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Dist. by: Bayer HealthCare LLC
Whippany, NJ 07981
Bayer, the Bayer Cross, Aleve and All Day Strong
are registered trademarks of Bayer. 

Do not use if the blister 
seal is cut or broken. 

Dist. by  Bayer HealthCare LLC 
Whippany  NJ 07981 
Bayer, the Bayer Cross, Aleve and All Day Strong 
are registered trademarks of Bayer 

Drug Facts (continued) 
Warnings 
Allergy alert: Naproxen sodium may cause a severe 
allergic reaction, especially in people allergic to aspirin. 
Symptoms may include:

•  hives •  facial swelling

•  asthma (wheezing) •  shock 

•  skin reddening •  rash •  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 

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart 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 allergic 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 
cirrhosis, 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 aspirin for heart attack or stroke, because 
naproxen may decrease this benefit of aspirin 

•  taking any other drug 
When using this product
•  take with food or milk if stomach upset occurs 

Drug Facts (continued) 
Stop use and ask a doctor if
•  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

•  you have symptoms of heart problems or stroke:
•  chest pain •  trouble breathing
•  weakness in one part or side of body
•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days
•  fever gets worse or lasts more than 3 days
•  you have difficulty swallowing
•  it feels 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 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
• the smallest effective dose should be used
•  drink a full glass of water with each dose 
Adults and •  take 1 tablet every 8 to 12 hours while 
children 12 symptoms last 
years and • for the first dose you may take 2 tablets 
older within the first hour

•  do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour period 
Children under •  ask a doctor 
12 years 

Other information
• 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). 

Inactive ingredients  FD&C blue #2 lake, 
hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium dioxide 

Questions? 1-800-395-0689 

Drug Facts 
Active ingredient Purposes 
(in each tablet) 
Naproxen sodium 220 mg (naproxen 200 mg) 
(NSAID)* ........................................................ Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflammatory drug 

Drug Facts (continued) 
Uses 
•  temporarily relieves minor aches and pains due to:

•  minor pain of arthritis •  muscular aches 

•  backache •  menstrual cramps

•  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

FDA00225-2 

DRUG FACTS INFO (u
CATEGORY 

pdated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 8.1 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 0 - 0.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.  
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Drug Facts 
Active ingredient 

Purposes 
(in each tablet ) 
Naproxen sodium

 220 m
g

(naproxen 200 m
g) (NSAID)*.......Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflam

m
atory drug 

Uses
•

 tem
porarily relieves m

inor aches and
pains due to:

• m
inor pain of arthritis

• m
uscular aches 

•
 backache 

•
 m

enstrual cram
ps 

•
 headache 

•
 toothache 

•
 the com

m
on cold 

•
 tem

porarily reduces fever 

W
arnings

Allergy alert: Naproxen sodium
 m

ay cause a 
severe allergic reaction, especially in people 
allergic to aspirin. Sym

ptom
s m

ay include:

•
 hives 

•
 facial swelling 

•
 asthm

a (wheezing) 
•

 shock 

•
 skin reddening 

•
 rash 

•
 blisters 

If an allergic reaction occurs, stop use and 
seek m

edical help right away. 
Stom

ach bleeding warning: This product 
contains an NSAID, which m

ay cause severe 
stom

ach bleeding. The chance is higher if you:

•
 are age 60 or older

•
 have had stom

ach ulcers or bleeding 
problem

s 

•
 take a blood thinning (anticoagulant) or
steroid drug 

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

Drug Facts (continued) 
• have 3 or m

ore alcoholic drinks every day while using this product
•

 take m
ore or for a longer tim

e than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart attack, heart failure, and stroke. These 
can be fatal. The risk is higher if you use m

ore than directed or 
for longer than directed. 
Do not use
• if you have ever had an allergic reaction to any other pain 

reliever/fever reducer
•

 right before or after heart surgery 
Ask a doctor before use if
•

 the stom
ach bleeding warning applies to you

•
 you have a history of stom

ach problem
s, such as heartburn

•
 you have high blood pressure, heart disease, liver cirrhosis, 
kidney disease, asthm

a, or had a stroke
•

 you are taking a diuretic
•

 you have problem
s or serious side effects from

 taking pain 
relievers or fever reducers 

Ask a doctor or pharm
acist before use if you are

•
 under a doctor's care for any serious condition

•
 taking aspirin for heart attack or stroke, because naproxen m

ay 
decrease this benefit of aspirin

•
 taking any other drug 

W
hen using this product

•
 take with food or m

ilk if stom
ach upset occurs 

Stop use and ask a doctor if
• you experience any of the following signs of stom

ach bleeding:
•

 feel faint 
•

 vom
it blood 

•
 have bloody or black stools

•
 have stom

ach pain that does not get better
•

 you have sym
ptom

s of heart problem
s or stroke:

•
 chest pain 

•
 trouble breathing 

•
 weakness in one part or side of body

•
 slurred speech •

 leg swelling 
•

 pain gets worse or lasts m
ore than 10 days

•
 fever gets worse or lasts m

ore than 3 days
•

 you have difficulty swallowing
•

 it feels like the pill is stuck in your throat 

Drug Facts (continued) 
• redness or swelling is present in the painful area
•

 any new sym
ptom

s appear 
If pregnant or breast-feeding, ask a health 
professional before use. It is especially 
im

portant not to use naproxen sodium
 during 

the last 3 m
onths of pregnancy unless 

definitely directed to do so by a doctor 
because it m

ay cause problem
s in the unborn 

child or com
plications during delivery. 

Keep out of reach of children. In case of 
overdose, get m

edical help or contact a 
Poison Control Center right away. 

Directions
• do not take m

ore than directed
• the sm

allest effective dose should be used
•

 drink a full glass of water with each dose
Adults and 

•
 take 1 tablet every 8 to 12 

children 12 
hours while sym

ptom
s last 

years and 
• for the first dose you m

ay 
older 

take 2 tablets within the
first hour 

• do not exceed 2 tablets in 
any 8- to 12-hour period

• do not exceed 3 tablets in 
a 24-hour period 

Children under •
 ask a doctor 

12 years

Other inform
ation

• each tablet contains: sodium
 20 m

g 
•

 store at 20-25°C (68-77°F). Avoid high 
hum

idity and excessive heat above 
40°C (104°F). 

Inactive ingredients
 FD&C blue #2 

lake, hyprom
ellose, m

agnesium
 stearate, 

m
icrocrystalline cellulose, polyethylene glycol, 

povidone, talc, titanium
 dioxide 

Drug Facts (continued)
Questions or com

m
ents? 1-800-395-0689 

(M
on-Fri 9AM

 – 5PM
 EST) 

STRENGTH TO LAST 12 HOURSURURSS 50 TABLETS 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 

®® 

®® 

FDA00193-1 

Drug Facts Title 

Drug Facts Continued 

Headings* 

Subheadings 

Body Text 

Bullets 

Leading 

Hairlines 

Box and Barlines† 

Characters Per Inch: 

>8 pt ** 

8 pt 

8 pt-bold italic* 

≥6 pt 

≥6 pt 

5 pt 

≥0.5 pt 

0.5 pt rule 

>0.5 pt rule 

No more than 39 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

8.1 pt 

8 pt 

8 pt 

6 pt 

6 pt 

12 pt 

0 pt - 0.2 pt 

0.5 pt 

2.5 pt 

≤39 
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naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 
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DRUG FACTS INFO (u
CATEGORY 

pdated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 8.1 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 0.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts 
Active ingredient Purposes
(in each tablet) 
Naproxen sodium 220 mg 
(naproxen 200 mg) (NSAID)* ........Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflammatory drug 

Uses 
• temporarily relieves minor aches and pains 

due to: 

• minor pain of arthritis

• muscular aches • backache 

• menstrual cramps • headache 

• toothache • the common cold 

• temporarily reduces fever 

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

• hives • facial swelling

• asthma (wheezing) • shock 

• skin reddening • rash 

• 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

• take a blood thinning (anticoagulant) or 
steroid drug

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

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

• take more or for a longer time than 
directed 

Drug Facts (continued) 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart 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 allergic 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 had high blood pressure, heart disease, liver 
cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may 
decrease this benefit of aspirin

• 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:

• feel faint • vomit blood 

• have bloody or black stools

• have stomach pain that does not get better

• you have symptoms of heart problems or stroke:

• chest pain • trouble breathing

• weakness in one part or side of body

• slurred speech • leg swelling

• pain gets worse or lasts more than 10 days

• fever gets worse or lasts more than 3 days

• you have difficulty swallowing

• it feels like the pill is stuck in your throat

• redness or swelling is present in the painful area

• any new symptoms appear 

Drug Facts (continued) 
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 
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 

• the smallest effective dose should be 
used 

• drink a full glass of water with each dose 
Adults and • take 1 tablet every 8 to 12 
children 12 hours while symptoms last 
years and • for the first dose you may 
older take 2 tablets within the 

first hour 

• do not exceed 2 tablets in 
any 8- to 12-hour period

• do not exceed 3 tablets in
 a 24-hour period 

Children under • ask a doctor 
12 years 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 
lake, hypromellose, magnesium stearate, 
microcrystalline cellulose, polyethylene glycol, 
povidone, talc, titanium dioxide 

Questions or comments? 
1-800-395-0689 (Mon – Fri 9AM – 5PM EST) 

Bayer, the Bayer Cross, Aleve and All Day Strong 
are registered trademarks of Bayer. 
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Dist. by 
Bayer HealthCare LLC 
Whippany NJ 07981 

Do not use if carton is open or if foil seal imprinted with 
"Bayer HealthCare" on bottle opening is missing or broken. 
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Drug Facts (continued) 

Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

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

• hives • facial swelling

• asthma (wheezing) • shock 

• skin reddening • rash 

• 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

• take a blood thinning (anticoagulant) or steroid drug

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

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

• take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart 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 allergic reaction to any other pain 
reliever/fever reducer

•  r ight before or after hear t surgery 
Ask a doctor before use if 

•  the stomach bleeding war ning applies to you

•  you have a histor y of stomach problems, such as hear tbur n

•  you have high blood pressure, hear t disease, liver cirrhosis, 
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 aspirin for hear t attack or stroke, because naproxen may 
decrease this benefit of aspir in

•  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:

•  feel faint    •  vomit blood    •  have bloody or black stools

•  have stomach pain that does not get better

• you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat

•  redness or swelling is present in the painful area

•  any new symptoms appear 
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Drug Facts (continued) 
If pregnant or breast-feeding, ask a health professional before 
use.  It is especially impor tant 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 unbor n child or 
complications during delivery. 
Keep out of reach of children.  In case of overdose, get medical 
help or contact a Poison Control Center r ight away. 

