NAPROXEN SODIUM- naproxen sodium capsule, liquid filled
Freds Inc

Drug Facts

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

*nonsteroidal anti-inflammatory drug

Purposes

Pain reliever/fever reducer

Uses

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

muscular aches

backache

menstrual cramps

headache

toothache
o the common cold

e temporarily reduces fever

O O O O O

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

Heart attack and stroke: 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
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 any other drug

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

Stop use and ask a doctor if
e you experience any of the following signs of stomach bleeding:
o feel faint
o have bloody or black stools
o vomit blood
o have stomach pain that does not get better
e you have symptoms of heart problems or stroke:
chest pain
slurred speech
leg swelling
trouble breathing
weakness in one part or side of body
pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
redness or swelling is present in the painful area
any new symptoms appear
you have difficulty swallowing
it feels like the capsule is stuck in your throat

O O O O O



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 (1-800-222-
1222) right away.

Directions

e do not take more than directed

e the smallest effective dose should be used

drink a full glass of water with each dose

if taken with food, this product may take longer to work
adults and children 12 years and older:

o take 1 capsule every 8 to 12 hours while symptoms last
o for the first dose you may take 2 capsules within the first hour
o do not exceed 2 capsules in any 8- to 12-hour period

o do not exceed 3 capsules in a 24-hour period

e children under 12 years: ask a doctor

Other information

e each capsule contains: sodium 20 mg

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

e read all directions and warnings before use. Keep carton.

e swallow whole; do not crush, chew, or dissolve

Inactive ingredients

FD&C blue #1, gelatin, glycerin, lactic acid, lecithin, light mineral oil, n-butyl alcohol,
polyethylene glycol, povidone, propylene glycol, purified water, shellac glaze, sorbitan,
sorbitol solution, titanium dioxide, white ink

Questions or comments?
Call 1-877-753-3935 Monday-Friday 9AM-5PM EST

Principal Display Panel

Compare to the active ingredient in Aleve®**
NAPROXEN SODIUM

Capsules, 220 mg (NSAID)



Pain Reliever/Fever Reducer
STRENGTH TO LAST 12 HOURS
LIQUID GELSY
(tLIQUID-FILLED CAPSULES)

TThis product is not manufactured or distributed by Bayer HealthCare, LLC distributor
of Aleve®.

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

KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT
INFORMATION.

DISTRIBUTED BY: fred's, Inc.
4300 NEW GETWELL ROAD,
MEMPHIS, TN 38118

www.fredsinc.com

Product Label



‘NOLLYWHOSNI LINOOHd ONY SININEYM
U310 HO4 NOLEYD BALNO 43T

"ONISSII B0 NINOE 51 d¥D LIONN YIS ALIIVS
(O31NIk 41 350 LON 00 :LN30IAS H3dIVL

“aBN31Y JO JNGISIP ) T1 ‘e LERH
Jafeg fq panuUISIp 10 paImeMUEW J0U st janpoid siy|,

157 INdS-N6 fepud-fepuol SEGE-ESL-LL8- 1 12D

¢SjuaLLeg o suogsany)

YUl iy ‘spixoip

|} ‘UoN|os UE}QI08 0g08 'aZelD Jejeys Jajem
payund 'ioakiB susjidoid ‘suopirod ‘oadiB suaiiupafiod
'|DYOAfE Ayng-U ‘o esBUIL B 'UILIe| ‘PO OR08)
"Ua0kj6 ‘uneati ‘| # anjg 9804 SpuBIpaLbi anyaeu)

4 fuanjap
Buunp suoieaydies Jo pjiya Woqun ay) u) stiajgoud

8snea feL i 88neasq Jojoop & £q 0s op o} paj3anp fjayuyap
ssajun foueubaid jo syyuow g s8] au Gupnp wnipos
uaxnideu asn 0] jou Juepodw Alejaadsa s} 85N aiojeq
Buaissajoud Lyay & e 'Guipaaj-1seaiq Jo ueufiaid )

AOSSIP JO MAL USTLO J0U O ‘3j0UM MO[[EMS W

“Uopie) dasy *asn aojaq sHujwem pue suogdaIp (| peal |
"4 701} D00 810QE 1881 anssazxa pue Aipiwny

Uity piony (4. /-89) 0.62-07 Lsamiaq aois m B 7
NP0 :Sujepiod ajnsded joea m  LOREILIOJUI Jay)]

1 nok

Ui yongs ] gjnsded BUy By)f sjeaj M Bupaojiems Aynaigp
arey nofim  seadde swoydwAs meu fuem  Bale nyuied
alj U juasaid s1 m_.____?..m.a sSaupal W SAED £ UBL Al0W
Jse| Jo asiom ja6 Janaym  sAep O UBY) B10W S)sE)J0
aselom 5136 ured m Apog Jo apis 10 Lied aU0 L) SSaUYRIM W
Buiieaig ajgno @ Buijams bajm  yoaads paLnism
Ued jsauo @ ayous Jo swajqoud sy jo swoydwis
aKe nof M J2aq Jab 10U S30p 1B Lied YIRWONS ShEY
$00] 4I8]0 J0 ApOOK] 3AEY M POOIq JWLOA W

Jure) |saj @ :Buipaajq yorwoys o sufits Bumoyo iy

J0 Aue gouauadys noA M J) JOJ00p B YSE pue asn dojs |

'3IN290 Jasdn
YeWI)S J1 i 40 pooj Ly 2e) ‘Janpoad siup Buisn uaym

JO000 B Yse sieal 21 IB3pun uapyo m

pouad Inoy-yz & W sansden ¢ pagaxa jouopm  pouad
noy-z| 0y -g fue ui $8)nsded 7 pasoka Jou Op M Inoy
1511 8L, Ly Saqnsde 7 aen Rew nok asop 110 au) Jojm
152 swaydwss gy snoy Z| 0} g Auana ainsden | 3z m
J8P|0 pue S1Eaf g UaIp{Y0 pue Synpe M

