IBUPROFEN- ibuprofen tablet, coated
Kroger Company

600R Kroger 41226 600 Ibuprofen Tablets USP 200 mg (Brown Caplet)

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 backache

headache

menstrual cramps

minor pain of arthritis

muscular aches

the common cold

toothache

temporarily reduces fever

Warnings

Allergy alert: Ibuprofen may cause a severe allergic reaction, especially in people
allergic to aspirin.
Symptoms may include:
e asthma (wheezing)
e blisters

e 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 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 ibuprofen or any other pain reliever/fever
reducer

e 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

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

e under a doctor’s care for any serious condition

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 problem or stroke:

chest pain

trouble breathing

weakness in one part or side of the body

slurred speech

leg swelling

e pain gets worse or lasts more than 10 days

e fever gets worse or lasts more than 3 days

e 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 casue problems in the unborn child or



’

iron oxide red

’

ts colloidal silicon dioxide, croscarmellose sodium

ien

d
magnesium stearate, microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol,

pregelatinized starch, talc, titanium dioxide

ive Ingre

e take 1 caplet every 4 to 6 hours while symptoms persist
e if pain or fever does not respond to 1 caplet, 2 caplets may be used
e do not exceed 6 caplets in 24 hours, unless directed by a doctor

e the smallest effective dose should be used
e read all warnings and directions before use

e do not take more than directed
e store at 20-25°C (68-77°F)

Keep out of reach of children. In case of overdose, get medical help or contact a
e ask a doctor

complications during the delivery.

Poison Control Center right away (1-800-222-1222).
Directions

adults and children 12 years and over
children under 12 years

OTHER INFORMATION

Other information

Questions or comments?1-800-632-6900
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WARNINGS AND PRODUCT INFORMATION Drug Facts {vortinued) Drug Facts (continued)
Heart attack and siroke waming: NSADs, moept

Drug Facs Rl e R
wﬂﬂ_ﬂz in each caplei] FPurpose

W pain gets worse of lasts mors then 10 days
W fever geds wrse of Ksts moee than 3 days
W redness or swelling is pragant in the painful ana

132 more than directed or ko knger than diracted,

.. religveriFevar reducar Da et nse ) )
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Uses -_mﬂ-_"_ .___.._._ﬂ_;,ﬁﬂ__soﬂ_"_.ﬁ_a& al 20 weeks or laler in pregrancy enless definiiely directd
W temparily reieves minar aches and pains due i i fod6 52 by a doctor becavse it may cavse problems in the
W hoadachs [ tosthache W backache Ask 2 docier before wse If 5 during delivery.
W mengirual cramps. W he cawmen ocld W giomath bizeding wareing apples to you Keep aut of reach of hildren. In cast of overdoss, get
W wssciilar aches W sinar pan of ahrs Wy havd __i_._ﬁun.. sanous side aflecls fmm
faking pain relizwers or f2ver reducers

M temporaily reduces fever

Warnings

llengy alert Bupnodan may causs 2 sevard allaegic
reactinn, espetinlly in peonk alkengic bo aspirin, Symptoms
rray Include:

Mhives W facial swsling W ashma (whesting)

Wshock Wskin raddening M rash M Elisters

Han allergic reacion occure, stop eoe and seek medical

i have a hishory of stomach problems, such as
hearthum

W you hiwe high blocd prassure, baart disease, liver
chrhasks, kdnay dissase, asthma, or had a siroie

W you e taking a dieeetic

Ask 3 dochor or pharmacis! belore uss if you are

W under a doctor's care for any seripus condition

W tzkingg aspirin for heart attack or stroke, becauss

mdo nol take more than dincied

W fhe smallest efiective dese should be used

W aduits and chidren 12 years and over; 24 1 caplet
every 4 {0 6 hours while symploms parslst

Wif pain or faver dogs nol respond (o 1 cagled, 2 caplats
may ba used

W do ot aiceed 6 caplets in 24 hours, unkss directed by

'CAPSULE-SHAPED TABLETS  SGE

Felo right away. |buprotan may decrease this benef of aspinn & doctor
Slomach bleediag warning: This product conlaing an W tekingg amy oiher dug e
WSAID, which may cause sevwere siomach bleesing, The When using this produsl M cildren under 12 years: ek 2 doctee

chanes ks higher Hyou: mare age 60 or older

W hewe had ctamach ulcars v hiseding problams
Wtk a hload thissing {arScoaguiant) or stemid drug
W l2ke cther drugs containing prascrplion o

I e with food o mik 4 stomach upeat ocurs
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W 0w expariance ary of the follwing signs of stmath W stor al 20-25°C (B8-T7F)

