NAPROXEN SODIUM- naproxen sodium tablet
CVsS

Naproxen Sodium TABLETS, 220 mg (NSAID)**
Pain reliever/ fever reducer

GLUTEN FREE

270 CAPLETSt

tCapsule-shaped tablets

Active ingredient (in each caplet)
Naproxen sodium 220 mg
(naproxen 200 mg) (NSAID)**

**nonsteroidal anti-inflammatory drug

Purposes

Pain reliever/fever reducer

Uses
[] temporarily relieves minor aches and pains due to:

[0 minor pain of arthritis [] muscular aches [J backache [] menstrual cramps
[] headache [] toothache [] the common cold
[] temporarily reduces fever

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 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
[J the stomach bleeding warning applies to you
[1 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

[J you are taking a diuretic
[1 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

[J 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

[J 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

[J you have symptoms of heart problems or stroke:

[J chest pain [] trouble breathing [J 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 [J redness or swelling is
present in the painful area

[l any new symptoms appear



If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use naproxen
sodium at 20 weeks or later in pregnancy unless definitely directed to do so by a doctor
because it may cause problems in the unborn child or complications during delivery.

Keep out of reach of children.

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

Directions

[] 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
[J do not exceed 2 caplets in any 8- tol2-hour period

[1 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 aluminum lake, hypromellose 2910, maize starch, microcrystalline
cellulose, polyethylene glycol, povidone k-30, sodium
starch glycolate, stearic acid, titanium dioxide

Questions or Comments?
call 1-877-770-3183 Mon - Fri 8:00 AM to 5:00 PM PST.

Principal display panel



n_ —7m_m—m ﬁ—c-n—miq—c m—7
{738%7 40 ¥2v8 NO 0INKELNOD)

fsabuns yeay saye 10 1090 Wiy m

Jaanpa) Janay/sanages wed Jewo Aue o) uogoes afuage e pey Jesa aasy nok | m

25N J0U 0

“pajzallp Uey} JaBual 10} 10 pajIap L 610U asn

nak §) Jayli s Hsu Gy | (epe) 64 UED 859U | OIS DUE ‘AINYIE) L2EY HIEHE ey

J i)l au) aseauny) ‘Uuose ylame ‘sOIVSN ‘Bujulem aons pue yaeye peay

pajazp wew) aux saBun) 8 1o} 1o 200w 3| B

Jonpasc swyy Butsn apym G2p A5RE SYULID NOLOYE SI0W 10 £ AKEY I

{ugagy0 Jo ‘udcnictey ‘uayoadng)

‘uindse) sgrys wondussaduoy so uonduosaid Busuewes sBrup Jayo ave; m

firup prosas 10 (ue|nbieodue) Gusuuiy) poojd € Gye) m

slagnoud Buipasyy 10 8N LIEWNS PEY BREY m

Bpooposieanm

<nof 1 sayfin 51 2aueya sy -Bupssg YRS B1akes

ased A2 Yo ‘glysn we suewod pnposd siy) Guuem Gupaalq ysewnsg

Az 16U Yoy [eaipaw yEos pug 98N dojs ‘SM320 LoRIEa JBLRE ue )|

SRS m  yseim  Gumeppaiuysm  §o0yEm

(Guzaalp) Bwlse m  Bugsms pogim  saym

-aprpau (2w swopdwig "uuidse o E_au.,sas

U] Aeiaades ‘uanaess 3/51age 2/24s8 B SN0 fEW WA|P0S uudey

Jane) $80nDa) Speiotwe) m
P00 LIOLLALICED BLf)
alepesy |

EYIEya) |
siwe gprysusw m AIEHIE] W
SOUSE RINISTW E  SNULEIE O ued KU)W m

20 anp swed pue seyse KU Sasala) AuIodwa) m

sasn
Bruip AICyRAIWE LL=LIE [ER0IEISUOL, .

