IBUPROFEN- ibuprofen tablet
WALGREENS

Walgreens Ibuprofen 200 mg Tablets - Brown Caplets

DRUG FACTS

Active ingredient (in each caplet)
Ibuprofen 200 mg (NSAID)*
*nonsteroidal anti-inflammatory drug

Purpose

Pain reliever/Fever reducer

Uses

temporarily relieves minor aches and pains due to:
e 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:

* 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]

* 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: 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

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

e 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

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:
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
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 (1-800-222-1222).

Directions
e do not take more than directed
e the smallest effective dose should be used

e take 1 caplet every 4 to 6 hours while symptoms

persist
adults and children 12 years  ° if pain or fever does not respond to 1 caplet, 2
and over: caplets may be used
e do not exceed 6 caplets in 24 hours, unless directed
by a doctor

children under 12 years: * ask adoctor

Other information
* read all warnings and directions before use
» store at 20-25°C (68-77°F)

Inactive ingredients colloidal silicon dioxide, croscarmellose sodium, iron oxide red,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol,
pregelatinized starch, talc, titanium dioxide

Questions or comments? call 1-877-290-4008
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READ ALL PRODUCT INFORMATION BEFORE USING.
KEEP THE BOX FOR IMPORTANT INFORMATION.
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Drug Facts (continued)
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the risk of heart attack, heart
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Ask a doctor or pharmacist before use if you are W undera
doctor’s care for any serious condition W taking aspirin for heart
attack or stroke, because ibuprofen may decrease this benefit of
aspirin - miaking any other drug

When using this product
W ake with food ar milk if stomach upset occurs

Siop use and ask a doctor if

W you experience any of the follawing signs of stomach bleeding:
ofeelfaint  evomitblood e have bloody or black stooks
» have stomach pain that does not get better

Wyou have symptoms of heart problems or stroke: @ chest pain
wtrouble breathing @ weakness in one part or side of body
wshured speech e leg swelling

mpain gets worse or lasts more than 10 days  mfever gets worse
orlasts mara than 3 days W redness or swelling is present in the
painful area  Many new symptoms appear

pajaalp wey) aw Jafuo) e Joj 1o a0l syl

yonposd 1) Buisn iy Aep figna SHULIP HOYOIE DWW 10 £ Iney M
[ssaup0 10 'vaxosdey ‘uayoidng ‘uLidse]

SAMYSN vogduasanduou Jo wopdyzsesd Bupunewod sirup Jayo sem

Brup pioJsis 10 (wepbzoue) Guung-poojd & M

slusjoid Guipas]q 40 $183|0 WS pey dneym

1apjo 1o 09 90e aiem

Nk j) JayBu 51 2oueya ay) *Blipasgq YIEL0Ns 21anas Bsned

Few gy QIS ue suieuoa pnpoud suy) Bupuem Bujpssgy yoewo)g

< Wiy dyay [eaipaw ¥ees pue asn doos 'sando0 uanseal Jifiege ue j|

SIGISq M Userm  Duusppal uysm

yooysm  (Buzsaym) ewysem  Gujoms [EoeE saAyl

-apnjou few swoydwfg uuidse o) nbuege apdoed Ul

fgeinadsa ‘onaeas wbsage asanes e asned few uajoudng) suae Aliayy

shurusep

If pregnan or breast-ieeding, ask a health professional before use.
It is especially important not to usa ibuprofen at 20 weeks or later in
pregnancy unless definitely directed to do so by a doctor becauss it
:.uq cause problems in the unborn child or complications during
delrvery.

Keep out of reach of children, In case of overdose, get medical
help or contact a Poisan Cantrol Center right away
(1-B0D-222-1222).
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adults and mizke 1 caplet every 4 10 6 hours while
children 12 years | symptoms persist  mif pain or fever doss not
and over: respond fo 1 caplet, 2 caplets may be used
W do not exceed 6 caplets in 24 hours, unless
directed by 2 doctor
children under [ mask a doctor
12 years:

ARG
Other infarmalion  wread all wamings and directions
hefore use  mstore at 20-25°C (68-77°F)

Inactive ingredients coboidal slicon dioxide,
croscarmellose sodium, iron oxide red, magnesium stearate,
microcrystelline cellulose, polyethylens glyeol, pobyviny aleohol,
pregektinized starch, tak, ttanium dioxide

(Questions or comments? c2ll 1-877-290-4008
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Drug Facts (continued)

Heart attack and stroke warning: NSAIDs, except aspirin, increase

the risk of heart attack,, heart failure, and stroke. These can be fatal.

