IBUPROFEN- ibuprofen capsule, liquid filled
Kroger Company

Kroger Ibuprofen Capsules 200mg

DRUG FACTS

Active ingredient(in each capsule)
Solubilized ibuprofen equal to 200 mg ibuprofen (NSAID)'
(present as the free acid and potassium salt)

*nonsteroidal anti-inflammatory drug
Purpose
Pain reliever/Fever reducer

Uses
e temporarily relieves minor aches and pains due to:

headache
toothache
backache

menstrual cramps
the common cold

muscular aches

minor pain of arthritis
e temporarily reduces fever

Warnings

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

e hives

e facial swelling

asthma (wheezing)

shock

skin reddening

rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding waming: 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 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 alter heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to you

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

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 under a doctor's care for any serious condition

e taking aspirin for heart attack or stroke, because ibuprofen 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

e fever gets worse or lasts more than 3 days

e redness or swelling is present in the painful area
e 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 adults and children 12 years and over: take 1 capsule every 4 to 6 hours while
symptoms persist

e if pain or fever does not respond to 1 capsule, 2 capsules may be used

e do not exceed 6 capsules in 24 hours, unless directed by a doctor

e children under 12 years: ask a doctor

OTHER INFORMATION

Other information

e each capsule contains: potassium 20 mg
e read all warnings and directions before use
e store at 20-252C (68-779F)

e avoid excessive heat above 40°C (104°F).

Questions or comments? 1-800-632-6900
Inactive ingredients

ammonium hydroxide, FD&C green #3, gelatin, iron oxide black, medium chain
triglycerides, polyethylene glycol, potassium hydroxide, propylene glycol, purified water,
shellac, sorbitan monooleate, sorbitol sorbitan
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Ibuprofen Capsules 200 mg

Drug Facts (continued)

Do not use

W 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 W 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 myou have high blood pressure, heart
disease, liver cirrhosis, kidney disease, asthma, or had a
stroke M you are taking a diuretic

Ask a doctor or pharmacist before use if you are
W under a doctor’s care for any serious condition
W taking aspirin for heart attack or stroke, because

ibuprofen may decrease this benefit of aspirin
W taking any other drug

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

Stop use and ask a doctor if

m you experience any of the following signs of stomach
bleeding:
m feel faint m vomit blood m have bloody or black
stools m have stomach pain that does not get better

M you have symptoms of heart problems or stroke:
W chest pain W trouble breathing m weakness in one
part or side of body mslurred speech mleg swelling

M pain gets worse or lasts more than 10 days

W fever gets worse or |asts more than 3 days

M redness or swelling is present in the painful area

W 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

H do not take more than directed

W the smallest effective dose should be used

W adults and children 12 years and over: take 1

capsule every 4 to 6 hours while symptoms persist

m if pain or fever does not respond to 1 capsule, 2
capsules may be used

W do not exceed 6 capsules in 24 hours, unless directed
by a doctor

® children under 12 years: ask a doctor

Other information

m each capsule contains: potassium 20 mg ® read all
warnings and directions before use m store at 20-25°C
(68-77°F) m avoid excessive heat above 40°C (104°F)

Inactive ingredients ammonium hydroxide, FD&C
green #3, gelatin, iron oxide black, medium chain
triglycerides, polyethylene glycol, potassium hydroxide,
propylene glycol, purified water, shellac, sorbitan
monooleate, sorbitol sorbitan

Questions? Call 1-800-632-6900

Adhesive Area
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COMPARETO THE ACTIVE
INGREDIENT IN ADVIL® LIQUI-GELS®

SOFTGELS

200

PAIN RELIEVER/
FEVER REDUCER

8 (NSAID)

Ibuprofen

Ibuproten Capsules 200 mg

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.

Donotuse mifyou have ever had an allergic reaction to any other
pain reliever/fever reducer
Wright before or after heart surgery

Ask a doctor before use if m stomach bleeding warning applies to
you  myou have problems or serious side effects from taking pain
relievers or fever reducers  myou 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  myou are taking a diuretic

Ask a doctor or pharmacist before use if you are

munder a doctor’s care for any serious condition

mtaking aspirin for heart attack or stroke, because ibuprofen may
decrease this benefit of aspirin W taking any other drug

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

Stop use and ask a doctor if
myou experience any of the following signs of stomach bleeding:
m feel faint mvomit blood mhave bloody or black stools
m have stomach pain that does not get better
myou have symptoms of heart problems or stroke:
mchest pain mtrouble breathing mweakness in one part or side
of body mslurred speech mleg swelling
W pain gets worse or lasts more than 10 days W fever gets worse
or lasts more than 3 days  mredness or swelling is present in the
painful area  many new symptoms appear

If pregnant or breast-feeding, ask a health professional before use.
Itis 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  w do not take more than directed

m the smallest effective dose should be used

madults and children 12 years and over: take 1 capsule every 4 to 6
hours while symptoms persist

m if pain or fever does not respond to 1 capsule, 2 capsules may be
used mdo not exceed 6 capsules in 24 hours, unless directed by a
doctor mchildren under 12 years: ask a doctor