Directions 
• do not take more than directed 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and children 
12 years and older • take 1 tablet every 8 to 12 hours 

while symptoms last

• for the first dose you may take 
2 tablets within the first hour 

• do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour
 period 

Children under 12 years •ask a doctor 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcrystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 

Drug Facts 

Purposes 
(in each 
tablet) 
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Active 
ingredient 

Naproxen sodium
 
220 mg
 
(naproxen 200 mg)
 
(NSAID)*..................Pain reliever/


 fever reducer 
*nonsteroidal 
anti-inflammatory drug 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

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

• hives • facial swelling

• asthma (wheezing) • shock 

• skin reddening • rash 

• 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

• take a blood thinning (anticoagulant) or steroid drug

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

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

• take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart 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 allergic reaction to any other pain 
reliever/fever reducer

•  r ight before or after hear t surger y 

Ask a doctor before use if 

•  the stomach bleeding warning applies to you

•  you have a history of stomach problems, such as heartbur n

•  you have high blood pressure, hear t disease, liver cirrhosis, 
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 aspir in for hear t attack or stroke, because naproxen may 
decrease this benefit of aspir in

•  taking any other dr ug 

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:

•  feel faint    •  vomit blood    •  have bloody or black stools

•  have stomach pain that does not get better

• you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat 

Drug Facts (continued) 
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•  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 impor tant 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 child or 
complications during deliver y. 
Keep out of reach of children.  In case of overdose, get medical 
help or contact a Poison Control Center right away. 

Drug Facts (continued) 

Directions 
• do not take more than directed 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and children 
12 years and older • take 1 tablet every 8 to 12 hours 

while symptoms last

• for the first dose you may take 
2 tablets within the first hour 

• do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour
 period 

Children under 12 years •ask a doctor 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcr ystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 

Drug Facts 

ingredient 
(in each 

Purposes 

tablet) 
Naproxen sodium
 
220 mg
 
(naproxen 200 mg)
 
(NSAID)*..................Pain reliever/


 fever reducer 
*nonsteroidal 
anti-inflammatory drug 
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Drug Facts (continued) 

Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

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

• hives • facial swelling

• asthma (wheezing) • shock 

• skin reddening • rash 

• 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

• take a blood thinning (anticoagulant) or steroid drug

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

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

• take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart 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 allergic reaction to any other pain 
reliever/fever reducer

•  r ight before or after hear t surgery 
Ask a doctor before use if 

•  the stomach bleeding war ning applies to you

•  you have a histor y of stomach problems, such as hear tbur n

•  you have high blood pressure, hear t disease, liver cirrhosis, 
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 aspirin for hear t attack or stroke, because naproxen may 
decrease this benefit of aspir in

•  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:

•  feel faint    •  vomit blood    •  have bloody or black stools

•  have stomach pain that does not get better

• you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat

•  redness or swelling is present in the painful area

•  any new symptoms appear 
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Drug Facts (continued) 
If pregnant or breast-feeding, ask a health professional before 
use.  It is especially impor tant 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 unbor n child or 
complications during delivery. 
Keep out of reach of children.  In case of overdose, get medical 
help or contact a Poison Control Center r ight away. 

Directions 
• do not take more than directed 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and children 
12 years and older • take 1 tablet every 8 to 12 hours 

while symptoms last

• for the first dose you may take 
2 tablets within the first hour 

• do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour
 period 

Children under 12 years •ask a doctor 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcrystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 
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Active 
ingredient 

Naproxen sodium
 
220 mg
 
(naproxen 200 mg)
 
(NSAID)*..................Pain reliever/


 fever reducer 
*nonsteroidal 
anti-inflammatory drug 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



PACKAGE NOT CHILD-RESISTANT

®® 

®® 

naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID) 
Pain reliever/fever reducer 

TABLETSSTRENGTH
 TO LAST

 12 HOURS 

THIS PACKAGE IS CHILD-RESISTANT 

Soft Grip™Soft Grip™Soft Grip™ 
ARTHRITIS CAPARTHRITIS CAPARTHRITIS CAP 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts (continued) 

Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

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

• hives • facial swelling • asthma (wheezing) • shock 

• skin reddening • rash • 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

• take a blood thinning (anticoagulant) or steroid drug

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

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

• take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, increase 
the risk of heart 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 allergic reaction to any other pain 
reliever/fever reducer

•  right before or after hear t surger y 

Ask a doctor before use if 

•  the stomach bleeding warning applies to you

•  you have a histor y of stomach problems, such as hear tbur n

•  you have high blood pressure, hear t disease, liver cirrhosis, 
kidney disease, asthma, or had a stroke

•  you are taking a diuretic

•  you have problems or ser ious 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 ser ious condition

•  taking aspirin for hear t attack or stroke, because naproxen may 
decrease this benefit of aspirin

•  taking any other dr ug 

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:

•  feel faint    •  vomit blood    •  have bloody or black stools

•  have stomach pain that does not get better

• you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat

•  redness or swelling is present in the painful area

•  any new symptoms appear 
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Drug Facts (continued) 
If pregnant or breast-feeding, ask a health professional before 
use.  It is especially impor tant 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 unbor n child or 
complications during deliver y. 
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 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and children 
12 years and older • take 1 tablet every 8 to 12 hours 

while symptoms last

• for the first dose you may take 
2 tablets within the first hour 

• do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour
 period 

Children under 12 years • ask a doctor 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcr ystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 
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(in each 

Purposes 

tablet) 
Naproxen sodium
 
220 mg
 
(naproxen 200 mg)
 
(NSAID)*..................Pain reliever/


 fever reducer 
*nonsteroidal 
anti-inflammatory drug 
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naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer 
naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer 
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Active ingredient (in each caplet) Purposes 
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*...............Pain reliever/ 
*nonsteroidal anti-inflammatory drug fever reducer 
Uses temporarily relieves minor aches and pains due to: minor pain of arthritis, 
muscular aches, backache, menstrual cramps, headache, toothache, the 
common cold. Temporarily reduces fever. Warnings Allergy alert: Naproxen 
sodium may cause a severe allergic reaction, especially in people allergic to 
aspirin. Symptoms may include: hives, facial swelling, asthma (wheezing), 
shock, skin reddening, rash, 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 • take a blood thinning (anticoagulant) or steroid drug • take other 
drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, 
naproxen, or others) • have 3 or more alcoholic drinks every day while using 
this product • take more or for a longer time than directed Heart attack and 
stroke warning: NSAIDs, except aspirin, increase the risk of heart 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 

While folded on line, tear open at dot or use scissors. 
Do not use if pouch is torn or open. 
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®® 

®® 

FDA00224-2 

ICL (updated 2/27/19) 

CATEGORY Bayer Standard ACTUAL IN FILE 
Drug Facts Title >7 pt* -

Drug Facts Continued 7 pt* -

Headings 7 pt-bold italic* 4.5 pt 

Subheadings 6 pt* 4.5 pt 

Body Text 6 pt* 4.5 pt 

Bullets 5 pt 5.5 pt 

Hairlines 0.5 pt rule -

Barlines† > 0.5 pt rule -

le to ICL. 

s ascenders and 

Characters per inch rule is not applicab
*ICL minimum font size is 4.5 pt. 
< 0.5 pt leading may be used as long a

descenders do not touch. 
† FDA recommends size 2.5 pt type 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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have ever had an allergic reaction to any other pain 
reliever/fever reducer, or 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may 
decrease this benefit of aspirin • 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 
(feel faint, vomit blood, have bloody or black stools, have stomach pain that 
does not get better) • you have symptoms of heart problems or stroke 
(chest pain, trouble breathing, weakness in one part or side of body, slurred 
speech, leg swelling) • pain gets worse or lasts more than 10 days • fever 
gets worse or lasts more than 3 days • you have difficulty swallowing • it 
feels 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 
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. The smallest effective 
dose should be used. Drink a full glass of water with each dose. Adults and 
children 12 years and older: take 1 caplet every 8 to 12 hours while symptoms 
last. For the first dose you may take 2 caplets within the first hour. Do not 
exceed 2 caplets in any 8- to 12-hour period. Do not exceed 3 caplets in a 
24-hour period. Children under 12 years: ask a doctor. Other information 
Each caplet contains:  sodium 20 mg. Store at 20-25°C (68-77°F). Avoid 
high humidity and excessive heat above 40°C (104°F). Inactive ingredients 
FD&C blue #2 lake, hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium dioxide Questions or 
comments? 1-800-395-0689 (Mon-Fri 9AM – 5PM EST) 

Dist. by: Bayer HealthCare LLC MADE IN MEXICO 
Whippany, NJ 07981 00000000 

FDA00223-2 

ICL (updated 2/27/19) 

CATEGORY Bayer Standard ACTUAL IN FILE 
Drug Facts Title >7 pt* -

Drug Facts Continued 7 pt* -

Headings 7 pt-bold italic* 4.5 pt 

Subheadings 6 pt* 4.5 pt 

Body Text 6 pt* 4.5 pt 

Bullets 5 pt 5.5 pt 

Hairlines 0.5 pt rule -

Barlines† > 0.5 pt rule -

le to ICL. 

