CAREALL NAPROXEN- naproxen sodium tablet
New World Imports, Inc.

Active ingredients (in each caplet)
Active ingredient (in each caplet)
Naproxen sodium 220mg

(Naproxen 200mg) (NSAID)*

*nonsteroidal anti-inflammatory drug

Purpose

Painreliever / fever reducer

Uses

Temporarily relieves minor aches and pains due to: minor pain of arthritis, backache, headache,
muscular aches, menstrual cramps, toothache, 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 NSAID, which may casue 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
everyday while using this product, take more or for a longer time than directed.

Heart attack and stroke warning: NSAIDs, except aspirin, increase the rist 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 painreliever/fever reducer

Right before or after heart surgery

Do notuse
(Do notuse:
[If you have ever had an allergic reaction to any other painreliever/fever reducer.

Right before or after heart surgery

When using this product
IWhen using this product:

Take with food or milk if stomach upset occurs.

Ask a Doctor



Ask a doctor before use if:

The stomach bleeding warning applies to you

You ahve 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 painrelievers 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 drugs

Stop use and ask a doctor
Stop use and ask a doctor if:

You experience any of the following signs of stomach bleeding: you feel faint, vomit blood, have
bloddy 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, or 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

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 definately 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

Keep out of reach of children. Incase of overdose, get medical help or contact a Poison Control
Center immediately (1-800-222-1222).

Directions
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:
e Take 1 capletevery 8 to 12 hours while symptoms last
e For the first dose you may take 2 caplets within the first hour



e Do notexceed 2 caplets inany 8 - 12 hour period
e Do notexceed 3 caplets ina 24 hour period

ask a doctor

.
.

Children under 12 years

Inactive ingredients

croscarmellose sodium, FD&C blue number 2, macrogol, magnesium stearate, polyvinyl alcohol,

povidone, pregelatinized starch, talc, titanium dioxide

PEEL BACK HERE FOR MORE DRUG FACTS \\

@Iy 10 ONqESP 9]
‘ROl e} sewnsuoy 1feg
g paAnqusp Jo paneuew
Jou sijonpoxd sy §

80900

J1sG80

oy TIog IS £
82218 NL ‘allnuSeN ‘Reph suaLpy 091
“oul ‘I :Aq painguisig

A

Jap[0.Jo 09 abe oo m

oA J1 Jaybiy s1 soueyo 8y “Buipaslq yoewoys
219Aas aSNBY AW YIIYM ‘qIYSN UB SUIEU0D
1onpoud siyy :Buiwem Buipaajq yoewoyg
*Keme jybu djay [ealpaw yeas

pue asn dojs ‘sina20 uogoeal aibiajfe e jj
sigjsiq m yselm Buiuappai unys m
sooys m  (Buizeaym) ewijse m

Buyjoms [eioe) m SoNl m
:apnjoul few swoydwAg ‘uuidse oy aibis|e
a|doad ul Ajjenadss ‘uoparal alfiia e aienas
© asnea Aew wnipos usxoidey :paje ABa|y
shuniey

El

—
131} saonpal juesoduwse) m
ploo Uowwoo ay} m  8Y2eYI00) |
aloepeay m  sdueio engsusll m - ayIeyRq M
$822 Je|nosnu W SHLIVE Jo Ued Joulw m 0} anp
suied pue sayoe Joulw seraijel Ajueiodwal m  Sasp)

Brup Kiojewweul-jue [epioiajsuou ,
13onpal Jangy (QIvSN) (Bur ooz uaxoideu)
/19na1jal Ueq bu 0zz wnipos uaxoidey
asoding (ya|dea yoea ur) juaipalbu aagay

spoed bnig

=

&

are to the activ
o adent o Aleve®

roxen

Sodium Tablets, 220

All Day Pain Relief
Pain Reliever/

S CAREALL
Nan
rl!ucer(NSAlD SRS

NDC 51824-071-01

Y8EP-G0L-bYB-| ¢ SIUBLILIOD JO SUOSANY

apIXoIp Wniuey} ‘oje} ‘Yare)s paziunejebaid
‘auopiod ‘joyooje [Auinkjod ‘sjeles)s
wnisauBew ‘jooisew ‘g4 anjq 9ga4 ‘wnipos
as0|jawieasod  spuapalbul anaeu)

“Wsb01) 040y 8A0q Jeay anssaaxs pue ypiuiny
UBIY PIORY “(o//-4B9) 652-502 1B 2l0IS W
[ill} (¢ Wnipos :sulejuod —m_n_mu Yoea m
uojjeutiojul 4310

10j00p & yjse :s1eaf Z| Japun ualp|Iy m
pouad Jnoy-yz e ul sje|dea ¢ paaoxa jou op m
pouad unoy-z|
0} -g fiue ul spa|dea g paaoxe jou op m
ANy Js1j 8 uym
sja|den g ey fews noA asop jsiy sy} Joj m
yse| swoydwifs
allym sinoy z| 0} g Aana je|den | aye) m
18p|0 pue sIeak Z| uaIp|Iyo pue synpe m
S0P 988 UM Jajem 4o sself [nj e yuup m
Ppasn aq pjnoys asop an1joaYa JSa|[ews Al W
Pajoallp Uey} 240w axe} jou op B SUOKIAI(

