IBUPROFEN- ibuprofen capsule, liquid filled
BJWC (Berkley & Jensen / B)'s)

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:
o headache

muscular aches

minor pain of arthritis

toothache

backache

the common cold

menstrual cramps

temporarily reduces fever
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Warnings

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

e 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:

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

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 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 or asthma

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

e the risk of heart attack or stroke may increase if you use more than directed or for
longer than directed

Stop use and ask a doctor if

e 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

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

O 0O O 0O O O o o

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use ibuprofen
during the last 3 months of 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
right away.



Directions

e do not take more than directed

e the smallest effective dose should be used

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

e children under 12 years: ask a doctor

Other information

e each capsule contains: potassium 20 mg

e read all warnings and directions before use.

e store at 20° - 25°C (68°- 77°F)

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

Inactive ingredients

FD&C blue #1, gelatin, pharmaceutical ink, polyethylene glycol, potassium hydroxide,
purified water, sorbitan, sorbitol

Questions or Comments ?
Call toll free 1-800-934-1204 Monday-Friday 9AM-5PM EST

Principal Display Panel

Compare to the active ingredient in Advil® Liqui-Gels® t
IBUPROFEN LIQUID SOFTGELS**

Ibuprofen Capsules, 200 mg

Pain reliever/ fever reducer (NSAID)

**(LIQUID FILLED CAPSULES)

Do not use if tamper-evident seal under bottle cap imprinted with "SEALED
for YOUR PROTECTION" is broken or missing.

tThis product is not manufactured or distributed by Pfizer Consumer Healthcare, owner
of the registered trademark Advil® Liqui-Gels ®

Product Label



1/
21/60 #nay 07810081 @‘

a/8-a1d
8 88670°00345™" ¢

aleq "0
vV3dVv 3344 AdOD |
Y0z5-vE00R-s cuonserd O 0K S AU spge

skem Auew auy Jo auo isnl s
‘aajuelens) yoeg-Lauol %0071 © LM
$3U09 janpoid uasuar fapyag Aiang

*a8185-INDI ¢l APY Y/EwWspel) pasaisifal
AU J0 JOUMO ‘aJBIU)BAH JALLNSUQY Jazlld KQ PAINGUISIP JO PRINiIBIUEW 10U S119npoid SIyLy

(|8qe| Japun panupuod) spae4 Ginig

fuafiins preay Jaye Jo aiojaq Jyblum  saanpal Janay/sanaljal uied

J3U10 Aue 0} uoiaeal 21Bia||2 UB ey JaAs BBy NOA )M  8sN Jou o

pajoallp uey} awn Jafuoj e Joj 10 80w ayer M Janpoud siy) Buisn

31y Aep £13A3 SYULP JIOLODE S10L 10 € 3iey M [s18yj0 1o ‘uaxoideu ‘uajordng!
‘updse] sgiygn uonduasaiduou Jo uonduasaid Bujuieuoa sbnip sayio axeym - Bnip
pioJals o (Jueinbeoajue) Buiuuiyl poojq e ayel M swa|goid Guipasiq Jo SI83jn YIeLIOLS
Pey aney W 1apjo Jo 0g abe asem  :noA yrJaybiy Si aoueya ay “Buipaa|q yaewos
313A8S asnea flew YAIYM ‘@|YSN e sureuod 1anpod siuy) :Bujusem Guipasig ydewolg
“Reme 3By djay [BaIpaw Xass pue asn dois ‘SINa20 uonIeal Jibig|e ue )|

Sl yse/m  Guuapparusm  Yoousm

(Buizeaum) pwyjsem  Buyjams [eoeym  SaAly W

:apnjaul few swojduwAg “updse o}

9163y ajdoad vl A)[e1adsa ‘uoaea) aiBalle aiznes & asnea Aew usjosdng| :uaje Asally
shuiuiepm

13A8) saonpal Ajueiodws) m
sdwesd [ennsual m

T8ST0 YW ‘UBnoiogisam
BANQ Y2IBASAY GT

aniQ ajesajoum s,rg :Aq painquisig

D09 LOWLWO) 3y} aLoByORq W
3yIeLI00 SPUYLE J0 Ujed Joujw m
Sayoe JEnasn m ayepeay m
:0},np SUEd pue Say2e Jou|L Sa8)je) AjLIElodws) m
sasy)

Bn.p AI0JBWLEJUI-U [BPIDI3ISUOL.
(3/es wnisseiod pue pioe aal} au) Se _Sme&
130NpaJ Janay/ianaljal uieg ™, (I¥SN) usjoadngi Bu ooz 03 [enba ugjoidng) pazyignios

asoding (ainsdea yaga uy) Juaipasbiu anjay
spoe4 bnig

Drug Facts (continued)

Ask a doctor before use if m the stomach bleeding warning
appliestoyou  myou have wac_mam or serious side effects
from taking pain relievers or fever reducers myou have a
history of stomach problems, such as heartburn  m you have
high blood pressure, heart disease, liver cirrhosis, kidney
disease or asthma  m you are taking a diuretic

Ask a doctor or pharmacist before use if you are mundera
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 m take with food or milk if stomach
upset occurs  m the risk of heart attack or stroke may
increase if you use more than directed or for longer than
directed

Stop use and ask a doctor if

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

m pain gets worse or lasts more than 10 days

m fever gets worse or lasts 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. Itis especially important not to use ibuprofen during the
last 3 months of 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
m do not take more than directed
m the smallest effective dose should be used
m adults and children 12 years and over:
m 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
m do not exceed 6 capsules in 24 hours, unless directed by a
doctor
m children under 12 years: ask a doctor
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**(LIQUID FILLED CAPSULES)

LIQUID SOFT GELS**
IBUPROFEN CAPSULES, 200mg
PAIN RELIEVER/FEVER REDUCER (NSAID)
240 capsuies | 200mg eacH

IBUPROFEN

(ompare foihe
active ingredient in
Advil Liqui-Gels™

Other information meach capsule contains: potassium 20
mg mread all wamnings and directions before use. m store at
20° to 25°C (68° to 77°F) mavoid excessive heat above 40°C
(104°F). Protect from light.

Inactive ingredients FD&C biue #1, gelatin, pharmaceutical
ink, polyethylene glycol, potassium hydroxide, purified water,
sorbitan, sorbitol

Questions or comments?
Call toll free 1-800-934-1204 Monday-Friday 9AM-5PM EST
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Product Information
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NDC

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL
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Route of Adm

Active Ingredient/Active Moiety

Strength

200 mg

Basis of Strength

IBUPROFEN

t Name

Ingredien
IBUPROFEN (UNIl: WK2XYI10QM) (IBUPROFEN - UNII:\WK2XY110QM)

Inactive Ingredients

Strength

Ingredient Name

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

GELATIN (UNIl: 2G86QN327L)




POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POTASSIUM HYDROXIDE (UNIl: WZH3C48M4T)

WATER (UNIl: 059QFOKOOR)

SORBITOL (UNIl: 506T60A25R)

SORBITAN (UNII: 6092ICV9RU)

Product Characteristics

Color blue Score no score
Shape CAPSULE Size 19mm
Flavor Imprint Code IB200
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:08391-199- 4 i 1 BOX 05/15/2013 05/15/2024
1 240 in 1 BOTTLE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA078682 05/15/2013 05/15/2024

Labeler - swc (Berkley & Jensen / BJ's) (159082692)

Revised: 10/2022 BJWC (Berkley & Jensen / BJ's)
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