J3aNDaI JaAG)IaAElJa UEd

“"ONISSIN HO NINOYE SIT¥3S HINNI 1004 41 35N LON 00
"ONISN 340438 NOLLYWHOANI LINO0Yd TTY av3H LNYLHOdWI

1

redient

12

Compare to the

active i

in Aleve'n[q;splem‘
Ca
NDC 51316-762-70

TABLETS, 220 mg (NSAID)™
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Drug Facts (continued)

Ask a doctor before use if

W the stormach bleeding warning appliestoyou M you have a histary of
stomach problems, such as heartbum  ® you have high blood pressure,
heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke

M you are taking a duretic M you have problems or seripus side effacts
from taking pain relievers or fover reducers

Ask a doctar or pharmacist before use if you are
W under a dochor's care for any serious condition M taking aspirin for heart
attack or siroke, becausa nagroxen may decrease this benefit of aspirin

W faking any other drug

When using this product  m take with food or milk if stomach upset ocours

Stop use and ask a doctor if

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

mfeel faint mvomitblood  m have bloody or black stools

m have stomach pain that does not get better

M you have symptoms of heart problems or siroke:

Mchestpain W froubls breathing @ weakness in one part or side of
body mdurred speech  m leg swelling

W pain jets worsa or lasts more than 10 days W fever gets worse or lasts
maore than S days  ®you have difficulty swallowing M it feels ke the pill s
stuck in your throat W redness or swelling is present in the painful area
W any new symptoms appear

[Fpregnant or breask-feeding, ask a health professiond before uss, [
especially important not to use naproxnen sodium at 20 weeks or later in
pregnancy unless definitely directed io do so by a doctor because [ may cause
problems in the unbom child or comalications during delvery,

Keep out of reach of children. b case of overdose, get medical help ar
contact 8 Poison Control Center right away.

Directions

M do not take more than directed  m the smallest effective doze
should be used W drink a full glass of wates with each dose

acubts and W taka 1 caplet evary 810 12 hours whils symptoms kst
children 12 W forthe first dosa you may take 2 caplets within the first hour
years and older | W do not exceed 2 caplets in any 8- to 12-hour period

W do notexcaed 3 caplets in 2 24-houwr period
children uncler | M ask a doctor
12 years
Dther information

M each contains: sodium ma._.ﬂ
W store at 20 - 25°C (68 - 77°F). Avoid high humidity and excessive heat
ahowe 40°C (104°F)

Inactive ingredients FOAC tue ¥2 Auminum lake, bypromelbse
2910, maize starch, microcrystaline cellulose, palyethylene glycal, pavidone
k=30, sodium starch glycolate, stearic acid, fitanium dioxide

Questions or comments?
call 1-B77-770-3183 Man = Fri 8:00 AM EST to 5:00 PM PST

NAPROXEN SODIUM

naproxen sodium tablet

Product Information

Item Code (Source) NDC:51316-762

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

Active Ingredient/Active Moiety

Basis of Strength Strength

NAPROXEN

Ingredient Name
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

220 mg




Inactive Ingredients

Ingredient Name
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856/3G2A2)
STEARIC ACID (UNII: 4ELV7Z65AP)
POVIDONE K30 (UNIl: U725QWY32X)
CELLULOSE, MICROCRYSTALLINE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
STARCH, CORN (UNII: 08232NY3S))
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)
HYPROMELLOSES (UNII: 3NXW29V3W0)

Product Characteristics

Color blue (Light Blue) Score
Shape OVAL ((Caplet -Shaped)) Size
Flavor Imprint Code
Contains
Packaging
# Rem Code Package Description Marketing Start
Date
1 NDC:51316-762- 270 in 1 BOTTLE; Type 0: Not a Combination 05/25/2024
70 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA091353 05/25/2024

Labeler - cvs (062312574)

Revised: 5/2024

Strength

no score
12mm
220

Marketing End
Date

Marketing End
Date

CvsS
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