(panunuo) spae4 bnig

S

4

“ (2221 -22z-008- 1) feme ybL Jejua) (04u0)
U0S104 © J98JU09 0 djay [eaipai 186 ‘asopiano

10 8529 U] "URIP|IYD JO Y9BaI J0 N0 daay
*Kuanijap Burnp suogeadwiod
10 p{iya woqun 8y ui swiajqosd asnea
few 3 asneaaq Jojaop & Aq 0s op o} pajaalp
Kienuyap ssajun foueubaid Jo sypuow ¢ 1se| 8y}
Buunp wnipos uaxodeu asn o} jou juepiodu
Hjetoadsa s13 "asn alojaq [euoissajoid
Uyeay e yse ‘Guipaaj-}seaiq 1o jueuhiaid j|
Jeadde swoydwis mau Aue m
eale njured auy ul jussaid st Buyjams o ssaupal m
12013 oK Ul yan)s S| 1 8y S[ea) )l m
Buimojjems Aynaiyjip arey nok m
sfiep ¢ uey aious sise| o asiom sjab Jana) m
sfep (. uey slow sjse| 1o asiom sjeb ured m
Buijoms o) m Yoaads paunjs m
£poq 40 apis 1o ed auo Ul SsauyRaM W
Buipealq ajqnos m ued jseyo m
1840138 Jo swajqoud yeay Jo swojduifs aney nok m
Ja)1q 196 Jou saop Jeu uled yoeulo}s aney m
$|00)S %02(q 0 Ap00jq 3ARY W Po0jq JLLoA W
JuI) a3} m :Buipaa|q yoewols
Jo subis Buimojjoy auy Jo Aue aouaiiadxe nof m
J1 10300 & )se pue asn dojg
$In90 J85dN YILWO]S Ji Y1 JO POO) LRIM a¥e}
onpoad siyy Buisn uayp
Bnup Jaypo Aue Buiye) m
UOIIpU0a SnoLias Aue 1o} a1ea s,10}90p B Japun m
ale nof 1 asn ai0jaq Jst: 1010J00p B YjsY
$190NnPa Jana} 10 S1anal[as ured Buiye} Lwoiy
$}03JJ9 8IS SNOLIaS J0 suwajqoid aney nok m
onainip e burye} aie nok m
801}S B PRy I0 ‘BUILSE
‘aseasip Aaupiy ‘SISOLLIID Janl| ‘aseasip
peay ‘ainssaid poojq ybiy aney nok m
wingueay se yons
‘suwa|qoid yoruwojs Jo Aiojsiy e aney nof m
nof o} saljdde Buiiem Buipas|q yoewols sl m
J1 asn 810Ja( 10}20P B Sy
fiabuns peay Jaye 1o a104eq JyBL m
J130npal Janajysanaljal ured Jayjo Aue
0} Uojaeal 91fia|[e LB pey JaAs aney nok i m
asn jou og
"pa}aip ueyy Jabuoj 1o} Jo pajoallp ey}
alow asn noA J1 Jaybiy s1 st ay| ‘[eye) oq
B9 359Y] "304)S pUE ‘ain|ie} Leay foeje
13y JO Ysu 3y} asealoul ‘uuidse jdaoxa
‘SQIYSN :buiiem axoxs pue yoeye peay
Paj93J1p ey} 3wy abuo| B 1o} Jo a10W a¥e} W
Jonpoud siu uisn ajiym
fep 13ne SYuLIp 91j0y0d[e 810 J0 € aARY W
(sJaypo Jo ‘uaxoudeu
‘usjoldnqy ‘utidse) sqySN uondiosaiduou
Jo uonduasaid Buurejuod sbnip Jaupo ae} m
Bnup piosays
Jo (uejnfieoanue) Hujuuiy poojq & axe} m
swajqoid
Buipaa|q Jo siaojn yoeuwlols pey aney m

(panunuoo) spoe4 finig

S

CAREALL NAPROXEN

naproxen sodium tablet

Product Information

NDC:51824-071

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration

t/Active Moiety

Active Ingredien

Strength

220 mg

Basis of Strength
NAPROXEN SODIUM

Ingredient Name

NAPRO XEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNI:57Y76 ROATQ)

Inactive Ingredients

Strength

Ingredient Name

CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)

FD&C BLUE NO. 2 (UNI: L06 K8 R7DQK)



MAGNESIUM STEARATE (UNII: 70097M6130)

POVIDONE (UNII: FZ989 GH94E)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

STARCH, CORN (UNII: 08232NY3SJ)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQO0SDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNIL: 532B59J990)
TALC (UNI: 7SEV7J4R1U)

Product Characteristics

Color blue Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 01 Product

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDAO079096

Labeler - New world Imports, Inc. (075372276)

Revised: 1/2019

NDC:51824-071- 100 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

no score
12mm

17

Marketing Start Marketing End
Date Date

01/14/2019

Marketing Start Date  Marketing End Date
01/14/2019

New World Imports, Inc.
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