AZO URINARY PAIN RELIEF MAXIMUM STRENGTH- phenazopyridine
hydrochloride tablet
i-Health, Inc.

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.

AZO Urinary Pain Relief Maximum Strength
Active ingredient (in each tablet)
Phenazopyridine Hydrochloride 99.5 mg
Purpose

Urinary tract analgesic

Use Relief from urinary pain, burning, urgency and frequency associated with urinary
tract infections.

Warnings
Please read insert for important precautions.

Ask a doctor before use if you have

e kidney disease

e allergies to foods, preservatives or dyes

e had a hypersensitive reaction to Phenazopyridine Hydrochloride

Do not useif you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency unless
approved by your physician.

When using this product

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

e 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 doctor if
e your symptoms last for more than 2 days
e you suspect you are having an adverse reaction to the medication.

If pregnant or breastfeeding,ask a professional before use. A pregnancy test
and consultation with a health professional if pregnancy is confirmed is
recommended prior to use.

Keep out of reach of children. In case of an overdose, get medical help or contact a
Poison Control Center right away.

Directions

e Adults and children 12 years and older: Take 2 tablets 3 times daily with or after
meals as needed for up to two days. Take with a full glass of water. Do not use for
more than 2 days (12 tablets) without consulting a doctor.



e Children under 12: Do not use without consulting a doctor.

Other Inf ormation

e This product can interfere with laboratory tests including urine, glucose (sugar), and
ketones tests

e This product may stain soft contact lenses and other items if handled after touching
tablets

e Store at room temperature (59-86 F) in a dry place and protect from light.

Tamper evident: Product is sealed within blisters. Do not use if any part of the blister
is torn, open or damaged.

Inactive ingredients carnauba wax, croscarmellose sodium, hypromellose,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone,
pregelatinized corn starch. May also contain corn starch.

Distributed by i-Health, Inc., 55 Sebethe Drive, Cromwell, CT 06416

Made in India. Size and color of tablets may vary.

For questions, concerns, or to report an adverse event, call (800) 722-3476
AZO Urinary Pain Relief ®and OWN YOUR DAY™ are trademarks of DSM.

Informacidon y instrucciones en Espanol adjuntas

visit www.azoproducts.comto read customer reviews

AZO

Urinary Pain Relief ®

MAXIMUM STRENGTH

Urinary Pain Relief Tablets

Active ingredient: Each analgesic tablet contains Phenazopyridine Hydrochloride 99.5
mg.

Fast relief of urinary discomfort including common urinary tract infection
symptoms: Urinary pain, burning, urgency and frequency.

URINARY TRACT INFECTION (UTI)

Symptoms of urinary discomfort may indicate a urinary tract infection. If you
experience symptoms such as urinary pain, burning, urgency and frequency, you need
to call your doctor to get diagnosed and obtain a prescription to treat the infection.

W hile you wait to get to the doctor and for the prescription to begin to work, you can
get fast, symptomatic relief with AZO Urinary Pain Relief Maximum Strength.

WARNINGS

Ask a doctor before use if you have:

e liver or kidney trouble

e allergies to foods, preservatives or dyes

e had a hypersensative reaction to Phenazopyridine Hydrochloride



Do Not Use:

if you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency unless approved by
your physician.

When using this product

e stomach upset may occur. Taking with or after meals may reduce stomach upset.

e 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 using ths product and ask a doctorif you think you may be having an adverse
reaction to the medication or if your symptoms last for more than two days.

If you are pregnant or breastfeeding, ask a healthcare professional before you use
this product. A pregnancy test and consultation with a health professional if
pregnancy is confirmed is recommended prior to use.

Keep this medication out of the reach of children.
In case of an overdose, get medical help or contact a Poison Control Center right away.
DIRECTIONS

Adults and children 12 years and older: Take two (2) tablets three (3) times daily
for up to two days. Take with a full glass of water, with or after meals as needed. Do
not use for more than two days (12 tablets) without consulting a doctor.

Children under age 12: do not use without consulting a doctor.

