BACK AND MUSCLE PAIN- naproxen tablet, coated
WALGREENS

BACK AND MUSCLE ALL DAY PAIN RELIEF - Naproxen Sodium Tablets 220 mg

DRUG FACTS

ACTIVE INGREDIENT

Naproxen Sodium 220 mg
(naproxen 200 mg)(NSAID)*
*nonsteroidal anti-inflammatory drug

PURPOSE

Purposes
Pain reliever/ fever reducer

Uses

temporarily relieves minor aches and pain due to:
e minor pain of arthritis

e muscular aches

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:

asthma (wheezing)

blisters

facial swelling

hives

rash

shock

skin reddening

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 bad 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: NSAID's, except aspirin, increases 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
e right before or after heart surgery

Ask a doctor before use if

e the stomach bleeding warning applies to you

e you have a history of stomach problems, such as heartburn

e you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma,
or had a stroke

e you are taking a diuretic

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

Ask a doctor or pharmacist before use if you are

e under a doctor's care for any serious condition

e taking aspirin for heart attack or stroke, because naproxen may decrease this benefit
of aspirin

e taking any other drug

When using this product
e 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:
e feel faint

e vomit blood

e have bloody or black stools

e 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 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.

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 to12 hours while symptoms last

for first dose you may take 2 tablets with in 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

each tablet contains: sodium 20 mg

store at 20-259C (68-779F).

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.

call 1-877-290-4008

24 CT



READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION

en sodium 220 mg. ... Fever reducer

0xen 200 i) (USAID)

m ﬂ =_ n

0-0000-00000M 805155 W3 LI
YIGNI NI J0YIW

0UBBIBIEN 61026 LU0ISUEIDIEM

GIELNYHYND NOLLOVASLLYS %001

51009 11 TBHT0 T4 LOWTIM 007
00 NI4TV 49 03LN8IKLSIO

Drug Facls (continued)

6120 A3H 609

Varnish Omit

Drug Facts (continued)

ifpreguant or beast-f

es
dueto Wminor e
e

mmerst

mtoathache

mteroraiy eduses fver

Backand

Muscle Pain active ingredient!!

s
Keep out of reach of children. In case of
overdase, get medical helpor cotact a Poison

Compare to Aleve'
TABLETS

 do not ke more than directed
i be vsed

Televers or feve reducers myou e asthma
Tska ductor or pramiacist before use i youare
mundera doctr’s care forany serious condiion
wiskingany cther drig

conting an NSAID, which may cause severe
stomach bleeding. The chence is hiter f you

i stomach upset aceurs

Jor stroke may increase f you use more

longer than directed

use andaska doctor il W00 expernce any

W iever s worse o asts rore then 3 days
myou have cifcuty swelowing

SR B YA S 63Ol
1081040 AL DA SIS0 100
A0FOLLEL 1P

SUSUILLIOD J0 SUOYSORY

ADOID UNUEI 0P8 03D

Uoalls 101100 Spuaipasl] anjiael]

NG 304 LNIpos BS0|AEIS0I ‘3Dl

"
ik a ful gass of water with each dose

x
2
o
T
o

o ot xceed 2 ables in
any & to 12-hour period
o ot exceed 3 ables in

24hour period

Other information
W each tablet corfains: sodium 20 mg

BACK & MUSCLE PAIN

All Day Pain Relief
A

NAPROXEN SODIUM TABLETS USP, 220 mg /
PAIN RELIEVER / FEVER REDUCER (NSAID)

BACK & MUSCLE PAIN

ORQ0318-F2

Varnish Omit

ACIUAL SIZE

Varnish Omit [~ <30




100 CT

& Varnish == oa
Omit o107

Varnish Omit
YIONI NI 30V
09UBBIBIEN 61020 W00 SUBBlEM
(Q33LNYHYND NOLLOVASLLYS %001
500911 ‘013144330 04 LOWTIM 002
00 NIFYITWM AG 03 LNSMLSIO

READ AND KEEP CARTON FOR COMPLETE .
WARNINGS AND INFORMATION Drug Facts (confinued) Drug Facts (continued)

alonge
Drug Facts
Active ingredient Purpose
(in each lablet) it before o e heart surgery
Pain relever/ ska doctorbefore wse if
roxen sodium 220 mg .. Fever reducer
{18picxen 200 mg) (NSAID)*
nansteroidal antrinfammetory dug

edient’