s ascenders and 

Characters per inch rule is not applicab
*ICL minimum font size is 4.5 pt. 
< 0.5 pt leading may be used as long a

descenders do not touch. 
† FDA recommends size 2.5 pt type 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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STRENGTH TO LAST 12 HOURSURURSS 24 caplets 
CAPSULE-SHAPED TABLETS 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
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 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 
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Drug Facts 
Active ingredient 

Purposes
(in each caplet ) 
Naproxen sodium

 220 m
g

(naproxen 200 m
g) (NSAID)* ......Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflam

m
atory drug 

Uses
•

 tem
porarily relieves m

inor aches and
pains due to:
• m

inor pain of arthritis
• m

uscular aches 
•

 backache 
•

 m
enstrual cram

ps 
•

 headache 
•

 toothache 
•

 the com
m

on cold 
• tem

porarily reduces fever 

W
arnings

Allergy alert: Naproxen sodium
 m

ay cause a 
severe allergic reaction, especially in people 
allergic to aspirin. Sym

ptom
s m

ay include:
•

 hives 
• facial swelling 

•
 asthm

a (wheezing) 
•

 shock 
•

 skin reddening 
•

 rash 
• blisters 
If an allergic reaction occurs, stop use and 
seek m

edical help right away. 
Stom

ach bleeding warning: This product 
contains an NSAID, which m

ay cause severe 
stom

ach bleeding. 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, 
ibuprofen, naproxen, or others)

•
 have 3 or m

ore alcoholic drinks every day 
while using this product

• take m
ore or for a longer tim

e than directed 

Drug Facts (continued) 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart attack, heart failure, and stroke. These 
can be fatal. The risk is higher if you use m

ore than directed or for 
longer than directed. 

Do not use
•

 if you have ever had an allergic reaction to any other pain 
reliever/fever reducer

•
 right before or after heart surgery 

Ask a doctor before use if
•

 the stom
ach bleeding warning applies to you

•
 you have a history of stom

ach problem
s, such as heartburn

•
 you have high blood pressure, heart disease, liver cirrhosis, 
kidney disease, asthm

a, or had a stroke
•

 you are taking a diuretic
•

 you have problem
s or serious side effects from

 taking pain 
relievers or fever reducers 

Ask a doctor or pharm
acist before use if you are

•
 under a doctor's care for any serious condition

•
 taking aspirin for heart attack or stroke, because naproxen m

ay 
decrease this benefit of aspirin

•
 taking any other drug 

W
hen using this product

•
 take with food or m

ilk if stom
ach upset occurs 

Stop use and ask a doctor if
• you experience any of the following signs of stom

ach bleeding:
•

 feel faint •
 vom

it blood •
 have bloody or black 

stools •
 have stom

ach pain that does not get better
•

 you have sym
ptom

s of heart problem
s or stroke:

•
 chest pain 

•
 trouble breathing 

•
 weakness in one part or side of body

•
 slurred speech •

 leg swelling 
•

 pain gets worse or lasts m
ore than 10 days

•
 fever gets worse or lasts m

ore than 3 days
•

 you have difficulty swallowing
•

 it feels like the pill is stuck in your throat
•

 redness or swelling is present in the painful area
•

 any new sym
ptom

s appear 

Drug Facts (continued) 
If pregnant or breast-feeding, ask a health 
professional before use. It is especially 
im

portant not to use naproxen sodium
 during 

the last 3 m
onths of pregnancy unless 

definitely directed to do so by a doctor 
because it m

ay cause problem
s in the unborn 

child or com
plications during delivery. 

Keep out of reach of children. In case of 
overdose, get m

edical help or contact a 
Poison Control Center right away. 

Directions 
• do not take m

ore than directed 

• the sm
allest effective dose should be used

•
 drink a full glass of water with each dose

Adults and 
•

 take 1 caplet every 8 to 12 
children 12 

hours while sym
ptom

s last 
years and 

• for the first dose you m
ay 

older 
take 2 caplets within the
first hour 

• do not exceed 2 caplets in
any 8- to 12-hour period

• do not exceed 3 caplets in
a 24-hour period 

Children under •
 ask a doctor 

12 years 

Other inform
ation 

• each caplet contains: sodium
 20 m

g 

•
 store at 20-25ºC (68-77ºF). Avoid high 
hum

idity and excessive heat above 
40°C (104°F). 

Inactive ingredients
 FD&C blue #2 

lake, hyprom
ellose, m

agnesium
 stearate, 

m
icrocrystalline cellulose, polyethylene glycol, 

povidone, talc, titanium
 dioxide 

Drug Facts (continued)
Questions or com

m
ents? 1-800-395-0689 

(M
on-Fri 9AM

 – 5PM
 EST) 

STRENGTH TO LAST 12 HOURSURURSS 50 caplets 
CAPSULE-SHAPED TABLETS 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 

®® 

®® 

Reference ID: 4597159 

Drug Facts Title 

Drug Facts Continued 

Headings* 

Subheadings 

Body Text 

Bullets 

Leading 

Hairlines 

Box and Barlines† 

Characters Per Inch: 

>8 pt ** 

8 pt 

8 pt-bold italic* 

≥6 pt 

≥6 pt 

5 pt 

≥0.5 pt 

0.5 pt rule 

>0.5 pt rule 

No more than 39 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

8.1 pt 

8 pt 

8 pt 

6 pt 

6 pt 

12 pt 

0 pt - 0.5 pt 

0.5 pt 

2.5 pt 

≤39 
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This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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STRENGTH TO LAST 12 HOURS 200 caplets 
CAPSULE-SHAPED TABLETS 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 
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See Carton for Full Information 
Warnings Allergy alert:  Naproxen 

sodium may cause a severe allergic reaction, 
especially in people allergic to aspirin. Symptoms may 

include: hives, facial swelling, asthma (wheezing), shock, skin 
reddening, rash, or blisters. If an allergic reaction occurs, stop 

use and seek medical help right away. Stomach bleeding warning: 
This product contains a nonsteroidal anti-inflammatory drug (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
• take a blood thinning (anticoagulant) or steroid drug • take other drugs 

containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, 
or others) • have 3 or more alcoholic drinks every day while using this product 
• take more or for a longer time than directed. Heart attack and stroke warning: 
NSAIDs, except aspirin, increase the risk of heart 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 allergic reaction to any other 
pain reliever/fever reducer or 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 cirrhosis, or 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 or 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 (feel 
faint, vomit blood, have bloody or black stools, have stomach pain that does not 
get better), have symptoms of heart problems or stroke (chest pain, trouble 
breathing, weakness in one part or side of body, slurred speech, leg swelling), 
pain gets worse or lasts more than 10 days, fever gets worse or lasts more than 
3 days, you have difficulty swallowing, it feels like the pill is stuck in your throat, 
redness or swelling is present in the painful area, or 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 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. The smallest 
effective dose should be used. Drink a full glass of water with each dose. 
Adults and children 12 years and older: take 1 caplet every 8 to 12 hours while 
symptoms last. For the first dose you may take 2 caplets within the first hour. 
Do not exceed 2 caplets in any 8- to 12-hour period. Do not exceed 3 caplets in a 
24-hour period. Children under 12 years: ask a doctor.  Store at 20-25°C 
(68-77°F). Avoid high humidity and excessive heat above 40°C (104°F). 
Questions or comments? 1-800-395-0689 (Mon-Fri 9AM – 5PM EST) 

Dist. by: 
Bayer HealthCare LLC 
Whippany, NJ 07981 00000000 
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STRENGTH TO LAST 12 HOURS 
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Drug Facts 
Active ingredient 

Purposes 
(in each caplet ) 
Naproxen sodium

 220 m
g

(naproxen 200 m
g) (NSAID)* ....... Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflam

m
atory drug 

Uses
•

 tem
porarily relieves m

inor aches and
pains due to:

•
 m

inor pain of arthritis

•
 m

uscular aches 

•
 backache 

•
 m

enstrual cram
ps 

•
 headache 

•
 toothache 

•
 the com

m
on cold 

•
 tem

porarily reduces fever 

W
arnings

Allergy alert: Naproxen sodium
 m

ay cause a 
severe allergic reaction, especially in people 
allergic to aspirin. Sym

ptom
s m

ay include:

•
 hives 

•
 facial swelling 

•
 asthm

a (wheezing) 
•

 shock 

•
 skin reddening 

•
 rash 

•
 blisters 

If an allergic reaction occurs, stop use and 
seek m

edical help right away. 
Stom

ach bleeding warning: This product 
contains an NSAID, which m

ay cause severe 
stom

ach bleeding. The chance is higher if you:

•
 are age 60 or older

•
 have had stom

ach ulcers or bleeding 
problem

s 

•
 take a blood thinning (anticoagulant) or
steroid drug 

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

Drug Facts (continued) 
•

 have 3 or m
ore alcoholic drinks every day while using this

product 
•

 take m
ore or for a longer tim

e than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart attack, heart failure, and stroke. These 
can be fatal. The risk is higher if you use m

ore than directed or for 
longer than directed. 
Do not use
• if you have ever had an allergic reaction to any other pain 

reliever/fever reducer
•

 right before or after heart surgery 
Ask a doctor before use if
•

 the stom
ach bleeding warning applies to you

•
 you have a history of stom

ach problem
s, such as heartburn

•
 you have high blood pressure, heart disease, liver cirrhosis, 
kidney disease, asthm

a, or had a stroke
•

 you are taking a diuretic
•

 you have problem
s or serious side effects from

 taking pain 
relievers or fever reducers 

Ask a doctor or pharm
acist before use if you are

•
 under a doctor's care for any serious condition

•
 taking aspirin for heart attack or stroke, because naproxen m

ay 
decrease this benefit of aspirin

•
 taking any other drug 

W
hen using this product

•
 take with food or m

ilk if stom
ach upset occurs 

Stop use and ask a doctor if
• you experience any of the following signs of stom

ach bleeding:
•

 feel faint •
 vom

it blood •
 have bloody or black 

stools •
 have stom

ach pain that does not get better
•

 you have sym
ptom

s of heart problem
s or stroke:

•
 chest pain 

•
 trouble breathing 

•
 weakness in one part or side of body

•
 slurred speech •

 leg swelling 
•

 pain gets worse or lasts m
ore than 10 days

•
 fever gets worse or lasts m

ore than 3 days
•

 you have difficulty swallowing
•

 it feels like the pill is stuck in your throat 

Drug Facts (continued) 
• redness or swelling is present in the painful area
•

 any new sym
ptom

s appear 
If pregnant or breast-feeding, ask a health 
professional before use. It is especially 
im

portant not to use naproxen sodium
 during 

the last 3 m
onths of pregnancy unless 

definitely directed to do so by a doctor 
because it m

ay cause problem
s in the unborn 

child or com
plications during delivery. 

