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Reference ID: 41514

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

Drug Facts (¢

Drug Facts (continued)

Stop use and ask a doctor if
@ you experience any of the following signs of stomach

Keep out of reach of children. In case of overdose, get
medical help or contact a Poison Control Center right away.

bleeding:
@ feelfaint @ vomitblood @ have bloody or black stools
@ have stomach pain that does not get better
@ you have symptoms of heart problems or stroke:
chest pain
rouble breathing
@ weakness in one part or side of body
@ slurred speech
@ leg sweling
@ redness or swelling is present in the painful area

Directions

@ do not take more than directed

® the smallest effective dose should be used

swa low whole; do not crush or chew

@ drink a full glass of water with each dose

@ aduts and chldren 12 years and older: 1 caplet every
12 hours; do not take more than 2 caplets in 24 hours

@ chdren under 12 years: do not use

ny new symptoms appear
fever gets worse or lasts more than 3 days
@ you have difficulty swallowing or the caplet feels stuck in
‘your throat

Other information

@ each caplet contains: sodium 22 mg
@ store at 20-25°C (68-77°F)

@ storeinadry place

® you get nervous, dizzy, or sleepless
@ nasal congestion lasts more han 7 days

Inactive ingredients coloidal slicon diovide,

If pregnant or breast-feeding, ask a hea th professional before
use. Itis especialy important not to use naproxen sodium

hypromellose, lactose, magnesium stearate, microcrystal ine
cellulose, polyethylene glycol, povidone, talc, titanium dioxide

during the last 3 months of pregnancy definitely directed
to do so by a doctor because it may cause problems in the
unborn child or complications during delivery. }
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Questions or comments? 1-800-986-0369
(Mon-Fri 9AM - 5PM EST)
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Drug Facts (continued)

Active ingredients

(in each caplet)
Naproxen sodium 220 mg
(naproxen 200 mg) (NSAID)*
Pseudoephedrine HCI 120 mg,
extended-elease.
“nonsteroidal anti-inflammatory drug

Purposes

. Pain relieverfever reducer

Nasal decongestant

Uses: temporarly relieves these cold, sinus, and flu symptoms:
sinus pressure @ minor body aches and pains

@ headache @ nasal and sinus congestion (promotes sinus.

drainage and restores freer brea hing hrough the nose)

fever

Warnings
Allergy alert: Naproxen sodium may cause a severe allergic
reaction, especia ly in people a lergic to aspirin. Symptoms

@ facial sweling @ asthma (wheezing)
@ skinreddening @ 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
higherif you:
® are age 60 or older
@ have had stomach ulcers or bleeding problems
take ablood hinning (an icoagulant) or steroid drug
@ take other drugs containing prescription or nonprescrip ion
INSAIDs (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 s higher fyou use more than
directed or for longer than directed.

Do not use

@ if you have ever had an allergic reac ion to any other pain
relieverffever reducer

@ right before or after heart surgery

@ if you are now taking a prescription monoamine oxidase
inhbitor (MAOI) (certain drugs for depression, psychiatric,
or emotional conditions, or Parkinson's disease), or for
2 weeks after stopping the MAOI drug. If you do not know if
your prescription drug contains an MAOI, ask a doctor or
pharmacist before taking this product.

@ in children under 12 years of age

Ask a doctor before use f
@ the stomach bleeding warning applies to you
jou have a history of stomach problems, such as heartbum
@ you have high blood pressure, heart disease, liver cirrhosis,
kidney disease, asthma, thyroid disease, diabetes, have
trouble urinating due to an enlarged prostate gland,
orhad a stroke
® you are taking a diure ic
@ you have problems or serious side e fects from taking pain
relievers or fever reducers

Ask a doctor or pharmacist before use if you are
@ under a doctor's care for any serious condition
@ taking any other drug
When using this product

@ take wth food or mIk f stomach upset occurs




This label may not be the latest approved by FDA.
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Drug Facts (continued) Drug Facts (continued)

