GREEN GUARD IBUPRO RELIEF- ibuprofen tablet, film coated
Unifirst First Aid Corporation

Green Guard — UNIFIRST FIRST AID PRODUCTS
Drug Facts

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

*nonsteroidal anti-inflammatory drug

Purpose

Painreliever/fever reducer

Uses

Temporarily relieves minor aches and pains associated with

headache
toothache
backache
menstrual cramps
common cold
muscular aches
minor arthritis pain

Temporarily reduces fever.

Warnings

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

hives

skin reddening
asthma (wheezing)
facial swelling
rash

shock

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

Do notuse
® 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

you have problems or serious side effects from taking painrelievers or fever reducers
stomach bleeding warning applies to you

you have a history of stomach problems such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, or kidney disease

you have asthma

you are taking a diuretic

Ask a doctor or pharmacist before use if you are
® taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
® under a doctor's care for any serious condition
® taking any other drug

When using this product
® take with food or milk if stomach upset occurs
® the risk of heart attack or stroke may increase if you use more than directed or longer than directed

Stop use and ask a doctor if
® you experience any of the following signs of stomach bleeding:
s feel faint
s vomit blood
® have bloody or black stools
® have stomach pain that does not get better
® pain gets worse or lasts for more than 10 days
s fever gets worse or lasts for more than 3 days
® redness or swelling is present in the painful area
® any new or unexpected symptoms occur
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 specifically 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
= do notuse more than directed
s the smallest effective dose should be used
® do not take longer than 10 days, unless directed by a doctor (see Warnings)

Adults and children: (12 years and older)

Take 1 tablet every 4 to 6 hours while symptoms persist. If pain or fever does not respond to 1 tablet, 2
tablets may be used.
Do not exceed 6 tablets in 24 hours, unless directed by a doctor.

Children under 12 years:



Do not give to children under 12 years of age.

Other information

® read all product information before using
store at 68-77°F (20-25°C)

avoid excessive heat 40°C (above 104°F)
tamper evident sealed packets

do not use any opened or torn packets

Inactive ingredients

carnauba wax*, cellulose*, colloidal silicon dioxide*, corn starch*, croscarmellose sodium®*,
hypromellose*, iron oxide red*, lactose*, magnesium stearate, microcrystalline cellulose,
polydextrose*, polyethylene glycol, polyvinyl alcohol*, povidone*, pregelatinized starch*, silica*,
sodium lauryl sulfate*, sodium starch glycolate*, stearic acid*, talc*, titanium dioxide, triacetate*,
triacetin*®

*may contain

Questions or comments? 1-800-869-6970
100R Green Guard Ibuprofen I.abel

Ibupro relief

Compare active ingredient to Advil®
Green Guard®

Pull Out

Ibuprofen 200 mg/Ibuprofeno 200 mg
Pain Reliever/Fever Reducer (NSAID)
Alivia el Dolor/ Reduce la Fiebre (AINE)
Advil® is a Registered Trademark of Pfizer Consumer Healthcare
125 packets of 2 Tablets

250 Tablets

Order# 2251

Distributed by Green Guard®

St. Louis, MO 63045
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Informacién del medicamento (continuacion)

Informacion del medicamento (continuacion)

No se administre

W si ha presentado akguna vez una reaccitn alérgica a cuaquier
oo producto gue divia el dolorreduce |3 fiebre

m inmedatamente anles o despuds de una cirugla del corazon

Ghimas: 3 meses del embarazo, a mencs que & mbdioo asi se o
haya espacificado, ya que esio pudiera causar problemas a la
criatura que esia por nacer o fraer complicaciones durante el
parto.