OTHER INFORMATION & PRECAUTIONS

e This product can interfere with laboratory tests including urine, glucose (sugar) and
keytones.

e This product may stain soft contact lenses and other items if handled after touching
tablets.

e Size and color of tablets may vary.

e Carcinogenesis: Long-term administration of Phenazopyridine Hydrochloride has
induced neoplasia in rats (large intestine) and mice (liver). Although no association
between Phenazopyridine Hydrochloride and human neoplasia has been reported,
adequate epidemiological studies along these lines have not been conducted.

e Storage: Store at room temperature (59° - 86°F) in a dry place and protect from
light.

e Tamper Evident: Product is sealed within blisters. Do not use if any part of the
blister is torn, open or damanged.

For questions, concerns, or to report an adverse event, please call (800) 722-3476 or
visit www.azoproducts.com

AZO

Urinary Pain Relief ®

MAXIMUM STRENGTH

Alivio rapido para el dolor de las vias urinarias

Ingrediente activo: Cada tableta de analgésico contiene 99.5 mg



de hidrocloruro de fenazopiridina.

Alivio rapido de la incomodidad en las vias urinarias que incluye
los sintomas comunes de infeccidén en las vias urinarias: dolor al
orinar, ardor, urgencia y frecuencia.

INFECCION DE LAS ViAS URINARIAS

Los sintomas de incomodidad en las vias urinarias pueden
indicar la presencia de una infeccién. Si tiene sintomas como
dolor, ardor, urgencia y frecuencia, necesita llamar a su médico
para recibir un diagndstico y que le dé una receta para tratar la
infeccién. Mientras espera para ver al doctor y para que el
medicamento que le recete comience a funcionar, puede
obtener un alivio rapido de sus sintomas con AZO Urinary Pain
Relief® Maximum Strength.

ADVERTENCIAS

Consulte a su médico antes de usar este producto si:
etiene problemas renales o hepaticos.

etiene alergias a alimentos, conservadores o tintes.

*ha tenido una reaccién alérgica a el hidrocloruro de
fenazopiridina.

No usar: si tiene una deficiencia de glucosa-6-fosfato
deshidrogenasa (G6PD), a menos que su médico lo apruebe.

Al usar este producto:

e puede sentir malestar estomacal. Témelo durante o después
de las comidas para ayudar a disminuir el malestar.

e la orina adquiere un color anaranjado rojizo.

Esto no es danino, pero debe tener cuidado para evitar
manchar a ropa u otros articulos.

Deje de usar este producto y consulte a su médicosi piensa
gue puede estar teniendo una reaccidon adversa al medicamento
0 si sus sintomas duran més de dos dias.

Si usted esta embarazada o lactando, consulte a un profesional
médico antes de usar este producto. Se recomienda una prueba

de embarazo y una consulta con un profesional médico si se



confirma un embarazo antes de usar el producto.
Mantenga este medicamento fuera del alcance de los ninhos.
En caso de una sobredosis, consiga atencién médica o
comuniquese con un centro de control de envenenamiento de
inmediato.

INSTRUCCIONES

Adultos y ninos mayores de 12 anos: tome dos (2) tabletas tres
(3) veces al dia hasta dos dias. Tome con un vaso de agua, durante
o después de las comidas, segln sea necesario. No lo utilice
durante mas de 2 dias (12 tabletas) sin consultar a un médico.
Ninos menores de 12 anos: no se utilice sin consultar a un médico.
OTRA INFORMACION y PRECAUCIONES

eEste producto puede interferir con los analisis de

laboratorio, incluso los analisis de orina, glucosa (azucar)

y cetonas.

eEste producto puede manchar los lentes de contacto blandos

y otros articulos si los manipula después de tocar las tabletas.

eEl tamano y el color de las tabletas puede variar.

e Carcinogénesis: la administracién a largo plazo del

hidrocloruro de fenazopiridina ha inducido neoplasia en

ratas (intestino grueso) y ratones (higado). Aunque no se ha
informado acerca de ningln caso que relacione el

hidrocloruro de fenazopiridina con la neoplasia en

humanos, no se han efectuado estudios epidemiolégicos

adecuados al respecto.

e Almacenaje: almacénese a temperatura ambiental

(15° a 30°C) en un sitio seco, y protéjase de la luz.

eEvidencia de alteraciones: el producto viene sellado en

blisteres. No lo use si alguna parte del blister esta rota,

abierta o danada.

