LEADER AZO TABS URINARY TRACT ANALGESIC - phenazopyridine hydrochloride tablet
Cardinal Health

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

DRUG FACTS
Phenazopyridine Hydrochloride 95 mg

Purpose;

Urinary Analgesic

Uses
fast relief from urinary pain,burning,urgency and frequency associated with

urinary tract infections.
Do not exceed recommended dosage

Ask a Doctor before use if you have

kidney disease,
allergies to foods,preservatives or dyes,

had a hypersensitive reaction to phenazopyridine.

When using this product

stomach upset may occur,taking this product with or after meals may

reduce stomach upset,

your urine will become reddish orange in color.This is not harmful,but care should

be taken to avoid staining clothing or other items.

Stop use and ask a doctor if
if your symptoms last for more than 2 days
you suspect you are having an adverse reaction

to the medication.
If pregnant or breast feeding, ask a health professional before use.

Keep out of reach of children
in case of an overdose,get medical help or contact

a Poison Control Center right away.

Directions



Adults and children 12 and over; take 2 tablets 3 times daily with a
full glass of water,with or after meals as needed.
Children under 12 consult a doctor.

Do not use for more than 2 days ;12 tablets; without consulting a doctor.

magnesium stearate,microcrystalline cellulose.May also contain carnauba wax,
croscarmellose sodium,hypromellose,lactose,magnesium silicate,maize starch,pharmaceutical

glaze,polyethylene glycol,povidone,pregelatinized starch,sodium starch glycolate.
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Drug Facts

Active ingrezﬁenr Purpase
{in each tablet)

Ehanazopyriding Urinary -

fydrochlonide 95 mg.... Analgesic

Hechos Acerca Del Medicamento

Ingrediente Activo Propdsito
' {en cada fableta)
Hidracloruro da Anslgésica

_Fenazapiridina 95 m...... Urinaria

USE fest relict from wrinary pain, burning,
urgency and frequency 2ssaziated with urinary

Us0s aliio répida del dolor wrinario, ardor, urgenziay
lrecuencia 2300008 con las infecoionas del tractn nhnaric

fract infections

Warnings oo not excesd recommended dosage

Aigk 2 doctor hefore Lse if you lave m kidnzy
dizzase W allergies to faods, presarvalives or dyes
m Nad & Ny persensitve razcion to Phenieopyriding
When using this produst m slomagh upset may
aceur, taking this product with or aftar meals iy
reduce slomach upset

B your uring will become reddish-ornge in color.
This is not fiarmiul, bul care shauld be laken to
avaid staining clathing or othar items

Stop use and ask a doctar if

| yaur svmptoms last fer mare than 2 days

B y0u suspect you are having an adverss reaction
fiy the medication

Advertencias no exceda la dosis recomendaia

Mo lo use y consulte a un Médico si:

m usted fens enfermecad de (03 rifones W alergias a
ciertos alimentas, presenvativos o colorantes ® na tenido
aljuna reaccion de hipersensibilidas a la Fanazopiriding

Guanda use esle producto m pueds tener molestias
estumacales. temendo este producto durante o despuss dz
loz alimentos puede reducir lzs molestias estomacles
Wz arina cambiard 2 un color rojo anaranjady. csto no.es
anarenal, pero debe lener cuidats de na-manchar lz ropa

o otros objetos,

Deje de usarlo y consulte a un Médico si @ sus sintomas
duran mdis e 2 dias ® usted sospecha que dens ung
reacciin adversa al madicamenta

If pregnant or breast feeding, ask 2 health profas-

sional before use. Keep out of reach of children.

Si estd embarazada o lactanda, preguitz 2 un profesiong| de
Is salud antes de tomarlo. Manléngalo fuera del alcance de

Distributed By: Cardinal Health
Dublin, Ohio 43017
www.myleader.com

1-B00-200-6313
CIN 3318375

All Leader® Brand products are 100%
salislaclion guaranteed or return to
place of purchase for a full refund.

*This product is nol |||a||ular;?ured ar
distributed by Amerifit Hutrition, Inc., owners
of the registered trademark Azo Standard®.

NI

U‘ g6295011098M2



m -.;i:;al.: w j-lll UVETOOSE, g2l meocal I1EI[} aF caontack
a Poison Control Genlar right away.