ACTUAL SIZE

E1384

® Back and

the smallest effective dose should be used

o
oot exeed 2 tablets
inany 810 12-hour

Muscle Pain active ingre

in Relief

Compare to Aleve

TABLETS

Wyou have asthma
ska doctor or pramacist before use ifyouare ina 24-hou period
Wundera doctar’s care for any seious condion Hidren wnder | maska doct
widking any ather g 12years:

reduses fever

mtake with food o ik f stomach upset ceurs
Wi riskof heart aeck or srcke may ncrease i you e mare
i especially n people han directed o for longerthen directed
Symptorns may include: Stop use and aska doctor above 40 C (104F)
0 signs of e y—
Wasthima (wheezing)  Wshock fant - mvomi have bloody or black stools Inactive ingredients colica
Wrash Wblistrs stomagh pain that does not get dioxice, croscarmelose sodium, FO&
on occurs, op use and W i gets worse o bsts more Lake,hypromellose, magnesium ez
i away. julose, pobethylene o
Stomach bleding waraing: This produzt
conting an NSAID, which may cause sevre et e e ot
y
tou Wieditess o sweling s resent in the painul area Questions o comments
Wany new symploms appear

Ider

Varnish Omi

bleeding

iming (antcoaguiant)or

in case of verdose, get medicel
Center it away

NAPROXEN SODIUM TABLETS USP, 220 mg / PAIN RELIEVER / FEVER REDUCER (NSAID)
BACK & MUSCLE PAIN RPN {el0]:

All Day Pa

BACK & MUSCLE PAIN

ORGO819-F2

TAMPER EVIDENT: DONOT USE THIS Varnish Omit
PRODUCT IF THE INPRINTED FOILSEAL

OVER THE MOUTH OF THE BOTILE I CUT,

TORN, BROKEN OR MISSING



920 CT

Ee e
[

g | 0o )
_ YSIuteA S

L4-12219H06M  0-0000-00000M  OFS66 WALl VIGNI NI 3avi
19 :mm._m_m_s 120Z9 _mcou.Ewm‘_m_E nm.m._.z___xq:u NOILIVASILYS %00
ST00971'a13144330 ""Qd LOWTIM 002 *0D NIFUITYM :Ad AILNAI LS|
W20 A3H H603  Q00F-06¢-L/8-L |[€0 ¢Sjuailiiad 1o Suojsany

1, [de01) 0.0 B10GE Jeay BAISSEKs pue Apiuny yBiy pione By
| UeL2-891 5702 1 0 B g Wnipos :Sulefuod jaje) Yoea W
ONISSIN HO NJHOHE ‘NYOL ‘LN SI I1LLOA FHL 40
I HLNOW 3HL H3AQ 43S 1104 QILNIHAINI JHL 41 LINAOHd
1 SIHLISNLON >2_ AN3QINT H3dINYL W uoRew ol 210
; 10320 2 jSe W S18ah 7| Japun LAIpJL) poLJad 1noy-pz & Ul s1ajq
¢ pesoxa ou op m potiad unoy-z | oy -g Aue uy ﬂﬂﬁw PaaoX
10U 0p W Inoy 1si1} 8L uIyUM S191EL Z 8el Aew nof asop!
I 18I0 au) Joj m S| swoydwifS ajiym sinoy 1 01 g A1oAa jo|ge)
1 | @) W 13p|O0 PuB SJ8ak Z|. USIP|ILD PUB SYNPY 8SOP Y2ea Uiy
| Jaemyo Sse|B [Iny e yuup m pasn ag pinoys asop AR
SAIBLLS 3L M P}3211D UBY) 301 BYE} 10U Op W SU0y)3al|(]
I “udIp|Iy3 Jo 4aeas Jo no daay
| "33 810} [puoissajoud yeay e yse ‘Buipas)-jsealy
I 10 Jueubaud j) _@Es_s el 136u0| J0j 0 PaJOAIIP UL
310Ul asn noA J1 1801y S1 Y5 SUL “[eje} 8q UBd 838y ‘8408
I pue ‘ainjiey Lieay “yoeqe Lieay 10 Ysu auy asealaur uidse
I13deaxa _mm_%z :Bujuiem ayoxs pue yoepe peay paloalp Uey]
1 8wy abuo) & Jo} 1o aJow ae} m JonpoJd siy} Buisn apiym fep
, lena syup o _ouoo B 210U JO § aneY M ($19U}0 Jo ‘uaxoide
‘UajoJdnay ‘uiase) sgrySN uonduasaiduou Jo __o_%_s&_
I Buiuieyuoo sBnip sayjo e} m Bnip plossys Jo (jueinbeoanuef
I Buruuiy ug_g:xs-meﬂneg 9910 J0S139IN
| UW0lS pey aAey mJap|0 Jo 0g a0 iz m nok j Jaybiy 5|
| B9UeLO Ay | “Buipas|q uumsem 913795 8sned few yoiym d_qm_m
ue suiepuod JonpoJd sy :Bujusem Guipas)q yaewoyg Aem
I bu djay [eaipaw yaas m__m asn do1s ‘s1naoo uoijeal aifiia) g
I UBJ| SI9)S)q mysel m Buiuappal uiys myooys M (Buizaaym)
| Bwyse m Buifjams [eoe) mSany | %_“_u___ Rew swojdwifg
“uurdse oy 216usjje ajdoad U Ajieraadss ‘uorjoeal aifia|e
I a1anas e asnea fewr wnipos uaxoudey :aje ABaagy shurusepy’
| 1918} S99npal fjLseiodwa) m pjod
| UOWIWOI 3} @ AYIBLI00) @ Udepeay @ SduIeId EnisuaLl @
| 3U2BY0B] @ SAUZE Je|NIsnul @ m___;tm 10 ured Joujuw @,
.0} anp sured pue sayae Jouiu saagijal Ajuelodwa) m Sasp