Consulte con un médico antes de consumirlo, si

W |a adveriencia acarca del sangrada estomacal debe apicarse
15U Casn

W tene anecadentes e problemas estomacales tales como
acidez estomacal

W Bene [ presiin sanguinea alta, enferrnedad del cosaztn,
cirmesis del higado o enfermedad de los rilones

m esta tomanda un divnélico

W prasanta problemas o graves elecios secundarios al lomar
medicamentos para alivier el dolor o para reducir |a fiebre

W padece de gs=ma

Mantenga este y todos los medicamentos fuera del alcance
da bes nifos.  En caso de acunir una sobredosis obtenga
inmediata alencion médica o llame a un cenbo de control de
emenenamiento (Paiscn Contral Centar]

Indicaciones

o o s¢ debe exceder ka dosis de consume rcomendada

m debe consumirse la menor dosis efectiva

W no debe consumirse par mas de 10 dias, a menos que el
midice asi ly seiale (ver las Adverlencias)

Consulte con su midico o farmaceuta antes de

administrario, i usted estd

W fomandz aspirina a causa de un ataque al corazdn o un
ataque cerebral. ya que e ibuprofeno pudiera desminuir gl

Aduiltos y nifas: Tome 1 tableta cada 4 a 6 horas mentras
{de 12 afos y persislen ks sintomas. Siel dokorola
mayores) fiebee no nespanden con 1 1ableta, puede

cangumr 2 [ablatas. No consuma mas de
6 tablatas en 24 horas, & mencs Gue el

W pudiara aumaniar el fiesgo da sulrr un atague & corazdn o
cenebro-vascular si consume més o por més tiempo de ks que
eshé indicada

W ingiera almentos o leche & se presenta malestar estomacal

beneficio de |2 aspiina miédico lo sefale.

W fomanda cualquier olra medicing - i .

W s encuenira bajo cuidado médico debido a un estado de :‘;wm“ :ﬁn::;:hmmsmmmdau
salud grave . -

Al consumir este medicamento Otra informacion

M |23 toda |a informacian del producto antes de consumirlo

m aimacenamiento: Consérvese a lemperalura de 86-TTF
(20-25°C)

W ewvite el calor que exceda de 104°F (supenor a 40°C)

Deje de tomar este productn y consulte con el médico si
W se presentan cuakjuiera de los siguientes sinfomas de
sangrado estomacal:
e sienie desmayar @ vomita sangre
W 5u excremanto conliens sangre o ana un aspecio negro
W ligne doker estomacal gue no megons
o & dokor empeora o perdura por mas de 10 dias
M |a fiebre empeora o perdura por mas de 3 dias
m aparece &n |a parle adolonda enrcjecimiento o hinchazdn
W EpArECe cualquier sintoma nueve:

' pagueles con sellado evidents
W N0 USE Ningln paguete abierto o retg

Ingredientes inactivos cera de camauba® calulosa®,
didxido coloidal de sikcio®, dmidon de maiz®, croscaramelosa
sédica”, hipromelosa®, Swddo de hierra rojo”, lacioea®, eslearalo de
magnesio, celulosa microcristaing, polidexirosa®, poliefineiglicol
alcohal polvinilice, povidana®, almiddn pregelainizada®, silce®,
lainlsulfalo sbdica®, akniddn gheolal stdica”, dcido estharies”,
faloo®, ditwida de fitanio, tiacetaln”, tiacefing”

5i estd embarazada o en periodo de lactancia, consulie la
opnkdn e un medico antes de consumin esie products. Es sobre
tode importante que no 58 consuma ibuprofenc durante os e

* pudiera canfener

T
¢ Tiene alguna pregunta o comentario? Lizme

al 1-800-858-570

Ibuprofen 200mg/lbuprofeno 200mg

Pain Reliever/Fever Reducer (NSAID)
Alivia el Dolor/Reduce la Fiebre (AINE)

Advil® is a Registered Trademark of Plizer Consemer Healthzare

125 Packets of 2 Tablets

250 Tablets
Order #2251

CONSERVE LA CAJA PARA OBTENER LA INFORMACION COMPLETA DEL PRODUCTO . :
' ' Distributed by Green Guard®, St Louis, MO 63045
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Drug Facts

Active ingredient (in each tablet)  Purpose
Ibuprofen 200 mg (NSAID®).................Pain relieverfever reducer
*nongtercidal antl-nflamematory drug

