uj apepy

00000000

BACK & MUSCLE PAIN

naproxen sodivm tablets, 220 mg (NSAID)

Pain reliever/fever reducer
Strong are registered trademarks of Bayer.

for temporary relief of minor back
Bayer, the Bayer Cross, Aleve and All Day

and musc/e aches and pains
Dist. by: Bayer HealthCare LLC

Whippany, NJ 07981

“ Drug Facts Drug Facts (continued)
Active ingredient (in each tablet) Purposes ® feclfaint @ vomitblood @ ave bloody or black stools
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)"............... Pain reliever/fever reducer @ have stomach pain that does not get betier TA B LE TS
*nonsteroidal anti-inflammatory drug @ you have symptoms of heart problems or stroke: )
@ chest pain @ trouble breathing @ weakness in one part or side of body

Uses @ slurred speech @ leg swelling WI TH THI P R HA E
@ temporarily relieves minor aches and pains due to: @ pain gets worse or lasts more than 10 days U

@ backache @ muscularaches @ minor pain of arthritis ® fever gets worse or lasts more than 3 days

@ menstrual cramps @ headache @ toothache @ you have difficulty swallowing

@ itfeels like the pill is stuck in your throat

@ redness or swelling is present in the painful area

@ any new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use
naproxen sodium during the last 3 months of pregnancy unless definitely directed to do so by a doctor "—\‘
because it may cause problems in the unborn ch ld or complications during delivery. ALL DAY STRONG ®

@ the common cold
@ temporarily reduces fever

Warnings

Allergy alert: Naproxen sodium may cause a severe a lergic reaction, especially in people
allergic to aspirin. Symptoms may include:

@ hives @ facialsweling @ asthma (wheezing)

® shock @ sinreddering @ rash Keﬁtpaoit of reach of children. In case of overdose, get medical help or contact a Poison Control Center
® biisters s
If an allergic reaction occurs, stop use and seek medical help right away. Directions

Stomach bleeding warning: This product contains an NSAID, which may cause severe
stomach bleeding. The chance is higher if you:
@ are age 60 or older

@ do not take more than directed @ the smallest effective dose should be used
@ drink a full glass of water with each dose

@ have had stomach ulcers or bleeding problems ‘ Adults and children 12 years and older | @ take 1 tablet every 8 o 12 hours while symptoms last
@ take a blood thinning (anticoagulant) or steroid drug @ for the first dose you may take 2 tablets within the first hour
@ take other drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, ‘ ® do not exceed 2 tablets in any 8- to 12-hour period

BACK & MUSCLE PAIN
naproxen sodivm tablets, 220 mg (NSAID)
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naproxen, or others) @ do not exceed 3 tablets in a 24-hour period
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@ have 3 or more alcoholic drinks every day while using this product Children under 12 years @ aska doctor . 3
@ take more or for a longer time than directed i Pﬂ/” fe//eVer//eVef red[/[er
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart Other information

attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more than
directed or for longer than directed.

Do not use
@ if you have ever had an a lergic reaction to any other pain reliever/fever reducer
@ right before or after heart surgery

Ask a doctor before use if

@ the stomach bleeding warning applies to you

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

@ you have high blood pressure, heart disease, liver cirhosis, kidney disease, asthma, or
had a stroke

@ you are taking a diuretic

@ you have problems or serious side effects from taking pain relievers or fever reducers

Ask a doctor or pharmacist before use if you are

@ under a doctor’s care for any serious condition

@ taking any other drug

When using this product

@ take with food or milk if stomach upset occurs

Stop use and ask a doctor if

@ you experience any of the following signs of stomach bleeding: )

@ each tablet contains: sodium 20 mg
@ store at 20-25°C (68-77°F). Avoid high humidity and excessive heat above 40°C (104°F).
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Inactive ingredients FDSC blue #2 lake, hyprome lose, magnesium stearate, microcrystalline for femporary relief
cellulose, polyethylene glycol, povidone, talc, t tanium dioxide

of minor back and
muscle aches and pains
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Questions or comments?  1-800-395-0689 (Mon-Fri 9AM - 5PM EST)
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Do not use if printed safety seal bearing "Bayer HealthCare"
under cap is torn or missing.
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Actual Size 100%
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CATEGORY REQUIRED ACTUAL IN FILE
Drug Facts Title Bt *# 9pt

Drug Facts Continued |8 pt 8pt
Headings* 8 pt-bold italic* | 8pt
Subheadings >6pt Bpt

Body Text >6pt Bpt
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Leading >0.5pt 05pt
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_ALL DAY STRONG®

