IBUPROFEN- ibuprofen capsule, liquid filled
MARC GLASSMAN, INC.

1185A-MAR-2025-0714
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

= 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:

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

= stomach bleeding warning applies to you

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

®= 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

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

B you have symptoms of heart problems or stroke:



B chest pain
W trouble breathing
B weakness in one part or side of body
M slurred speech
H leg swelling
W pain gets worse or lasts more than 10 days
W fever gets worse or lasts more than 3 days
W 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
B do not take more than directed
Bl 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
H do not exceed 6 capsules in 24 hours, unless directed by a doctor

B children under 12 years: ask a doctor

Other information

= each capsule contains: potassium 20 mg
read all warnings and directions before use
store at 20-25°C (68-77°F)

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

Inactive ingredients

ammonium hydroxide, FD&C green no. 3, gelatin, iron oxide black, medium chain
triglycerides, polyethylene glycol, potassium hydroxide, propylene glycol, purified water,
shellac, sorbitan monooleate, sorbitol sorbitan

Questions or comments?



1-844-705-4384

PRINCIPAL DISPLAY PANEL

Marc's

NDC 68998-185-03

tCompare to the active ingredient in Advil® Liqui-Gels ®
Ibuprofen

Capsules, 200 mg

PAIN RELIEVER / FEVER REDUCER (NSAID)

Actual Size

80 SOFTGELS**

**Liquid Filled Capsules



INK AND COATING FREE

FOR LOT AND

EXPIRATION STAMPING
6LIEL 2N E

L

LETHYREOWSELLY

S

0
INISSIIN ¥ NIAOUE S1 4vD _

ﬁ
L HIOHN T3S OALNIHANI 91 350 LON 00

@B BIARY 12 RANID
YD AP AR 8 PSS ATSS 100 1 1eposd Bl

|

NDC:68998-185

Stoenach bleeding warning: This procuct contains an

NSAD, which may cause severs stomach bleeding. The

chanca i higher if you

| arp age B0 or older

w have had stomach wicers of bleeding problems

Wtk a bloced tinning [antbicoagulant of sterid drug

m take odher drugs conaining presceiption or
nonprisciption NSADS [sspen, buprcten, naprosin,
or others]

= have 3 or more alooholc drinks every day while
uing this product

u take more o for a longer time than direced >

® you experisrceany of the following signs of
siomachbleading  m feel faint = vomit blood
 hver bloody or black stooks
W harver shomach pain that does nol gel beller

m you by symphoms of heart problems or strol:
u chest pan » roubls breathing
W ik in oné part or sidi of body
maumedspeech  wlegswelling

