ASPIRIN REGIMEN- aspirin tablet, delayed release
Cardinal Health 110, LLC. DBA Leader

Leader 44-645-Aspirin Regimen

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

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

take a blood thinning (anticoagulant) or steroid drug

are age 60 or older

take more or for a longer time than directed

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

= have had stomach ulcers or bleeding problems

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

Do not use

if you have ever had an allergic reaction to 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

Ask a doctor or pharmacist before use if you are

taking a prescription drug for
= gout

= diabetes

= 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

ringing in the ears or a loss of hearing occurs

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days

redness or swelling is present

any new symptoms appear

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use aspirin at 20
weeks or later in 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

= do not take more than directed

= drink a full glass of water with each dose

= 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

= children under 12 years: do not use unless directed by a doctor

Other information
m store at 25°C (77°F); excursions permitted between 15°-30°C (59°-86°F)
= see end flap for expiration date and lot number

Inactive ingredients



colloidal anhydrous silica, corn starch, FD&C red #40, FD&C yellow #6, hypromellose,
methacrylic acid, microcrystalline cellulose, polydextrose, polyethylene glycol, shellac
wax, simethicone, sodium bicarbonate, sodium lauryl sulfate, talc, titanium dioxide,
triacetin, triethyl citrate

Questions or comments?
1-800-426-9391

Principal display panel
LEADER™
NDC 70000-0604-2

Low Dose | Safety Coated
Aspirin Regimen**
Delayed Release, 81 mg | Pain Reliever (NSAID)

**Talk to Your Doctor or Other
Healthcare Provider Before Using
This Product for Your Heart.

COMPARE TO

ST. JOSEPH®

LOW DOSE ASPIRIN
active ingredientt

100% Money Back Guarantee

120 ENTERIC COATED
TABLETS

Actual Size

TAMPER EVIDENT: DO NOT USE IF IMPRINTED
SAFETY SEAL UNDER CAP IS BROKEN OR MISSING

50844 REV1024B64532

TThis product is not manufactured or distributed by
Foundation Consumer Healthcare, LLC, owner of the
registered trademark St. Joseph® Low Dose Aspirin.

DISTRIBUTED BY CARDINAL HEALTH, DUBLIN, OHIO 43017
www.myleader.com 1-800-200-6313

©2025 Cardinal Health. All Rights Reserved. CARDINAL
HEALTH, the Cardinal Health LOGO, LEADER, and the
LEADER LOGO are trademarks or registered trademarks
of Cardinal Health. All other marks are the property of
their respective owners.

100% Money Back Guarantee
Return to place of purchase if not satisfied.



REV1024B64532

50844

A Slajqosd Buipas|q Jo S1a91n YILUI0YS pey aney m
(51910 10 ‘uaxoudey
‘uajoudng) ‘udse) sgiysn uondussaxuou
1o vonduosaid Bumirejuod s6nup Jauo axe) |
pajaalp uey awy Jabuo] @ 10} Jo 210w sy} M
lapjologgebeaem  Bnp
ploia)s o (wepnbeooiiue) Buiuuiy} poojq e aye) m
nok 1 Jaybiy s1aaueyd ay] “Buipasiq
{IBLUOJS 313095 BSNE AW YdIyM ‘QIySN ue
surejuod janpoud swy) :Buwaem Guipaa)q yoewoys
(Guzaaym)ewipse M Yooysm
Buijams (eioej @ sanym
:3pnjaul feuw yatym uoijaeal
afiage asanss & asned few udsy spege ABae)y
"SSAUJ|1 SNOLIAS Nq a8l & ‘awolpuls
s,afay jo ulits fzea ue aq pnos swojdwils
53U} 3SNLIFQ J0}I0P B JNSUOD 1200 Buryuon
pue Basnieu i Joieyad it safueya J1 ‘janpoid siyy
Buisn usym “1onposd s asn Jou pinoys swodw/s
ax1j-njy 1o xod uaxpIyD woy) fuuanodal ame 1o
aney ouym siabieuaa) pue uaipyy) :awoapufs s,akay
shuney

10}30p nok A papuawwodal se 4o sured
PuE SaYe Joull jo jaija) fuesoduwia) ayy o) S5

Bnup fiojeLiweyyui-nue [epiosajsuou,

Jahaifar g e Q1SN Bl 1§ uidsy
(121qe1 yaea uj)

asoding juaipaibur anoy

Nouvisodu 1onaosdaizianco. IESRITRILIT|
Y04 3¥NOVH3LN0 33N

LEADER/?

©2025 Cardinal Health. All Rights Reserved. CARDINAL
HEALTH, the Cardinal Health LOGO, LEADER, and the
LEADER LOGO are trademarks or registered trademarks
of Cardinal Health. All other marks are the property of

DISTRIBUTED EY CARDINAL HEALTH, DUBLIN, OHIO 43017
thelr respective owners,

#This product is not manufactured or distributed by
Foundation Consumer Healthcare, LLC, owner of the
registered trademark St. Joseph* Low Dose Aspirin.
ww.myleadercom 1-800-200-6313

Z
ox
s
O, «%
= e
wa vy
Zuwo g
ASDD
mew
OhaR )

en‘*
(NSAID)

im

Delayed Release, 81 mg | Pain Reliever

Reg

spirin

Low Dose | Safety Coated

HDC 70000-0604-2

A

100% Money Back Guarantee

Retum to place of purchase if not satisfied.

| 100% Money Back Guarantee

16E6-921-008-1
¢Siualiwo 1o suolsany)

ajer) JAyjaL) ‘unadels) ‘apikoip wniuey) ‘vje} ‘sjepns
[fine] WRIPos ‘3]2U0GIEII] WNIPOS ‘AUCAILIBLIS XM
2ejfays ook 6 auajfylafjed ‘asoqxaphiod ‘asopn|ea
auleysiinosa *pre ayfioeyiaw ‘asofjawoldiy

