NAPROXEN SODIUM- naproxen sodium 220mg tablet
CVS Pharmacy, Inc.

608R_CVS_Naproxen Sodium 220mg film coated Tablets
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)



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

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
e 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

e you have symptoms of heart problems or stroke:

- chest pain

- trouble breathing

- weakness in one part or side of body

- slurred speech

- leg swelling

e 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 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.

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

e the smallest effective dose should be used
e drink a full glass of water with each dose

e take 1 caplet every 8 to 12 hours while symptoms
last

e for the first dose you may take 2 caplets within the
first hour

e do not exceed 2 caplets in any 8- to 12-hour period

e do not exceed 3 caplets in a 24-hour period

Adults and children 12 years and
older

Children under 12 years e ask a doctor

Other information

e each caplet contains: sodium 20 mg

e store at 20-252C (68-779F).

e 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

Questions or comments? Call 1-877-290-4008



220 mg
Strength

NDC:51316-608

........................ N (o
“ " ealy HWQO ysiulep &v ”
_ ! 01
_ | 52704809
T
Drug Facts (continued) " X XXXXXX XXXXXX X ozsze-n eipuiuspem|
Do not use mif you have ever had an allergic reaction to any other pain J | TR WO SAD |
reliever/fever reducer m right before or after heart surgery | } /1755918ZV0S0 #9dn .woomrm:_uﬂ_ﬂn_\_w_%v Scoe m I
Ask a doctor before use if Mthe stomach bleeding warning appliesto  J ! " % aAId SADBUQ |
you myou have a history of stomach problems, such as heartburn ! I 008 0dd “au ‘Aoeuiieyd SAD |
myou have high blood pressure, heart disease, liver cirrhosis, kidney ! H ‘kapainquisia ”
disease, asthma, or had a stroke myou are taking a diuretic Myou have | . C99B9ZH - anapy yuewapes pasajsiBel ayy o 1aumo,
problems or serious side effects from taking pain relievers or fever reducers " | ‘OT18:eujeay safeg Ag panqLisip Jo pamiognuew Jou s onpoadsiy,
Ask a doctor or pharmacist before use if you are munder a doctor's 1 |
care for any serious condition mtaking aspirin for heart attack or " cmn_m_ ek ield _umzz_Eoov S12ed bnig
stroke, because naproxen may decrease this benefit of aspirin Wtaking J 1 A *pajaallp uey) sabuoj Joj 10 pajdap vyl B10W asn nok
any other drug 1 11 Jaufiiy s1 %St 8y Jee) aq ued mnmm; 1 "340.)S PUB ‘Bin|ie Leay ‘¥Iene Leay
When using this product m take with food or milk if stomach upset occurs " 10 s 8y} aseaioul ‘udse aaww_ﬂ_wm,_ww_h_aw__h,_u_ﬂm““___“_u 0__h__h_w __mw“wqmﬁﬁ
Stop use and ask a doctor it i b
myou experience any of the following signs of stomach bleeding: " tonpaud sy Bursn o ;_Mwhwzﬂwmhm;ﬁ_umﬁm_ﬂ__wﬁ_wwu“K_n_hm_m_wm\_mﬂ“ N
mfeel faint mvomit blood mhave bloody or black stools | il
e siomach patat dos ot ot bt : SOIVSH Vot 10 i ssald B i oo e
W you have symptoms of heart problems or stroke: M chest pain 1 ﬁmgm _o 3“:_ _3 o,_zs._. %ﬁ%w _m mxm“
mirouble breathing W weakness in one part or side of bady ] 1Go1d Butpaelq Jo s132) _M% g =~ cw o“_wmw k_.u“
mslurred speech  mleg swelling 1 nof 11 JauB 4
W pain gets worse or lasts more than 10 days mfever gets worse or ! <O J1 JBUDIY St GOUBLYD 841 =_Au$_n YIBLLOIS 3I9ASS 3SED
lasts more than 3 days W you have difficulty swallowing Wit feels ke J ' ‘Mmu_;,__mu_sm_,: m_.qu_.,_sgmw:_ﬁm%u ﬁ_w_mw%_naﬂ._%wm“w_._‘_u._oga_w."_u_mwﬁw_mﬁ_ﬂﬁ
the pills stuck in your throat m redness or swelling is pesent n the ! WO Gt [eoipaw yeas p zmﬁ,ﬂn = ms_h-.ym__h_%um __E mm
painful area_many new m_.‘sﬂsam afpea - - 1 yoousm (Buizaaiym) ewyISe | ms__m;m [2io2) | ng [ ]
If pregnant or breast-feeding, ask a health professional before use. Itis  § | apnjaun few swoidw/g “uuidse o) 1Biae ajdoad ui Aeoadsa
especially important not to use naproxen sodium at 20 weeks or laterin | ‘uono2al aifsa{Je 2JaAas & asNe Ael WIS Laxoidey, safe ABlaypy
pregnancy unless definitely directed to do so by a doctor because it may | ’ . ’ sbu. e
me_mm uaa__.ﬂsm in _uzm.=q__u_ﬂa %__q or 8&23%3 during “@_w__ﬁ | ;
eep out of reach of children. In case of overdose, get medical helpor  Jf 1 J0A3) Saannal Afelodwal
contact a Poison Control Center right away (1-800-222-1222). | g _u_suéa_sg EH-“
=) | 3oBLI00] W 9UJBpEAY M STWEID [pnisuBL M
mﬁ.ﬂ_ﬁﬁ%a s dlrected " 9UIBYq M SAUJL Je|NISNLIE  SUYYE JO uled Jouju m
mihe smallest effective dose should be used ! 104 anp suled puE 340U SaRayp! }__ES«C%-
m drink a full glass of water with each dose " n
Adults and children mtake 1 caplet every 8 to 12 hours while | J3onpal 1ana} Bnip Alojewureyul-nue [epiosnsuoy,
12 years and older symptorns last I JIBNGI[R Lo memnenmesnenes (i) (B 00 Uaxo/deu)
-a_ﬂsm mj %m_m you may fake 2 caplets | B 0z Linipos uaxoidey
within the first hour 1
mdo _s_.._ﬂ exceed 2 caplets in any 8- 1o 12-hour J | sasodind (19102 yaea u)) yaipaibu) angay
pErs , s | |1 ONISSIN HO N3YOHE 'NHOL 10 §1 311108 3HL
W do not exceed 3 caplets ina 24-hour period § 1 1 40 KLNON 3HI A0 T¥3S 1i0d GAINIANI 3H1 Sjoe4 aEn
Children under 12 years | mask a doctor I , 4113n00%d SIH1 38 10N 00 -INITIAZ H3dIWYL
I
. n I
Other information I m
m each caplet contains: sodium 20 mg I —
w store at 20-25°C (68-77°F). mavoid high humidity and excessive heat | 1 a
above 40°C (104°F). I / S -
— = — - ! -% &b @ N 2 ==
Inactive ingredients colloidal silcon dioxide, croscarmellose i << 23 2 2 o= KNS
sodium, FD&C blue #2 lake, hypromellose, magnesium stearate, 1 M P\ E0 wem L M E- B= 2z
microcrystalline cellulose, polyethylene glycal, povidone, titanium dioxide Jf = s & x o w - m =
A | & W=l = 1E
Questions or comments? cal 1-817-250-4008 | 1> 10 = & 5 |
"HO ¥iIH:
" = HEQS ) . :
& & o >N s
| 3 9 RO::H) e
| e Ui : B
@ o <=
i : 2 "iH3:
" sHos
Adhesive Area ! : 4 ° R
I ! £
I ! %
s T 7