BACK 2 MUSCLE PAIN

naproxen sodium tablets, 220 my (NSAID)
Puin refjever/Tever reducer

) .
A for temporary lief of minor back
and muscle aches and pains

STRENGTH TO LAST 12 HOURS # 2 <brapiers
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BACK & MUSCLE PAIN

naproxen sodivm tablets, 220 mg (NSAID)

Pain reliever/fever reducer
Strong are registered trademarks of Bayer.

for temporary relief of minor back
and I"USCIE aches and pains

Dist. by: Bayer HealthCare LLC

Bayer, the Bayer Cross, Aleve and All Day

Whippany, NJ 07981

Drug Facts Drug Facts (continued)

E Active ingredient (in each tablet) Purposes ® feel faint ~ @ vonit blood @ have bloody or black stools
am<>w Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)"............... Pain reliever/fever reducer @ have stornach pain that does not get better
m *nonsteroidal anti-inflammatory drug @ you have symptoms of heart problems or stroke: ) )
A @ chest pain @ trouble breathing @ weakness in one part or side of body
Uses @ slurred speech @ leg swelling
@ temporarily relieves minor aches and pains due to: @ pain gets worse or lasts more than 10 days
@ backache @ muscularaches @ minor pain of arthritis ® fever gets worse or lasts more than 3 days "_\‘
@ menstrual cramps @ headache @ toothache ® you have dificutty swallowing ALL DAY STRONG®

@ itfeels like the pill is stuck in your throat
@ redness or swelling is present in the painful area
@ any new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is especially important not to use - —_— y

naproxen sodium during the last 3 months of pregnancy unless definitely directed to do so by a doctor ) 4 e ®

Directions naproxen sodium tablets, 220 mg (NSAID)
@ do not take more than directed @ the smallest effective dose should be used . 5
Pain reliever/fever reducer

@ drink a full glass of water with each dose

@ the common cold
@ temporarily reduces fever

Warnings
Allergy alert: Naproxen sodium may cause a severe a lergic reaction, especially in people

allergic to aspirin. Symptoms may include: because it may cause problems in the unborn ch Id or complications during delivery.
@ hives @ facialsweling @ asthma (wheezing) - ‘
@ shock @ skinreddenng @ rash Ir?geﬁtpasvl;ty of reach of children. In case of overdose, get medical help or contact a Poison Control Center BA K

@ blisters

If an allergic reaction occurs, stop use and seek medical help right away.

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

@ are age 60 or older -
@ have had stomach ulcers or bleeding problems Adults and children 12 years and older | @ take 1 tablet every 8 o 12 hours while symptoms last

@ take a blood thinning (anticoagulant) or steroid drug ‘ @ for the first dose you may take 2 tablets within the first hour
@ take other drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, ‘ ® do not exceed 2 tablets in any 8- to 12-hour period
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naproxen, or others) @ do not exceed 3 tablets in a 24-hour period
@ have 3 or more alcoholic drinks every day while using this product Children under 12 years @ aska doctor
@ take more or for a longer time than directed
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart Other information b
attack, heart failure, and stroke. These can be fatal. The risk is higher if you use more than @ each tablet contains: sodium 20 mg fOI' temporary re//ef

directed or for longer than directed.

Do not use
@ if you have ever had an a lergic reaction to any other pain reliever/fever reducer
@ right before or after heart surgery

Ask a doctor before use if

@ the stomach bleeding warning applies to you

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

@ you have high blood pressure, heart disease, liver cirhosis, kidney disease, asthma, or
had a stroke

@ you are taking a diuretic

@ you have problems or serious side effects from taking pain relievers or fever reducers

Ask a doctor or pharmacist before use if you are

@ under a doctor’s care for any serious condition

@ taking any other drug

When using this product

@ take with food or milk if stomach upset occurs

Stop use and ask a doctor if

@ you experience any of the following signs of stomach bleeding:

@ store at 20-25°C (68-77°F). Avoid high humidity and excessive heat above 40°C (104°F).
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of minor back and
muscle aches and pains

Inactive ingredients FDSC blue #2 lake, hyprome lose, magnesium stearate, microcrystalline
cellulose, polyethylene glycol, povidone, talc, t tanium dioxide

Questions or comments?  1-800-395-0689 (Mon-Fri 9AM - 5PM EST)
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_ALL DAY STRONG®