Keep out of reach of children. In case of 
overdose, get m

edical help or contact a 
Poison Control Center right away. 

Directions
• do not take m

ore than directed
• the sm

allest effective dose should be used
•

 drink a full glass of water with each dose
Adults and 

•
 take 1 caplet every 8 to 12 

children 12 
hours while sym

ptom
s last 

years and 
• for the first dose you m

ay 
older 

take 2 caplets within the
first hour 

• do not exceed 2 caplets in
any 8- to 12-hour period

• do not exceed 3 caplets in
a 24-hour period 

Children under •
 ask a doctor 

12 years

Other inform
ation

• each caplet contains: sodium
 20 m

g 
•

 store at 20-25ºC (68-77ºF). Avoid high 
hum

idity and excessive heat above 
40°C (104°F). 

Inactive ingredients
 FD&C blue #2 

lake, hyprom
ellose, m

agnesium
 stearate, 

m
icrocrystalline cellulose, polyethylene glycol, 

povidone, talc, titanium
 dioxide 

Drug Facts (continued)

Questions or com
m

ents? 1-800-395-0689 
(M

on-Fri 9AM
 – 5PM

 EST) 

0000
00000000 

FDA00189-1 

Drug Facts Title 

Drug Facts Continued 

Headings* 

Subheadings 

Body Text 

Bullets 

Leading 

Hairlines 

Box and Barlines† 

Characters Per Inch: 

>8 pt ** 

8 pt 

8 pt-bold italic* 

≥6 pt 

≥6 pt 

5 pt 

≥0.5 pt 

0.5 pt rule 

>0.5 pt rule 

No more than 39 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

8.1 pt 

8 pt 

8 pt 

6 pt 

6 pt 

12 pt 

0 pt - 0.2 pt 

0.5 pt 

2.5 pt 

≤39 

Reference ID: 4597159
 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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See Carton For Full 
Information Warnings  Allergy alert: 

Naproxen sodium may cause a severe allergic 
reaction, especially in people allergic to aspirin. 

Symptoms may include: hives, facial swelling, asthma 
(wheezing), shock, skin reddening, rash, or blisters. If an allergic 

reaction occurs, stop use and seek medical help right away. Stomach 
bleeding warning: This product contains a nonsteroidal anti-inflammatory 

drug (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 •  take a blood thinning (anticoagulant) or steroid drug •  take other 
drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, 
naproxen, or others) •  have 3 or more alcoholic drinks every day while using this 
product •  take more or for a longer time than directed. Heart attack and stroke 
warning: NSAIDs, except aspirin, increase the risk of heart 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 allergic reaction to any 
other pain reliever/fever reducer or 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 cirrhosis, 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 or 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 (feel faint, vomit blood, 
have bloody or black stools, have stomach pain that does not get better), have 
symptoms of heart problems or stroke (chest pain, trouble breathing, weakness in 
one part or side of body, slurred speech, leg swelling), pain gets worse or lasts 
more than 10 days, fever gets worse or lasts more than 3 days, you have difficulty 
swallowing, it feels like the pill is stuck in your throat, redness or swelling is 
present in the painful area, or any new symptoms appear.  If pregnant or 
breast-feeding, ask a health professional before use. Keep out of reach of 
children.  In case of overdose, get medical help or contact a Poison Control Center 
right away. Directions Adults and children 12 years and older: take 1 caplet with 
water every 8 to 12 hours while symptoms last.  For the first dose you may take 
2 caplets within the first hour. Do not exceed 3 caplets in a 24-hour period. 
Children under 12 years: ask a doctor. Questions or comments? 1-800-395-0689 

(Mon-Fri 9AM – 5PM EST) 
Dist. by: Bayer HealthCare LLC 
Whippany, NJ 07981 
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drugs containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, 
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fever reducers. Ask a doctor or pharmacist before use if you are under a doctor’s 
care for any serious condition or 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 (feel faint, vomit blood, 
have bloody or black stools, have stomach pain that does not get better), have 
symptoms of heart problems or stroke (chest pain, trouble breathing, weakness in 
one part or side of body, slurred speech, leg swelling), pain gets worse or lasts 
more than 10 days, fever gets worse or lasts more than 3 days, you have difficulty 
swallowing, it feels like the pill is stuck in your throat, redness or swelling is 
present in the painful area, or any new symptoms appear.  If pregnant or 
breast-feeding, ask a health professional before use. Keep out of reach of 
children.  In case of overdose, get medical help or contact a Poison Control Center 
right away. Directions Adults and children 12 years and older: take 1 caplet with 
water every 8 to 12 hours while symptoms last.  For the first dose you may take 
2 caplets within the first hour. Do not exceed 3 caplets in a 24-hour period. 
Children under 12 years: ask a doctor. Questions or comments? 1-800-395-0689 

(Mon-Fri 9AM – 5PM EST) 
Dist. by: Bayer HealthCare LLC 
Whippany, NJ 07981 
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DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** -

Drug Facts Continued 8 pt -

Headings* 8 pt-bold italic* -

Subheadings ≥6 pt 4.5 pt 

Body Text ≥6 pt 4.5 pt 

Bullets 5 pt 8 pt 

Leading ≥0.5 pt .25 pt 

Hairlines 0.5 pt rule -

Box and Barlines† >0.5 pt rule -

Characters Per Inch: No more than 39 > 39 

Text. 
ize used in DFP

* Headings are to be at least 2pts larger than Body 
** Drug Facts Title to be larger than all other type s
 † FDA Recommends 2.5pt rule 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts Title >8 pt ** 8.1 pt 
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REQUIRED ACTUAL IN FILE 

Drug Facts Continued 8 pt 

Headings* 8 pt-bold italic* 
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Subheadings 

Body Text 

Bullets 5 pt 12 pt 
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Leading ≥0.5 pt 

Hairlines 0.5 pt rule 

>0.5 pt ruleBox and Barlines† 

Characters Per Inch: No more than 39 
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≥39 

* Headings are to be at least
** Drug Facts Title to be larg
† FDA Recommends 2.5pt rule 

 2pts larger than Body Text. 
er than all other type size used in DFP 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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See Carton for Full Information 
Warnings Allergy alert:  Naproxen 

sodium may cause a severe allergic reaction, 
especially in people allergic to aspirin. Symptoms may 

include: hives, facial swelling, asthma (wheezing), shock, skin 
reddening, rash, or blisters. If an allergic reaction occurs, stop 

use and seek medical help right away. Stomach bleeding warning: 
This product contains a nonsteroidal anti-inflammatory drug (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
• take a blood thinning (anticoagulant) or steroid drug • take other drugs 

containing prescription or nonprescription NSAIDs (aspirin, ibuprofen, naproxen, 
or others) • have 3 or more alcoholic drinks every day while using this product 
• take more or for a longer time than directed. Heart attack and stroke warning: 
NSAIDs, except aspirin, increase the risk of heart 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 allergic reaction to any other 
pain reliever/fever reducer or 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 cirrhosis, or 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 or 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 (feel 
faint, vomit blood, have bloody or black stools, have stomach pain that does not 
get better), have symptoms of heart problems or stroke (chest pain, trouble 
breathing, weakness in one part or side of body, slurred speech, leg swelling), 
pain gets worse or lasts more than 10 days, fever gets worse or lasts more than 
3 days, you have difficulty swallowing, it feels like the pill is stuck in your throat, 
redness or swelling is present in the painful area, or 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 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. The smallest 
effective dose should be used. Drink a full glass of water with each dose. 
Adults and children 12 years and older: take 1 caplet every 8 to 12 hours while 
symptoms last. For the first dose you may take 2 caplets within the first hour. 
Do not exceed 2 caplets in any 8- to 12-hour period. Do not exceed 3 caplets in a 
24-hour period. Children under 12 years: ask a doctor.  Store at 20-25°C 
(68-77°F). Avoid high humidity and excessive heat above 40°C (104°F). 
Questions or comments? 1-800-395-0689 (Mon-Fri 9AM – 5PM EST) 
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Drug Facts (continued) 
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk 
of heart 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 allergic 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may decrease 
this benefit of aspirin 

•  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:

•  feel faint •  vomit blood •  have bloody or black stools 

•  have stomach pain that does not get better 

• you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing

•  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat 

Drug Facts (continued) 

•  redness or swelling is present in the painful area 

•  any new symptoms appear 
If pregnant or breast-feeding, ask a health professional bef 
use.  It is especially important not to use naproxen sodium dur 
the last 3 months of pregnancy unless definitely directed t 
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 

• the smallest effective dose should be used 

•  drink a full glass of water with each dose 
Adults and • take 1 caplet every 8 to 12 hours while 
children 12 symptoms last 
years and older • for the first dose you may take 2 caplets 

within the first hour 

• do not exceed 2 caplets in any 8- to 
12-hour period 

• do not exceed 3 caplets in a 24-hour period 
Children under • ask a doctor 
12 years 

Other information 
• each caplet contains: sodium 20 mg

•  store at 20-25°C (68-77°F). Avoid high humidity and 
excessive heat above 40°C (104°F). 

