NAPROXEN SODIUM 220MG- naproxen sodium tablet
Medline Industries, LP

688 Naproxen 220mg

Active ingredient (in each tablet)
Naproxen sodium, USP 220 mg
(naproxen 200 mg) (NSAID¥*)

*nonsteroidal anti-inflammatory drug

Purposes

Pain reliever/ fever reducer

Uses

temporarily relieves minor aches and pains due to:
headache

muscular aches

minor pain of arthritis

toothache

backache

the common cold

menstrual cramps

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:

e are age 60 or older

e have had stomach ulcers or bleeding problems

e take a blood thinning (anticoagulant) or steroid drug



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

e take other drugs containing prescription or nonprescription NSAIDs (aspirin,
ilbuprofen, naproxen, or others)

e take more or for a longer time than directed.

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

Ask a doctor before use if

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
you are taking a diuretic

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

e you have asthma

Ask a doctor or pharmacist before use if you are
e under a doctor's care for any serious condition
e taking any other drug

When using this product

e take with food or milk if stomach upset occurs

e the risk of heart attack or stroke may increase if you use more than directed or for
longer than directed

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
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 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

e each tablet contains: sodium 20 mg

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

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, FD&C blue # 2 lake, hypromellose,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone, titanium
dioxide

Manufacturing Information
Manufactured by:

Medline Industries, LP

Three Lakes Drive, Northfield, IL 60093 USA
Made in India

www.medline.com

1-800-MEDLINE (633-5463)

REF: OTCM00012

V2 RH22HND

Package Label
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TAMPER EVIDENT: DO NOT USE IF PRINTED
SAFETY SEAL UNDER CAP IS BROKEN OR MISSING.

Drug Facts

Active ingredient (in each tablet) Purposes
Naproxen sodium 220 mg. Pain reliever/Fever reducer
(naproxen 200 mg) (NSAID)

*nonsteroidal ant-inflammatory drug

Uses m temporariy relieves minor aches and pains due to:
W headache M muscular aches m®minor pain of arthritis m
toothache mmbackache mthe common cold = menstrual aches
W temporarily reduces fever

Wamings

Allergy alert: Naproxen sodium may cause a severe allergic reaction,
especially in people alergic © aspirin. Symptoms may indude:

W hives m facial swelling m asthma (wheezing) m shock W skin
reddening W rash W blisters

Ifan 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:

W are age 60 or oker ™ have had stomach ulcers or bleeding
problems ™ take a blood thinning (anticoagulant or steroid drug

| have 3 or more alcoholic drinks every day while using this product
| take other drugs containing prescription or nonprescription NSAIDs
(aspirin, ibuprafen, naproxen, or others) M take more or for a longer
time than directed

Heart attack and stroke waming: NSAIDs, except aspirin, increase
the risk of heart attack, heart failure, and stroke, These can be fatal. The
risk ishigher f you use more than directed or for bnger than directed.

Do not use M if youhave ever had an allergic reaction to any other
pain reliever/fever reducer ™ right before or after heart surgery W

-

apluoip wnjuey) ‘auopiaod ‘joadis auafyiafod ‘ason)aa
auEsl0IIL e fed s whisaubew ‘aso)jaLwoidfy
‘BYe| Z # AN 904 ‘WNIPCS 880||ALLRR0 D

‘apixoIp Loaljis [ePI0f0d &:&t@.&& anlJael|

b0 1) Qo0 BNOGE Jeay angssaaa pue Aypiny ubiy pione
W (],// 0] ,89) 0,52 0 g & 8.10jS M Bul g Wnipos
'SUEJUCO 1908} Lpea W L QF1ELLLIOJUI JOLR0

10j90p B YSe sieak 2| Japun uaipiL) m pouad noy-yZ
B | §3|q8} £ poadxa Jou op M pouad noy-g | o -g Aue
LI S]3|GB) 2 Peaxa jou op I INoL ISy 8u) LILIM Sid| g8
2 el B NOA 350D 1511} ALY JOJ M 1SB| Swopdwfs ajiym
5In0Y 710} § K133 19| E) | 9E} M :Jap|o pue Seak 7|
LIBIpJ Y pU S)npe I 8S0p Loea Ljim Jajem jo sseifijny
BHULP M Pasn 8q p|noys asop aARIaya JSa|[eLus auy m