Para preguntas, dudas o para informar acerca de una reaccién adversa,

llame al (800) 722-3476 o visite www.azoproducts.com



Packaging

RELIEF That's Fast
AZO

Urinary Pain Relief®
MAXIMUM STRENGTH

e STRONGEST UTI PAIN RELIEVER AVAILABLE+
e EVEN HIGHER DOSE TO RELEIVE PAIN, BURNING & URGENCY +
e TARGETS THE SOURCE OF PAIN

#1 MOST TRUSTED BRAND*

__ TABLETS

99.5 mg

Phenazopyridine Hydrochloride

+Among AZO Urinary Pain Relief® products.

* #1 Most Trusted Brand based on Total AZO Brand Nielsen data through 1/20/18 and
the 2017 Pharmacy Times Survey (Urinary Pain Relief and Cranberry Supplement
categories).

N Drug Facts

Active ingredient (in each tablet) Purpose
Pt idi ide 99.5 mg Urinary tract analgesic

Use Relief from urinary pain, buming, urgency and frequency associated with urinary
tract infections.

Warnings
Please read insert for important precautions.
Ask a doctor before use if you have e kidney disease » allergies lo foods, preservatives or dyes
= had a hypersensitive reaction to Phenazopyridine Hydrochloride
Do not use if you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency unless approved
by your physician.
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 » your symptoms last for more than 2 days » you suspect you are
having an adverse reaction to the medicati
If pregnant or breastfeeding, ask a health professional before use. A pregnancy test and

ion with a health p ional if pregnancy is confi is prior to use.
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Directions « Adults and children 12 years and older: Take 2 tablets 3 times daily with or after
meals as needed for up to two days. Take with a full glass of water. Do not use for more than 2 days
(12 tablets) without consulting a doctor « Children under 12: Do not use without consulting a doctor.
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Other Information « This product can interfere with laboratory tests including urine, glucose
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L P — g tablets e Store at room temperature (59°-86°F) in a dry place and protect from light.
R EL,E—*‘—’W (b= Tardnper s\:jidem: Product is sealed within blisters. Do not use if any part of the blister is torn, open
or damaged.
v/ EVEN HIGHER DOSE TO RELIEVE S — —
3 Inactive ingredients carnauba wax, croscarmellose sodium, hypromellose, magnesium stearate,
PAI N: BURNING & URGENCY" 3 microcrystﬁlline cellulose, polyethylene glycol, povidone, pregelatinized com starch, May also contain
corn starch.
v/ TARGETS THE SOURCE OF PAIN =
n Distributed by i-Health, Inc., 55 Sebethe Drive, C I, CTO6416
iy gLt e SO
[V [r— For questions, concerns, or to report an adverse event, %
m TABLETS 99.5 mg w call (800) 722-3476 Visit www.azoproducts.com
r 1o read customer reviews

Phenazopyridine Hydrochloride | AZO Urlnary Pain Reliefand GWN YOUR DAY®are trademarks of DSM,

+Amang AZO Urinary Pain Reliefeproducts. Informacidn y instrucciones en Espariol adjuntas

+#1 Most Trusted Brand based on Total AZO Brand Nielsen data through 4/13/19 and the:
2018 Pharmacy Times Survey (Urinary Pain Relief and Cranberry Supplement categories)

AMBM6366
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IGHER DOSE TO RELIEVE
PAIN, BURNING & URGENCY*

v/ TARGETS THE SOURCE OF PAIN

99.5mg

Phenazopyridine Hydrochloride

Drug Facts

Phenazopyridine

Active ingredient {in each tablet)
ide 99.5 mg,

Purpose
Urinary tract analgesic

tract infections.