Inactive ingredients  FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcrystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

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

acts 
ingredient Purposes 

(in each caplet) 
en sodium 220 mg 
en 200 mg) (NSAID)*...............Pain reliever/fever reducer 
oidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  minor pain of arthritis •  muscular aches 

•  backache •  menstrual cramps

•  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

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

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash 

•  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 

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 
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Bayer  the Bayer Cross, Aleve, All Day Strong and 
Soft Grip are registered trademarks of Bayer 

Drug Facts (continued) 
Do not use 

•  if you have ever had an allergic 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may decrease 
this benefit of aspirin 

•  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:

•  feel faint 

•  vomit blood 

•  have bloody or black stools 

•  have stomach pain that does not get better 

•  you have symptoms of heart problems or stroke:

•  chest pain

•  trouble breathing

•  weakness in one part or side of body

•  slurred speech

•  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat 

•  redness or swelling is present in the painful area 

•  any new symptoms appear 

Drug Facts (continued) 
If pregnant or breast-feeding, ask a health professional bef 
use.  It is especially important not to use naproxen sodium dur 
the last 3 months of pregnancy unless definitely directed t 
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 

• the smallest effective dose should be used 

•  drink a full glass of water with each dose 

Adults and • take 1 caplet every 8 to 12 hours while 
children 12 symptoms last 
years and older • for the first dose you may take 2 caplets 

within the first hour 

• do not exceed 2 caplets in any 
8- to 12-hour period 

• do not exceed 3 caplets in a 
24-hour period 

Children under • ask a doctor 
12 years 

Other information 
• each caplet contains: sodium 20 mg 

•  store at 20-25°C (68-77°F). Avoid high humidity and 
excessive heat above 40°C (104°F). 

Inactive ingredients  FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcrystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

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

acts 
ingredient Purposes 

(in each caplet) 
en sodium 220 mg (naproxen 200 mg) 

I ) .............................................. Pain reliever/fever reducer 
oidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  minor pain of arthritis •  muscular aches 

•  backache •  menstrual cramps

•  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

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

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash 

•  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 

•  take a blood thinning (anticoagulant) or steroid drug

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

 3 or more alcoholic drinks every day while using 
oduct

 t  more or for a longer time than directed 

tack and stroke warning: NSAIDs, except aspirin, 
ease the risk of heart attack, heart failure, and stroke. These 

tal. The risk is higher if you use more than directed or 
for longer than directed. 

Dist. D b ist. by: Baye y: Bayer Healt r Health 

Lot Lot 
Exp Exp Mad Madee i 

ARTHRITIS CAP 

hChC 

inin 

HR 

are L Care LLC,Whip LC, Whippany, N pany, NJ 07981 J 07981 

n 

AARRTTHH®Soft Grip 

®® 

naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 

®® 

THIS PACKAGE IS 
CHILD-RESISTANT 

DrugDrug FF 
ActiActiveve 
(in(in eaceac 
NaproxNaproxenen 
(NSAID(NSAID)*)* 
*nonst*nonsteroero 

®® 

ARTHRITIS CAP 
be ol befo ere 

mm duringduring 
toto do sodo so 
chiln child ord or 

HHAARRTTHH®Soft Grip 

•  take oth
s 
o 

o 

c 
h 
a 
t 

• take oth 
NSAIDsNSAIDs

 o 
oo 
oo 

acac 
hh 
aa 
t 

o 

a 

••  havehave 33 
this pthis pro 

•• aketake mm 

HeartHeart attaatta 
ncreaincrease tse t 
can becan be fafat 
or lofor longernger 

CAPLETSPP 

Do notDo not use thiuse this produs produ 
“Bayer“Bayer HealthCHealthCare” unare” under capder cap ssing.ssing.nnder capder cap is toris torn or min or missingssing 

oduoduct if pct if printedrinted safetysafety seal beseal bearingaring 

155151515500000000 CAPCAPCAPC 

STRENGTH 
TO LAST

 12 HOURS CAPSULE-SHAPED TABLETS 

®® 

FDA00198-1 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 8.1 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 1 - 1.5 pt 

0.5 ptHairlines 0.5 pt rule 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

Text. 
ize used in DFP 

* Headings are to be at least 2pts larger than Body 
** Drug Facts Title to be larger than all other type s
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



���� 

���� 

Reference ID: 4597159
 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



      

 

   
     

 

 
 

 
 

 

 

  

 

 

  

LOT

EXP:

00000000

Reference ID: 4597159 

• pain gets worse or lasts more than 10 days

• fever gets worse or lasts more than 3 days

• you have difficulty swallowing

• it feels 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 impor tant 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 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 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and • take 1 caplet every 8 to 12 hours while 
children 12 symptoms last 
years and • for the first dose you may take 2 caplets 
older within the first hour

 • do not exceed 2 caplets in any 8- to 
12-hour period

• do not exceed 3 caplets in a 24-hour
 period 

Children • ask a doctor 
under 12 
years 

Other information 
• each caplet contains: sodium 20 mg

• store at 20-25°C (68-77°F). Avoid high humidity and 
excessive heat above 40°C (104°F). 

Inactive ingredients FD&C blue #2 lake, 
hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium 
dioxide 

Questions or comments? 1-800-395-0689 
(Mon-Fri 9AM - 5PM EST) 
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Active ingredient Purposes 
(in each caplet) 
Naproxen sodium 220 mg 
(naproxen 200 mg) 
(NSAID)* ................................. Pain reliever/

 fever reducer 
*nonsteroidal anti-inflammatory drug 
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Drug Facts 

Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

Drug Facts (continued) 

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

• hives • facial swelling

• asthma (wheezing) • shock 

• skin reddening • rash • 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

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except 
aspirin, increase the risk of hear t attack, hear t 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 allergic reaction to any other 
pain reliever/fever reducer

• right before or after heart surgery 

Ask a doctor before use if 

•  the stomach bleeding war ning applies to you

•  you have a histor y of stomach problems, such as 
hear tbur n 

•  you have high blood pressure, hear t disease, liver 
cirrhosis, 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 aspirin for hear t attack or stroke, because 
naproxen may decrease this benefit of aspirin

•  taking any other dr ug 

When using this product

•  take with food or milk if stomach upset occurs 

Stop use and ask a doctor if

•  you exper ience 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 

•  you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one part or side of body

•  slurred speech    •  leg swelling   
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'UXJ�)DFWV (continued) 
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:

•  feel faint •  vomit blood •  have bloody or black stools 

•  have stomach pain that does not get better 

•  you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing

•  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing

•  it feels 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 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. 

'LUHFWLRQV
• do not take more than directed 

• the smallest effective dose should be used 

•  drink a full glass of water with each dose 

Adults and children •  take 1 caplet every 8 to 12 hours while symptoms last 
12 years and older •  for the first dose you may take 2 caplets within the first hour 

•  do not exceed 2 caplets in any 8- to 12-hour period 

•  do not exceed 3 caplets in a 24-hour period 

Children under 12 years •  ask a doctor 

2WKHU�LQIRUPDWLRQ
• each caplet contains: sodium 20 mg

•  store at 20-25°C (68-77°F). Avoid high humidity and excessive heat above 40°C (104°F). 

,QDFWLYH�LQJUHGLHQWV  FD&C blue #2 lake, hypromellose, magnesium stearate, 
microcrystalline cellulose, polyethylene glycol, povidone, talc, titanium dioxide 

4XHVWLRQV�RU�FRPPHQWV" 1-800-395-0689  (Mon-Fri 9AM - 5PM EST) 

Do not use this product if printed safety seal bearing 
"Bayer HealthCare" under cap is torn or missing. 
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 Pain reliever/fever reducer
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naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer
naproxen sodium tablets, 220 mg (NSAID)
 Pain reliever/fever reducer 

270 caplets2727S TRENGTH 
T O L AS T 

12 H OURS 

®® 

THIS PACKAGE IS 
CHILD RESISTANT 

®® 

ARTHRITIS CAPHHAA RR TT HH®S oft G rip'UXJ�)DFWV 
$FWLYH�LQJUHGLHQW��LQ�HDFK�FDSOHW��� �� �� �� �� �� �� �� �� 3XUSRVHV 
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*..... Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

8VHV 
•  temporarily relieves minor aches and pains due to:

•  minor pain of arthritis •  muscular aches •  backache
 menstrual cramps •  headache •  toothache
 the common cold 

emporarily reduces fever 

••  mme 

•• thethe 
t••  tempempo 

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

•  facial swelling •  asthma (wheezing) •  shock 
eddening •  rash •  blisters 

If an allergic reaction occurs, stop use and seek medical help right away. 
bleeding warning: This product contains an NSAID, which may cause 

omach bleeding. The chance is higher if you: 
e age 60 or older

 had stomach ulcers or bleeding problems
 t  a blood thinning (anticoagulant) or steroid drug
 t  other drugs containing prescription or nonprescription NSAIDs (aspirin, 

fen, naproxen, or others)
 3 or more alcoholic drinks every day while using this product

 t  more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of 

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

Do not use 
ou have ever had an allergic reaction to any other pain reliever/fever reducer 

ight before or after heart surgery 

Ask a doctor before use if 
omach bleeding warning applies to you 

ou have a history of stomach problems, such as heartburn 
ou have high blood pressure, heart disease, liver cirrhosis, kidney disease, 

asthma, or had a stroke 
ou 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 aspirin for heart attack or stroke, because naproxen may decrease this 
benefit of aspirin 

•  taking any other drug 
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DRUG FACTS INFO (u
CATEGORY 

pdated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 8.1 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 1 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤ 39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Reference ID: 4597159 

• pain gets worse or lasts more than 10 days

•fever gets worse or lasts more than 3 days

•you have difficulty swallowing

•it feels 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 impor tant 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 unbor n 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 

•the smallest effective dose should be used 

•drink a full glass of water with each dose 

Adults and •take 1 caplet every 8 to 12 hours while 
children 12 symptoms last 
years and •for the first dose you may take 2 caplets 
older within the first hour 

•do not exceed 2 caplets in any 8- to 
12-hour period

•do not exceed 3 caplets in a 24-hour
 period 

Children •ask a doctor 
under 12 
years 

Other information 
•each caplet contains: sodium 20 mg

•store at 20-25˚C (68-77˚F). Avoid high humidity and 
excessive heat above 40˚C (104˚F). 

