BASIC CARE NAPROXEN SODIUM- naproxen sodium tablet, film coated
Amazon.com Services LLC

Amazon Naproxen Sodium Drug Facts

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:
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 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 pillis 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 (1-
800-222-1222).

Directions

e 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 » take 1 caplet every 8 to 12 hours while 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

12 years » ask adoctor

Other information

* each caplet contains: sodium 22 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 no. 2 aluminum lake, hypromellose, magnesium stearate, microcrystalline
cellulose, polyethylene glycol, povidone, talc, titanium dioxide

Questions or comments?
1-800-719-9260



Principal Display Panel

amazon

basic care

Strength to Last 12 Hours

Compare to Aleve® active ingredient
Naproxen Sodium Tablets 220 mg
Pain Reliever/Fever Reducer (NSAID)
actual size

100 CAPLETS**

**Capsule-Shaped Tablets



D NA 8189€

JOMEH 384 HO 43NVHIW 4330

ENI SSII O N8 O 48 81
CLAREL TR ETULEREE W D

Drug Facts (continued)

amazon
myou fravg dFfcuty swakowing ST
w it el ke the pilis stuck in your theat

basic@care

Drug Facts (continued)

Haart attack and strakewarning: MSAICs, mezept sspi,
neregsethe riskof hart attack, heart falura, and stroke.
Thesacan ba fatal Tha risk i higher f yous2 mare than
dinectad or forlonger than dimcted.

mif you have ever bad an allargicreaction ta any ather pain
i d

radueEr
W rigft before orafter haart surgery

Bk a doctor bafore use if

' the stomach bleding wearning applies to you

m i have a hisiony of stomach problems, such 2 hearthum

m i have high blcod pressure, haart diseass, livar cinhosis,
hithey disaasa, asthme, or bad a siroke

WU dr taking a duretic

mrechiess o swalingis pressntin the painful ara n sedium 220 mg Pain reliesar!

Wy EWSympomE apsar Stren (napraxen 200 my) (NSADY..........co.oocovcece... avar reducer ]
gth to Compare to 1200 my| oot use

IFpregrsant or breaist-faading, ask a heth profassioal Last 12 Hours Aleves “nonstamidal an-nRammakry g

biefarg uss, ttisespecally impartank not 1o use rapramn active Uses

sadum during the lest3 manths of pragnancy inlsss definkaly NDC 72288-368-78  ingredient*** -, : )

directed to d 30 by 2 ductor becausa & may cause problems .mﬁgﬁfﬁ%m:ﬂmf&mmm

inthe unboen child or complications during delvery. u farkache mmensina cramps

Kaup cut of aach of childran. I caza of ovarduss, get N a roxe n  hsatache atocthache

medical help or comtacta Paison Corral Canbar gt away wihe common el

1-000-221 222y miEmporarily redues fver

Sodium
Tablets 220 mg

Pain Reliever/
Fever Reducer (NSAID)

actual size

100 CAPLETS™

ssule-Shaped Tablets

Blargy alert: Naproxen sodium meaycauss 2 savare alengic
reaction, especially in paople allargic to aspirin. Sympioms
may inchide:

mhives miialsweling maetima whaezing)
mdhck msknreddenny mrsh mbisee

1 an ablergit reaction cccurs, stap use and seek madical help
Tight away.

rections
mdo nat taka mons than directed
mihesmallest affective dose should ba used
marinkaful ghss of watar with each dosz
Aduks and chidran wizke 1 caplet every Bto 12 hours
12 yeers and ol der while symptoms |ast
wfiorthe first dosa woumay taka

2 caplets withinthafirsthow
mdonotexesed 2 caplet inany

£t 2-hour paried
i notan=ad dcaplek ina.

M -hour panicd
maskiadictor

which may e sovensstomach bleeding, The chance is

highe if au:

m e ae b oroler

' feawa had stomach ukeers or Heading problems

m{ske @ biood thinning (andeaagukan] or 2arid drug

m {ske othardnigs comtaning prascrigtion ornangres cripian
NSAIDs (piin, buprofn, naproan, or ohars)

m fava 3ormorsakcaboicdrinks everydaywhik using
this procct

' take mors ar for alonpertima thandiracted

Childran under 12 years

Other information
weach caplat contains: sodum 22 mg
mstore at 20-25°C (8- 77°F). Avoid high humidiy and
aucessive heatabove 40°C{M4°F.

v

-
-

alubse, polyetty kne ghyeol, prvidons, talc, itanium dinvide

(Questions or comments 71-800-710-260

lake, ypromelese, magnesium stearate, microcrystalin

Drug Facts [continued)
Imactive ingredients: FI&Chlw ro. 2 duninm

ALL RIGHTS RESERVED. Gluten Free

2021 AMAZON.COM, INC. ORITS

AMAZON.COM SERVICES LLC
AFFILIX

410 TERRY AVENUE N.

SEATTLE, WA 98100

mmﬁnimnmln;mk product cankang an HSAD,

w0 have problems or sariws side effa cts from tEking pain
ralewsirs ar fewar rducsrs

Bsk a dector or pharmacist befors ussif you are

W undar a dockor's can far any sious cendiion

' taking aspirin for haart attack orstraks, becsuss naposan
iy decres this banefit of =piin
mtaking any other drug

"When using this product

'm take with ood ormik ¥ stomech upsstacours
Stopuse and ask a doctor if

m youcspenienca any of the flliwing sins of shmath bleceding:
mfeclfant mwmitbhed  mbave bhody o black stk
m g stomach pain that deas ot get bether

' yu hawver sym rioms of heart problame ar strka:
mchstpan  wiroubl braathing

m weakness in on partor sids of body

mshimad specch  m g swaling

' pain gets warszicr kasts more thn 10 days

m favergets worsa or lask more than 3 days

|| 1

Ly

BASIC CARE NAPROXEN SODIUM

naproxen sodium tablet, film coated

Product Information

HUMAN OTC DRUG Item Code (So

Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
NAPROXEN SODIUM (UNIl: 9TN87S3A3C) (NAPROXEN - UNII:57Y76RIATQ)

urce) NDC:72288-368

Basis of Strength Strength
NAPROXEN SODIUM 220 mg




Inactive Ingredients

Ingredient Name Strength
FD&C BLUE NO. 2 (UNII: LO6K8R7DQK)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color BLUE (Light Blue) Score no score
Shape OVAL Size 12mm
Flavor Imprint Code L368
Contains
Packaging
# Item Code Package Description Marketing| Start Marketing| End
Date Date
1 NDC:72288:368- 4 i 1 caRTON 05/21/2020
1 200 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:72288-368- 300 in 1 BOTTLE; Type 0: Not a Combination 05/18/2020
87 Product
3 [\DC:72288:368- 4 in 1 carTON 04/12/2021
3 100 in 1 BOTTLE; Type 0: Not a Combination
Product
g [DC:72288:308 4 in 1 carTON 01/16/2023
a 90 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA074661 05/18/2020

Labeler - Amazon.com Services LLC (128990418)

Revised: 1/2023 Amazon.com Services LLC
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