Directions w dutts and children 12 and
aver: take 2 tablats 3 times daily wi
of water, with or aftar
B Children under 12; consull & doctor

fith & full glass

12als 35 neadad

l0s nifios. En gaso de sobradosis, obtenga encia medica
0 pangase en contact de mansra inmediata con ol Centro de
Control de Envenenamientos,

Instrucciones w Adultos y nifios mayores dz 12
anos: torme 2 tabletas 3 vecas al dia con un vasa de agua,
durznte 7 despugs de los alimentos. 3

B Do not use for mare than 2 days (12 tablels)
without consulting a dogtor

Other Information w tnis product can
interfere with lzboratory tests including urine, W

| Nifios menores de 12 afios: consultar a un dector

m No [0 use por mas de 2 dias (12 tablelas) sin consultar
a un Doctar
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Drug facts (continued)

Hechos Acerca Del Medicamento (cont,)

Jlucose (sugar), ind ketones tasts
B this product miy slain contact lensas

W long term administration ¢ Zrapyriding
HEI has induged neopla varge intesting)
ana rmice Civar), Althoug 1ciation batwesn
phenazapyrigin ydrochloride end human neaplasia
fas been raparted, adequate epidemialogical studies
along these ines have nal been conducieg,

W stora at room bemparature 15°-30°C (59°-36°F) in
& dry placz and pratect from light

Caution: da not use if cellophane is open or damaged

interferir con pruetas de labaratorio que inchuysr pruebas de
I orina, glucosa (azdcar) y prueoas de celenas

B 2802 producto puede manchar los lentes de contacts

W |3 administracidn a largo plaze dal Hidroclorura de Fe-
nazapiridina ha inducido nenolasias en rates (Intesting gruesz)
¥ en ratones (Migadao) Aungue na 52 ha reportado la asaciacion
entre &l Hidrocloruro de Femazopiniding ¥ neoplasias humanas,
na sz han llevado 2l caba fins epidemialtnizas adzcuados
relalivos a aste caso W gudrdese a tempsraiura ambients
18°-30°0(59°-B6°F) en un lugar seca v protéjala de la luz
Precaucian: no s use si el celofdn ha sido abierta o dafiado

Inactive Ingredients magnasium stearare,
micracrystalline cellulosa, May also contain camaoba
way, croscanmellose sodium, fypromellose, lzctose,
magnagiurm silicalz, maize stirch, pharmaceutizal
glaze, polyathylens glycol, povidone, pregalatinized

I 50dium starch glycolale.

LEADER AZO TABS URINARY TRACT ANALGESIC

Ingredientes inactivos eswesratn de magnssic,
celulosa microcrstaling. También puede contener cera de
carnaub, croscarmelesa de sodio, Ripromelosa, laztosa,
silicato d2 magnesio, almidon de mafz, esmalte farmacautice,
polietilenglical, povidona, almiddn pregelatinizade, glicolata de
almiddn de sodin. REV 4/09 RELDR

phenazopyridine hydrochloride tablet

Product Information
Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:37205-308

Ingredient Name Basis of Strength Strength

PHENAZOPYRIDINE HYDRO CHLORIDE (UNII: 0EWG668W17) (PHENAZOPYRIDINE - PHENAZOPYRIDINE 95 mg
UNIE:K2J09EMJ52) HYDROCHLORIDE

Inactive Ingredients

Ingredient Name Strength

MAGNESIUM STEARATE (UNIL: 70097M6130)

CARNAUBA WAX (UNI: R12CBMOEIZ)

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)

LACTOSE (UNIL: J2B2A4N98G)

MAGNESIUM SILICATE (UNIL: 9B969 1B2N9)

Product Characteristics

Color red Score no score

Shape ROUND Size 7mm

Flavor Imprint Code CPC64;A5

Contains



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:37205-308-01 1in 1 CARTON
1 NDC:37205-308-64 32 in 1 CELLO PACK

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 11/05/2004

Labeler - cardinal Health (097537435)

Registrant - Reese Pharmaceutical Co (004172052)

Establishment
Name Address ID/FEI Business Operations
Reese Pharmaceutical Co 004172052 relabel, repack

Revised: 1/2011 Cardinal Health



	DRUG FACTS

