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TAMPER EVIDENT BOTTLE
DO NOT USE IF INNER FOIL SEAL MPRINTED WITH
“SEALED for YOUR PROTECTION" IS BROKEN OR MISSING

Reye's syndrome: Children and teenagers who have or are
recovering from chicken pox or fiu-like symptoms should not
use this product. When using this produd, if changes in
behavior with nausza 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: Acztaminophen may cause severe skin
reactions. Symptoms may include:

« skin reddening e blisters « rash

If a skin reaction occurs, stop use and seek medical help
right away.

Allergy alert: Aspirin may cause a severe allergic reaction
which may inchde:

« hives « facial swelling « asthma (wheezing) e shock
Liver waming: This produdt contains acetaminophen.
Severe liver damage may occur if you take « more than 2
caplets in 24 hours, which is the maximum daily amount

« with other drugs containing acstaminophen « 3 or more
alcoholic drinks every day while using this product 4
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Drug Facts (continued)

liver cirrhosis, or kidney disease « you are taking a diuretic

« you have asthma « you have problems or serious side
effects from taking pain relievers or fever reducers  you have
vomiting with your migraine headache

« have 3 or more alcoholic drinks every day while using this
product « take more or for a longer time than drected

feine warning: The recommended dose of this product
contains about as much caffeine as a cup of coffee. Limit the
use of caffeine-containing medications, foods, or beverages
wihile taking this product because too much caffeine may
cause nervousness, iritability, sleeplessness, and,
occasionally, rapid heart beat.
Do not use « if you have ever had an allergic reaction to
acztaminophen, aspirin or any other pain relieven/fever

a drug contains acetaminophen, ask a doctor or pharmacist
Hska doctor before use T » you have never had migranes
diagnesad by a health professional « you have a headache
that is different from your usual migraines  you have the
worst headache of your life » you have fever and stiff neck

« you have headaches beginning after or caused by head
njury, exertion, coughing o bending « you experienced your
first headache after the age of 50 « you have daily headaches
« you have a migraine s severe as to require bed rest « you
have liver disease » stomach bleeding wamning applies to
you = you have a history of stomach problems, such as
heartbum  you have high blood pressure, heart diseass, »
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Ask a doctor or pharmacist before use if you are

« taking a prescription drug for: « diabetes » gout « arthritis
« under a doctor’s care for any serious condition « taking any
other drug  taking any other product that contains aspirin,
acetaminophen, o any other pain reliever/fever reducer

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 fant « vomit biood « have bloody or black
stools « have stomach pain that does not get better

» your migraine is not relieved or worsens after first dose

* new or unexpected symptoms occur

« ringing in the ears or loss of hearing occurs

If pregnant or breast-feeding, ask a health professional
before use. It is especially important not to use asprin during
the last 3 months of pregnancy unless definitely directed to
0o 50 bya doctor because it may cause problems in the
unboen child or complications during delivery.

Keep out of reach of children.

In case of overdose, get medical help or contacta Poison
Confrol Center right away. Quick medical attention is critical
for adults as well as for children even if you do nat natice any
signs o symptoms.

Directions  do not use more than directed « adults:
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take 2 caplets with a glass of water « if symptoms persist w
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Reye's syndrome: Children and teenagers who have or are recovering
from chicken pox or flu-like symptoms should nat use this product.
When using this product, if changes in behavior with nausea and
vomiting occur, consuk a dodtor because these symptoms could be an
early sign of Reye's syndrome, a rare but sericus iliness.
Allergy alert: Acztaminophen may cause severe skin reactions.
Symptoms may include: » skinreddening « blisters  rash
If a skin reaction occurs, stop use and seek medical help right away.
Allergy alert: Aspirin may cause a severe allergic reaction which may
include: « hives « facial swellng « asthma (wheezing)  shock
Liver waming: This produdt contains acetaminophen. Severe liver
damage may occur if you take
« more than 2 caplets in 24 hours, which is the maximum daily amount
« with other drugs containing acstaminophen
« 3 ormore alcoholic drinks every day while using this product
Stomach bleeding warning: This product contains an NSAID, which
may cause severe stomach bleading. The chance is higher if you
« 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, buprofen, naproxen, or athers)
« have 3 or more alcohalic drinks every day while using this product
« take more or for a longer time than directed
Caffeine warning: The recommended dose of this product contains
about as much caffeine as a cup of coffee, Limitthe use of caffeine-
(containing medications, foods, or beverages while taking this product
because too much caffeine may cause nervousness, iritability,
skeeplessness, and, occasionally, rapid heart beat.
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Do not use « if you have ever had an allergic reaction to
acetaminophen, aspirin or any cther pain relieverfever reducer