0w 0} Jabuo) axe) ew Jonpoud Siyp'Poo) Gm uae 4 m
#S0P UJBS L Jajea J0 5se|6 |ny e juLp m

firup Jaugo Aue Burye) m
Uogipuoa snouas fue Joj 8187 §,J0}30p B JBpUn m

e nok J) esn 10}aq JsioeuLeyd 10 10}00p @ Yy

A "pajoanp uey) sabuoj Joj Jo payalp
wey) 20w asn nok §) JayBiy s) sy 2y Jele) aq ued asay)
"3{0.48 PUB '2IN|[e} B3 ‘HOBYE LIBAY J0 YSU 5L BSealay|
‘uidse daova ‘sqivSN :Bujwem axos pue yoeye Heay
pajsaip

uey) awn sabuoj e o) Jo 310w axeym  jonpoud suy Guisn
#jjum fep Auana SHULP HIOYOI(E BIOW 10 € BAEY M (1BU)0
10 'uaxoJdeu "uajosdng) 'uuidse) sorsy uogdudsaiduou

10 uonduosad Builieiuog sbrup Jauo axe m

Brup piosais 1o (ueinBeooque) Bujuuiy poojq e sxz |
mcm_n_ua mc_uom_a J0 81870 YJBW0]S pEY SAEY B

Japjo 10 (g abe avem  :nof y saybiy i oUeYd

8l “GUIPaa|q UIBLLCIS B3NS BSNED few LAIUM ‘OIvSN

U Su/ejuoa jonpod siy | -Bujwiem Buipaeiq yoewols
“feme 1yBu diay

feaipawL yaas pue asn dojs ‘5una00 uogaeal aBie ue )
|Sisiqm  yseim  Guiusppa UNSE  Y00US
(Buizeoym| ewyise m  Bujgoms (epejm  saAym

| -apnpu) Aew
swoydwfg “undse oy aifisaye sdoad ul feioadse ‘vogoeal
u_u._n__m.“.a.u:mm B 85ne few wipos uaxoidey aqe KGajny
sbunwey

8JaONPaJ Jana) J0 Slanalial uied

Gurye Wwou) sjoeya apis snouas Jo swalgoid axey nod m
againip e Gunje 20e noA M @¥0AS B pey Jo ‘Bwyise
‘B5B3SID ABUDI ‘'SISOULIED Jan| 'B8BaSIp LEAY ‘ainssald
Po0|q YBl akey nof @ Wngueay se 4ans ‘slajgoud

Jana) sganpal Ajuesdis) m

P[00 UOWWDD BU} W BYIRLH00) M

aUoepEay M SHWEJD [ENASUSL M BUIEYIEQ M

SAUI8 JENISNIU M SOUUE Jo Ued DUWE 0}

anp sured pue 834D JouIL 3A313) fjURI0dwa) W Sasp

[asn aq pnoys asop anjjJaya Js9y(ews ay) m n
aewwols Jo Aojsiy B aAey nok @ nof o Saljdde Bujuem Brup Aojewwe)u-que [epioJalsunu,
Pl UBL) 30w ayE] Jouop m Ehﬂa—a mﬁsmz WRLOS AW J19sn 10100 B Y8y Jaanpal ._E...___....._........._:....:uﬁga ng._._ 00z _.—mxn._nm_b_
eme W6 (z221-222-008-1) Jusbins eal) Jaye 10 a10jaq 146 W HRa W Bu g2z wnipos Lo
JAUIRY) [1JUT7) UOSIO] B 9EU00 J0 diay [eaipaw Jaonpal Janal/anaijal uied Jauo Aue (amnsdea yaea wy)
1fi ‘35004800 10 35E9 U] "UBIPRYD JO YOEA J0 N0 dady 0} Uojaea) Hifieje LB el jana aney nof JIm @SN jou og sasoding Juaypaibuy aagay
(panuguoo) spaey Bnug (panuguod) sjoe4 binig spoed binig

DISTRIBUTED BY: fred's, Inc. atisfacti
4300 NEW GETWELL ROAD, | 100% Jg izt
MEMPHIS, TN 38118
www.fredsinc.com

guaranteed

Questions or comments:
1-855-331-FRED (3733)
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NAPROXEN SODIUM

naproxen sodium capsule, liquid filled

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:55315-748
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76RIATQ) NAPROXEN SODIUM 220 mg

Inactive Ingredients

Ingredient Name Strength
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN (UNIl: 2G86QN327L)
GLYCERIN (UNIl: PDC6A3COOX)
LACTIC ACID (UNIl: 33X04XA5AT)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWILA)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
WATER (UNIl: 059QFOKOOR)
SORBITAN (UNIl: 6092ICVIRU)
SORBITOL (UNII: 506T60A25R)
LECITHIN, SOYBEAN (UNIl: 1DI56QDM62)
LIGHT MINERAL OIL (UNII: N6K5787QVP)
BUTYL ALCOHOL (UNII: 8PJ61P6TS3)
SHELLAC (UNII: 46N107B710)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color blue Score no score

Shape CAPSULE Size 20mm

Flavor Imprint Code PC19

Contains

Packaging

# Item Code Package Description Marketing Start  Marketing End

Date Date

NDC:55315- :

1 748-20 1in1BOX 02/28/2019 06/30/2024

1 20 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA208363

Labeler - rreds inc (005866116)

Revised: 11/2023

Marketing Start
Date

02/28/2019

Marketing End
Date

06/30/2024

Freds Inc
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