B pan Qs worsh o kst mone than 10 days

w fever gets worse of lasts morg than 3 danys

o rpdness of swelling is present in the painful area

W amy new Symploms appear

v

READ AND KEEP CARTON FOR COMPLETE _ : - 1 _—
_ WARH BIGS AND INFORMATION _ Drug Facts (continued) | ['Brug Facts eontinued) _ 2 Mﬁ o o) @
| | Hoartattackand stoke warning: NSuDs excest N ) _ [ & 88 = 5
Drug Facts I | aspirin, increass the risk of heart attack, heart failure, and | | pregnant or breast-feeding, 2sk a health professionsl L o o o
Active inaradient P | stroke, These can be fetal The fisk is higher i you use ! | before usa. It is especially important not touse Ruprofen i "y mw O z W.
hn __.w..ui Ja 0rpose | | | ;o than divected or forlonger than diected, || meskscr et in peegnancy unlss dofrtely drected | | = N = o
(in each capsiile) ) | [ Bomotuse wityouhave everhad o sterge ! | 109050 by a doctor because it may cuss peobiems in he I % Be - bt
Sclubilioed uprolen soued Poiyllovst | reaction 1o any other pain reeverTever reducer | ] ribodm child o complcatans during dedvery, 2 23 % m ]
200 mg ?i&n.:.ﬁ..ﬁ__ [Finvied reducer | ' right bekore o r heart surgery - Keeep out of reach of childnen. b case of avesdose, get |2 Wﬁ = S =
(pressent as:the free acid and potassum salt) N Sefors use T | [redal belper contacta Foison Gontd Center sight 1= E& 2 1S w
*nonsternidal en-inflamenatory dnug et ; avay, (1-800-222-1222) m.m 9 EE o
| | w stomach bikeding wareineg applies to you ' — | o fw £
Uses ] = you have problims o serious sid effects from | Directions = do not take mere than directed ' m r o = o
B beanporanily rebins minor sches and paing due b | taking pain relevers of lever rediatars '  the smallest efeclive dose should be wsed | 5 o - =1
u headache wipothache  m backache v | wyouhave ahisiory of stomach prebiems, such ssheartum | | | w aduits and children 12 years and over: take 1 capaue ' £ wu H
w et cromps. W thecommen cold | ® you have high blood pressure, heart disease, lver . eveny 4 10 6 hours whils symiploms persist | W
n muscular aches ®minor pain of artheitis ' carrhios s, kidniry deseass, asthma, of had a stroke | i pain or fever does nof respond 1o 1 capsule, . w
u temporarily reduces fever | | = you are taking a diwetic : 2 capsules may be used | ~
Wamings _ 7isk 2 docior or pharmacis! belore use 1T you are | |= ﬂi;ﬁﬁnmﬂ&:ﬁ.:ﬁ s, unless directid i U &
W under & doCAor's G For any Senous condition - adoclor
Wuﬂhdl.a _.Eunwaqﬁqwﬂw..wnuhaﬂ.ﬂ_fﬁ ) wtaking Eﬁ;iﬁiﬁnﬁﬁzﬁdﬁ_ because | | m chiktrenunder 12 yoars: sk a doctor ' W
Symotoms may include- i3 _ Buprodee may decredss this benefi of aspita | | other information ! o
whivis  ® facial sweling W asthina (wheesing) _ 1 taking any ofher g o | = exch capsule containg: potassiom 20 mg I e
mshock Wgknreddening ®rash  m blisters " When using this preduct | = readall warnings and drectioes before uss. Keep carton. ' — =
H an alergic reaction occurs. stop use and seek medical | | | tzke wih food or milkif stomach upset ocaurs v store ot 2025°C B9-17F) | =
hetlp rght awy. : Stop use and ask & doctor if | m avoid axcessive haat abow S0°C (104°F) i o
| . |
_ _ [
i _ i
i _ i
i | i
i _ i
" | .

sa|nsdeg pajiid pinb,.
«5713921408 08

2IpU| Ul 8poky

CElvy HO PUD|ASD 188005 YI0TL 15884
DU TUDWISED 20 IAQ POINQLIISIa

o
-
20
=
O
—y
@
=

| (QrvsN) ¥3ona34 ¥3A3 / ¥aAINEA Nivd

Inactive ingredients  snmenium bydrnde,
IFD&C green no. 3, gelating iron cxide black, medium chain
trighcerides, polyetylent ghycol, polassium hydronide,
peopylene ghycol, purified water, shellac, sorbitan
monookaate, sorbiol Sobitan

Questions or commenis?
1-844-705-8354

Marcs.

7))
- |
W
O
T
i
O
D
o
o

IBUPROFEN

ibuprofen capsule, liquid filled

Product Information

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

Route of Administration




Active Ingredient/Active Moiety

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

Inactive Ingredients

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

Product Characteristics

Color green Score

Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description
NDC:68998- :

1 185-03 1in 1 CARTON

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

Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDAO079205

Labeler - MARC GLASSMAN, INC. (094487477)

Revised: 7/2025

Basis of Strength  Strength

IBUPROFEN

200 mg
Strength
no score
19mm
133

Marketing Start Marketing End

Date
09/01/2017

Marketing Start
Date

09/01/2017

Date

Marketing End
Date

MARC GLASSMAN, INC.
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