NOLLYWH NI ONY SONINKYM 3LTdI00 HO4 NOLKYY 33 NY Y3

NDC 0363-9609-09

~

BACK & MUSCLE PAIN
All Day
Pain Relief
220 mg / PAIN RELIEVER /
FEVER REDUCER (NSAID)
‘90 TABLETS




{

.'IIIIIIIIII V

HWQ USIUIBA

8¢ 1

NOC 0383-0609-02

Compare ta the active ingredient in
ALEVE® Back and Muscle Pain"

BACK & MUSCLE PAIN

All Da
Pain ‘

Relief

NAPROXEN SODIUM TABLETS USP,
220mg / PAIN RELIEVER /
FEVER REDUCER (NSAID)

Back & Muscle Pain

12 Hour

90

ACTUAL SIZE

W30RG1221-F

Drug Facts (continued)

Directions

W do not take mare than direcied

m {ve smallest effective dose should be used
m drink 2 full glass of water with each dose

mtake 1 tablet every & 10 12
hours while sympsams last

Wfar the first dose you may
fake ? tablkets within the
first hour

wio not exceed 2 tablets in
any 3t 12-hour period

wio not exceed 3 tadlets in
2 24=hour period

Children ender | Mask 2 doctor
12 years

TAMPER EVIDENT: DO MOT USE THIS

PRODUCT IF THE TED FOIL SEAL
OVER THE HE BOTTLE IS CUT,
TORN, EROKEN OR MISSING

Drug Faets (continued)

Heart attack and siroke warning: NSAIDs, except aspirin,
increase the risk of heart attack, heart falure, and stroke. These
can be fatal The risk is higher if you use more than directed or
for lorger than directed.

Do net wse mif you have ever had an alergic reaction fo any
other pain refiever/Tever reducer W right before or after heart
srgery

Ask a doctar befere use if W the stomach bleeding waming
appbes 1o you Wy have 2 histary of stamzch problems, such
as heartburn Wyou have high blood pressure, heart disease,
Tiver cirrhosis, kicney désease, asthma, or had 2 stroke myou are
taking a dhuretic Myou have problems or serious: side offects
from taking pain rebevers or fever reducers

sk a doctar or pharmacist before uss ii you are
munder & doctor's care for any serious condition

Other information

W avaid high humidity and excessive heat
above 40°C (104°F),

Inactive ingredients cobuidal skeon
dioxide, croscamellose sodium, FO&C Blue #2
Lake, Frypromellose, magnesium stearate,
microcrystaline cellulose, polyethens pheol,
povidone, itanium dicodde

Questions or comments? cA
1-477-280-4008

TOur pharmacists recommend the
Walgreens brand. We invite you to
compare to national brands.