Stop use and ask a doctor if Keep out of reach of children. In case of overdose, get
o g‘“\‘ gxpsvienoe any of the following signs of stomach medical help or contact a Poison Control Center right away.
leeding:
@ feolfint @ voritbod @ ave bloody or black stools | Directions
@ have stomach pain that does not get better ® do not take more than directed
@ you have symptoms of heart problems or stroke: @ the smallest effective dose should be used
@ chest pain ® swallow whole; do not crush or chew
rouble breathing . @ drink a full glass of water w th each dose
weakness in one part or side of body @ adults and chldren 12 years and older: 1 caplet every
@ slurred speech 12 hours; do ot take more than 2 caplets in 24 hours

® legsweling . ® children under 12 years: do not use
@ redness or sweling is presentinhe painful area

® any new symploms appear Other information
fever gets worse or lasts more than 3 days @ each caplet contains: sodium 22 mg
® you ?:ve dificulty swallowing or he caplet feels stuck in @ store at 20-25°C (68-77°F)
your throat
@ you get nervous, dizzy, or sleepless S sioreinady place
@ nasal congestion asts more than 7 days Inactive ingredients coloidal siicon dioride,
If pregnant or breast-feeding, ask a hea th profess onal before |f hyprome lose, lactose, magnesium stearate, microcrystal ine
use. ltis especially important not to use naproxen sodium cellulose, polyethylene glycol, povidone, talc, itanium dioxide
during the last 3 months of pregnancy unless definitely directed -
10 do so by a doctor because it may cause problems in the Questions or comments? 1-800-986-0369
unbom chld or complications during delivery. } (Mon-Fri 9AM - 5PM EST)
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Drug Facts Drug Facts (continued)

Active ingredients Purposes | Heart attack and stroke warning: NSAIDs, except aspirin,
g Irpo:

(in each caplet) increase the risk of heart attack, heart failure, and stroke.

Naproxen sodium 220 mg These can be fatal. The risk is higher if you use more than

(naproxen 200 mg) (NSAID)*......... Pain reliever/fever reducer diected or forlonger than directed.

Pseudoephedrine HCI 120 mg, Do not use

EXENE1EIESE. ... ... ... Nasl decongestant | @ fyou have ever had an alergic reaction o any o her pain

*nonsteroidal anti-inflammatory drug reieverffever reducer

@ right before or after heart surgery

@ fyou are now taking a prescription monoamine oxidase
inhibitor (MAOI) (certain drugs for depression, psychiatric,
or emotional conditions, or Parkinson's disease), or for
2 weeks after stopping the MAOI drug. If you do not know if
your prescription drug contains an MAQI, ask a doctor or

Warnings pharmacist before taking this product.

Allergy alert: Naproxen sodium may cause a severe allergic ~ J§ @ in children under 12 years of age

Uses temporarily re eves these cold, sinus, and fiu symptoms:

@ sinus pressure @ minor body aches and pains

® headache @ nasal and sinus conges ion (promotes sinus
drainage and restores freer breathing hrough the nose)

® fever

Ask a doctor before use if
o fclswelng @ astma (uheezing) | ® the stomach being warning appies o you
® skinreddening @ rash @ bisters || @ you have a history of stomach problems, such as hear burn
Itan alergc reacton occurs, stop use and seek medica help | @ You havefigh blood pressure,heartdisease, iver cirhas's,
right away. kidney d\s_ease‘ asthma, thyroid disease, diabetes, have
Stomach bleeding warning: This product contains an NSAID, | trouble urinating due to an enlarged prostate gland,
which may cause severe stomach bleeding. The chance is or had a stroke
higher if you: ® you are taking a diuretic
@ are age 60 or older @ you have problems or serious side effects from taking pain
have had stomach ulcers or bleeding problems relievers or fever reducers
@ take a blood thinning (anticoagulant) or steroid drug
@ take 0 her drugs containing prescription or nonprescription 4
NSAIDs (aspv?n‘ \buprolerg E\apronn, or omerg) ! . unqer a doctor's care for any serious cond tion
@ have 3 or more alcoho ic drinks every day whie using ® taking any other drug
this product When using this product
@ take more or for a longer time than directed @ take with food or m Ik f stomach upset occurs

Ask a doctor or pharmacist before use f you are

Reference ID: 4151464



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

Drug Facts (continued) Drug Facts (continued)

