LOW DOSE ASPIRIN- aspirin tablet, coated
TIME CAP LABORATORIES, INC

481R TCL 49483-481 ASPIRIN 81MG DELAYED RELEASE TABLETS

DRUG FACTS

Active ingredient (in each tablet)
Aspirin 81 mg (NSAID*)

*nonsteroidal anti-inflammatory drug

Purpose
Pain reliever

Uses

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.

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

e facial swelling

e asthma (wheezing)

e 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

e have had stomach ulcers or bleeding problems

e take a blood thinning (anticoagulant) or steroid drug

e take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ibuprofen, 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
¢ if you have ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if
e you have asthma
e stomach bleeding warning applies to you



e you have a history of stomach problems, such as heartburn
e you are taking a diuretic
e 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.
e 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

e pain gets worse or lasts more than 10 days

e 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

Other information

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

e 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

Drug Facts (continued)
reaction to this product or any of its ingredients

Ask a doctor before useif M you have asthma

m stomach bleeding warning applies toyou M 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 @ gout M diabetes M arthritis

Stop use and ask a doctor it man allergic reaction occurs.
Seek medical help right away. W you experience any of the
following signs of stomach bleeding: @ feel faint

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

W new symptoms occur M ringing in the ears or aloss of
hearing occurs

If pregnant or breast-feeding, ask a health professional
before use. It is especially important not to use aspirin
during the last3 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 Genter
(1-800-222-1222) right away.

Directions w 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

M_anaa by adoctor m children under 12 years: consult a
octor

Other information  w store at 25°C (77°F) excursions
permitted between 15°-30°C (59°-86°F) m use by
expiration date on package  avoid excessive heat above
40°C (104°F)

Inactive ingredients anhydrous lactose, camauba wax,
colloidal silicon dioxide, croscarmellose sodium, D&G yellow
#10 aluminum lake, iron oxide ochre, methacrylic acid and
ethy| acrylate copolymer, microcrystalline cellulose,
polysorbate 80, simethicone, sodium hydroxide, sodium lauryj
sulfate, starch, falc, titanium dioxide, triethyl citrate

Questions or comments?Call 1-877-200-4008
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Drug Facts (continued)

Do not use

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

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

Ask a doctor before use if

W stomach bleeding warning applies to you

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

W you have high blood pressure, heart disease, liver cirrhosis, or
idney disease

W you are taking a diuretic

W you have asthma

Ask a doctor or pharmacist before use if you are taking a prescription
drug for: W gout M diabetes M arthritis

Stop use and ask a doctor if
W an allergic reaction occurs. Seek medical help right away.
W you experience any of the following signs of stomach bleeding:
| feel faint
W vomit blood
W have bloody or black stools
W have stomach pain that does not get better
W pain gets worse or lasts more than 10 days
W fever gets worse or lasts more than 3 days
W redness or swelling is present
W new symptoms occur
W ringing in the ears or a loss of hearing occurs

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

“__J_.‘ cause problems in the unborn child or complications during
elivery.

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

W drink a full glass of water with each dose

W 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

M children under 12 years: consult a doctor

Other information

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

W use by expiration date on package

W avoid excessive heat above 40°C (104°F)

Inactive ingredients

anhydrous lactose, camnauba 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

Adhesive Area

s N

E N <« n= L .N
; X3
| ealy HwQ ysiusep &w‘
_ 101 &owwv |
0STI8TE8V6F € |
_ £22) Higy
! VSN Ul pery
_ SELLL AN
i ‘alepBuILLE ‘SnuaRY RN /

U] ‘sqe den-awi _._
:Aq painjoeynue|y
up1dsy 8soq Mo glakeg yJewapes} paisysifal sy} Jo 19umo’

‘oy 1akeg Aq painquisip Jo painiaeinuew Jou st 1onpoud siy !

: (19qe| Japun panunuod) syae4 finig :

PajaauIp Uy} Bwi} 19BUO| B 0} JO BI0L Be} M

1onpoud siy} Buisn ajiym Aep A1aAa SyuLIp 1{0Y0J[e 810W 40 § SARY M
(s18y30 J0 ‘uaxoideu ‘usjoidng) ‘uriidse)