M_z :m“ s higher if you use more than directed or for longer than
rected.

Do natuse  Wif you have ever had an allerpic reaction to any
other pain rebever/fever reducer  mright before or afier heart

surgery

sk a doclor before use il myou have problems or serious side
effects from taking pain relievers or fever reducers  mstomach
bleading wamning applies toyou  myou have a history of stomach
prablems, such as hearthurn  myou have high blood pressure,
heart disease, liver cirrhosis, kidney diseass, asthma, or had 2
siroks  myou are faking a diuretic
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Ask a doclor or pharmacist before use if you are  mundera
doctor's car for any serious condition mtaking aspirin for heart
attack or stroke, because ibuprofen may decrease this banefit of
aspirin  Wtaking any other drug

When using this product
W take with food or milk If stomach upset oceurs

Stop use and ask a doctor if

Wyou experience any of the following sions of stomach bleeding:
eforlfaint  evomitblood  w have bloody or black stools
o have stomach pain that does not get better

W you have symptoms of heart problems or stroke: @ chest pain
wtrouble breathing @ weakness in one part or side of body
wshrred speech @ lep swelling

Wpain gets worse or lasts more than 10 days W faver gets worse
or lasts more than S days  mredness or swelling is presant in the
painful area  Wany new symploms appear
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If pregnant or breast-feeding, 2sk a heakth professional before use.
It Is especially important not to use ibuprofen at 20 wesks or later in
pregnancy unless definitely directed to do so by a doctor becausa it
may cause problems in the unbarn child or complcations during
delvery.

Keep ot of reach of children. In case of avardose, gat medical
help or contact 2 Poison Control Canter right away
(1-800-222-1222).

Jana) saonpas fuesodwe) m
SOULLE 0 Ured JOUI @ S3UIE JEasnLL &
[lO2 UDWWOD Byl e SOWRId [ENOSUD &
SUIEYIEG @ QUIEYIODI @ UIENEY @

20} anp sufed pue SayJe Jou|W Sansl|a) fuescdws)m

TR
Directions  mda nat take mare than directed
m lhie smiallest effective dose should be used

5as()

Bnup AIojeLuLe ju-ue [epialgisuoy,

Bl R T [ @ISN) Bw ppg uaoudng)
asodind (181d/e3 yaea uy) uajpalbu; anjjay
sjoeq fnig

adults and miake 1 caplet every 4 to 6 hours while

children 12 years | sympioms persist Wi pain or fever does not

and over; respond 1o 1 caphet, 2 caplets may be used
Mo not exceed 6 caplets in 24 hours, unless
directed by a doctor

children under [ mask a doctor

12 years.

e
Other information  mread all warnings and directions
before use  mstore at 20-25°C (68-77°F)

Tnactive Ingredients collicalsiicon doxie,
croscarmellos sodium, iron oxide red, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol,
pregelatinized starch, talc, fitanium dioxide

Uuestions or comments? c1 1-§77-290-4008
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Druy Faets (continued)

W08 have symptoms of heart peodlems or stroke:
wchesipain  wirouble Breathing @ wealinesz in
e part or side of body e slured speech
wleg swelling  Wpein gets wors2 or fests more
Wan 10days  WTever pels worse or Bets mone
fhan 3 days  mredness or swellng I presen in e
peinfulares  Wany new symploms apgear

I pregrant o beeasifeeding, sk 2 heakh
profissional bedoes use, It i espachally Imporcant not
%o use ibuprafen at M weeks or It in pregnancy
urlless definilely dinsctid 10 do 5o By 3 doclor
[ecausze it may cauze prblems in the unzom child
or complicafions during defivery.
an“_!ti;tiz:.._.d‘_:nnaq;aan
et medical help or conteet a Poisan Cantrol Candar
right away (1-900-2221227)