Stop use and ask a doctor f Keep out of reach of children. In case of overdose, get
@ you experience any of the following signs of stomach medical help or contact a Poison Control Center right away.
bleeding —
© feelfaint @ vomitblood @ have bloody or black stools Directions
@ have stomach pain that does not get better @ do not take more than directed
@ you have sympioms of heart problems or siroke: @ the smallest effective dose should be used
@ chest pain swallow whole; do not crush or chew
@ trouble breathing @ drink a full glass of water with each dose
® weakness in one part or side of body @ adults and children 12 years and older: 1 caplet every
® slurred speech 12 hours; do not take more than 2 caplets in 24 hours
® legsweling @ chidren under 12 years: do not use
redness or swe ling is present in the painful area
® any new symptoms appear Other information
® fever gets worse orlasts more than 3 days @ each caplet contains: sodium 22.mg
® you have dfficulty swalowing or the caplet feels stuck in your @ store at 20-25°C (68-77°F)
throat @ store ina dry place
® you get nervous, dizzy, or sleepless
@ nasal congestion asts more than 7 days Inactive ingredients coloidal s icon dioxide,
If pregnant or breast-feeding, ask a hea th professional before [f hyprome lose, lactose, magnesium stearate, microcrystalline
use. Itis especia ly important not o use naproxen sodium ce lulose, polyethylene glycol, povidone, talc, ttanium dioxide
during the last 3 months of pregnancy unless de initely directed "
todo 0 by a doctor because tmay cause problems in he Questions or comments? 1-800-986-0369
unborn child or complica ions during defivery. (Mon — Fri 9AM - 5PM EST)
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Drug Facts Drug Facts (continued)

Active ingredients Purposes || Heart attack and stroke warning: NSAIDs, except aspiin,

(in each caplet) increase the risk of heart attack, heart fa lure, and stroke,

Naptosen sodiem 20 g These can be fatal. The sk is higher if you use more than

(naproxen 200 mg) (NSAID)". Pain relieverfever reducer [| Arected orforlonger than directed

Pseudoephedrine HCI 120 mg, Do not use

extended-rlease ... o Nasal decongestant [l @ if you have ever had an allergc reac ion to any other pain

‘nonsteroidal anti-inflammatory drug relieverfiever reducer

@ right before or after heart surgery

@ if you are now taking a prescrip ion monoamine oxidase
inhib tor (MAOI) (certain drugs for depression, psychiatric,
or emotional conditions, or Parkinson's disease), or for 2
weeks after stopping the MAOI drug. If you do not know f
your prescription drug contains an MAOI, ask a doctor or

Warnings pharmacist before taking this product.

Alergy alert: Naproxen sodium may cause a severe alergic || @ in chldren under 12 years of age

:::;t:gauzzpema ly in people allergic to aspirin. Symptoms sk a doctor before use f

® hives @ facial sweling @ asthma (wheezing) ® the stomach bleeding waming applies to you

@ shock @ skn redcenng @ rash ‘o biisters [| @ you have a history of tomach problems, such as heartoum

Ifan a lergic reaction occurs, stop use and seck medical help | @ Yo have figh blood pressure, heart disease, lver cirthosis,

ghtaway, Kidney disease, asthma, tyroid disease, diabetes, have

Stomach bleeding warning: This product contains an NSAID, ]~ trouble urinating due to an enlarged prostate gland

which may cause severe stomach bleeding. The chance is or had a stroke

higher fyou: @ you are taking a diure ic

® are age 60 or older @ you have problems or serious side effects from taking pain

@ have had stomach ulcers o bleeding problems relievers o fever reducers

@ take a blood thinning (anticoagulant) or steroid drug

@ take other drugs containing prescription or nonprescription
NSADs (asitn ibuprfen naprosen, o ohery @ under a doctors care for any serious condi ion

@ have 3 or more alcoholic drinks every day while using @ taking any other drug
this product When using this product

® take more o for a longer time than directed @ take vith food or m Ik if stomach upset occurs

Uses temporarly relieves hese cold, sinus, and flu symptoms:
@ sinus pressure @ minor body aches and pains
@ headache @ nasal and sinus congestion (promotes

sinus drainage and restores freer breathing through the nose)
® fever

Ask a doctor or pharmacist before use if you are

Reference ID: 4151464
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For current labeling information, please visit https://www.fda.gov/drugsatfda
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