Uses

Temporarily relieves minor aches and pains associated with
m haadache W toothachs m backache
mmensirusl cramgs. @ common cold | @ muscular aches

W minor erthitis pain

Temporarily reduces fever,

Warnings

Allergy alert: lbuprofen may cause & sev
aspacially in pecple alergle 1o aspinin, S
o hives = shin reddening W asthma |
Wfacid swaling Wrash  Wshock  Wblsies
If an allergic reaction occirs, siop use and seek medical hel right
WY,

allerpic raaction,

Stomach bleeding warning: This produs! contains an NSAID,

which may cause severe siomach bleeding, The chance is higher

if you:

W ar age 6 or oider

' have had stamach ulzers or bleeding problems

M take a bioad thinning (anticoagulant) or staroid dng

m take ofher drugs contaming prescripbon or nonprescription
MSAIDs (aspinin, ibuprafen, napraxen, or athers)

W have 3 or more aleoholic drinks evary day wh
product

W take mare or for a longer ime then directed

sing this

Do not use

mif you have ever had an allergic raaction o any ofher pain
refeveriever reducer

W right before o after hean surgery

Ask a doctor bafore use if

W stomach bigeding warning applies 1o you

® you have & history of stomach problems such s heartbum

' you have high blood pressure, hearl disease, liver cirthosis, or
kidnay disease

W you are tahng & di

W you have problems o

tic

sarows side effects from taking pain
rekevers of fever reducers

-'fDII have asthma '

Drug Facts (confinued)

Ask a doctor or pharmacist before use if you are

m taking aspirin for heart itack or stroke, because ibuprofen may
decraase this benefit of aspiin

m Laking 2

m under a docler's care for any serious condifion

‘When using this produst

' thie risk of heart atlack or strcke mary increase if you use mane
than direcied or longer than directed

m take with food or milk if stomach upsst occurs

Stop use and ask a docter if

W you experience any of the following sigrs of stomach bleeding
 feel fai m vomid biocd
L1 bioody of black stools
® have stomach pain that does not get betier

W pain gels warse or [asts for mona than 10 days

' faver gels worse of lasts for more than 3 days

' redness or sweling is present in the painful area

W any new o unexpecied symploms oocur

If pregnant or breast-feeding, ask a health professional befone
use, i is especially important not o use ibu an during the last 3
manths of pregnancy unless specifically di o da =0 by a
docior because L may cause probsems in the unbam child or
complications dusing dedvery

Keep out of reach of children. In casa of overdess, get medical
hizlg o contact a Posson Control Canter rght away

Drug Facts (continued)

Other information

m read al product information before using
tore &l 68-77°F (20-25°C)
B avoid excessive heat 104°F [above 40°C)
m tamper evident sealed packats

m do nat wse any opened or fom packets

Inactive ingredients

camauba wax*, celulose®, colloidal siicon dioxide®, cam st crogcamelose sodum®,

iron codde red®, lactose®, magnesium steerete, microcrystaline calulose,

polyethylene glycod, polyviny] slcohol®, povidone®, pregelstinized starh”, slica”. sodium
launyl sulfpte®, sodum starch giycolate®, stearnic acid®, talc®, titanium dioxide, viscatate®, frigcetin®

*may contain

Questions or comments? 1-B10-863-6470

Informacion del medicamento

Propiedad

Ingredientes activos (en cada tableta)
T —— .. Alivia al dalorireduce la fisbre

Ibuprafana 200 ma (AINET) ........

*medicamenio antinfiamatona no esterciden

Directions

m do not ise more than directed

o the smallest effective dose should be used

W do not take longer than 10 days, unless direcked by a dactor
{see Wamings)

Adults and children: | Take 1 tablet every 4 o & hours while
{12 years and older) | symploms persad. IF pain o fever does
ot respond 1o 1 tabled, 2 ablets may be
used, Do not ewceed 6 tablets in 24

hours, uniess drected by a doctor,

Children under 12 Do not give o childnen under 12 years
years: of age.