« with any cther drug containing acetaminophen (prescription or
nonprescription). If you are not sure whether a drug contains
acetaminophen, ask a doctor or pharmacist
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« you have never had migraines diagnosad by a health professional

« you have a headache that is different from your usual migraines

« you have the worst headache of your life

« you have fever and stiff neck

« you have headaches beginning after or caused by head injury,
exertion, coughing or bending

« you experienced your first headache after the age of 50

« you have daily headaches

« you have a migraine so severe as to require bed rest

« you have liver dissase  » stomach bleeding waming applies to you

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

« you have high blood pressure, heart disaase, liver cirthosis, or kidney
disease

« you are taking a diuretic « you have asthma

« you have problems or serious side effects fom taking pain relievers
or fever reducers

« you have vomiting with your migraine headache

sk a docfor or pharmacist before use if you are

« faking a prescription drug for:  diabetes « gout « arthritis

« under a doctor's care for any serious condition

« taking any other drug

« taking any other product that contains aspirin, acetaminophen, o
any other pain reliever/fever reducer

Stop use and ask a doclor If

« an aliergic reaction occurs. Seek medical help right away.

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

« your migraine is not relieved or worsens after first dose

« new or unexpected symptoms occur

« ringing in the earsor ks of hearing occ
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pregnant or breast-Teeding, ask a fea
It is especially important not to use aspirin during the last
pregnancy unkess definitely directed to do so bya doctor because it may
cause problems i the unbom child or complications during delivery.
Keep out of reach of children.
In case of overdoss, get medical help or contact a Poison Control
Center right away. Quick medical attention is critical for adults as well
as for children even if you do not notice any signs or symptoms.
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Directions « do not use more than directed
« adults: take 2 caplets with a glass of water
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Acetaminophen, Aspirin (S410) and Caffine

Pain Reliever/Pain Reliever Aid
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TAMPER-EVIDENT BOTTLE Drug Facts (continued)
DO NOT USE IF INNER FOIL SEAL IMPRINTED WITH

“SEALED for YOUR PROTECTION® IS BROKEN OR MISSIG « you have headaches beginning after or caused by head injury, exertion, coughing
or bending
« you experienced your first headache after the age of 50
Drug Facts « you have daily headaches
= - « you have a migraine so severe as to require bed rest
Active ingredients (in each caplef) « you have liver dissase

