BACK AND BODY EXTRA STRENGTH- aspirin, caffeine tablet, film coated
Cardinal Health 110, LLC. DBA Leader

Leader 44-413

Active ingredients (in each caplet)

Aspirin 500 mg (NSAID)*
Caffeine 32.5 mg
*nonsteroidal anti-inflammatory drug

Purpose

Pain reliever
Pain reliever aid

Uses

for the temporary relief of

= backache pain

= muscle aches and pains

= minor aches and pains of arthritis

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

shock

facial swelling

asthma (wheezing)

Stomach bleeding warning: This product contains an NSAID, which may cause
severe stomach bleeding. The chance is higher if you

take more or for a longer time than directed

take a blood thinning (anticoagulant) or steroid drug

are age 60 or older

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,
ibuprofen, 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 have asthma

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

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
s do not take more than directed
= drink a full glass of water with each dose

® adults and children 12 years and over: take 2 caplets every 6 hours, not to exceed 8
caplets in 24 hours

= 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

corn starch, hypromellose, maltodextrin, microcrystalline cellulose, polyethylene glycol,
sodium lauryl sulfate

Questions or comments?
1-800-426-9391

Principal display panel
LEADER™
NDC 70000-0127-2

Extra Strength

Back & Body

Aspirin (NSAID), 500 mg | Caffeine, 32.5 mg
Pain Reliever | Pain Reliever Aid

Relieves Backaches
and Muscle Aches & Pains

COMPARE TO
BAYER® BACK & BODY
active ingredientst

100% Money Back Guarantee
100 CAPLETS
Actual Size

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

TThis product is not manufactured or distributed by
Bayer AG, owner of the registered trademark Bayer®
Back & Body. 50844 REV0222B41312

CardinalHealth™

DISTRIBUTED BY CARDINAL HEALTH
DUBLIN, OHIO 43017
www.myleader.com 1-800-200-6313
Essential to Care™ since 1979

All LEADER™ Brand Products Have A
100% Money Back Guarantee

Return to place of purchase if not satisfied.



©2022 Cardinal Health. All Rights Reserved. CARDINAL HEALTH,
the Cardinal Health LOGO, ESSENTIAL TO CARE, LEADER, and the

Leader LOGO are trademarks or registered trademarks of
Cardinal Health. All other marks are the property of their

respective owners.
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00% Money Back Guarantee
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500 mg | Caffeine, 32.5 mg
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Aspirin (NSAl D)
Pain Reliever | Pain Reliever Aid
and Muscle Aches & Pains

100 CAPLETS

Extra Strength
Relieves Backaches

NDC70000-0127-2

Cardinal Health. All other marks are the property of their

respedive owners.

(AR AEEL] vba0s  fpog 3 yoeg
olafieg yewapey parsysibal ayy jo Jaumo ‘oY Jafeg

£ paANGUISIP 40 PaIMOBNUEL JoU $1 Janpoid Sy ],

16€6-9Z-008-1
£SIUalwod 1o suoljsanp

4 ) ul swajgosd asnes few ) asnesaq Jojop e

fig 0s op o0} pajpanp Ajayunap ssajun foueubaid
ul J33] 10 Syaan O 1B uuldse asn o) Jou
wepodun fjeioadsa 51 1) asn alojeq [euoissajord
ieay e yse “Bujpasj-jsealq 10 jueubaid j|

ajejns
|fune) wnipos ‘joafib auajfyladiod ‘asoneo
AU RIS U200 Upapo) B ‘350 ]jswoldAy

