ASPIRIN- aspirin tablet 325mg tablet
WinCo Foods LLC

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.

011R Winco Foods 67091 382 Aspirin tablet 325mg 100 ct and 300ct

DRUG FACTS

Active ingredient (in each tablet)
Aspirin 325 mg (NSAID*)
*nonsteroidal anti-inflammatory drug

Purposes
Pain reliever/fever reducer

Uses
« for the temporary relief of minor aches and pains due to
o headache

o colds

0 muscle pain
o0 menstrual pain

o toothache
0 minor pain of arthritis
» temporarily reduces fever

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 iliness.
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:

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 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 if you have ever had an allergic to Aspirin or any other pain reliever/fever
reducer

Ask a doctor before use if

» stomach bleeding warning applies to you

* you have a history of stomach problems, such as heartburn

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

* you have asthma

* you have not been drinking fluids

* you have lost a lot of fluid due to vomiting or diarrhea

Ask a doctor or pharmacist before use if you are

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

* under a doctor’s care for any serious condition

Stop use and ask a doctor if

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

o have bloody or black stools

o vomit blood

o 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 in the painful area
* any new symptoms appear

* 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 right away.

Directions

* drink a full glass of water with each dose

 adults and children 12 years and over: take 1 to 2 tablets every 4 hours while
symptoms last. Do not take more than 12 tablets in 24 hours unless directed by a
doctor

 children under 12 years: consult a doctor

Other information
» store at 25°C (77°F) excursions permitted between 15°-30°C (59°-86°F)
* use by expiration date on package

Inactive ingredients corn starch, croscarmellose sodium, hypromellose,
microcrystalline cellulose, mineral oil, titanium dioxide



Questions? Call 1-800-824-1706 Monday - Friday 9am - 4pm MST

Drug Facts (continued)

Ask a doctor before use if

m stomach bleeding warning applies to you

m you have a history of stomach problems, such as heartburn

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

m you are taking a diuretic  m you have asthma

m you have not been drinking fluids

m you have lost a lot of fluid due to vomiting or diarrhea

Ask a doctor or pharmacist before use if you are

m taking a prescription drug for diabetes, gout, or arthritis
u taking any other drug

m under a doctor’s care for any serious condition

Stop use and ask a doctor if

m you experience any of the following signs of stomach bleeding:
m feel faint m have bloody or black stools
mvomitblood  m have stomach pain that does not get better

W pain gets worse or lasts more than 10 days

m fever gets worse or lasts more than 3 days

m redness or swelling is present in the painful area

W any new symptoms appear

m ringing 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
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 right away.

Directions

mdrink a full glass of water with each dose

m adults and children 12 years and over: take 1 to 2 tablets every
4 hours while symptoms last. Do not take more than 12 tablets
in 24 hours unless directed by a doctor

u children under 12 years: consult a doctor

Other information

m store at 25°C (77°F) excursions permitted between 15°-30°C
(59-86°F)

W use by expiration date on package

Inactive ingredients com Starch, Croscramellose Sodium,
Hypromellose, Microcrystalline Cellulose, Mineral Oil, Titanium Dioxide

Questions? call1-800-824-1706 Monday - Friday 9am - 4pm MST
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WinCo
FOODS

**Compare to the active ingredient in GENUINE BAYER®

PAIN RELIEVER - FEVER REDUCER
(NSAID)
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Drug Facts (continued)

Do not use if you have ever had an allergic reaction to any
other pain religver/fever reducer

Ask a doctor before use if .
1 stomach bleeding warning applies to you
myou have a history of stomach problems, such as heartburn

Ask a doctor or pharmacist before use if you are
mtaking a prescription drug for diabetes, gout, or arthritis
mtaking any other drug
munder a doctor's care for any serious condition
Stop use and ask a doctor if  myou 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
W pain gets worse or lasts more than 10 days  m fever gets
worse or lasts more than 3 days  mredness or swelling is
present in the painful area  many new symptoms appear
mringing 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 fo 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 right away.

- 7\
|

f ealy 1O el (] H%_ ww”nm au
343H 133!