Direclions  wdo ned take rsee than directed
Wit smellexi affactive daze should be uged
atults and mtzke 1 cazletevery 4 b
ehildeen 12 years | hours while sympioms parsist
and mier: Wil jgain or fever does nal
respand to 1 caglet, 2 cplets
may beuzed  Wdo not exceed
b eaplets in 24 hours, anbess
directed by a docior

W a3 doglor

children wnder
12 years
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Ibuprofen
USP, 200 mg / PAIN RELIEVER / FEVER REDUCER (NSAID)
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\Drug Facts (continued)

‘Heart attack and stroke warning: ;
NSAIDs, except aspirin, increase the
risk of heart attack, heart failure, and .
stroke. These can be fatal. The riskis
higher if you use more than directed or
for longer than directed. .
If pregnant or breast-feeding, aska |
‘health professional before use. _
Keep out of reach of children.
'Directions  wdo not take more
than directed mthe smallest :
‘effective dose should be used _
adults and children 12 years and over:
miake 1 caplet every 4 to 6 hours while -
Symptoms persist _
if pain or fever does not respond to 1
‘caplet, 2 caplets may be used

& do not exceed 6 caplets in 24 hours,
‘unless directed by a doctor

children under 12 years: maska doctor
‘Questions or comments? call
1-877-290-4008

\DISTRIBUTED BY: WALGREEN CO.

1200 WILMOT RD., DEERFIELD, IL 60015
1100% SATISFACTION GUARANTEED
walgreens.com ©2021 Walgreen Co.

MADE IN INDIA 600R 1021
ITEM 720789 WQ0Q00-Q000-0. . -

W30RGO122-F _ _ _ _ _ _ _
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Drug Facts (continued)

‘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.

If pregnant or breast-feeding, ask a
'health professional before use.

Keep out of reach of children.
'Directions  mdo not take more
than directed  m the smallest
‘effective dose should be used

adults and children 12 years and over:
wtake 1 caplet every 4 to 6 hours while
'symptoms persist

. if pain or fever does not respond to 1
‘caplet, 2 caplets may be used

@ do not exceed 6 caplets in 24 hours,
unless directed by a doctor

children under 12 years: mask a doctor
'(Questions or comments? call
1-877-290-4008

DISTRIBUTED BY: WALGREEN CO.

200 WILMOT RD., DEERFIELD, IL 60015

100% SATISFACTION GUARANTEED
walgreens.com ©2021 Walgreen Co.

EININDIA 600R 102
ITEM 718886 WQ0Q00-Q000-0- - -

W3QRG0122-F.
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IBUPROFEN

ibuprofen tablet

Product Information

Item Code (Source) NDC:0363-9600

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Strength

200 mg

Basis of Strength

IBUPROFEN

Ingredient Name

IBUPROFEN (UNII: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI110QM)

Inactive Ingredients

Strength

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)



FERRIC OXIDE RED (UNII: 1KO9F3G675)

MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
STARCH, CORN (UNIIl: 08232NY3S))

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color brown Score

Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description

1 NDC:0363- 24 in 1 BOTTLE, PLASTIC; Type 0: Not a
9600-42 Combination Product

2 NDC:0363- 50 in 1 BOTTLE, PLASTIC; Type 0: Not a
9600-05 Combination Product

3 NDC:0363- 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
9600-01 Combination Product

a NDC:0363- 300 in 1 BOTTLE, GLASS; Type 0: Not a
9600-31 Combination Product

5 NDC:0363- 500 in 1 BOTTLE, PLASTIC; Type 0: Not a
9600-50 Combination Product

Marketing Information

no score
15mm
117

Marketing Start Marketing End

Date

12/11/2018

12/11/2018

12/11/2018

12/11/2018

12/11/2018

Marketing Application Number or Monograph Marketing Start
Category Citation Date
ANDA ANDA091239 12/11/2018

Labeler - wALGREENS (008965063)

Registrant - TiME caP LABORATORIES, INC (037052099)

Establishment
Name Address ID/FEI
MARKSANS PHARMA LIMITED 925822975

Revised: 3/2024

Date

Marketing End
Date

Business Operations
manufacture(0363-9600)

WALGREENS
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