‘9% mol|ak 9904 ‘Dp# Pa1 904 YORIS U0 'BIIYS
snoiphyue [epioloa  spualpalbul anpoel|

Jaquinu o] pue ajep :n:m:n_uv 1) o.w__ puaaasm
(4,98-,66)0,0¢-51

Usamiaq pajliuuad suoisInaXa {4,1/) 7.6z 18 A0S W

uonewiojur 1810

Jojpope fig
PAYIRLIP $Sa|UN 95N JOU 0p s1eak 21 JApun uaIpyo W
J0}20p B Aq pajaalip ssajun sinoy
b2 U1 S131q2) 8 paa0Ka 0} Jou sinoy b fiana sia|qe)
8 0] { e J1an0 Emw—mm_._ 21 UzIp|iyd pue synpe m
BS0p yaea ) Jajem Jo sSe|B ||nj e yuLp B
pajoallp Uey) 210w axe} jou op M SUOJJIANQ

“feme i

18)UBJ [DAUDY) UOSIOg B 138ju02 Jo djay [eaipaw jab
‘3S0PJAND J0 85D U] “URIPIIYO Jo Yoral Jo o daay
“fuanyap Buunp suoyendwos

10 P49 Woqun auy ul swa|qoid asnes few )t ssnesaq
10)20p & fq 08 0p 0} pajanp Kjajuyap ssajun
FaueuBaid Ul Jale| 10 $¥aam 0Z 18 uuidse asn o}

J0u Jueyiodun Ajeradsa $111 “ash a10jaq UOKSSajoxd
iyeay e yse ‘Gujpaaj-jsealq o jueubiaid §)

(panunuos) spoe4 Brug

TAMPER EVIDENT: DO NOT USE IF IMPRINTED
SAFETYSEALUNDER CAP IS BROKEN OR MISSING

0

CIN 5777693 REV. 04/25

9629514202

Do Not Print/No Varnish Area
Lot & Exp. Area

0

B-0225-645-32-R
REV1024B64532

seadde swodwis mau fue m
Juasald si Bujjams 10 ssaupai B
sfep ¢ uey) asow sse| Jo asiom sjafi Jare) B
SABP ) LBy} 2100 $)58] 0 3510M Sjab ued m
sin200 Buueay jo sso 2 10 sea ay) u Guibuy m
13)19013030U S30p JRup UrRd YoRLWO)S AKEY W
$100)$ %2e[q 40 Apoojq aney m
POOIG JWOAM  JURR) (33 W
:Buipaajq yoewo)s
Jo subis Buymoyjoy ay} o fue sousuadxanok m
“feme
JuBu djay [eaipatu ¥aas 'sInas0 uonaeal b ue B
J1 10)20p e Yse pue asn dojg

sjuyue M jnobm  sajqep W

10} Bnup vonduosaid e Bupye)
a1enol Ji asn alojaq jsioewieyd 10 10j90p B YSY

BLIYSE aney nok m

againip e Bunye) ase nok m
aseasip faupny Jo ‘sIsouyL1

13N ‘aseasip ueay ‘amssald poojq ybiny saey nok m
uingueay

SeUINS ‘swaggoad yewols o A10jsiy & arey noA m

nof o} saidde Buwem Guipaayg yoewo)s m

J1 85h a40jaq 10)20p & ySY

180NpaJ Jena/1ahalja) ured Jayjo fue
0} uonaeal Jifisale ue pey Jaaa aney nok Ji asn jou og

jonpoud siy) Buisn
B)iym Aiep £13A3 SYULIP 91/0YOT [ BI0LW 10 § ARY W

(panunuod) spoe4 rig

Leader 44-645

ASPIRIN REGIMEN

tablet, delayed release

aspirin

Product Information

Iltem Code (Source) NDC:70000-0604

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ASPIRIN (UNIIl: R16CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E) ASPIRIN 81 mg

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
METHACRYLIC ACID (UNIIl: 1CS02G8656)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNIl: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
SHELLAC (UNIl: 46N107B710)
DIMETHICONE (UNII: 92RU3N3Y10)
WATER (UNIl: 059QFOKOOR)
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIACETIN (UNII: XHX3C3X673)
TRIETHYL CITRATE (UNIl: 8Z96QXD6UM)

Product Characteristics

Color pink Score no score
Shape ROUND Size 6mm
Flavor Imprint Code L
Contains
Packaging
# Item Code Package Description AERGlE BEG nERGkne, 20
Date Date
NDC:70000- .
1 0604-1 1in 1 CARTON 06/01/2022
1 36 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:70000- ;
2 0604-2 1in 1 CARTON 06/01/2022
2 120 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information



Marketing
Category

Application Number or Monograph

Citation

OTC Monograph Drug M013

Labeler - cardinal Health 110, LLC. DBA Leader (063997360)

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Revised: 6/2025

Address

Address

Address

Address

Address

Address

ID/FEI
038154464

ID/FEI
832867837

ID/FEI
832867894

ID/FEI
868734088

ID/FEI
967626305

ID/FEI
117025878

Marketing End
Date

Marketing Start
Date

06/01/2022

Business Operations
pack(70000-0604)

Business Operations
manufacture(70000-0604)

Business Operations
manufacture(70000-0604)

Business Operations
manufacture(70000-0604)

Business Operations
pack(70000-0604)

Business Operations
manufacture(70000-0604)

Cardinal Health 110, LLC. DBA Leader
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