Use Relief from urinary pain, buming, urgency and frequency associated with urinary

Warnings

Please read insert for important precautions.
Ask a doctor hefore use if you have « kidney disease = allergies to foods, preservatives or dyes

ehada reaction to Pher Hydrochlaride
Do not use if you have Glucose-6-Phosphate Dehydrogenase (G6PD) deficiency unless approved
by your physician.
When using this product « stomach upset may oceur, taking this product with or after meals may
reduce stomach upset « your urine will become reddish-orange in color. This is not harmdul, but care
" should be taken to avoid staining clothing or other items.
=5
,?, having an adverse reaction to the
z If pregnant or ing, ask 4 health p before use. A pregnancy test and
2 ion with a health ional it is confi is prior to use.
=

Cenler right away.

Keep out of reach of children. In case of an overdose, get medical help or contact a Poison Control

Directions = Adults and children 12 years and older: Take 2 tablets 3 times daily with or after
meals as needed for up to two days. Take with a full glass of water. Do not use for more than 2 days
(12 tablets) without consulting a doctor e Children under 12: Do not use without consulting a doctor.

or damaged.

Other Information » This product can interfere with laboratory tests including uring, glucose
(sugar), and ketones tests  This product may stain soft contact lenses and other items if handled
after touching tablets  Store at room temperature (59°-86°F) in a dry place and protect from light.
Tamper evident: Product is sealed within blisters

0 not use if any part of the blister is tom, open

com starch.

Inactive ingredients carnauba wax, croscarmellose sodium, hypromellose, magnesium stearate,
microcrystaliine cellulose, polyethylene glycol, povidone, pregelatinized corn starch. May also contain

call (800) 722-3476
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Distributed by I-Health, Inc, 55 Sebethe Drive, Cromwel, CT 06416
Made in India. Size and color of tablets may vary.
For questions, concerns, or to report an adverse event,

AZO Urinary Pain Relief®and OWN YOUR DAY®are trademarks of DSM.
Informacidn y instrucciones en Espafiol adjuntas
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visit www.azoproducts.com
to read customer reviews

1#1 Most Trusted Brand based on Total AZO Brand Nielsen data through 4/13/12 and the AMBMG963
2018 Pharmacy Times Survey (Urinary Pain Relief and Cranberry Supplement categories).
e —
H MANUFACTURER"S COUPOH EXPIRATION DATE 12731520 |1
I warnings DIRECTIONS i
§ Ak a doctor before use if you have Adults and children 12 years and older: Tske two (2) tablets :
« liver o kidney trouble tnree (3) times deily for up to two deys. Take with » full glss of H
+ allergies to foods_ preservatives or dyes wmr,wimaruﬁ::rmfuls asn:mec!.DonMuse{n«mmthm ave ® :
» had & hypersensitive reaction to Fienazopyridine two days (12 tablets) without conzulting 2 doctar.
: Hyerecniorice age L an . ing = dostar. on ANY one (1) AZO Product |
= =rvTs
Urinary Pain Relief Do Nat Use: OTHER INFORMATION & PRECAUTIONS ]
MAXIMUM if Yo, owe & iscous:& Phoopt ste . Denydogenams. \GHD), - Thiz product can intarfare with [storete ry tasts including 1
STRENGTH y unless appe ¥ - urine. glucose (sugar) and ketones. :
When using this product - This product may stein toft contsct lensss snd ctnes items 1
Urinary Pain Ralief Tabl » stomach upset mey ocour. Teking with or sfter mesis may if hendled efter touching taolets. The #1 Most Trusted Brand* i
reduce stomach upset. «Size end color of tablets may vany. . [
oy . . ; RS ddizh e i gt 180 T B e oy Vol A2 bt s dals s V2R ndthe |
Active ingredient: Each snalgesic tablst contains yo i . -G L of I
i o 4 Thisiis no burt cara avoid = p i
Fr r ice 9% 5 mg. staiming clothing o other ftems P idine Hydrochlor induced necplasiain < - - —— - — e
i i i i £ X i y rats & intestine] and mice {fver]. Althowgh no
Faet refef of urinary dicomtort incuding sommun winery 1 ssap wsing this praduct sna ssc » doctor i you tnink you e s Try These Other Great
frequency. e e ol s arif your human necplasis Nz been reportac adequsts Products from AZO!
symgtoms rmorsthan oy, ot b : £
URINARY TRACT INFECTION (UTI) ) p o e e epigemiciogicsl studies along these lines have not besn AZO Cranberrys  AZOTestStrips  AZO Yeast*Plus
Symptoms of urinary discomfart may indicsts & urinsry trsct j el “F"‘J 3 oy Helps youmsintain f— Selicf oFvoginet
infaction. H you expesiance cymptoms tuch ac urinery pain, el ""m"“ you :‘:"_';:'F’;““f““-. Fmg_‘;’: «Storage: Store st room temperstuns (59° - BE) ina dry virsct
burming, urgency and fr:vqw:nl:'p_ you ﬂnﬂ.ih:rc&ll your doctor e i e aidol e -t s plzce and protect from light, tract” Infection test sympeoms™
to get snd obtsin & to treat the - R st = = 2 5 ahin bl
i L] iy S i e Keep this medication out of the reach of children. L st b on Prisit & wation ety i tas, DEmoe FTria FEfamant s ot Eesn 95 B2 By Tha Focd and g AT BT
rdfect ks B | of il ik Poi use if any part of the blster i torn, open or demaged. This pmductia st nisaisd b , oA, Cur of Tt o siasa.
prescription to begin to work, you can get fast. symatomatic i, cuee oF i piverdoun: get metieol telp o, eontact o Poson
refiefwitn AZO Urinary Pain Relisf* Maximum Strength. 1 Cantrol Center right away. e )
i [etsane pm—
ADVERTENCIAS INSTRUCCHINES
Comiule a b mbdics anles dausar eile produolo sk Adultos ¥ nifios mapann de 12 afioc leme dos () ket e
b bl eeskes o hepithoos. i vacis al din hasta dos dlai Tase oon uh viss deages, dudeme
 Hii S s 4 - o dispidi de b comidis, segin e necesaila. Mo lo wilcs
gy E pigieia ‘; . duparee mubs de 2 oias (2 tebketas] sin eomnurbas @ on madios.
« hatarids ikl ik sk dhe 12 ato: 5 U EGE S Gormuie @en midios,

