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

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

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

have had stomach ulcers or bleeding problems

take other drugs containing prescription or nonprescription NSAIDs [aspirin,
ilbuprofen, naproxen, or others]

Do not use
= 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

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
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:
= vomit blood

= have bloody or black stools

= feel faint

= 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

new symptoms occur

These could be signs of a serious condition.

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)
s 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)

COMPARE TO

ST. JOSEPH®

LOW DOSE ASPIRIN
active ingredientt

100% Money Back Guarantee

36 ENTERIC COATED
TABLETS

Actual Size

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

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

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

50844 REV0122A64507

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

©2022 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.



A pajaaiip ety auuy safiuo] e Joj 10 oW aYe} M
jonpoud siyj Buisn ajym

fep Aiana SYUIP 2100 B SI0W 10 § SNBy M
1apjosoggabeacm  Gnp

plosa)s Jo fuepnBeoanue) Buuiy poojq e eye; m

nof 1 saufiy s1 soury ay) Guipaajq yoewo)s

2Uanas asnen ABW YxuM " QySN Ve Sulejuod

Jonpoud siuy) Bupuem Buipaajg yoewog

(buizaaym) ewyisem  Hoousm

Guijams |eoeym  sanym

3pN|UL AeWw Yo ‘uogaea)

aibua|je asanas e asnes few updsy s Abaayy

"sSall[l SnoLas nqael e ‘awopufs

s,akay 4o ubls fj1ea ue aq pjnoa swoydwis

2581} 8SN1L9Iaq JOI0P B YNSU03 190 Guniwon pue

ASTIRU JyIm Jotaenaq ul saBueyd 41 “panpoid sy

Bursn uaypy Jonpoud siy) asn Jou pjnoys swoydw s

al|-ny o xod uayony woup Buuanosal ae Jo aney

oym s1abeuas) pue uaipjiyy :awoipufs s,akay

sbuiusey

‘Jaijes ajeipawiy) Guipaau swojdwfs

131j0 10 salyaepeay Jo ja1ja1)se) apirold

Jou [[1m jonpoud siy} ‘uorjoe pakejap sy jo
asneaaq "10ja0p N0k Aq papuatuwosal se Jo sured
pue saise Joul Jo jaija Arelodway au) oy sasf)

Bnup A10jRLILIE|UI-HUR [epIDIAISUOL,
Jonjorueg <ttt e () B g umdsy

(181qe} yoea u)
uaipaibul angay

$19e4 finiq

asoding

NOLLYWHOSNI LONO0Y 313TdN0D
404 39VXIYd HILNO 433X

P

mlqm_UJ = snmgm_l
gisg i2Eze7|ze
Sipy o2 “833[|23
f2g8s 838 Zz:ila%
2278 zg= LFE IS
s 5o BoF2 123
aS=E wm WWM mmc.-
§E57 ~E B=Z ==
RERE 8= gE5: )
=58 oF £ 8
=55 25~ 22| 3
sS85 & e
FEE "8 2] 8
MN.M = 3 2 =
2EC gzl &
| gge = B =

EERY = Wm
ZEs & ==

2 = 8=y
23z g

EES 2

=1

(panupuog) sjoeq fing

COMPARE TO

ST. JOSEPH"

LOW DOSE ASPIRIN
active ingredientt

imen”

Reg

spirin
Delayed Release, 81 mg | Pain Reliever (NSAI D)

Low Dose | Safety Coated

NDC 70000-0604-1

A

TAMPER EIDENT: DO ROT USE IF IMPRINTED SAFETY SEAL

UUMDER CAP [5 BROKEN OR MISSING

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

_ CIN 5777685 REV. 5/22

_

| 0"796295"14201

no print / no varnish area
lot no. & exp. date

5

100% Money Back Guarantee

- aen Jitpeny

‘ujjaaey} ‘apixolp wnjueyy ‘ofe} ‘ajeyns ng
LUNIPOS '3]RUOGIRIIE LNIPOS ‘SUOINJI3UNS “XeM
aejjays ‘joof6 auayfyyafjod ‘ssonyrapfod ‘asonjjaa
aules Ao ‘piae akoeyEw ‘eso puwodfy
‘9 mojjak 9904 ‘0t P21 7304 'Yo1e)S Woa ‘edi)s
snospfiyue [epiojod spuaIpasbiLl anrjaeu|