"This product is net manufactured
or distributed by Bayer
HealthCare LLC, owner of the
registered trad:mark Aleve®,

taking aspirin for heart attack or stroke, because napraxen may
decrease this benefit of agpirin

mtaking any other drug

When using this product

mtake with Tood or milk If stomach upset occurs

Stop wse and ask a doctor if

W you experience any of the following signs of stamach bleeding:
o feel faint @ vomit lood e have bloody or black stools
 have stomach pain that does nat get better

W you have symptoms of heart problems or stroke:

@ chest pain @ trouble breathing @ weakness in one part or
side of body @ dlurred speech @ leg swelling

W pain pets worse o lasts more than 10 days mfever gets worse
or bists more than 3 days myou have difficulty swallowing mit
faals Bka the pllis stuck in your throat m redness or swellng Is
present in the painful area Wany new symptoms appear

I pregnant ar breast-leeding, ask  heahth professianal before
ust, I is especially imporiant not fo use napraxen sodium at 20
weeks or Later in pregnancy urless defiritely directed to do so by
a doctor because it may cause proklems in the unbom child or
complications during delivery.

Keep oul of reach of children. In case of overdose, get medical
help or contact a Paison Contral Center right away.
(1-800-222-1222) -

DISTRIBUTED BY: WALGREEN CO.
200 WILMOT RD., DEERFIELD, IL 60015
100% SATISFACTION GUARANTEED
walgreens.com
©2022 Walgreen Co. MADE ININDIA

ITEM 994510 W00000-0000-0

3I I|

11917503098

1260 AJH Y609

READ AND KEEP CARTON FOR COMPLETE
WARNINGS AND INFORMATION

Drug Facis

Active mﬂemm
(in each lablet)
Napraxen sodium 220 mg Pain reliever/
(naproxen 200 me) (NSAID)*—. fever reduces
*mansteroidal antnfiammatory érg

Purposes

Uses

' tempararll refieves minor aches and paing
duise to; @ minor pain of anthritis
@ muscllar aches e backache
o menstrual cramps @ headache
wioothache e the common cold

W temporarly reduces fever

Warnings

ABergy aleet: Naproxen sodhum may cause 8
severe allergic reaction, especially in pecole
allerpic 10 aspirin. Symptoms may inchade:
mhives miacial sweling masthma
(wheezing) mshock mskin reddening
Wrash Wblisiers

I an allergic reaction ogzurs, stop use and
seek medical help ripht away.

Stomach bleeding warning: This product
contsing an NSAID, which may cause severe
stomach bleeding.

The chance is higher if you: mare age B0 or
older mhave had stomach ulcers or
bleeding problems mtake a blood thinning
(anticoagulant) or sterold drug  mtake other
drugs cantaining prescription or
nonpreseription NSAIDS {aspirin, ibuprafen.
naproxen, of others) W have 3 or mone
alkcohobic drinks every day whilk using this
product W take mare or for 2 langer time
than directed

BACK AND MUSCLE PAIN

naproxen tablet, coated

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-9609

Route of Administration ORAL

Active Ingredient/Active Moiety

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

Basis of Strength Strength
NAPROXEN SODIUM 220 mg

Inactive Ingredients

Ingredient Name Strength



SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

HYPROMELLOSES (UNIl: 3NXW29V3WO)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE (UNIl: FZ989GH94E)

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

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
MAGNESIUM STEARATE (UNII: 70097M6130)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color blue Score no score
Shape ROUND Size 10mm
Flavor Imprint Code 141
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 NDC:0363-9609- 24 in 1 BOTTLE; Type 0: Not a Combination 06/05/2019

42 Product
2 NDC:0363-9609- 100 in 1 BOTTLE; Type 0: Not a Combination 06/03/2019

01 Product
3 0g¢0303:909% 1in 1 carTON 06/26/2021
3 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 ANDA090545 06/03/2019
Labeler - WALGREENS (008965063)
Registrant - TIME cAP LABORATORIES, INC (037052099)
Establishment
Name Address ID/FEI Business Operations

MARKSANS PHARMA LTD 925822975 manufacture(0363-9609)
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