OFET 65 mi)

Pruaba astos otros astupendos
productos da AZO

AZO Cranberry  AZO Test Stripsr  AZD Yeust"Plus

Urinary Pain Relief®

o e s Nt o chrfrdimcla o gladois-g il
=2 michen lo g st

OTRA Imﬂi PRECAUCIOMNES

= Eite producto punds inteclery con los andlials de
leberatails, il ke andltils de orlnn, gleocas {sedear)

L ke paede manchar os b de conteste Blasdes

¥ iesslo ol b narthoile ceapis s Sa tomar g beblatis.

Bl tarmafia vl coker da b tabl s pusde sarar,

= Carclaogdisi i b edminbieackds o large plass del
inducido

bk (|t greass]) y dibari (higada). ALingiie oo e ha
Pt ke i bk i i r b al
Mndumﬂ_lonwurun!w:m

Al ukar mte peoduct o [R—
i % imaliinr L Tammasls dh F—
Alivio répido para ol dobor da las wins i i miioa o o ot anifontr;
el v ek lald Lt et Sy firte no e dading, puro debe tasar cuidede pare aviter
dhe hickoclorero da Fmacopindin manchara repa s stros srticules. hidsociorwo de
Albwia ripids du la las e Duih e it il provducho y conslle @ b redico i plefoe
o ul ol finarias: dofor al e pusshe sstar bandends una resccidn eiversa o mediasens
aotisar, andor, urgeneiay fnecomeia ool som simern dudan miks de degdin =
- d o Mita, o
INFECEISH DE LAS VIAS URINARIAS et yutd o lictanda, B aun

Led dmamis 48 incamslided eh lis vied erfitetle pusdan
indicar la presenczie de sna Infeccién. 51 thene sintomes coma
dalar, aedae, uigenciay frecusncia, necesita lamar asu misdico
it i vl il ' cpom b o o deceta e tatat b
infeccidn Miantras esgsara pana i o docles iy pars gee ol

ml-n- m’a‘::d“ i-ln—dl:l.-
A’ e infeccianey

4w i srinrim i
i

perhrtrrernh ke e

qun b iecate o Muncon, pusde
bt Un sl rigide de s sislemas con A20 Winary Pain
Radlal® Mazimim Stoangth.