NAPROXEN SODIUM

naproxen sodium 220mg tablet

Product Information

Item Code (Source)

HUMAN OTC DRUG

Product Type
Route of Adm

ORAL

ion

trati

inis

Active Ingredient/Active Moiety

Basis of Strength Strength

NAPROXEN SODIUM

Ingredient Name
NAPROXEN SODIUM (UNII: 9TN87S3A3C) (NAPROXEN - UNII:57Y76R9ATQ)

Inactive Ingredients

Ingredient Name

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

MAGNESIUM STEARATE (UNIl: 70097M6130)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

HYPROMELLOSE, UNSPECIFIED (UNIIl: 3NXW29V3WO)



POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)

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

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)

Product Characteristics

Color blue Score

Shape OVAL (Caplet(Capsule-Shaped Tablet)) Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description Mark%t;r;g Start

NDC:51316-608- 90 in 1 BOTTLE; Type 0: Not a Combination 05/01/2025

1 90 Product

Marketing Information

no score
12mm
144

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANDA ANDA090545 05/01/2025
Labeler - cvs Pharmacy, Inc. (062312574)
Registrant - TIME CAP LABORATORIES, INC. (037052099)
Establishment

Name Address ID/FEI Business Operations

MARKSANS PHARMA LTD 925822975 manufacture(51316-608)
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