" g Cleading: W f2el fains Mvomit blocd oz -

Bt A i g oy i iy ce bl stocks Inactive ingredients cotoids siicon dioids,
mhies il ol drinks eviry iy i s mhzue siomach pan [hat does not gal better croscamelnse sodiem, F0n oxid 1, MAgnasiom .
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Ibuprofen

Tablets USP, 200 mg

Drug Facls (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. ;
Do not use m if you have ever had an .
allergic reaction to any other pain '
reliever/fever reducer _
"W right before or after heart surgery
Ask a doctor before use if @ stomach
a_mas@ warning applies to you _
you have problems or serious side .
effects from taking pain relievers or
fever reducers M you have a history of '
'stomach problems, such as heartburn
m you have high blood pressure, heart
disease, liver cirrhosis, kidney disease, '
asthma, or had a stroke m youare
taking a diuretic. If pregnant or i
‘reast-feeding, ask a health '
‘professional before use. _
Keep out of reach of children. '
‘Directions m do not take more than |
directed m the smallest effective __am
should be used
adults and children 12 years and over: |
' take 1 caplet every 4 to 6 hours while.
symptoms persist W if pain or fever
_%mm not respond to 1 caplet, 2 caplets |
may be used M do not exceed 6 n%_am.
in 24 hours, unless directed by a doctor:
children under 12 years: ask a doctor |
.Other information '
M read all warnings and directions
before use m store at 20-25°C .
(68-77°F) _
Questions or comments? ;
Call 1-800-632-6900
DISTRIBUTED BY THE KROGER G0, CINCINNAT OHIO ﬁs_
MADEIN INDIA _ _ _ _ _600R Q624 '

Adhesive Area
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Ibuprofen

Tablets USP, 200 mg

RETAIM CAATON FOR COMPLETE WARNINGS
KKD PRODUCT INFORMATION

Druyg Facls
a&;aﬁaaa__aaan%_ Purpose

»”Nﬂu__,zm._._s.l ....... _ Pain reliavenFever reducer
“ronstarcidal anti-inflammeteey drog

Uses

I ferzorarify refisves minor aches and pains due bo:
W haadacte W toothache W backache
mensirual cramps W e comman eald
W muscular aches W minde pain of arthris

W Semporaily reduoss faver

zrﬂtnw_z__ﬁ! cause p severe allengic
reacion, esgecial ,‘Eﬁﬂ #lergic 1o aspirin,

Symptoms may inchede: B hives W fackl swelling
W asthma .__-?Eé W shock W ekin raddaning
Wrash W bisians

1 an gllerg reaction oceurs, shop use and saek
izl help right awsy.

Slomach ng warming: This peoduc] contains an
WEAID, whith may cavse eavars slomach hleesing.
The chance is higher i youw W are zge 0 or oldr

M have had stomach uicers or bleeding problams

I takie a bigod thimnlng Cantlzoagulant

ar shansid drug m ke drugs contaning
ﬁﬂﬂgﬂ:ﬂiﬁn; lion NGAID: me_"_.q.-_.
m&_ BN, Nagemeen, of ckhers] M have  ormors
akeoholic drinks eeery day while using is product
Wtk g or for 3 longer lime then direcled
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Drug Facts (cont

inued)

Hearf attach and stroke wareing: NSAD:, exoep!
aspirin, increase §a sk of hear! attack, hear,

fabure, and stroke. Thesa can be tatal The nsk is
higiher if vou use more than dirested or S longer

fhain dirached.

T ol uze
Wil you kave aver had

# allergic reaction 1o any

cihar pain raleverTever raducar

W right hsfore or gfizr

Faar surgery

Ak a doclar Befare use If W shomach Bieedig
waming appliss o wou W you have peabiems ar
serious 18 ffecls fram faking in relitwers or

faver raduzers: M you

fave a history of stomach

problets, such as haaribon W you have high
Ilood prassure, heart disaasa, var cirhosis,
kidngy depaase, athma, or had 3 $tnoke

I i are Lakineg & diunalic

sk 3 doctor e pharmacist befone uge if you are

I UASEF & d0Chr's car

B foF any sAfious conditon

W Leking spirm for haart attack or siroks, bacause
ibupmfen may decrease fis berefit of aspinn
W lzieg iy other dreg

Whin using Ihis produc]

Wz with food or =i

Ik if shomach wsat eowrs

Flop use and ask a doclorid
W yiou Experiencs any of the following signs of

slomach blgeding:

W fiezl faini W vomil hlood
W have hloody or Elack stools

mhave shemtach pal

it does ot gt beter

Wi havit sympants ol haart prbikets or st
W chast pain W broutle brazSing »