Other information  w each capsule contains:

potassium 20 mg  mread all wamings and directions before use
m store at 20-25°C (68-77°F)  mavoid excessive heat above 40°C
(104°F)

Inactive ingredients ammonium hydroxide, FD&C green #3,
gelatin, iron oxide black, medium chain triglycerides, polyethylene
glycol, potassium hydroxide, propylene glycol, purified water,
shellac, sorbitan monooleate, sorbitol sorbitan

Questions or comments? Call 1-800-632-6900

........... ......K
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Reducer (NSAID)




¢ Baly HWO ysiudep | w1 v,

' (1eqe; Japun panutuod) spoey nsg ”

. ‘SQIySN :Buruiem ayons pue yoejie pesy
' pajaalIp Leyy awiy Jabuoj e oy
' 1o 3jow ayeym  janpoid siy) Buisn 8y
« Rep A19nd $yuup 21j0YOI[e BI0W IO & BABY M
v [sJau0 o ‘uaxoudeu ‘uajoidngl ‘uidse}
» SQI¥SN uonduosalduou Jo uonduasaid
Buurejuod sbnip sayio axeym  Bnip piossis
' 10 (juejnBeopue) BuiuuiLy poojq e oxe}
' swayqoid BuIpas|q 1o S10[N YIRWOS
' pRYSABYM  19D|0 J0 09 a0k aiem nok
' Jaayfiy si soueya ay L fuipaajq yoewoys,
+ 21935 9SNBI ABL U2IUM “QIYSN UE SUIBIU0D,
*1anpoad siyy :Buiuiem Buipaa)q yoewolg
. “feme 1y6u djay
_8_85 )93s pue asn Qsm $IN90 UONIR3L
: o_em__m U J| "SJ81s1|q ‘yses ‘Buluappal ups
' V_s__m “(Buizaaum) ewiLse ‘Buljams [eioe)
's3AIY :apnjaul Aew mEEQE% “urndse oy
+o119)je a|doad ui A)je1oadsa ‘uoijoeal o_em.__m
i E%m v asM1ed Aew uaj0Idng| :paje .s;__;
supiep
i 1813} S80npal fuesodwe) m
1YL 10 ured JoujL ‘Sayde Jejnasnu
PI09 UOWLWOI 3y} ‘SWed [enijsusw |
+‘ayoeyaeq ‘BUIBYI00) ‘audepRAL (0} ANp
'sufed pue Sayde Joull sanaijs. jLeioduwis;m
i sasy),
NOILYINHOANT LONGOH ONY SONINEYA
3131dI0J 404 NOLHY NIVLIH

ONISSII HO N3)0HE SI «NOILILOHd HNOA HO4 (I TVISs
HLIM G3LNIHJINI WD T1LL08 HIANN Tw3S 41 35N LON 00

20 SOFTGELY

profen
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\Drug Facts (continued) ~ =~~~ ",
£XCEPt aspirin, Increase the risk of heart!
attack, heart failure, and stroke. These
can be fatal. The risk is higher if you user
'more than directed or for longer than
directed. _
If pregnant or breast-feeding, aska
‘health professional before use. _
'Keep out of reach of children. In case
of overdose, get medical help or contact!
2 Poison Control Center rightaway
(1-800-222-1222) _

'Directions _
A do not take more than directed '
_!_a smallest effective dose should _
* be used
- adults and children 12 years and over:"
" take 1 capsule every 4 to 6 hours |
. while symptoms persist _
aif pain or fever does not respond to 1 |
' capsule, 2 capsules may be used .
1 do not exceed 6 capsules in 24 hours,:
*unless directed by a doctor _
M children under 12 years: ask a doctor .
{Other information :
W each capsule contains: potassium
20 mg '
Questions or comments? ;
Call 1-800-632-6900 _

DISTRIBUTED BY THE KROGER CO. '
'CINCINNATI, OHIO 45202 _

'MADE IN INDIA _

For More Product Information, :
'Scan UPC Using Your Kroger Appor
(Call 800-632-6900 _

'0UR PHARMACIST RECOMMENDED .
610T 0324 :
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- Drug Facts | i e sesst secsron Do s o) OngFakeiorinund] _____
P — Mtake mare or for a longer time than dwected et better Myou have symptoms of heart problems
wihnqiw d (in n!_u._ capsule) Purpose Heart attack and siroke warning: NSAIDs, except or stroke: @ chest pain” e trouble Erﬂu

udized ibuprofen equal fo e aspirin, increase e risk of heart atiack, heart @ weakness in one part or side of body @ sturmed
200 mg ibuprofen (NSAID)"..............Pain reliever/ failure, and siroke. These can he fatal, Tne risk is spesch -_mi.i ing W pain pels worse o lasts
{present as tne free acid and podassium saf) Fever recucer higher if you use more than directed or for longer mare than 10 days W fever gets worse or Lasts mare
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INGREDIENT IN ADVIL® LIQUI-GEL5*

Ibuprofen

Ibuprofen Capsules 200 mg

“3 nonsteroidal anti-inflammatory drug than direcied. than 3 days m redness or sielling is present in the