Inactive ingredients FD&C blue #2 lake, 
hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium 
dioxide 

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

Do not use this product if 
printed safety seal bearing 
"Bayer HealthCare" under 
cap is torn or missing. 
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Active ingredient (in each caplet) Purposes 
Naproxen sodium 220 mg 
(naproxen 200 mg) (NSAID)* .. ... .. ... ... Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

D ru g Facts 

Drug Facts (continued) 

Drug Facts (continued) 

Uses 
•temporarily relieves minor aches and pains due to:

•minor pain of arthritis •muscular aches 

•backache •menstrual cramps

•headache •toothache 

•the common cold 

•temporarily reduces fever 

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

•hives •facial swelling

•asthma (wheezing) •shock 

•skin reddening •rash •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

•take a blood thinning (anticoagulant) or steroid drug

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

•have 3 or more alcoholic dr inks ever y day while using 
this product

•take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except 
aspirin, increase the risk of heart 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 allergic reaction to any other 
pain reliever/fever reducer

•right before or after heart surgery 

Ask a doctor before use if 

•the stomach bleeding war ning applies to you

•you have a histor y of stomach problems, such as 
hear tbur n 

•you have high blood pressure, hear t disease, liver 
cirrhosis, kidney disease, asthma, or had a stroke

•you are taking a diuretic

•you have problems or ser ious 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 aspirin for hear t attack or stroke, because
    naproxen may decrease this benefit of aspirin

•taking any other dr ug 

When using this product

•take with food or milk if stomach upset occurs 

Stop use and ask a doctor if

•you exper ience 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

•  you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 
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Reference ID: 4597159 

• pain gets worse or lasts more than 10 days

•fever gets worse or lasts more than 3 days

•you have difficulty swallowing

•it feels 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 impor tant 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 unbor n 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 

•the smallest effective dose should be used 

•drink a full glass of water with each dose 

Adults and •take 1 caplet every 8 to 12 hours while 
children 12 symptoms last 
years and •for the first dose you may take 2 caplets 
older within the first hour 

•do not exceed 2 caplets in any 8- to 
12-hour period

•do not exceed 3 caplets in a 24-hour
 period 

Children •ask a doctor 
under 12 
years 

Other information 
•each caplet contains: sodium 20 mg

•store at 20-25˚C (68-77˚F). Avoid high humidity and 
excessive heat above 40˚C (104˚F). 

Inactive ingredients FD&C blue #2 lake, 
hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium 
dioxide 

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

Do not use this product if 
printed safety seal bearing 
"Bayer HealthCare" under 
cap is torn or missing. 
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Active ingredient (in each caplet) Purposes 
Naproxen sodium 220 mg 
(naproxen 200 mg) (NSAID)* .. ... .. ... ... Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

D ru g Facts 

Drug Facts (continued) 

Drug Facts (continued) 

Uses 
•temporarily relieves minor aches and pains due to:

•minor pain of arthritis •muscular aches 

•backache •menstrual cramps

•headache •toothache 

•the common cold 

•temporarily reduces fever 

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

•hives •facial swelling

•asthma (wheezing) •shock 

•skin reddening •rash •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

•take a blood thinning (anticoagulant) or steroid drug

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

•have 3 or more alcoholic dr inks ever y day while using 
this product

•take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except 
aspirin, increase the risk of heart 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 allergic reaction to any other 
pain reliever/fever reducer

•right before or after heart surgery 

Ask a doctor before use if 

•the stomach bleeding war ning applies to you

•you have a histor y of stomach problems, such as 
hear tbur n 

•you have high blood pressure, hear t disease, liver 
cirrhosis, kidney disease, asthma, or had a stroke

•you are taking a diuretic

•you have problems or ser ious 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 aspirin for hear t attack or stroke, because
    naproxen may decrease this benefit of aspirin

•taking any other dr ug 

When using this product

•take with food or milk if stomach upset occurs 

Stop use and ask a doctor if

•you exper ience 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

•  you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 
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Drug Facts 
Active 
ingredient Purposes 
(in each 
caplet) 
Naproxen sodium
 
220 mg
 
(naproxen 200 mg)
 
(NSAID)*..................Pain reliever/


 fever reducer 
*nonsteroidal 
anti-inflammatory drug 
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Drug Facts (continued) 

Uses 
• temporarily relieves minor aches and pains due to:

• minor pain of arthritis • muscular aches 

• backache • menstrual cramps

• headache • toothache 

• the common cold 

• temporarily reduces fever 

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

• hives • facial swelling • asthma (wheezing)

• shock • skin reddening • rash • 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

• take a blood thinning (anticoagulant) or steroid drug

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

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

• take more or for a longer time than directed 
Hear t attack and stroke warning: NSAIDs, except aspirin, 
increase the r isk of heart attack, heart failure, and stroke. These 
can be fatal. The r isk is higher if you use more than directed or for 
longer than directed. 

Do not use 

•  if you have ever had an allergic reaction to any other pain 
reliever/fever reducer

• r ight before or after hear t surger y 

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, hear t disease, liver cirrhosis, 
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 ser ious condition

•  taking aspir in for hear t attack or stroke, because naproxen may 
decrease this benefit of aspir in

•  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 exper ience 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 

•  you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling   

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficult y swallowing

•  it feels like the pill is stuck in your throat

•  redness or swelling is present in the painful area

•  any new symptoms appear 

Drug Facts (continued) 
If pregnant or breast-feeding, ask a health professional before 
use.  It is especially impor tant 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 unbor n child or 
complications during deliver y. 
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 

• the smallest effective dose should be used 

• drink a full glass of water with each dose 

Adults and children 
12 years and older • take 1 caplet every 8 to 12 hours 

while symptoms last

• for the first dose you may take 
2 caplets within the first hour

• do not exceed 2 caplets in any 
8- to 12-hour period

• do not exceed 3 caplets in a 
24-hour period 

Children under 12 years • ask a doctor 

Other information 
• each caplet contains: sodium 20 mg

• store at 20-25°C (68-77°F). Avoid high humidity and excessive 
heat above 40°C (104°F). 

Inactive ingredients FD&C blue #2 lake, hypromellose, 
magnesium stearate, microcr ystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

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

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts 
Active ingredient 

Purposes 
(in each tablet ) 
Naproxen sodium

 220 m
g

(naproxen 200 m
g) (NSAID)*....... Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflam

m
atory drug 

Uses
•

 tem
porarily relieves m

inor aches and
pains due to:
•

 backache 
•

 m
uscular aches 

• m
inor pain of arthritis

• menstrual cramps • headache 
• toothache 

• the common cold 
•

 tem
porarily reduces fever 

W
arnings

Allergy alert: Naproxen sodium
 m

ay cause a 
severe allergic reaction, especially in people 
allergic to aspirin. Sym

ptom
s m

ay include:
•

 hives 
•

 facial swelling 
•

 asthm
a (wheezing) 

•
 shock 

•
 skin reddening 

•
 rash 

•
 blisters 

If an allergic reaction occurs, stop use and 
seek m

edical help right away. 
Stom

ach bleeding warning: This product 
contains an NSAID, which m

ay cause severe 
stom

ach bleeding. The chance is higher if you:
•

 are age 60 or older
•

 have had stom
ach ulcers or bleeding 

problem
s 

•
 take a blood thinning (anticoagulant) or
steroid drug 

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

• have 3 or m
ore alcoholic drinks every day 

while using this product 

Drug Facts (continued) 
•

 take m
ore or for a longer tim

e than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart attack, heart failure, and stroke. These 
can be fatal. The risk is higher if you use m

ore than directed or 
for longer than directed. 
Do not use
• if you have ever had an allergic reaction to any other pain 

reliever/fever reducer
•

 right before or after heart surgery 
Ask a doctor before use if
•

 the stom
ach bleeding warning applies to you

•
 you have a history of stom

ach problem
s, such as heartburn

•
 you have high blood pressure, heart disease, liver cirrhosis, 
kidney disease, asthm

a, or had a stroke
•

 you are taking a diuretic
•

 you have problem
s or serious side effects from

 taking pain 
relievers or fever reducers 

Ask a doctor or pharm
acist before use if you are

•
 under a doctor's care for any serious condition

•
 taking aspirin for heart attack or stroke, because naproxen m

ay 
decrease this benefit of aspirin

•
 taking any other drug 

W
hen using this product

•
 take with food or m

ilk if stom
ach upset occurs 

Stop use and ask a doctor if
• you experience any of the following signs of stom

ach bleeding:
•

 feel faint 
•

 vom
it blood 

•
 have bloody or black stools

•
 have stom

ach pain that does not get better
•

 you have sym
ptom

s of heart problem
s or stroke:

•
 chest pain 

•
 trouble breathing 

•
 weakness in one part or side of body

•
 slurred speech •

 leg swelling 
•

 pain gets worse or lasts m
ore than 10 days

•
 fever gets worse or lasts m

ore than 3 days
•

 you have difficulty swallowing
•

 it feels like the pill is stuck in your throat
•

 redness or swelling is present in the painful area
•

 any new sym
ptom

s appear 

Drug Facts (continued) 
If pregnant or breast-feeding, ask a health 
professional before use. It is especially 
im

portant not to use naproxen sodium
 during 

the last 3 m
onths of pregnancy unless 

definitely directed to do so by a doctor 
because it m

ay cause problem
s in the unborn 

child or com
plications during delivery. 

Keep out of reach of children. In case of 
overdose, get m

edical help or contact a 
Poison Control Center right away. 