Pedauip UeL) 810w axe} jou op W SU0IJoalI([]

“feme 146 1317 |04UDY LDSIod B 19B)L00 0 djal paipau
186 ‘asopuann J0 8583 U|*uaIpjIya Jo yoeal jo yno daay
fuanijap Bupnp

SUOYEdLI02 J0 PlIY9 LUoGUN 3l Ul SLuajgoud asne

AL 1 3snedaq Jojaop & Aq 05 op 0} pajaadp Ajayyap
ssa|un fouruBaud Jo SyjoL ¢ 188| AL Buunp Lunipos
uaxoadeu asn a jou uepiodw fepadsa sl ‘asn aiojaq
[BuaIsSajoId Ljeay & yse ‘Buipas)-jsea.q o jueubaxd §

eadde swojdwifs

mau fue m eae pyured au i jussaid 5| Buyjems Jo
ssaLipa) M JB0. N0k U yarns §| »_a aLp 2y sjea) ) |
BUimofems AYnawip aaey nokm SAEp & LBLY dJ0u S1SE|
10as0m 936 Jana) W sfep () UBL} 10U SSE| Jo Bslom
gjab ued m Buyjams g W yosads mm:;m W fipog 8y
10 8pIS 40 Jed U0 L) SSaLMeaM M GUIIBAI] AjqnoL m
Ufed 15840 I 18045 J0 Sigjqoud Jeay Jo swojdwiis
aney nok M Ja})aq Jab jousaop Jeu) uied yoewiojs

AABL M S|00}S YB|q 10 ADOD|] SAEL I POD|Q JILUOA NN
JUIE) (38} M BUipaa|q yaewo)s Jo sufils Buimoyoy

alJ) Jo AUe aoua sadxa nof I J) J0y00p B ¥se pue dojg

5$IN290 }250N YIBLUOJS JI Y|ILL JO POO) LM 23} I
Jonpo.d syyy Gujsn uaym

Brup Jauo fue

Gurde) m uaidse jo Jyauaq siy) asealoap Aewl uaxoldeu
aSMeJaq ‘ay04s Jo YIEHe Leal 1o uuidse Buiye; m
LIog|pL03 Snojas ALE Joj 8183 S 100D E Japun M

aie nok i asn alojaq jsioew.eyd 10 1090p e ySy

5189nped Jana} 1o sianalal urd

BUie) wod s18)8 8pis Snolias 1o swiajqoid aney nof
naInip & Bue) ae nokmm 84048 B Pey Jo ‘BLILISE
‘8seasip Aaupiy ‘$IS0ULID Jan| ‘BseasIp Lieal ‘einssald
poojq yaiy aaey nof m E:ﬁwmx S 1yans ‘stwajgold
LIBLUOS JO AJOISI) B ARy NOK M noA o) Saydde Guiiem
Blipasjq yoewwols au) M J1 asn 2104 J0jI0p B ysY

(panunuoo) spoe4 Bruqg

NAPROXEN SODIUM 220MG

naproxen sodium tablet

Product Information

Item Code (Source) NDC:53329-688

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Basis of Strength Strength

NAPROXEN SODIUM

Ingredient Name
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76RIATQ)

220 mg

Ingredients

Inactive

Strength

Ingredient Name

POVIDONE K90 (UNIl: RDH86H)V5Z)
WATER (UNII: 059QFOKOOR)

CELLULOSE, MICROCRYSTALLINE (UNII: OP1R32D61U)

M280L1HH48)

CROSCARMELLOSE SODIUM (UNII:
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)



MAGNESIUM STEARATE (UNIl: 70097M6130)

FD&C BLUE NO. 2 (UNIl: LO6K8R7DQK)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3\WQOSDW1A)
TITANIUM DIOXIDE (UNIl: 15FIX9V2JP)

Product Characteristics

Color blue Score

Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

NDC:53329-688- 100 in 1 BOTTLE; Type 0: Not a Combination

1 30 Product

Marketing Information
Marketing Application Number or Monograph

score with uneven pieces
10mm
141

Marketing Start
Date

08/01/2018

Marketing Start

Marketing End
Date

Marketing End




Category Citation Date Date
ANDA ANDA090545 08/01/2018

Labeler - mMedline Industries, LP (025460908)

Revised: 8/2022 Medline Industries, LP
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