SQIYSN uonduasaiduou Jo uoidiasaid Bujureyuod sbnip Jayjo axe) m

Bnip piosays 10 (yuenbeoanue) Buuuiyl poojq e exel m

Swa|qoud HuIpas|q J0 SIBN YOBWIOS Pey BAey M

13p|0 10 (9 dbe d1e W

:noA 1 Jaybiy s199uBYD Y] BuIpas|q YIBWIOIS BI9ASS BSNed

Rew yorym ‘qIySN ue surejuod Jonpoud sy :Burusem Buipaa)q yaewoys

¥oous m

(Buizesym) ewiise m

Buijjoms [ejoe} m

SOy M

:apnjout

Rew yojym uonoeal 916.9]e 819A3s & asned Aew updsy :uaje ABia)|y

*SSAU||I SNOLIBS INq Akl  ‘BLUOIPUAS

s,9fay Jo ubis A1ea ue aq pjnod swojdwAs 8say) aSNeISY J0300p B

}NSU0J ‘In990 BUIILIOA PUE BaSNBU Y3iM JOIABYSQ Ul SBUBY? §i Jonpoud Siy}

Buisn uayp ‘1onpo.d siy} asn Jou pjnoys swodwiAs ayi|-ny Jo xod UsyaIYd

woJj BulIaA0931 BJe 10 dABY OUYM SI13BeUSS) pue uaJp|I) :awwoapuAs s akay

sbujurepy

“uLndsy Bui |8 pajeoa Liajua Joj Sasn JaYH0 IN0ge J0jo0p JNok yse M
*Ja1ja) ajeipawwy buipaau swojdwAs Jayo Jo Sayaepeay Jo Jaijal jse)
apinoad jou [j1m janpoud sy} ‘uonjae pakejap sy Jo asneaag ‘10}00p Inok

Aq papuauwL09as se 1o suled pue sayde Joulw Jo Jaija Arelodwa} ay} Joj m

sasn

Bnip Auojewweyjul-ue [epiossisuou,,

10AdIja] Uleg L(aIvsn) bw |g umdsy
asoding (18192} ysea uj) yuaipaibiuy anyay

sjae4 bnig

DNISSIA HO N3)0HE ‘NHOL ‘LND SI I1LL08 IHL 40 HLNOW IHLHIAD !
17¥38 7104 GILNIHAINI FHL 41 LINGOH SIHL ISN LON 00 :INIAIAT HIJINVL |
|

tin
irintt

ien

d

ingre

NDC 49483-481-50
Compare to the active
Actual Size

=3
3
<<
@
]
=1
=]
=
3
=
.
5
=
=
o

in Reliever (NSAID) _
Safety Coated | Aspirin Regimen

81 mg Delayed-Release Tablets

5007 TS

ASPIRIN

|
|
, Pa
|
|
|




Drug Facis (continued)

Ask a doctor before use if

W stomach bleeding wamning applies to you

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

W you have high bood pressure, heart disease, liver cirthosis, or
kidney disease

W you are taking a diuretic

M you have asthma

Ask a doctor or pharmacist before use if you are taking a
prescription drug for; Wgout W diabetes W arthritis

Stop use and ask a doctorif

W anallergic reaction occurs, Seek medical help right away,

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

W pain gets worse or Bsts more than 10 days

W fever gets worse or lasts more than 3 days

W redness or swelling is present

W new symptoms occur .

W ringing in the ears ora loss of hearing occurs

If pregnant or breast-feeding, ask a health professional before use. It
is especially ,_._._ﬂ__a_a not to use aspirin during the last 3 months
of pregnancy unless definitely directed to do so by a doctor
betause 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 Genter (1-800-222-1222) right away.

Directions
W drink a full glass of water with each dose
W adults and children 12 years and over: take 4to 8 tablets every 4
Hmﬁa not to exceed 48 tablets in 24 hours unless directed by a
or
W children under 12 years: consult a doctor

Other information

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

W ust by expiration datz on package

W avoid excessive heat above 40°C (104°F)

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

Questions or comments ? Gall 1-877-290-4008
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Drug Facts (continued)

Aska doctor before use if

W you have asthma

' stomach bleeding waming applis o you

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

m youare taking a diuretic

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

Ask a doctor or pharmacist before use if you are taking a presciiption
drug for: @ gout M dishetes W arthitis

Stop use and ask a doetor if

' an allergic reaction occurs. Seek medical help right away.

o you experence any of the following signs of stomach bleeding:
@ feelfaint @ vomit blood @ have bloody or black stools

@ have stomach pain that does not get better

W pain gets worse or lasts mom than 10 days

W fever gets worse or lasts more than 3 days

W edress or swelling is present

W rew symptoms occur

W ringing in the ears or a loss of hearing occurs

If pregnant or breast-feeding, ask a health professional before use. i
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. Incase of overdose, get medical help or
contacta Poison Control Center {1-800-222-1222) gt away.