Directions 
• do not take m

ore than directed 

• the sm
allest effective dose should be used

•
 drink a full glass of water with each dose

Adults and 
•

 take 1 tablet every 8 to 12 
children 12 

hours while sym
ptom

s last 
years and 

• for the first dose you m
ay 

older 
take 2 tablets within the
first hour 

• do not exceed 2 tablets in 
any 8- to 12-hour period

• do not exceed 3 tablets in 
a 24-hour period 

Children under •
 ask a doctor 

12 years

Other inform
ation 

• each tablet contains: sodium
 20 m

g 

•
 store at 20-25°C (68-77°F). Avoid high 
hum

idity and excessive heat above 
40°C (104°F). 

Inactive ingredients
 FD&C blue #2 

lake, hyprom
ellose, m

agnesium
 stearate, 

m
icrocrystalline cellulose, polyethylene glycol, 

povidone, talc, titanium
 dioxide 

Drug Facts (continued)
Questions or com

m
ents? 1-800-395-0689 

(M
on-Fri 9AM

 – 5PM
 EST) 

naproxen sodium tablets, 220 mg (NSAID)naproxen sodium tablets, 220 mg 
Pain reliever/fever reducer

(NSAID) 
Pain reliever/fever reducer 

for temporary relief of minor back and muscle aches and painsfor temporary relief of minor back and muscle aches and painsfor temporary relie  of minor back and musc e aches and painsfor temporary relie  of minor back and musc e aches and painsfor temporary relie  of minor back and musc e aches and pains 

d bl (NS )di t bl t 220di t bl t 220 (NSAID)(NSAID) 
BACK & MUSCLE PAIN 

FDA00202-1 

Drug Facts Title 

Drug Facts Continued 

Headings* 

Subheadings 

Body Text 

Bullets 

Leading 

Hairlines 

Box and Barlines† 

Characters Per Inch: 

>8 pt ** 

8 pt 

8 pt-bold italic* 

≥6 pt 

≥6 pt 

5 pt 

≥0.5 pt 

0.5 pt rule 

>0.5 pt rule 

No more than 39 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

8.1 pt 

8 pt 

8 pt 

6 pt 

6 pt 

12 pt 

0 - 0.5 pt 

0.5 pt 

2.5 pt 

≤39 

Reference ID: 4597159
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Pain reliever/fever reducer 
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Box and Barlines† 
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8 pt-bold italic* 
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No more than 39 

DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
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Reference ID: 4597159
 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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naproxen sodium tablets, 220 mg (NSAID) 
Pain reliever/fever reducer 

Do not use if foil seal imprinted with 
"Bayer HealthCare" on bottle opening 
is missing or broken. 
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EXP. 

BACK & MUSCLE PAIN 

naproxen sodium tablets, 220 mg (NSAID) 
Pain reliever/fever reducer 

Do not use if foil seal imprinted with 
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Reference ID: 4597159 
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DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

Drug Facts Title >8 pt ** -

Drug Facts Continued 8 pt  -

Headings* 8 pt-bold italic* -

Subheadings ≥6 pt 4.5 pt 

Body Text ≥6 pt 4.5 pt 

Bullets 5 pt  8 pt  

Leading ≥0.5 pt 0 pt  

Hairlines 0.5 pt rule -

Box and Barlines† >0.5 pt rule -

Characters Per Inch: No more than 39 ≥39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts 
Active ingredient 

Purposes 
(in each tablet ) 
Naproxen sodium

 220 m
g

(naproxen 200 m
g) (NSAID)*....... Pain reliever/ 

fever reducer 
*nonsteroidal anti-inflam

m
atory drug 

Uses
• tem

porarily relieves m
inor aches and

pains due to:
•

 backache 
•

 m
uscular aches 

• m
inor pain of arthritis

• menstrual cramps • headache 
•

 toothache 
• the com

m
on cold

• tem
porarily reduces fever 

W
arnings

Allergy alert: Naproxen sodium
 m

ay cause a 
severe allergic reaction, especially in people 
allergic to aspirin. Sym

ptom
s m

ay include:
•

 hives 
•

 facial swelling 
•

 asthm
a (wheezing) 

•
 shock 

•
 skin reddening 

•
 rash 

•
 blisters 

If an allergic reaction occurs, stop use and 
seek m

edical help right away. 
Stom

ach bleeding warning: This product 
contains an NSAID, which m

ay cause severe 
stom

ach bleeding. The chance is higher if you:
•

 are age 60 or older
•

 have had stom
ach ulcers or bleeding 

problem
s 

•
 take a blood thinning (anticoagulant) or
steroid drug 

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

• have 3 or m
ore alcoholic drinks every day 

while using this product 

Drug Facts (continued) 
•

 take m
ore or for a longer tim

e than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, 
increase the risk of heart attack, heart failure, and stroke. These 
can be fatal. The risk is higher if you use m

ore than directed or 
for longer than directed. 
Do not use
• if you have ever had an allergic reaction to any other pain 

reliever/fever reducer
•

 right before or after heart surgery 
Ask a doctor before use if
•

 the stom
ach bleeding warning applies to you

•
 you have a history of stom

ach problem
s, such as heartburn

•
 you have high blood pressure, heart disease, liver cirrhosis, 
kidney disease, asthm

a, or had a stroke
•

 you are taking a diuretic
•

 you have problem
s or serious side effects from

 taking pain 
relievers or fever reducers 

Ask a doctor or pharm
acist before use if you are

•
 under a doctor's care for any serious condition

•
 taking aspirin for heart attack or stroke, because naproxen m

ay 
decrease this benefit of aspirin

•
 taking any other drug 

W
hen using this product

•
 take with food or m

ilk if stom
ach upset occurs 

Stop use and ask a doctor if
• you experience any of the following signs of stom

ach bleeding:
•

 feel faint •
 vom

it blood 
•

 have bloody or black stools
•

 have stom
ach pain that does not get better

•
 you have sym

ptom
s of heart problem

s or stroke:
•

 chest pain 
•

 trouble breathing 
•

 weakness in one part or side of body
•

 slurred speech •
 leg swelling 

•
 pain gets worse or lasts m

ore than 10 days
•

 fever gets worse or lasts m
ore than 3 days

•
 you have difficulty swallowing

•
 it feels like the pill is stuck in your throat

•
 redness or swelling is present in the painful area

•
 any new sym

ptom
s appear 

Drug Facts (continued) 
If pregnant or breast-feeding, ask a health 
professional before use. It is especially 
im

portant not to use naproxen sodium
 during 

the last 3 m
onths of pregnancy unless 

definitely directed to do so by a doctor 
because it m

ay cause problem
s in the unborn 

child or com
plications during delivery. 

Keep out of reach of children. In case of 
overdose, get m

edical help or contact a 
Poison Control Center right away. 

Directions 
• do not take m

ore than directed 

• the sm
allest effective dose should be used

• drink a full glass of water with each dose
Adults and 

•
 take 1 tablet every 8 to 12 

children 12 
hours while sym

ptom
s last 

years and 
• for the first dose you m

ay 
older 

take 2 tablets within the
first hour 

• do not exceed 2 tablets in 
any 8- to 12-hour period

• do not exceed 3 tablets in 
a 24-hour period 

Children under •
 ask a doctor 

12 years

Other inform
ation 

• each tablet contains: sodium
 20 m

g 

• store at 20-25°C (68-77°F). Avoid high 
hum

idity and excessive heat above 
40°C (104°F). 

Inactive ingredients
 FD&C blue #2 

lake, hyprom
ellose, m

agnesium
 stearate, 

m
icrocrystalline cellulose, polyethylene glycol, 

povidone, talc, titanium
 dioxide 

Drug Facts (continued)
Questions or com

m
ents? 1-800-395-0689 

(M
on-Fri 9AM

 – 5PM
 EST) 

50 TABlets 

6565 

naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer 

for temporary relief of minor back
and muscle aches and pains
for temporary relief of minor back

and muscle aches and pains
or temporary relie  o  minor back

and musc e aches and pains
or temporary relie  o  minor back

and musc e aches and pains
or temporary relie  o  minor back 

and musc e aches and pains 
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BACK & MUSCLE PAIN 

0111 33131113131313 00 00000 

naproxen sodium tablets, 220 mg (NSAID)
Pain reliever/fever reducer 

for temporary relief of minor back
and muscle aches and pains
for temporary relief of minor back

and muscle aches and pains
or tempo a y relie  o  minor back

and mu c e aches and pains
or tempo a y relie  o  minor back

and mu c e aches and pains
or tempo a y relie  o  minor back 

and mu c e aches and pains 

303030 
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DRUG FACTS INFO (updated 5/18/18) 

CATEGORY REQUIRED ACTUAL IN FILE 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt ruleReference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts 
Active ingredient (in each tablet) Purposes 
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*.................. Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  backache •  muscular aches •  minor pain of arthritis 

•  menstrual cramps •  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

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

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash 

•  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 

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart 
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 allergic 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may decrease this benefit 
of aspirin 

•  taking any other drug 
When using this product

•  take with food or milk if stomach upset occurs 

Drug Facts (continued) 
Stop use and ask a doctor if

•  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 

•  you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing •  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing

•  it feels 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 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 • the smallest effective dose should be used 

•  drink a full glass of water with each dose 

Adults and children 12 years and older 

Children under 12 years 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 (Mon-Fri 9AM – 5PM EST) 

•  take 1 tablet every 8 to 12 hours while symptoms last 

•  for the first dose you may take 2 tablets within the first hour 

•  do not exceed 2 tablets in any 8- to 12-hour period 

•  do not exceed 3 tablets in a 24-hour period 

•  ask a doctor 
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DRUG FACTS INFO (u
CATEGORY 

pdated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 9 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 0.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts 
Active ingredient (in each tablet) Purposes 
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*.................. Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  backache •  muscular aches •  minor pain of arthritis 

•  menstrual cramps •  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

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

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash 

•  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 

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk of heart 
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 allergic 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may decrease this benefit of 
aspirin 

•  taking any other drug 
When using this product

•  take with food or milk if stomach upset occurs 

Drug Facts (continued) 
Stop use and ask a doctor if

•  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 

•  you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing •  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing

•  it feels 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 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 • the smallest effective dose should be used 

•  drink a full glass of water with each dose 

Adults and children 12 years and older 

Children under 12 years 

Other information 
• 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). 