‘ueis uioo - Sjuaipaibitl anijaeuf

Jaquinu jo| pue ajep uonendxs Joj dejy pus sas m
(4.98-.65) 0.08-5) Uaameq

penyuiad suoisingxa (4.02) .52 lea0ism

uonewiojul 13y10

“UOIIPUDD SMIOUAS B Jo SUBIS aq pinos asay]
1n290 swoydwds mau m
uasand s1 Buyjjams Jo ssaupas m
shep g uey) a0w sjse| o asiom s1ab sanay m
sfep (| ueyy aJow sise| 10 asiom s1ab ured m
$1no00 Buneay jo $50] B0 slea ayy ul Gufuy m
Japaq 1a6 jou saop Jey) wied yorwo)s arey m
e [@s) m
$|00)$ H2B|q 10 Apoo|q sAzy m
poojq ywoa m  Buipss|q yaewols
Jo sufiis Gumoyjoy ay) jo Aue sousuadxa nok m
Feme by
djay |EaIpawu ¥98S “$IN220 uonaeas o1fia|le ue m
J1 10}90p € yse pue asn dojg

10j90p & fq pajoaip
SS3|UN 3N J0U Op [SJEak Z1 J8pun uaIp|iuo m
siney ¥g
ul sje|des g paaoxa o} Jou ‘sinoy g Aana sjs|des
2 9} 1300 pue s1eak 2| ualp|iyd pue snpe m
250P YOBa Yy J3jer Jo sselb |nj e quup m
Pajdal|p Uel) 20w axe) jou opm
suonaadig

sjuypem  saeqepm  obm
1o} Brup vonduasaid e Gurye)
ale nof J) asn a10jag sjoew.eyd 4o J0j30p & §SY

anainip & Gurye) aie nof m
250951p SUPLY 1O SISOYLID 13|
‘aseasip Leay ‘ainssaid poojq ybiy aney nofm
BLLLISE BABY NOA M WINGLE3Y SB
4ons ‘sws|qold YIewo)s Jo A10jsiy & aaey nok m
nod o} saydde Buiuses Buipaalg yoewols m
J1 85N 31030 10J30D B }SY

TAMPER EVIDENT: DO NOT USE IF IMPRINTED

\ \ _ CIN 5285796 REV. 4/22

_,_, \ _ 7 7
\ g i

0 lgs295112962

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

\ SAFETY SEAL UNDER CAP IS BROKEN OR MISSING
_

“Keme Jybu sajuan joauos

uoslod & 19Eu0d Jo diay [eaipaw 196 ‘asopiano
J0 3589 U] "UBIP(IY2 JO 3Bl Jo Jno daay
“faanijap Guunp suoneandwon Jo pjiys usogun

sjuaipasbui sy jo fue 1o Janpoud
siY} 03 uonaea) a16ie (e ue pey Jara aney nof jim
laonpai 1anaj/1anal
ured Jayjo £ue 1o uindse o) a16ia)e aue nof jm
asn jou og

(panunuoa) spaeq4 fnig

B-0225-413-12 /
\ REV0222B41312 /

(panunuoa) sjaeq Gnig

Leader 44-413

tablet, film coated

ine

, caffe
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BACK AND BODY EXTRA STRENGTH




Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ASPIRIN (UNIl: RL6CO5Y76E) (ASPIRIN - UNI:R16CO5Y76E)
CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII: 3G6A5W338E)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MALTODEXTRIN (UNIl: 7CVR7L4A2D)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))

Product Characteristics

Color white Score
Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

NDC:70000-

1 0127-2 1in 1 CARTON
1 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product
NDC:70000- :
2 0127-1 1in 1 CARTON
2 50 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

Marketing Information

Marketing
Category

OTC Monograph Drug MO013

Application Number or Monograph
Citation

Item Code (Source)

Basis of Strength

ASPIRIN
CAFFEINE

NDC:70000-0127

Strength
500 mg
32.5 mg

Strength

no score
17mm
44:413

Marketing Start Marketing End

Date

04/12/2004

04/12/2004

Marketing Start

Date
04/12/2004

Date

08/08/2021

Marketing End
Date



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.

Revised: 5/2023

Address

Address

Address

Address

Address

ID/FEI
038154464

ID/FEI
832867837

ID/FEI
832867894

ID/FEI
967626305

ID/FEI
117025878

Business Operations
pack(70000-0127)

Business Operations
manufacture(70000-0127)

Business Operations
manufacture(70000-0127)

Business Operations
pack(70000-0127)

Business Operations
manufacture(70000-0127)

Cardinal Health 110, LLC. DBA Leader
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