........... =11 |
ealy JWQ YSIuIep
4101

Directions

W drink a full glass of water with each dose

W adults and children 12 years and over. take 4 to B tablets every 4
hours not to exceed 48 tablets in 24 hours unless directed by a doctor

w children under 12 years: corsult a doctor

Other information

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

W use by expirtion dats on package

| mqnwﬁnﬁ.mzm heat mg__,w ._Eumm (104°F)

Inactive ingredients anhydrous lactoss, camauba wax, collvidal
silicon dioxie, croscamellose sodium, D&EC yellow #10 aluminum lake,
ron oxide cchre, methacrylic acid and ethyl acrylate copolymer,
micocrystaline cellulose, polysorbate 80, simethicone, sodium

yd raide, sodium lauryl sulfate, starch, tale, i tarium dioxide, tristhyl
citrate

Questions or comments? cal 1-677-200-4008
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ingredientin

Compare to the active
Bayer® Low Dose Aspirintt
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*imely"
Safety Coated | Aspirin Regimen
WITHOUT YOUNG CHILDREN

THIS PACKAGE FOR HOUSEHOLDS

81 mg Delayed-Release Tablets

Pain Reliever (NSAID




Drug Facts (continued)

reaction to this product or any of its ingredients

Ask a doctor before use if  m stomach bleeding warning
appliesto you  myou have a history of stomach
problems, such as heartburn  m you have high blood
pressure, heart disease, liver cirrhosis, or kidney disease
myou are taking a diuretic  m you have asthma

Ask a doctor or pharmacist before use if you are taking a
prescription drug for:  mdiabetes wmgout m arthritis

Stop use and ask a doctor if  m an allergic reaction occurs.
Seek medical help right away.  m you experience any of the
following signs of stomach bleeding: e feel faint e have
bloody or black stools e vomit blood e 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
3days  mredness or swelling is present

W new symptoms occur  mringing in the ears or a loss of
hearing occurs

If pregnant or breast-feeding, ask a heafth professional before
use. Itis especially important not to use aspirin during the
last 3 months of pregnancy unless definitely directed to do
s0 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.
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Directions  wdrink 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

m children under 12 years: consult a doctor
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Other information w store at 25°C (77°F) excursions
permitted between 15™30°C (59*-86°F)

W use by expiration date on package W avoid excessive
heat above 40°C (104F)
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Inactive ingredients anhydrous lactose, camauba wax,

acid and ethyl acrylate copolymer, microcrystalline cellulose,
polysorbate 80, simethicone, sodium hydroxide, sodium
laury! sulfate, starch, talc, titanium dioxide, triethyl citrate
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Questions? Call 1-877-290-4008
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LOW DOSE ASPIRIN

tablet, coated

aspirin

Product Information

49483-481

NDC

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Strength

81 mg

Basis of Strength

ASPIRIN

Ingredient Name

R16CO5Y76E)

R16CO5Y76E) (ASPIRIN - UNII

ASPIRIN (UNII

Inactive Ingredients



Ingredient Name Strength
D&C YELLOW NO. 10 ALUMINUM LAKE (UNIl: CQ3XH3DET®6)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
ANHYDROUS LACTOSE (UNII: 3SY5LHIPMK)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
BROWN IRON OXIDE (UNII: INO32N7MFO)
METHACRYLIC ACID AND ETHYL ACRYLATE COPOLYMER (UNII: NX76LV5T8))
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
DIMETHICONE (UNII: 92RU3N3Y10)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STARCH, CORN (UNII: 08232NY3S))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNII: M28OL1HH48)

Product Characteristics

Color yellow Score no score
Shape ROUND Size 7mm
Flavor Imprint Code HEART
Contains
Packaging
# Item Code Package Description rEiaElne, BaGE lnEnaElie Hd
Date Date
NDC:49483- 1000 in 1 BOTTLE, PLASTIC; Type 0: Not a
1 481-10 Combination Product e
NDC:49483- 120 in 1 BOTTLE, PLASTIC; Type 0: Not a
2 481-12 Combination Product 06/19/2015
NDC:49483- 1000000 in 1 CARTON; Type 0: Not a Combination
e 481-00 Product 06/19/2015
NDC:49483- 300 in 1 BOTTLE, PLASTIC; Type 0: Not a
4 481-31 Combination Product 05/03/2021
5 2'8'3&43483' 500 in 1 BOTTLE; Type 0: Not a Combination Product 06/24/2021
6 255?5)9483‘ 365 in 1 BOTTLE; Type 0: Not a Combination Product 07/30/2023

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 06/19/2015

Labeler - TIME CAP LABORATORIES, INC (037052099)



Registrant - TiME cap LABORATORIES, INC (037052099)

Establishment

Name Address ID/FEI Business Operations
TIME CAP LABORATORIES, INC 037052099 manufacture(49483-481)

Revised: 12/2023 TIME CAP LABORATORIES, INC
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