midicn e du uar sl produzlo. Se tecsmionde una proeba
e embareze y e comsults ton an profesiznal medics o e
‘confirma an ambaracs estes de ssarel

Mantesga sbe medicaments foea del alrasce de los nifio
En casa de une condige atanckie mddica o
camusigieis Son un Senlro da tonal de sremmamiels de
n=edatc.

adecuaden sl rmipean,

= Al rarcintei jic alifiacdr o leSgntaliing amblnld
(15 0 30 s i ol e, it B b

= Evidentin do aleracionm: ¢l groducta viane aledo e
Blbitari. b b uie o dlgens pae del Bline el rote,
abinria o defieda.




Urinary Pain Relief”

NOT FOR
RETAILSALE

Indwidually Barcoded
for Professional Use

NDC: 49973-247 96

RELIEF That’s Fast

Drug Facls

Active ingredient (in each tablet) Purpose
k 90.5 mg. Arinary tract analgesic

Use Relie from uri ain, buming, urgency and frequency associated with uri
b ki inary p Ing, urgency quency. nary

Wami

YOUR DAY.

if you have * kidney or Iver disease * allergies to foods, preservatives or

d,ﬂa * had arr‘psmn:nnn reaction o

Do net use if you have Glucose-8-Phosphate Dehydrogenase (G6PD) deficiency unless approved

by your physician.

\Innusmllhpmlm * stomach upset may occur, taking this product with or after rnaaL! ma

reduce stol set # your uring M\I%emmayrﬂmm-om’r‘%a in tpxrl"lu This rnt ful, bu T

should be m(m 10 awoid staining clothing or other items *

admnistration of Phenazopyrid ne anxnlonna has induced neoplasia in rlls

mice (liver). Although no association between Phenazopyridine Hydrochloride ann rnan e

has been reported, adequate epidemiological studies ﬁgtnm lines have not been condus
use and ask a doctor if » your symptoms last for more than 2 days = you susped you are

mnganammamhnmm’?nm?ﬂtw s Sl o

mﬂ:m ask ihaaﬂh professional befurs use. Amh‘(ﬁ
if pregnancy 3
mgml of children. In case of an ovendose, get medical help or contact a Poison Ourrlm\
Tight away
Directions » Adults and children 12&Emann n\dar' Take 2 tablets 3 times daily with or after
meals as needed for up to two ith a full glass of water. Do not usa for more than 2 days
{12 tablets) withcut consulting a. chr * Children under 12: Da not use without consutting & doctar.
therﬁlﬁlrmbm -Tma pmdud zan \mﬂmam with ummumnm |n|:|uﬂ urmTr e
andle

fsugar), and is product soft contat lens
aﬂurmumlrm'ztbiat . sm at mom tanl aathBE,E"HE'F) ina Eh‘ plana mdb?«nad from IlghT.
Tamper evir Product is sealed within blisters. Do not use if any part of the blister

or damaged.

Urinary Pain Relief*

AZO Values:

- We believe in open, honest
conversations about women's
health
» We believe in helping you
take charge of your health
- We believe in help\nﬁes :
live your life to the fullest
- We believe in delivering the
best urinary, vaginal,
and bladder health prod
available

We believe in helping
OWN YOUR DAY

Urinary Pain Relief”
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STRENGTH
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v STRONGESTH
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v/ EVEN HIGHER DOSE TO RELIEVE PAIN,
BURNING & URGENCY*

v/ TARGETS THE SOURCE OF PAIN

NOT FOR

Individually Barcoded
for Professional Use

Inactive ingredients camauba wax, croscarmellose sodium, hypromellose, magnesium stearate,
microc ling cellulose, m\m\unu glycol, povidene, pregelatinized corn starch. May also contzin
oom starch,
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Urinary Pain Relief”

MAXIMUM
STRENGTH

Urinary Pain Relief Tablets

Active ingredient: Each analgesic tablet contains
Phenazopyridine Hydrochloride 995 mg.

Fast relief of urinary discemfort including commen urinany
tract infection symptoms: Urinary pain, burning, urgency and
frequency.