BACK 2 MUSCLE PAIN

naproxen sodium tablets, 220 my (NSAID)
Puin refjever/Tever reducer

) .
A for temporary lief of minor back
and muscle aches and pains

STRENGTH TO IAST 12 HOURS 250 amers

OOO0NDDEED

Actual Size 100%

FDAOQOBS



ol

A Do not uss this product If printsd safsty /\
ol i gt e i i Henrt sttsck and stroks waming: NSAIDs, except aspirin, {chast pain, troubla breathing, wealmess in ona part or
lgts In & 24-hour . Children 0 - v i , i ass
s i e tlesaly okl IR s Chlriit P Al Intonmtion . I Incraass the sk of haart atiack, heart falure, and stroke. | side of bady, slurred speach, leg swelllng), paln gets
Dist. by: Each tabist eontelns: sodium 20 my Store at Lisas tamporarily relisves minor aches and pains These can be fatal. The risk is higher if you use more than || worse or lasts more than 10 days, fever gets worsa or
Bayer HealthCare LLC 20-25°C {68-77°F). Avoid high humidity and and tamporarlly reduces fover. Wamings Allergy dirsctad or for longer than diracted. Do not use I you hava | lasts more than 3 days, you hava difficufty swallowing,
Whippany, NJ 07981 @xcassiva hoat abova 40°C (104°F). keselive aler: Naproxen sodiurm may cause a severe allergic ever had an allergic reaction 1o any other pain reliever/fever [ it feels like the pill is stuck in your throat, redness or
Ingrediemts FD&C blue #2 lake, hypromellose, reaction, espectally In peaple allerglc to aspirin. raducer or right befora or aftar heart surgery. Ask a doctor )| swelling Is presant In the palnful area, or any new
magnesium stearale, microcrystalline calluioss, m‘gm; m&ui:?er:d“:& Ifmﬁ'm;’?"e"lﬂ%l ;‘g‘m“ befare u:hu ] mehfs?um“olh h;zm war'r;ling a|;pli 1o smn;mptglmmmllf l;.;‘l‘wm lll;t Illl'llll-hllfﬂl- ask
olyethyle 4 , talc, ttanlum Bazing), 8 In reddening, rsh, or rs. you, you have a history of s problems (such as a p o ore use. It Is especlally
o e g e b an allergic reaction occurs, stop use and seek medical heartburn), you have had high blood pressure, heart important nat o use naproxen sodium during the fast
Y ST TR g 1-800-395-0689 (Mon-Frl SAM — 5PM EST) help right away. Stemach blesding waming: This disaass, var cihosis, kidney dissass, asthma, orhada || 3 months of pragnancy unlass definitsly directsd to do
frademarks of Bayer. product contains 2 nonsteraldal antl-Inflammatory stroke, you are taking a dluretic, you have problems or 50 by a doctor because It may cause problems In the
drug (NSAID), which may cause severs stamach sarious side sffects from taking pain relisvars or faver unbom child or complications during delivery, Kasp
bleeding. The chance Is higher f you: @ are age raducers. Aska doctor or pharmacist before ese If you oul of reach of children. In case of overdose, get
(=] 60 or older @ have had stomach ulcers or bleeding ara under a doctor’s care for any serious condition or madical halp or contact a Poison Control Centar right
8 problems @ take a blood thinning (amticoagulant) taking any other drug. When using this product take with [ away. Directions Do not take mora than directsd.
B aver o or steroid drug @ take other drugs containing food or milk if stomach upset occurs. Stop use and aska | The smallest effective dose should be used. Drinka
Y o= prascription or nonprescription NSAIDs (aspirin, doctor i you experianca any of the follgwing signs of full glass of waler with sach dose. Adults and children
g ibuprofen, naproxen, or others) @ have 3 or more stomach blseding (feel falnt, vomit blood, have bloody or || 12 years and older: take 1 tablet every & to 12 hours
i = alcohelic drinks avary day while using this product black stoals, have stomach pain that does not gt while symptoms last. For the first dosa you may
l6 & ® take more or for a longer time than directed. 4 better), you have symptoms of heart problems or stroke b || taks 2 tablets within the first hour. Do not exceed
=
\L Y, S o

Actual Size 100%

FDAOOO73

DnghasTie  |»Ap™

Drug Facts Cartinverd {B e -
Headings? B b ic* | Bt

Subhesdings 26t Bt
Body Tex: B Bt
Bullets Em 5t
Leading ap 7
Heirlinea 05 prule

Bax and Barfinest >05 ptrule

Crarscters Per . [Nomare then 29| <33

* Hosdl 0 be gt lgat 2 than Boc Toz.
= mﬂ::;mm hlavmm‘;:‘!in wxd in 0FP
tRA e 2.5pt kb

Reference ID: 4456376



Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
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