Acetaminophen 250 mg « stomach bleading waming aplies to you
Aspirin 250 mg (NSAID*) « you have a history of stomach problems, such as heartbum
Caffeine 65 mg Pain reliever aid « you have high bood pressure, heart disease, liver cihosis, or kidney disease
*nonsteroidal anti-nflammatory drug « you are taking a diuretic
« you have asthma
Use « reats migrine « you have problems or serious side effects from taking pain rellevers o fever reducers
Warnings « you have vomiting with your migraine headache
Reye's syndrome: Children and teenagers who have or are recovering from Ask a doctor or pharmacist before use if you are
chicken pax or fiu-ike symptoms should not use this product When using this « taking a prescription drug for: « diabetes « gout « arthritis
product, if changes in behavior with nausea and vomiting occur, consult a doctor « under a doctor’s care for any sericus condition
because these symptoms could be an early sign of Reye's syndrome, a rare but « taking any other drug
serius illness. « taking any other product that contains aspirin, acetaminophen, or any other pain
Alergy alert: Acstaminophen may cause severe skin reactions. Symptoms may reliever/fever reducer
include: « skin reddening e blisters « rash Stop use and ask a doctor if
If a skin reaction occurs, stop use and seek medical help right away. « an allergic reaction occurs. Seek medical help right away.
Alergy alert: Aspirin may cause a severe allergic reaction which may include: « you experience any of the fellowng signsof stomach bleeing:
* hives » faial swelling + asthma (wheezing) « shock «feelfaint  vomit blood « have bloody or black stools
Liver waming: This product contains acetaminophen. Severe liver damage may « have stomach pain that does not gt better
ocourif youtake . ) _ « your migraine is not relieved or worsens after first dose
« more than 2 caplets in 24 hours, which is the maximum daily amount « new or tnexpected symptoms occur
. gg r?:ao'g :mmwgﬁ dr;“ynvovl:ll:‘uﬂru this product » inghg i the &arsorossofhecting ocaurs
M . If pregnant or breast-feeding, ask a heafth professional before usa. Itis especially
Stomach bleeding warning: This product contais an NSAID, which may cause important nat to use aspirin during the last 3 menths of pregnancy unless definitely
sewere stomach bieeding. The chance is higher f you directed to d s0 bya doctor because it may caus problems in the unbom child cr
+ aeage 60 or okder ) complications during delivery.
« have had wmgct] ulcas_orbleedmg pmblen}s Keep out of reach of children.
* me 21,2'“’: mlmml?i (anticoaguiant)or steroiddug — n case of overdoss, get medical hel or contact a Poison Contral Center right away.
* Lk o dgs ontan pescrpn o agreecrpoe KSADs (s, Quick medicalattenton i crtical for acuts as well a for chikiren even i you do
Ibuprofen, napeaxen, o athers) R not notica any signs or symptoms.
« have 3 or more alcoholic drinks every day whike using this product
« take more or for a onger time than directed
Caffeine warning: The recommended dose of this product contains about as
much caffeine as a cup of coffee. Limit the use of caffeine-containing medications, « adults: take 2 caplets with a glass of water
foods, or beverages while taking this product because too much caffeine may « if symptoms persist or worsen, ask your doctor
cause nervousness, irritability, skeeplessness, and, occasionally, rapid heart beat. « do not take more than 2 caplets in 24 hours, unless directed by a doctor
Do not use « under 18 years of age: ask a doctor
« if you have ever had an allergic reaction to acetamincphen, aspirin or any other Other information
pain reliever/fever reducer . 0950 3
« wih any other crug containing acetaminophen (escription or nonprescription). : mfa;m:':ﬂ afg?l‘ s;emneramle 20°-25°C (68>-T7°F)
m"a’:g sure whefhr a drug contains acetam nophen, ask a doctr o « read all product iformation before using. Kep this box for impertant irformticn.
sk a doctor before use ff Inactive ingredients bereci: ack, camauta wa, FDRCblue #1,
 you have never had migraines diagnosed by a heatth professional hydrowypropyfcelulose, hypromellose, light mineral oil, microcrystalline cellulose,
« you have a headache that is different from your usual migraines polysorbate 20, povidone, propylene glycol, simethicone emulsion, sortitan
« you have the worst headache of your life momolaurate, stearic acid, titanium dioxide

+ you have fever and siff neck Questions or comments? 1-800-468-7746

[N IIIIIII’

DI 134313y UlE4 /1aA31[aY UlE4

auldye) pue (k) uuidsy aydounuesasy

DIy JaAdljaY Uie] /10A31[aY UIE

aUldye) pue (k) uuidsy aydounuesasy

Glue

ANIVYOIW
ANIVIOIW

SIF198 G3AH5 TN

SN
00¢

SF198 G3AH5 TN~

SA1dN0
00¢

CODE 128 FPO
(LU IR

QNN

Py da431j3y Ured /124313y Ureq

ANIVAOIW

m? DRUG FACTS TEXT | TYPE SIZE TYPE STYLE
CODE 128 FPO 02008705 DRUGFACTSTITLE | 9pt Helvetica Cond Bold 0bl
WAL ATE M DRUGFACTS CONT._ | 8pt Helvetica Cond Bold 0l
HEADINGS 8pt Helvetica Cond Bold
0200 870 5 SUBHEADS 6pt Helvetica Cond
s BODYTEXT Gpt Helvetica Cond
§ TRACKING 0
Z CONDENSATION | 83%
3 §w LEADING 65pt
Esg BARLINES, HARLINES [ 15, 0.5 .
2 | CHARACTERS/INCH | <39
\ BULLETS 5pt