URINARY TRACT INFECTICON (UTI)

Symptoms of urinary discomfert may indicate a urinary tract
infection. If you experience symptoms such 25 urinary pain,
burning, urgency and frequency, you need to call your doctor
to get diagnosed and obtain a prescription to treat the
infection. While you wait to get te the doctor and for the
prescription to begin to work, you can get fast, symptomatic
relief with AZO Urinary Pain Relief” Maximum Strength.

AT rinary Bein Resiefis st-sdemank of DML

Ask a doctor before use if you hawve

« liver or kidney trouble

» allergies to foods, preservatives or dyes

* had a hypersensitive reaction to Phenazopyridine
Hydrochloride

Do Mot Use:
if you have Clucose-8-Phosphate Dehydrogenase (GA&PD)
deficiency unless approved by your physician.

‘When using this product
» stomach upset may cccur. Taking with or after meals may
reduce stomach upset.
* your urine will become reddish-orange in color.
This is not harmful, but care should be takento avoid
staining clothing or other items.
Stop wsing this preduct and ask a decter if yeu think you
may be having an adverse reaction to the medication or if your
symptoms last for more than two days.
If you are pregnant or breastfeeding, ask & hezalthcare
professicnal before you use this product. A pregnancy test
and consultation with a health professional if pregnancy
is confirmed is recommended prior to use.
Keep this medication out of the reach of children.
In case of an overdose, get medical help or contact a Poison
Control Center right away.

Adults and children 12 years and older: Tzke two (2) tablets
three (3) times daily for up to two days. Take with a full glass of
water, with or after meals as needed. Do nat use for more than
two days (12 tablets) without consulting a doctor.

Children under age 12- do notuse without censulting a doctor.
OTHER INFORMATION & PRECAUTIONS

* This preduct can interfere with laboratory tests including
urine, glucose (sugar) and ketones.

* This preduct may stain soft contact lenses and other items
if handled after touching tablets.

* Size and coler of tablets may vary.

» Carcinogenesis: Long-term administration of
Phenzazopyridine Hydrochloride has induced neoplasiain
rats (large intestineg) and mice (liver). Although no
azsociation between Phenazopyridine Hydrochloride and
human neoplasia has been reported, adequate
epidemislogical studies along these lines have not been
conducted.

+ Storage: Store 3t room temperature (59° -
place and protect from light.

86°F) inadry

* Tamper Evident: Product is sealed within blisters. Do not
use if any part of the blister is torn. open or damaged.

FOF qUesTIGnS, CONCEmS, oF to report an adverse event,
please call (800} 722-2476 or visit www_azoproducts_ com
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Urinary Pain Relief*

MAXIMUM
STRENGTH
Alivio répldo para el dolor de las vias urinarias

Ingrediente activo: Cada tableta de analgésico contiens #2.5 mg
de hidrocloruro de fenazopiridina.

Alivio rapido de la incomodidad en las vias urinarias que incluye
los sintomas comunes de infeccidn en las vias urinarias: dolor al
orinar, ardor, urgencia y frecuencia.

INFECCION DE LAS VIAS URINARIAS

Los sintomas de incomodidad en las wvias wrinarias pueden
indicar |z presencia de una infeccidn. Si tiene sintomas como
delor, ardor, urgencia y frecuencia, necesita llamar a su médico
para recibir un diagnostico y que le dé una receta para tratar la
infeccidn. Miantras espera para ver al doctor y para que &l
medicamenta gue le recete comience @ funcionar, pusde
obtener un alivio répido de sus sintomas con AZO Urinary Pain
Relief* Maximum Strength.

AZDUrinacy Pain Redlef 15 trademark of DEM.