Drug Facts {continuad)

stearate, microzrystaling calulose, polyethyiane

falk, titznium dimide

_uﬁ.___. poknimg alcohol pragelatinizad starch,

Questions or comments?
Call 1-600-632-F800
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Drug Facts {continued)

W wtakness In one part or $ide of Body
W slumed spesth W5 sweling
| | ﬂ.ﬂ (ets worse or lasls mand than 10 days
W daver gets worse or lasts mora than 3 days
W redness or swelling is presess in the painful amea
Wity nésw $ymploms agpear

If pregnan or breasi-feeding, 25 2 hea™
profiessannal before use. I is especially impartant
not 1o wse ib s“_._h.qwﬁ_ag__mnﬁ., .
pragrancy unless reciad R do soCy a
__E_?:_EE__ may cause problems in the unbom
calld or complcations guring delhvery.

Keep out of reach of children, In case of ovandoss,
cqun_—nmw.wqginu_;w?nsg_ﬁaw
right gway (1-800-222-1232).

Directions

W g2 nol ke mone than diretled

W the smalles! effective dose should be wsed

W adufs and childran 12 yaers and over: fake 1
caplet evzry 4 10 & hours while sympioms parsist

m ¥ pain or faver does ol respand %2 Y caplet, 2
caplels may be usad

W o not aczed 6 tahlels in 24 hooes, unfess:
directed fry & dochor

W children under 12 years: ask a docior

Other infarmation
W read all wamings and dirzcticns betoee usa
W store at 20-25°C {66-77F)

Inactive ingredients cailasal izon soside,
remstarmalose sodium, inon codde redl, magresium ¥
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Drug Facts (continued under label)

Heart attack and stroke wamning: 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 m if you have ever had an allergic reaction to any other
pain reliever/fever reducer M right before or after heart surgery
Ask a doctor before use if m stomach bleeding warning applies to
you M you have problems or serious side effects from taking pain
relievers or fever reducers M you have a history of stomach
problems, such as heartburn M you have high blood pressure,
heart disease, liver cirrhosis, kidney disease, asthma, or had a
stroke W you are taking a diuretic
Ask a doctor or pharmacist before use if you are m under
doctor’s care for any serious condition M taking aspirin for heart
attack or stroke, because ibuprofen may decrease this benefit
of aspirin M taking any other drug
When using this product
W take with food or milk if stomach upset occurs
Stop use and ask a doctor if
W you experience any of the following signs of stomach bleeding:
M feel faint W vomit blood M have bloody or black stools
W have stomach pain that does not get better
W you have symptoms of heart problems or stroke:
W chest pain W trouble breathing m weakness in one part or side
of body W slurred speech M leg swelling
W pain gets worse or lasts more than 10 days M fever gets worse
or lasts more than 3 days W redness or swelling is present in the
painful area m 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 hecause 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

o do not take more than directed

B the smallest effective dose should be used

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

m 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

M children under 12 years: ask a doctor

Other information
m read all warnings and directions before use
W 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? Cal 1-600-632-6900

Adhesive Area

IBUPROFEN

ibuprofen tablet, coated

Product Information

Item Code (Source) NDC:41226-600

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: WK2XYI110QM) (IBUPROFEN - UNII:WK2XYI10QM)

Inactive Ingredients

Strength

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIIl: M280OL1HH48)

MAGNESIUM STEARATE (UNII: 70097M6130)



MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)

FERRIC OXIDE RED (UNII: 1KO9F3G675)

STARCH, CORN (UNIIl: 08232NY3S))

POLYVINYL ALCOHOL, UNSPECIFIED (UNII: 532B59J990)
TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2]P)

Product Characteristics

Color brown

Shape CAPSULE (biconvex, film coated tablets)

Flavor

Contains

Packaging

# Item Code Package Description

1 ng041226‘600‘ 1in 1 CARTON

1 100 in 1 BOTTLE; Type 0: Not a Combination

Product

2 NDC:41226-600- 500 in 1 BOTTLE; Type 0: Not a Combination
50 Product

3 \DC41226:600- 440 1 caRTON

3 24 in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph

Category Citation
ANDA ANDA091239

Labeler - kroger Company (006999528)

Registrant - TIME CAP LABORATORIES, INC. (037052099)

Establishment
Name Address
MARKSANS PHARMA LIMITED

Revised: 9/2025

ID/FEI
925822975

Score
Size
Imprint Code

Marketing Start
Date

06/12/2021

06/12/2021

06/12/2021

Marketing Start
Date

06/12/2021

no score
15mm
117

Marketing End
Date

Marketing End
Date

Business Operations
manufacture(41226-600)

Kroger Company
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