor because it may cause problems in the 1 3 =
enteric-coated B1 ma Aspirin i product or any of its i unborn child or mmplmlitmns during delivery. ' g2 e
Ask a doctor before use if Keep out of reach of children. n case of overdose, | b= =
Warnings w stomach bleeding waming appliss to you get medical help ar comtacta Poison Control Center " =
Reye's syndrome: Children and teenagers who wyou have & history of stomach problems, such (1-800-222-1222) right away. =2 =
heve or are recovering from chicken pox or flulike 2 haarthum : g =

Directions
mdrink a full glass of water with each dosz

symptoms should not use this product. When i
using this product, if changes in behavior with L ﬁ\ur:lll%?hz;u\: Dn‘ro E‘Un ﬂpgﬁii;ea'sgean disease.
nusea and vamiting occur, consult a doctor wyouare takinﬂad\uretlc W yau have astima dutts and children 12 yaars and aver: taks 410 &
because these symptoms could be an early sign of tablets every 4 hours not o exceed 48 tablets in
Reye's syndrome, a rare but serious illness Ask a doctor or pharmacis! belore use if you are 24 hours unless directed by a doctor

Allergy alert: Aspirin mey cause a severe allergic taking a prescription drug for: ' childran under 12 years: consult a doctor
reaction, which may include: mhives  m facial mgout mdighetes marthritis - -
sweling  mshock thma (wheszing) Stop use and ask a doctor if Other information ) )
Stomach bleeding warning: This product contains wan allergic reaction occurs. Seek medical help m Stors at room temprature. Avoid sxcessive heat
an NSAID, which may cause severs stomach right away. above 40°C [104°F).

bleeding. The chance is higher if you: myou experience any of the following signs of

mare age 60 or older > stomach bleeding m fal faint
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LOW DOSE ASPIRIN

aspirin 81 mg delayed release tablets tablet



Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:0363-0690

Ingredient Name Basis of Strength Strength

ASPIRIN (UNIl: RL6CO5Y76E) (ASPIRIN - UNII:R16CO5Y76E) ASPIRIN

Inactive Ingredients

Ingredient Name
DIMETHICONE (UNII: 92RU3N3Y10)
ANHYDROUS LACTOSE (UNII: 35Y5LHOPMK)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
SODIUM HYDROXIDE (UNII: 55X04QC32lI)
FERRIC OXIDE RED (UNII: 1KO9F3G675)
TALC (UNII: 7SEV7J4R1U)
SODIUM LAURYL SULFATE (UNII: 368GB5141))
STARCH, CORN (UNII: 08232NY35))
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
CARNAUBA WAX (UNII: R12CBMOEIZ)
D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET6)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNII: NX76LV5T8))
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)
CROSCARMELLOSE SODIUM (UNIl: M280L1HH48)
POLYSORBATE 80 (UNIl: 60ZP39Z G8H)

Product Characteristics

Color yellow Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# kem Code Package Description Marketing Start
Date
1 ’I'ZDC:°363'069°' 1in 1 CARTON 10/08/2021
1 120 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:0363-0690- 4 ;1 cARTON 06/15/2022

32

32 in 1 BOTTLE; Type 0: Not a Combination
Product

81 mg

Strength

no score
7mm

Heart

Marketing End
Date



3 [DC:0363-0690- 5 in 1 carTON 06/15/2022

120 in 1 BOTTLE; Type 0: Not a Combination

Product
g [DC:0363:0690- 4 in 1 carTON 06/15/2022
a 200 in 1 BOTTLE; Type 0: Not a Combination

Product
5 NDC:0363-0690- 4 in 1 carTON 06/15/2022
5 300 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTCimonographinot s o 4345 10/08/2021

final

Labeler - WALGREENS (008965063)

Registrant - TIME CAP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
TIME CAP LABORATORIES, INC. 037052099 manufacture(0363-0690)

Revised: 5/2022 WALGREENS
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