Reference |D: 3490148



TYPE STYLE
Helvetica Cond Bold 0bl

Helvetica Cond Bold

Helvetica Cond

- J

TYPE SIZE
475pt.
475pt.
475pt.

0

82%

5pt.
4pt.

N
% b
-

WA PR E YA ¥ 1000 220 YL0M MBiaEg ou BQ

SVLL-GIPO06-) (HBI Jo swpsan) “ea 1R Ay deasmy) 1ok §9) G- B
ampedyg Wod ppqueo)e eas 1P ey dejo Bk g Jgun « X3TpR A paEp
e85 ‘ency yZul §5deaz Uey) BIow eye Ja P« JgacpInofyse'useom jaas auadwie
4 « BEMjOSRB BYM ST DIZ 6(7 SR s PRI Y} SI0U S0 J0U 0P « SUOFRIY
“awqdwie 10 sufie fue sonou Jau op ok J1 USKE URKP Y 2 10y BB ||GM BB GRPR X0} |R0UD 8
Uoguag}R [R4paw on ) Hewe B U0 L) UCeRy R}IRUN 10 48 |epew 16 sapian
Joeeau| 'wasp| o Jo weau p o desy “fiawep fiunp suayeydwon Jo py wajun &y u
awsqad o6 Aw ) 90 2] 103 © A ce @ o pasap ARy esn kuibad jo oy
188 ay) Bunp uurse sen g yu pealus o eds 8 sen ageq ossad [ By ey
‘Bupesy-jeeaq o weubaud y feme)ufu day (eapaw e ana uxjom bR e § Jajop
eysepueen dag 18 %u B 0 Oape ¥R
ok y !

( ue Bypfuenus ! e o ok
en jouo( p3EIpusy auy 60 vy Joacw 81y « Jnpad ey Gien giym fep e
BUP YOI REXW 0 £EA « (REGP 0 'vaxdw ‘vyadig ‘uadse) g oy vogduedia
2 vogdszead Biuguod shp syoeys « Bup page o (ugrGecaqe) Biwiy pooyg e
818« awxqd Bupes) 108970 YIRuge Py 8MY « BP0 gefeare « nok g syfy 8
euyaay| Bupsqqy few yoym' vy 9y ‘Bupies
Buipseyq ypewiayg {orpard gy Buien § ym ep fi u 10ge

o E1p Jafo fuR M « JEenpa

yoys o Euimam) auise « Eujews @35 « ey 1

e3xe ©eened faw uuidsy uep Musyy fowejyBs diey jexpsw yese peeen das 'anao
VOGIEI UKE B Y6 o BEEQ « Buueppaiuyee M|l Aew augdulg ‘eogIms uye
eamesn i vayaiwgeoy pep ey ey souse nq e @ 'Bwapuls spley p
ke Asesue &) pnoo augdukesEy) 661 eE) 33 0P RiEUCO N2 Bujwon pue BseRU M
Ja myaq Ui esfueya )1 Yorpard ey) Biren sy, Jnpoxd sy sen jau pinoys aucdwle ey 0
xal ar Lil

Acetaminophen, Aspirin (S410) and Caffine

Pain Reliever/Pain Reliever Aid

MIGRAINE

ONISSIW Y0 N3¥OYE SI..NOLL)ILOYd UNOA 40} ATTV3S.
HLIM GILNIYdWI TV3S 1104 ¥3NNI 41 350 LON 00

LABELING TEXT
HEADINGS

SUBHEADS

BODY TEXT

TRACKING

CONDENSATION

LEADING

BULLETS

Reference |D: 3490148



This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

LUCIE L YANG
04/15/2014
signing on behalf of Dr. Theresa Michele
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