("
L

Usos

Alivia temporalmente leves malestares y dolores a los que se les asocia con

W dolor de cabeza @ dolores dentales W dobor de aspalda m dolores menstruales
mresfriado comin W dolores musculares  m leves dalores de arlrilis

Reduce |a fiebre de manera temparal.

Advertencias
Alerta sobre las alergias: el buprofeno pudiera producir una severa reaccion akérgica, scbretodo

&N personas que son alérgices & la aspiring;
W urticara Wanrojscimiento da fa pial W asma (respiracion con silbida)
m hinchazén facial - memnpcitn m shock u ampollas

Si 5e presanta una reacciin alérgica, de inmedisto suspenda su consuma y obtanga atencién medica

Advertencia acerca del sangrado estomacal; Este producio contiene un medicamento
entiinflamztario no esteroides (AINE), &l cual pudiera causar sangrado eslomacal. Las posibildades
de Qua ocurra asio aumantan si:
m tigne Iz edad de 60 o mas afas
B 5i ha fenido (ceras esfomacales o problemas de sangrado
W lorma medicamantas para of adelgazamients da |3 sangre (anftoagulanies) o eshamides
® foma olras medicnas, con o sin receta médica, que condenga un AINE [aspiina
IELIF[D“EHD. naproxeno, u olnos|
W loma 3 0 mas babidas alcohdlicas diadameante meantras consurme esle producl
W 51 58 CONSUME MAS 0 por mas tiemgo de lo indicado »

GREEN GUARD IBUPRO RELIEF
ibuprofen tablet, film coated

Product Information

Product Type HUMAN OTC DRUG LABEL

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Ibuprofen (Ibuprofen) Ibuprofen

Inactive Ingredients

Ingredient Name
CELLULOSE, MICRO CRYSTALLINE
CROSCARMELLOSE SODIUM
MAGNESIUM STEARATE
POLYETHYLENE GLYCOLS

Item Code (Source)

Basis of Strength

NDC:47682-029

DEA Schedule

Strength
200 mg

Strength




POLYVINYL ALCOHOL
SILICON DIO XIDE
STARCH, CORN

TALC

TITANIUM DIO XIDE

Product Characteristics

Color white (white) Score no score

Shape ROUND (ROUND) Size 10mm

Flavor Imprint Code 115

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:47682-029-48 125 in 1 BOX, UNIT-DOSE

1 NDC:47682-029-99 2 in 1 PACKET

2 NDC:47682-029-33 50 in 1 BOX, UNIT-DOSE

2 NDC:47682-029-99 2 in 1 PACKET

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
ANDA ANDA091237 06/25/2012

GREEN GUARD IBUPRO RELIEF
ibuprofen tablet, film coated

Product Information
Product Type HUMAN OTC DRUG LABEL Item Code (Source) NDC:47682-0 14

Route of Administration ORAL DEA Schedule

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
Ibuprofen (Ibuprofen) Ibuprofen 200 mg

Inactive Ingredients
Ingredient Name Strength
CELLULOSE, MICRO CRYSTALLINE
HYPROMELLO SES
LACTOSE
MAGNESIUM STEARATE
POLYDEXTROSE



POLYETHYLENE GLYCOLS

POVIDONE

SILICON DIO XIDE

SODIUM STARCHGLYCOLATE TYPE APOTATO
STARCH, CORN

STEARIC ACID

TITANIUM DIO XIDE

TRIACETIN

Product Characteristics

Color white (white)

Shape ROUND (ROUND)

Flavor

Contains

Packaging

# Item Code Package Description
1 NDC:47682-014-48 125 in 1 BOX, UNIT-DOSE

1 NDC:47682-014-99 2 in 1 PACKET

2 NDC:47682-014-33 50 in 1 BOX, UNIT-DOSE

2 NDC:47682-014-99 2 in 1 PACKET

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDAO075139

Labeler - unifirst First Aid Corporation (832947092)

Revised: 9/2012

Score
Size

Imprint Code

Marketing Start Date

12/30/2008

no score
10mm

44,352

Marketing End Date

Marketing Start Date  Marketing End Date

Unifirst First Aid Corporation
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