T Uses Donotuse m il you have ever had an alergic painful area  Wany new symptoms apoear

G miemporarily relieves minor aches and pains due to: reaction to any ofher pain reliever/fever reducer If pregnant or breast-feeding, as

== mheadache mioothache mlbackache W right batore or after hear surgery ___aam.__ua_ before use. It is espec

L mmenstrual cramps Mthe common cald Nsk a doclor hefore use il msiomach bleeding 0 use ibuprafen at 20 wesks or [ates in | hghay

(@] mmuscular aches m minor pain of arthntis warning applies to you Wyou have problems or unless definitely directed to do s0 by a doctor

s miempararly reduces fever serious side effects from aking pein relievers or becaus? if may GaLIse prodlems in e unoorm chikd

faver reducers Myou have a histary of stomach or complications durin a_____.i.

= Wamings : roblams, such s heartburn myou have high Keep out of reach of children. |n case of overdose,

o™~ Allergy alert: Ibupraten ._awa:m—. a severe allergic n_as prassure, heart disease, lver girrnosis, get medical help or contact a Poison Cantrol Cener
reaction, especialy in peaple allergic to aspirin kidney tisease, asthma, or had 2 stroke. W you right awzy {1-800-222-1227).

mptoms may incluce; Mhives Wiacial swellin i iLsreti ==
il ) Wsloct wsen Tedgening il UL Directions mdo not take more than directed

Stop use and ask a doctor if myou experiance Dther infarmation m each capsule contains:
any of the following signs of stomach blesding: pofassium 20 mg  m read all wamings and directions
o fuelfaint @ vomit bioad @ have bloody or befors use msiore a 20-25°C (68-77°F) mavoid
black stools w have stomach pain that does not » wopessive heat above 40C (104°F) L4

o= . sk 2 daclor or pharmacis! befare use i1 you are mthe smallest effective dose should be used
=S Mbam_._s-m:hmr_.ﬂ.iﬂaw___m_s H _ﬂﬂnm__%: e Munder a doctor's care for any sarious condition Wadults and children 12 years and over: lake1
b msu e i n_suw__ e Wtaking aspiin for heart atiack or stroks, hecause cansale every 4 1 & haurs while symptoms parsist
S - a..m____n __“__as ﬁn@nhrﬁnﬂﬁﬂ s ibuprofen may decreasa ihis benedit of asirin w if pain or fever does not respond 0 1 capsule, 2
e tleading. The chance Is higher If you mare age &0 Wtaking any other Grig Rm&_ﬁ may be used m o it emeed § capsides
o or oider Whave had stomach ukers of bleeding When E.___._ Ihis product 5 n_“_._u_u__m. ﬂ__a_mmﬁ__an_dﬁ_ w_,w_ unn ﬂs

3 m i i mtake with Tood or milk if stomach upset nccurs M children under 12 years: ask a doclor
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\ ,f, Drug Facts (continued)

\ Inactive ingredients zmmanium hydroxide,
X1 / FDAC green #3, gelatin, /o0 0ice blck _“..g_.g;
\ / chain biplycerides, polyethylene glycol, potassium

\ e drovide, propyiene glyca, purfed waler,
\ | | 3w ysiuep | / et S5t movoget sl sotian

\ | comments?
f_, \ / B st

26 im ﬂb—i

f
___
9 |

ibuprofen capsule, liquid filled
Product Information

IBUPROFEN




Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

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

Inactive Ingredients

Ingredient Name
GELATIN (UNIl: 2G86QN327L)
MEDIUM-CHAIN TRIGLYCERIDES (UNIl: C9H2L21V7U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)
WATER (UNIl: 059QF0KOOR)
SHELLAC (UNII: 46N107B710)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
AMMONIA (UNII: 5138Q19F1X)
FERROUS OXIDE (UNIl: G7036X8B5H)
FD&C GREEN NO. 3 (UNIl: 3P30NR601S)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
SORBITOL (UNIl: 506T60A25R)

Product Characteristics

NDC:41226-610

Basis of Strength Strength

IBUPROFEN

Color green Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date

1 NDC:41226-610- 160 in 1 BOTTLE; Type 0: Not a Combination 06/12/2021

66 Product
2 NDC:41226-610- 200 in 1 BOTTLE; Type 0: Not a Combination 04/15/2024

20 Product
3 NDC:41226:610- 4 in 1 carTON 04/15/2024
3 20 in 1 BOTTLE; Type 0: Not a Combination

Product

a NDC:41226-610- 80 in 1 BOTTLE; Type 0: Not a Combination 04/15/2024

80 Product

Marketing Information

Marketing Application Number or Monograph
Cateaqory Citation

Marketing Start

Date

200 mg

Strength

no score
19mm
133

Marketing End
Date

Marketing End
Date



ANDA ANDA079205 06/12/2021

Labeler - kroger Company (006999528)

Registrant - TIME CAP LABORATORIES, INC. (037052099)

Establishment

Name Address ID/FEI Business Operations

MARKSANS PHARMA LIMITED 925822975 manufacture(41226-610)

Revised: 4/2024 Kroger Company
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