ADVERTENCIAS
Consulte a su médico antes de usar este producto si:
+ tiene problemas renzles o hepéticos.
* tiene alergias a alimentos, censervadores o tintes.
= iz tenido wna reaccion alérgica a el hidrocloruro de
fenazopiridina.
No usar: 5i tiene una deficiencia de glucosa-6-fosfate
deshidrogenasa (C&PDY), a menos que su médice lo aprusbe.
Al usar este producto:
* puede sentir malestar estomacal. Tomelo durante o después
de las comidas para ayudar a disminuir el malestar.
* la orina adguiere un color anaranjado rojizo.
Esto no es dafiing, pero debe tener cuidado para evitar
manchar a ropa u otros articulos.
Deje de usar este producto y consulte a su médice =i piensa
que puede estar teniendo una reaccién adversa al medicamento
o 5isus sintomas duran mas de dos diss.
Si usted estd embarazada o lactande, consults 3 un profesional
médico antes de usar este preducto. Se recomienda una prueba
de embarazo y una consufta con un profesional médico si se
confirma un embarazo antes de usar el producto.
Mantenga este medicamento fuera del alcance de los niflos.
En caso de una sobredosis, consige atencionm médica o
comuniquese con un centro de control de envenenamiento de
inmediato.

INSTRUCCIONES
Adultos y nifios mayores de 12 afios: tome dos (2) tabletas tres
3} veces al dia hasta dos dizs. Tome con un vaso de agua, durante
o despues de lzs comidas, segin sea mecesaric. Mo o utilice
durante mas de 2 dias (12 tabletas) sin consuftar 2 un médico.
HNiflos menores de 12 afios: no se utilice sin consultar a un medico.
OTRA INFORMACION y PRECAUCIONES
* Este producto puede interferir con los 2nélisis de
laboratorio, incluso los anélisis de erina, glucosa (azdcar)
¥ cetonas.
 Este producto puede manchar los lentes de contacte blandos
\f otros articules silos manipula después de tocar las tabletas.
Eltamafic y el color de las tabletas puede variar.
. Earclnu-genesls. |z administracion a largo plazo del
hidraclorure de fenazo, ina ha inducido neoplasia en
ratas (intesting grueso) y ratones (higado). Aungue no se ha
informade acerca de ningidn caso que relacione &l
hidrocloruro de fenazopiridina con |z neoplasiz en
humanos, na se han efectuada estudios epidemiolagicos
adecuados al respecto.
* Almacenaje: almacénese 3 temperatura ambiental
{(15° 3 30°C)) en un sitio seco, y protéjase de la uz.

« Evidencia de alteraciones: el producto viene zellzado en
blisteres. Mo lo use si alguna parte del blister esta rota,
abierta o dafada.

eguntas, dudas o Infiormar acerca de una reacckin adwersa,
Hame al (800) 722-3476 o viske www_azo products.com
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Product Information
Product Type

Route of Administration

(PHENAZ OPYRIDINE - UNII:K2JO9EM)52)

Inactive Ingredients

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

Ingredient Name
PHENAZOPYRIDINE HYDROCHLORIDE (UNII: OEWG668W17)

Item Code (Source)

AZO URINARY PAIN RELIEF MAXIMUM STRENGTH
phenazopyridine hydrochloride tablet

NDC:49973-247(NDC:66789-247)

Basis of Strength

PHENAZ OPYRIDINE

HYDROCHLORIDE SELB) e

Strength




Ingredient Name

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
STARCH, CORN (UNIl: 08232NY3S))

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
CARNAUBA WAX (UNIl: R12CBMOEIZ)

MAGNESIUM STEARATE (UNII: 70097M6130)

Product Characteristics
Color

Shape

Flavor

Contains

Packaging

#

Item Code

NDC:49973-247-
12

NDC:49973-247-
24

NDC:49973-247-
96

NDC:49973-247-
06

red (Maroon) Score
CAPSULE Size

Imprint Code

Package Description

6 in 1 BOX

2 in 1 BLISTER PACK; Type 0: Not a Combination
Product

12 in 1 BOX

2 in 1 BLISTER PACK; Type 0: Not a Combination
Product

48 in 1 BOX

2 in 1 BLISTER PACK; Type 0: Not a Combination
Product

3in 1 BOX

2 in 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

unapproved drug
other

Application Number or Monograph
Citation

Labeler - iHealth, Inc. (061427694)

Revised: 11/2023

Marketing Start
Date

07/02/2018

07/02/2018

02/22/2019

06/15/2023

Marketing Start
Date

07/02/2018

Strength

no score
9mm
99

Marketing End
Date

01/31/2023

Marketing End
Date

i-Health, Inc.
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