IBUPROFEN DYE FREE- ibuprofen tablet, film coated
CVS Pharmacy

Ibuprofen

Active ingredient (in each white tablet)

Ibuprofen USP, 200 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

Purpose

Pain reliever/fever reducer

Uses

= temporarily relieves minor aches and pains due to:
= headache

toothache

backache

menstrual cramps

the common cold

muscular aches
= minor pain of arthritis

= temporarily reduces fever

Warnings

Allergy alert: Ibuprofen may cause a severe allergic reaction, especially in people
allergic to aspirin. Symptoms may include:

e rash

facial swelling

asthma (wheezing)

hives

skin reddening

shock

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:

take more or for a longer time than directed

take a blood thinning (anticoagulant) or steroid drug

have had stomach ulcers or bleeding problems

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

are age 60 or older



e take other drugs containing prescription or nonprescription NSAIDs [aspirin,
ibuprofen, naproxen, or others]

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

= 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 ibuprofen 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

have bloody or black stools

vomit blood

have stomach pain that does not get better

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

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use ibuprofen 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.

Directions

= do not take more than directed

= the smallest effective dose should be used

» adults and children 12 years and over: take 1 tablet every 4 to 6 hours while
symptoms persist
= if pain or fever does not respond to 1 tablet, 2 tablets may be used
= do not exceed 6 tablets in 24 hours, unless directed by a doctor

= children under 12 years: ask a doctor

Other information

s store between 20°-25°C (68°-77°F)

= avoid excessive heat 40°C (104°F)

= see end flap for expiration date and lot number

Inactive ingredients

colloidal silicon dioxide, corn starch, hypromellose, lactose anhydrous, magnesium
stearate, microcrystalline cellulose, polydextrose, polyethylene glycol, povidone, sodium
starch glycolate, stearic acid, triacetin

Questions or comments?
Call 1-800-426-9391 38:30 AM-4:00 PM ET, Monday-Friday

Principal Display Panel
YCVS
NDC 59779-438-12

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

T This product is not manufactured or distributed by
Haleon US Holdings LLC, owner of the registered
trademark Advil®.

50844 ORG122143812

Distributed by: CVS Pharmacy, Inc.
One CVS Drive, Woonsocket, Rl 02895
© 2025 CVS/pharmacy CVS.com®
1-800-SHOP CVS

V-11112

100% money back
guaranteed.
CVS.com/returnpolicy



fepiiy-fepuopy
‘13 Wd 00:%-INY 0€:8 1686-924-008-1 1129
£SIUBWIMLIO 10 SUORSANY

uijasen) ‘poe auea)s ‘apejook|h yoes wnipos

‘auopuiod ‘|oofb auafyiafjod ‘asonxepfjod ‘ssojnjie
aueyshnoow ‘sjesea)s wnsaubew ‘snoipfyue

25098 ‘as0jjaw0udfly ‘y21e1s U103 ‘apIX0Ip UOINS [BpI0)I0d
spuaipatbiuy annjoeu|

18GWNU §o] pU' 33ep uorRIika Joj ey pua 3ss M
(4,701) 9,01 Ieay anissacxa piore B

(4,42-,89) 0,52-,07 Usamjaq a:0js |
Uoljeuliojui 18430

0j20p e yse sieak 7| J2pun U B
sopopefy
PajRlIp SSauN ‘SIN0Y £ Ul SIRIgE) § paaaa jou op M
pasn aqhew
S{8Ie} 2 12(e} | 0) puodsal jou saap Jase) Jo ured 1 m
jsis1ad swojdwiks ajym sinay g o} y Aana
1B10€] | a%e] ko pue sieak 2| uaipjiy3 pue synpe |
Pasn aq pnoys asop aAl9a}ja Jsajjews oy M
Pajai|p ue i} 210 a¥e) jou op B
SU0ydalIQ

“Rewe

1Bl J8ju=) [0RUO) U0SIOg B 1010 djay eaipaw

180 "as0pJan0 §0 8sed L) ualp|Iy2 jo yeal jo Jno daay
“ianiap

Buunp suoneadiio 10 plys woqun 3y ul swapgod
asien few |1 ssnesaq Jojoop e fq s op o) paoanp
Hjapuyap ssajun faueubaud v Jzje) J0 sy2am 02 10
ugjoxdng) 3sn o} Jou juepodun Kjeoadsa s1)| ‘ssn aljaq
[puoissajoud yyjeay e yse ‘Guipaaj-jsealq Jo jueubaid j|

(panunuoa) spoeq Brug

@
SHHEA

}aeq Aeuow %00

pra0s

SN dOHS 0081

I'SAD Aseueyd/SAD S20Z &

PIOH SN Uoafey

fig pangasp Jo paImoejnuR Jou sianpoad sy

S6820 IH 194005LU00M ‘BAL SAD BUD

‘posjueienB

Al

oJurajakIaIZMoYy

Kanodumiaimworsag

Z1BEPIZZIOND

TS

-auj ‘Aoeuieyd SAD Kq paynquisiq

passibas ay) jo Jaumo ‘977 8

A eadde swoydwis mau fue m
ease nuied aug Ui juasaid 1 Gugams Jo ssaupas |
sllep ¢ weyy asow sjse] 10 asiom 5126 1ana) m
shep (] vey) asow sjse] 1o asiom sjab ured m
fipoq jo aps 10 yred auo vy ssaueam m  Buyjams Baym
Buyeaiqeqnos @ yosadspeunism  uedjsayom
‘@qous Jo swajgoxd Jreay Jo swoydwis arey nok m
Jaaq 1ab Jou saop Jey) ured yoewols aneym
PoO|q Jwon W 5/00}s 4213 J0 fipoojq avey M
e jsay W Bupseiquaeiwoys jo subis Bumoyo) sy
jo fue aousuadia nof @ i Jojoop e yse pue asn dojg