Inactive ingredients FD&C blue #2 lake, hypromellose, magnesium stearate, microcrystalline 
cellulose, polyethylene glycol, povidone, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 (Mon-Fri 9AM – 5PM EST) 

•  take 1 tablet every 8 to 12 hours while symptoms last 

•  for the first dose you may take 2 tablets within the first hour 

•  do not exceed 2 tablets in any 8- to 12-hour period 

•  do not exceed 3 tablets in a 24-hour period 

•  ask a doctor
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DRUG FACTS INFO (u
CATEGORY 

pdated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 9 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 0.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts (continued) 
Heart attack and stroke warning: NSAIDs, except aspirin, increase the risk 
of heart 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 allergic 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 cirrhosis, 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 aspirin for heart attack or stroke, because naproxen may decrease 
this benefit of aspirin

•  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:

•  feel faint •  vomit blood •  have bloody or black stools

•  have stomach pain that does not get better

•  you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing

•  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days

•  fever gets worse or lasts more than 3 days

•  you have difficulty swallowing

•  it feels like the pill is stuck in your throat

•  redness or swelling is present in the painful area

•  any new symptoms appear 

Drug Facts (continued) 
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 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 

• the smallest effective dose should be used 

•  drink a full glass of water with each dose 
Adults and • take 1 tablet every 8 to 12 hours while 
children 12 symptoms last 
years and older • for the first dose you may take 2 tablets 

within the first hour 

• do not exceed 2 tablets in any 8- to 
12-hour period

• do not exceed 3 tablets in a 24-hour period 
Children under • ask a doctor 
12 years 

Other information 
• 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). 

Inactive ingredients  D&C yellow #10 aluminum lake, 
edetate disodium, edible ink, FD&C blue #1, FD&C yellow #6 
aluminum lake, gelatin, glycerin, hypromellose, magnesium 
stearate, microcrystalline cellulose, polyethylene glycol, 
povidone, stearic acid, talc, titanium dioxide 

Questions or comments? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 

Drug Facts
 ingredient Purposes 

(in each tablet) 
Naproxen sodium 220 mg 
(naproxen 200 mg) (NSAID)* .............Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  minor pain of arthritis •  muscular aches 

•  backache •  menstrual cramps

•  headache •  toothache 

•  the common cold 

•  temporarily reduces fever 

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

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash 

•  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

•  take a blood thinning (anticoagulant) or steroid drug

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

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

•  take more or for a longer time than directed 

Whippany  NJ 07981 

Bayer  the Bayer Cross, Aleve, 
All Day Strong and Soft Grip are 
registered trademarks of Bayer 
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Drug Facts (continued) 
Uses 
•temporarily relieves minor aches and pains due to:

•minor pain of arthritis •muscular aches 

•backache •menstrual cramps

•headache •toothache 

•the common cold 

•temporarily reduces fever 

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

•hives •facial swelling

•asthma (wheezing) •shock 

•skin reddening •rash •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

•take a blood thinning (anticoagulant) or steroid drug

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

•have 3 or more alcoholic dr inks ever y day while using 
this product

•take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, except 
aspirin, increase the risk of heart 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 allergic 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 histor y of stomach problems, such as 
heartburn 

•you have high blood pressure, hear t disease, liver 
cirrhosis, kidney disease, asthma, or had a stroke

•you are taking a diuretic

•you have problems or ser ious 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 aspirin for hear t attack or stroke, because 
naproxen may decrease this benefit of aspirin

•taking any other dr ug 

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:

•feel faint               •vomit blood 

•have bloody or black stools

•have stomach pain that does not get better

•  you have symptoms of hear t problems or stroke:

• chest pain •  trouble breathing

•  weakness in one par t or side of body

•  slurred speech    •  leg swelling 
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• pain gets worse or lasts more than 10 days

•fever gets worse or lasts more than 3 days

•you have difficulty swallowing

•it feels 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 impor tant not to use naproxen 
sodium dur ing the last 3 months of pregnancy unless 
definitely directed to do so by a doctor because it may 
cause problems in the unbor n child or complications 
dur ing deliver y. 
Keep out of reach of children. In case of overdose, get 
medical help or contact a Poison Control Center right away. 

Drug Facts (continued) 

Directions 
•do not take more than directed 

•the smallest effective dose should be used 

•drink a full glass of water with each dose 

Adults and 
children 12 
years and 
older 

•take 1 tablet every 8 to 12 hours while 
symptoms last

•for the first dose you may take 2 tablets 
within the first hour 

•do not exceed 2 tablets in any 8- to 
12-hour period

•do not exceed 3 tablets in a 24-hour
 period 

Children 
under 12 
years 

•ask a doctor 

Other information 
•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). 

Inactive ingredients D&C yellow #10 aluminum 
lake, edetate disodium, edible ink, FD&C blue #1, FD&C 
yellow #6 aluminum lake, gelatin, glycerin, hypromellose, 
magnesium stearate, microcrystalline cellulose, 
polyethylene glycol, povidone, stearic acid, talc, titanium 
dioxide 

Questions or comments ? 1-800-395-0689 
(Mon – Fri 9AM – 5PM EST) 

Do not use if printed 
safety seal bearing 
“Bayer HealthCare” under 
cap is torn or missing. 
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Active ingredient (in each tablet) Purposes 
Naproxen sodium 220 mg 
(naproxen 200 mg) (NSAID)*............. Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

D ru g Facts 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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Drug Facts (continued) 
while using this product 

•  take more or for a longer time than directed 
Heart attack and stroke warning: NSAIDs, 
except aspirin, increase the risk of heart 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 allergic 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 cirrhosis, 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 

Drug Facts (continued) 
Warnings 
Allergy alert: Naproxen sodium may cause a 
severe allergic reaction, especially in people 
allergic to aspirin.  Symptoms may include:

•  hives •  facial swelling •  asthma (wheezing)

•  shock •  skin reddening •  rash •  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 

• take a blood thinning (anticoagulant) or steroid drug

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

•  have 3 or more alcoholic drinks every day 

Drug Facts (continued) 
Ask a doctor or pharmacist before use if you are

•  under a doctor’s care for any serious condition 

•  taking aspirin for heart attack or stroke, 
because naproxen may decrease this benefit 
of aspirin 

•  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:

•  feel faint •  vomit blood 

•  have bloody or black stools 

•  have stomach pain that does not get better 

• you have symptoms of heart problems or stroke:

•  chest pain •  trouble breathing

•  weakness in one part or side of body

•  slurred speech •  leg swelling

•  pain gets worse or lasts more than 10 days 

•  fever gets worse or lasts more than 3 days 

•  you have difficulty swallowing 

Drug Facts (continued) 
adults and •  take 1 caplet every 8 to 12 
children hours while symptoms last. 
12 years For the first dose you may take 
and older 2 caplets within the first hour. 

Do not exceed 2 caplets in any 8­
to 12-hour period. Do not exceed 
3 caplets in a 24-hour period. 

Other information 
• each caplet contains: sodium 20 mg 

Drug Facts (continued) 

• store at 20-25°C (68-77°F). Avoid high humidity 
and excessive heat above 40°C (104°F). 

Inactive ingredients 
FD&C blue #2 lake, hypromellose, magnesium 
stearate, microcrystalline cellulose, polyethylene 
glycol, povidone, talc, titanium dioxide 

Questions? 1-800-331-4536 

Drug Facts (continued) 

•  it feels 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 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 

•  the smallest effective dose should be used 

•  drink a full glass of water with each dose 

under 12 years •  ask a doctor 
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20CAPLETS 
*CAPSULE SHAPED TABLETS 
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Pai Pai Pai Pai Pai Pain Rn RnRnRnReli eli eli elieve eve eve everrr////Fev Fev Fever er er Red Red Red Reduce uce uce uce ucerrrr (NSNS (NS (NS (NS (NS (N(NSAID AID AID AID AID AID AI )))))) 

2020 CAPL CAPLETS ETS** 

UP TO12HoursOFMenstrual Pain Relief UP TO 12 Hours OF Menstrual Pain Relief 

from the makers of 

TEMPORARILY
 RELIEVES

MINOR

CRAMPS
BACKACHE
HEADACHE

TEMPORARILY
 RELIEVES 

MINOR 

CRAMPS 
BACKACHE 
HEADACHE 

Drug Facts 
Active ingredient (in each caplet) Purposes 
Naproxen sodium 220 mg (naproxen 200 mg) (NSAID)*................................. Pain reliever/fever reducer 
*nonsteroidal anti-inflammatory drug 

Uses 
•  temporarily relieves minor aches and pains due to:

•  menstrual cramps •  muscle aches •  headache •  backache •  minor pain of arthritis 

•  toothache •  the common cold 

•  temporarily reduces fever 

FDA00245-2 

Reference ID: 4597159 

DRUG FACTS INFO (
CATEGORY 

updated 5/18/18) 

REQUIRED ACTUAL IN FILE 
Drug Facts Title >8 pt ** 9 pt 

Drug Facts Continued 8 pt 8 pt 

Headings* 8 pt-bold italic* 8 pt 

Subheadings ≥6 pt 6 pt 

Body Text ≥6 pt 6 pt 

Bullets 5 pt 12 pt 

Leading ≥0.5 pt 0.5 pt 

Hairlines 0.5 pt rule 0.5 pt 

Box and Barlines† >0.5 pt rule 2.5 pt 

Characters Per Inch: No more than 39 ≤39 

* Headings are to be at least 2pts larger than Body Text. 
** Drug Facts Title to be larger than all other type size used in DFP 
† FDA Recommends 2.5pt rule 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda
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This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda



--------------------------------------------------------------------------------------------

--------------------------------------------------------------------------------------------

------------------------------------------------------------

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 
electronic signatures for this electronic record. 

/s/ 

NUSHIN F TODD 
04/23/2020 04:14:39 PM 

Reference ID: 4597159 

This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda




