IBUPROFEN- ibuprofen tablet, film coated
Breeden Brothers, LL.C

Brown Ibuprofen Tablets

Drug Facts

22 words

Active ingredient (in each brown tablet)
Ibuprofen USP,
200 mg (NSAID)*

*nonsteroidal anti-inflammatory drug

Purpose

Painreliever/fever reducer

Uses

26 words

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
53 words

See carton for complete warnings (short label only)

See vial card for complete warnings (vial label only)

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

* hives

» facial swelling

* asthma (wheezing)

* shock

* skinreddening

* 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
74 words



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, 37 words

and stroke. These can be fatal. The risk is higher if you use more than directed or for longer than
directed.

Do notuse
24 words
* if you have ever had an allergic reaction to any other painreliever/fever reducer

* right before or after heart surgery

Ask a doctor before use if
57 words

* stomach bleeding warning applies to you

* you have problems or serious side effects fromtaking painrelievers 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
37 words

 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

13 words
* take with food or milk if stomach upset occurs

Stop use and ask a doctor if

89 words

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

¢ 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 70 words
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 (1-800-222-1222) right away.

Directions

67 words
¢ do not take more than directed
¢ the smallest effective dose should be used
e adults and children 12 years and over: take 1 tablet every 4 to 6 hours while symptoms persist
* if painor fever does notrespond to 1 tablet, 2 tablets may be used
* do not exceed 6 tablets in 24 hours, unless directed by a doctor
e childrenunder 12 years: ask a doctor

Other information
® 63 words
TAMPER EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING (short label only)
e TAMPER EVIDENT:DO NOT USE IF OUTER PACKAGE IS OPENED OR BLISTER IS
TORN OR BROKEN (blister package only)
store between 20°-25°C (68°-77°F)
avoid excessive heat 40°C (104°F)
see end flap for expiration date and lot number (carton only)
use by expiration date on package (vial card, vial label & label only)

Inactive ingredients

carnauba wax, colloidal silicon dioxide, corn starch, hypromellose, lactose 29 words
anhydrous, magnesium stearate, microcrystalline cellulose, polydextrose, polyethylene glycol, red iron
oxide, sodium starch glycolate, stearic acid, titanium dioxide

Questions or comments?

12 words
Call 1-800-426-9391 8:30 AM-4:00 PM ET, Monday-Friday
(or specific to customer’s labeling guide)

Additional Information:
» Change to version44-291.09 BBW1116
* In Legend Box update DF versionto 44-291.09

PRINCIPAL DISPLAY PANEL



Ibuprofen Tablets USP, 200 mg
Pain Reliever/ Fever Reducer

(NSAID)

NDC 70729-291-12

b+b
IBUPROFEN

100 Tablets

! S10vd DNYO IHOW HO4 HIH 1334

BIZLE NL 'Spusey
T ‘s
uapaaig fq ‘0

Drug Faets (continued)
® ctomach blssding waming applies b you
W you have a history of stomach problems, such as
ariburn Wy ae taking 2 d iuree
W you have high blood pressure, heart dismss, liver 1
cimhosis, kidney disease, asfma, or had a siroke
Ask 3 docter e pharmacist before use if you are
W under 3 doclor's caen o any sakous condlion W Eking
aspinin for heart ftack or shoke, because buprofen may
decrease this benefit ofaspirin @ taking any ot drug
Wiken using this prodeet —
W bk wi food or ik if stomach upset ocewrs
Slopuse and ask a doclor il Wyou experience any of The
following signs of stomach bleading: W feel faint
W have Bloady or Back stooks  mvomil blaod 1
I have stomach pain Sz does not get befler
B you have sympioms of heart probilems or stroke
mchest pa Wweikness in one part or side of body
Mg sweling  Wirouble breathi W slurrad speech
W pain gats worse or lsts mons than 10das e fsver gats
worsd of lasts more than 3 days M redness or swelling i
presintin thepainiul arm W2y new symploms appesr —
|1 pregaant or breasl-leeding, ask 2 hasih professional
bedore usa. I s especidly impartand nof fo use buprolen
during the kest 3 months of pregnancy nless definiiely
diracled 1o da 50 by & dactor becauise i may cause
probéems in fie unbom child or complications during
dedivery. Keep oul of reach of children. In case of ovendoss,
ged medical help or contacd a Paison Gontrod Canter
1-800-222-1222) right away.

Directions  wdonot take more than dinected

W the smallest effecive dose shoold be used

W aduits and children 12 years and over; faka 1 tablet evary
4 10 Bhours whis symploms parcest
Wif pain or fever does not respand fo 1 1able, 2 Eblats
may ba used EMdonct eceed 6 tablets in 24 hours,
unless Srecled by a doclor

B childven under 12 years: ask a dochor

Oitver informalion  mstore between 20-25T (B8-TTF)
W aveid exoassive heal 40T

ZLIGTALMIOND a2l0d

“ EUE_EEEEEE&E:EE__E
01 SPoEs 10 s oad aney nakm | asn &l
JaapR) B 0seIRl Uied B0 AUE O] LOgGoER
l sary nok om0 Aueflns wesy seye do sopEg by

.uE.
ey ebiu) Jog 10 pagsep uel sl n nok ) eyl 5 ﬁ__ mh ]
TEIE) B UB2 @591 'FHUIS PUE ‘BOR) LY YRR WERY J0 M5 AUl
asEan udst e g yey (B 2N pue jIegE ey
1 npod si1 Guisn djym SBD Aase SHULR 9904 0oFE G0
Iopeeym  [sEy0 0 wcdes agpdeg uumdse] sORsy
umdyrsauducy o voqdyisasd D e sonup a0 oE B
1 i uey) s eboo ey o wow nm  Bup poss
N 10 [juepdeocyue) Gumisy pond e ey a0 00 g ale wem
S ard Gupesg K0 S0 GIRWOE PRy MEYE ok g ety
N s aaum ey Bupes E@E&RHE&E e ‘grisN
e sumEue anped sy) cBupuses Guipaagg yoemeg
‘e by disy e
YOS PUP 350 doBs ‘SN0 uogaea e e |
sl ERE feuappEiuEE pousE
(buzeeym) peg=m  Gujgans FRE W SENYE
apnjou) few sweyduds uudse o Aliage sdosd u) Apmdsa
‘o aeas M| (B ausaas B aSNED KB usjoudng e Msagly

Shujiie

gy sa0npal Ageiodus)m
SIGUIUE o uped Jouny @ P00 LOWRLCD 213 W
APEJOCHE  SPEE]E  SdWER praSEWE
SAUIE JENOEL W el |

] anp sumd pue ssge sou sasel Aeiodus|E sas)

| isip AloguEyu-que [Bpoajsmi,
I songes samaj et wed " (oivsal B gz 2on) wpudng
| asoding (11qE) (g 4283 L) JusypauBu) aajjay

IBMISSIIN B0 N3NOHS S %) NN WIS ALY
DALNIH4NI A1 350 LOW 0O -LN301 A9 H3dAYL

Inachive ingrediemts camauba wax, colloidal sificon
diaxide, com starch, hypromalless, lacbosearhydrous,
magnesium simate, menooysidline celuinss,
potvdentmse, polyethylene |, red iron oxide. sodium
starch ghveobile, slearic e, Hlnlum dicide

Questions o commenis?
Call 1-800-435-5301 830 AM-4:00 PM ET, Mond

FE: |

g
2

NDC TOT2:0-284-12

m
E
L=
(-]
L]
a2 &
[
=g
-“_R
8 5
2 5
L
=

o
E 2
.m._m
=

<
Lo
e
®)
<
o
-
)

100 Tablets

Strength

NDC:70729-291
Basis of Strength
200 mg

IBUPROFEN

Item Code (Source)

HUMAN OTC DRUG

ORAL

Ingredient Name

Active Ingredient/Active Moiety
IBUPRO FEN (UNI: WK2XYI10QM) (IBUPROFEN - UNIEWK2XYI10 QM)

Product Information
Route of Administration

Product Type

ibuprofen tablet, film coated

IBUPROFEN




Inactive Ingredients

Ingredient Name
CARNAUBA WAX (UNI: R1I2CBMOEIZ)
SILICON DIO XIDE (UNI: ETJ7Z6 XBU4)
STARCH, CORN (UNI: 08232NY3SJ)
HYPROMELLO SE, UNSPECIFIED (UNII: 3NXW29 V3WO)
ANHYDROUS LACTOSE (UNIL 35S YSLH9 PMK)
MAGNESIUM STEARATE (UNIL: 70097M6130)
MICRO CRYSTALLINE CELLULOSE (UNIl: OP1R32D6 1U)
POLYDEXTROSE (UNI: VH2XOU12IE)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
FERRIC O XIDE RED (UNIL: 1K09F3G675)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856J3G2A2)

STEARIC ACID (UNIL: 4ELV7Z65AP)
TITANIUM DIO XIDE (UNIIL: 15FIX9 V2JP)

Product Characteristics

Color BROWN Score

Shape ROUND Size

Flavor Imprint Code
Contains

Packaging

# 1Item Code Package Description

1 IFZDC:7O729'291' 1in 1 CARTON

Product

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDAO075010

Labeler - Breeden Brothers, LLC (080131046)

Revised: 4/2018

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

Strength

no score
10mm

44;291

Marketing Start Marketing End
Date Date

05/24/1988

Marketing Start Date  Marketing End Date
05/24/1988

Breeden Brothers, LLC
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