N0 33500 YILWOYS §1 HIW 10 POOJ YU axE} B
yonpoud sy Buisn uayy

Brup Jayjo fue Gurye, m

uuidse jo Jysuaq sty eseaisap few ugjordng)
3511L08q ‘34048 10 Hoejje Leal) soj undse Guye, m
ONIPUO3 SN0 IS AU JO} 409 §,J0190p B Jpun W
aue nof 1 asn aiojaq js1oeuuieyd 10 Jojaop e ysy

SI0Npal J2n3) 10 sianzl ed

Burye) wouy sj93ye 2pis snaLses 1o swago.d axey nol m
0I5 B pey J0 ‘elyjse ‘aseasip Aaupny SOy

18N ‘sseasip peay “aunssard poojq yhiy awey nol m
oljainp € Gue) s nof W uingyreay

e NS ‘slwajqoid yaewals o Aojsiy e aney nod m

nof o) sandde Gunwrem Buipaa)q yorwoys m

}1 250 34030 J0)20p B Yy

Kusfians Leay Jajje 10 3x0)aq yfu m
ured sayjo fue

0} uoaeas ifisa|je ue pey sana akeynol i @ asn jou og

‘pajaalp Lei safuoj 0} 1o pajasip
uey} a1ow asn nok j sayfiny s1¥su ay) feje) 2q ued asayy
OIS PUR "AINJIE) IBAL *HOR)|R |IEAY J0 YSU 8Y) ASealdul

‘uidse Jdanna ‘sQIySH JBunuem axoljs pue yoepe peay

(panunuoo) spae4 fnig

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

#695047

FP0 90%
UPC# 050428164525

dx3agiol
USiuIep ON/IUL ON

ZI8EFLZELIHO0
O¥-gh-8EF-1E20-8

A [s13yp0 10
‘uanondeu ‘uajordng ‘uindse) sgiysN uduasaiduou
10 uondussaid Bunireyued sbrup Jago axe} m
npoxd
1y Buisn sy fep LAz sYuLp N|OYOoR BI0W IO £ BAey M
swygoid Bupas|q 10 s10jn YIewo)S pey ey W
Jpjo o pg e srem
Brup piosays 1o (juejnfeoayue) Bunuiy poog eaye) m
pajaallp ey awi safiuo] e Joj 10 210w e} M
nok y seufiy st soueyd
2y ‘Buipas)q yewols alanes asnes Aews YoM QIvSN
ue surejues Janpoad s1y) [Bunwem Buipsalg yaewo)s
‘e 1y6u djey
|eatpaly ¥aas pue asn dojs 'sna20 uaiyaeal abs|e ue |
SESIQE  ousm  Buusppaunsm sanym
(Buzoaym) ewise m  Buyjoms eseym
sapnjou few
swojdwhs wadse of ABi2yje gydoad w fjevadss ‘vaseal
aifisa|e asanzs e asnes few usjordng) Q4aje ABas)y
sbuniey

J1ahay saonpa fjueiodwz) m
sipaygpre o ured Jouiw m
S3lpe RjnJsnw M Pjod UowLI0d AU W
sdwen prujsusw m EILIGEY |
3yaeyjoo}m ayaepeay m
0} anp sulRd pue S3y2e Joul sanaya) fjjmiodws) B
sasn

Bnap fopewws
18Npa1 J3A3]{13A31R1 Ui

(1e1qey apym yoea u)

asoding Juaipaibiuy argay

NOILYWHO2NI 1900084 3131aM00’ O A LI}
404 39YH0Vd 4310 d33N

Tablets USP, 200 mg

IBUPROFEN
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COATED TABLETS

CVS 44-438

IBUPROFEN DYE FREE

ibuprofen tablet, film coated

Product Information

Item Code (Source) NDC:59779-438

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

Route of Adm

iety

Mo

Ingredient/Active

Active




Ingredient Name
IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:\WK2XY110QM)

Inactive Ingredients

Ingredient Name
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
STARCH, CORN (UNII: 08232NY3S))
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO0)
ANHYDROUS LACTOSE (UNII: 3SY5LHIPMK)
MAGNESIUM STEARATE (UNIIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYDEXTROSE (UNII: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WQOSDWILA)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)

STEARIC ACID (UNII: 4ELV7Z 65AP)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color white Score

Shape ROUND Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:59779- ;

1 438-12 1in 1 CARTON

1 100 in 1 BOTTLE, PLASTIC; Type 0: Not a

Combination Product

2 NDC:59779- 50 in 1 BOTTLE, PLASTIC; Type 0: Not a
438-15 Combination Product
NDC:59779- ;

3 438-13 1in 1 CARTON

3 250 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDAO75139

Labeler - cvs pharmacy (062312574)

Basis of Strength Strength

IBUPROFEN

200 mg

Strength

no score
10mm
44:438

Marketing Start Marketing End

Date

03/01/1999

03/01/1999

03/01/1999

Marketing Start
Date

03/01/1999

Date

07/20/2023

01/23/2019

Marketing End
Date



Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Establishment

Name
LNK International, Inc.

Revised: 4/2025

Address ID/FEI
038154464
Address ID/FEI
832867837
Address ID/FEI
832867894
Address ID/FEI
967626305
Address ID/FEI
117025878

Business Operations
pack(59779-438)

Business Operations

manufacture(59779-438) , pack(59779-438)

Business Operations
manufacture(59779-438)

Business Operations
pack(59779-438)

Business Operations
manufacture(59779-438)

CVS Pharmacy
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