Jqunu o] pue ajep uoljendxa Joj ey pua sas m
(4.98- 65) 9,08~ 51 Usamieq

payiwiad suoisinaxa (4 47} 0,67 R 2I0iS W

lronjewiiojui i8yjo

1990 swoydwis mau m

Juasaid 91 Buyjams 1o ssaupal m

sfiep ¢ ueyy asow sjse) Jo aslom sjab Jase) m

shep o] ueyy alow s)se| 1o sstom sjali ued m

1990 Buieay 40 $0] & 10 siea ay) ut Hubum
13180 120 you saop yeyy ured yoewols aney B
Jure j2ajm  sjoajs jor( Jo Apoojq aneym
poojgjiuonm  :Buipaayg yoeuiojs

Josubis Bupmoyiog ayy jo fue souaisadya nok m
“Reme b

djay) [eaipall ¥aas 's1na30 uonaeal Abis|euem

1 Jojoop eyjse pue asn doyg

iopop e fig pajoaip
ssajun asn jou op sreak g| Japun ualpjiy m
10}00p © Aq pajoalp ssajun oy $Z
Ul S}2]e} 8 P82 o} jou sinoy  Kiana sjafqel
§ 03 e) 11800 pue s1eak 21 Ualp|ya pue synpe m
350D 23 LyIm J2)em Jo sse6 [ny & yuLp B
pajoalip uey) aiow axe} jou op m
suonailg

spuypem  ssjaqepm  ynoim
104 6rup uoiyduasand e Buryey
a1e nof J1 asn aJojaq Jsioeweyd Jo Joj00p e Y5y

“feme 16U 19)Ua7 [onu7

wos|og & 983U Jo djay [paipaw 16 ‘asopiano

40 859 U] “UBJP[IY9 Jo Yaeal jo yno daay

“fsanijap Burnp suoyeadwod o

PIIY usoqun ayy u) swajqoad asnes few Y esnessq
10120p & Aq 0 op 0} paioaap Ryuyap sseun
KoueuBasd uaje| Jo sysam g Je uuidse asn o} jou
Juepodw fjeradsa si)) ‘asn alojaq [euoissajoid
Uyeay e yse ‘Buipasy-jseaid 10 yueubaid j|
“UOI)IpUCI SNOUAS B J0 SUbIS 8q pinod 8say|

pwyise axey ok apainipe Gupje) e nof m
sseasip faupry Jo ‘sisoqup

J1an| ‘aseasip Jeay ‘ainssald poojqybiy aney nof m
ningyeay

seyons ‘swajqord yoewoys jo Liojsiy e aney nof m

nof o) saidde Buiwsea Buipas)q yoewos m

J1 5 240}3q Jojo0p @ ¥sy

spuaipaibul sy o fue Jo Janposd
s1u} 0} uoijoeas gifisale ue pey Jen aney nok | m
13ONpaJ Janay/araljal
ured sauo Aue 1o upidse oy 9\Biaje ase nod jim
asnjou og

[s13u30 10 ‘uaxoudeu

‘uajosdngr ‘umdse] sqpysn vonduasaiduou
10 uonduosaid Buirejuos sBnap Jsupo e m
swajqoid Bujpaajq 10 S1a0[n yILWO)S PRy arey W

(panunuoa) spoe4 bnig

B-0225-645-07-R
REV0122A64507

(panunuoa) spae4 bnig

Leader 44-645

ASPIRIN REGIMEN

tablet, delayed release

aspirin

Product Information

Item Code (Source) NDC:70000-0604

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm




Active Ingredient/Active Moiety

Ingredient Name
ASPIRIN (UNIl: RL6CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3W0)
METHACRYLIC ACID (UNII: 1CS02G8656)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNIl: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
SHELLAC (UNII: 46N107B710)
DIMETHICONE (UNII: 92RU3N3Y10)
WATER (UNIIl: 059QF0KOO0R)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNIl: XHX3C3X673)
TRIETHYL CITRATE (UNII: 8Z96QXD6UM)

Product Characteristics

Color pink Score
Shape ROUND Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description
NDC:70000- ;
1 0604-1 1in 1 CARTON
1 36 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:70000- ;
2 0604-2 1in 1 CARTON
2 120 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

Basis of Strength

ASPIRIN

Strength
81 mg

Strength

Nno score

6mm

L

Marketing Start Marketing End

Date
06/01/2022

06/01/2022

Marketing Start
Date

Date

Marketing End
Date



OTC Monograph Drug MO013

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: 9/2023

Address

Address

Address

Address

Address

Address

ID/FEI
038154464

ID/FEI
832867837

ID/FEI
832867894

ID/FEI
868734088

ID/FEI
967626305

ID/FEI
117025878

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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