_ 0 01zdm _Nmoz:g_

| ysiuiep

81800825502

! “SHVEININIO 00 I
! ORIV YAV g panquisp o
|

_ __ — _ = _ _— paimeynLewou s pnpodsy) |

$0/€8 01 ‘35108 7150004 OINIM :A9 a3LNdIdLSId

Pa19aIIp Uey} 8wy Jobuo| e 1o} Jo aiow oxyerm  jonpoud
S1y Buisn ajiym £ep Auana SYULI 91j0Y0D|E AI0W JO & 9ABY M
(s1ay10 Jo ‘uaxoadeu ‘uajoidng) ‘upidse) sQIYSN
uonduasaiduou Jo uopduasald Buuieluod sBnip 13yl el m
Binip piosays 1o (yuejnBeoanue) Buiuuiyl poojq e ayey m
Swajqoud Buipas|q Jo $Ja0JN YIRLIOIS PRY 3ARY M
Japjo o gg afieaiem  :noky
J10ybiy 51 9oueya ay) “Buipas|q yoewo]S 2.9A3S aSNED AW YIIYM
‘QIYSN Ue surejuod janpoid sjy) :Gujwiem Buipas)q yoewolg
(Buizaaym) ewy)sE M 20US W
Duijeoms [eoeym  sany m :3pnjoul fBw YIIYM
uorjaeal 9101)[e a19nas e asned Aew uuidsy :paje Abia)|y
"$SaU|1 SNOLIAS INq aIBJ B ‘AlI0IPUAS
5,aAaY Jo ufiis A1ea ue aq pjnod swoldwAs asay} asnedaq
10]90p B 3jNSU09 ‘In990 BURILIOA PUB B3SNEU LlIM JOIABYSQ
U1 safiueyd j1 ‘1anpoud siyy Buisn uaup) 19npoad siyy asn
10u pjnoys swoidw/As ayi-nj} Jo xod uayaIyd woy) burianodal
918 J0 ARy OyM Siabieuas) pue ualp|iy) :awolpuks s akay
sbuiusem

Directions w drink a full glass of water with each dose
madults and children 12 years and over: take 1 1o 2 tablets
every 4 hours while symptoms last. Do not take more than
12 tablets in 24 hours unless directed by a doctor
m children under 12 years:  consult a doctor
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Other information  wstore at 25°C (77°F) excursions
permitted betwsen 15°-30°C (59°-86°F)
B use by expiration date on package

Inactive ingredients corn starch, croscarmeliose
sodium, hypromellose, microcrystalling cellulose, mineral oil,
titanium dioxide

(uestions? cal 1-800-824-1706 Monday - Frday Sam - dpm MST

Adhesive Area
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“*Compare to the active ingredient in GENUINE BAYER®

PAIN RELIEVER - FEVER REDUCER
(NSAID)
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ASPIRIN

tablet 325mg tablet

aspirin

Product Information

67091-382

NDC

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Strength

325 mg

Basis of Strength

ASPIRIN

Ingredient Name

R16CO5Y76E) (ASPIRIN - UNII

R16CO5Y76E)

ASPIRIN (UNII

Inactive Ingredients

Strength

Ingredient Name



STARCH, CORN (UNIl: 08232NY3S))

HYPROMELLOSES (UNIl: 3NXW29V3WO)

MINERAL OIL (UNIl: T5L8T28FGP)

CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)

Product Characteristics

Color white Score no score
Shape ROUND Size 10mm
Flavor Imprint Code TCLO11
Contains
Packaging
# Item Code Package Description fiarketingistant Marketing End
Date Date

1 NDC:67091-382- 100 in 1 BOTTLE; Type 0: Not a Combination 01/18/2022

10 Product
2 NDC:67091-382- 300 in 1 BOTTLE; Type 0: Not a Combination 01/18/2022

30 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 4343 01/18/2022

final

Labeler - winco Foods LLC (056098817)

Registrant - TIME CAP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
TIME CAP LABORATORIES, INC. 037052099 manufacture(67091-382)

Revised: 5/2022 WinCo Foods LLC
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