PHENAZOPYRIDINE HYDROCHLORIDE 200 MG- phenazopyridine
hydrochloride tablet
GRAXCELL PHARMACEUTICAL, LLC

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.

Phenazopyridine Hydrochloride tablet, film coated - 200 mg, 70795-1252

INDICATIONS AND USAGE

Phenazopyridine is indicated for the symptomatic relief of pain, burning, urgency,
frequency, and other discomforts arising from irritation of the lower urinary tract
mucosa caused by infection, trauma, surgery, endoscopic procedures, or the passage
of sounds or catheters. The use of

Phenazopyridine HCI for relief of symptoms should not delay definitive diagnosis and
treatment of causative conditions. Because it provides only symptomatic relief, prompt
appropriate treatment of the cause of pain must be instituted and Phenazopyridine HCI
should be discontinued when

symptoms are controlled. The analgesic action may reduce or eliminate the need for
systemic analgesics or narcotics. It is, however, compatible

with antibacterial therapy and can help to relieve pain and discomfort during the interval
before antibacterial therapy controls the infection. Treatment of a urinary tract infection
with Phenazopyridine HCl should not exceed two days because there is a lack of
evidence that the combined administration of Phenazopyridine HCl and an antibacterial
provides greater benefit than administration of the antibacterial alone after two days.
(See DOSAGE AND ADMINISTRATION section.)

DOSAGE AND ADMINISTRATION

200 mg Tablets: Average adult dosage is one tablet 3 times a day after meals.

When used concomitantly with an antibacterial agent for the treatment of a urinary tract
infection, the administration of Phenazopyridine HCl should not exceed 2 days.

INACTIVE INGREDIENTS

Phenazopyridine HCI Tablets, USP contains the following
inactive ingredients: croscarmellose sodium, colloidal silicon
dioxide, hydroxypropyl methyl cellulose, magnesium stearate,
maize (corn starch) microcrystalline cellulose, polyethylene
glycol, povidone and pregelatinized starch.
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Phcnazagaridine HEI Tableks, USP contlres the follaedlng
Inactve Ingredients: crascamcliose sadium, collaldal slizon
dllowdde, hydrasypropyl methyl colulass, magnesium stearate,
malze [gorm starch) microcrpstaling cellulese, poisthylens
gilycol, pevidane and pregelatinized starch.

CLINIGAL PHARMACOLOGY

Phenazopyritine HOI is excrated in the wrine whers it exerts a
topical analgesic affect on the mucosa of the urinary tract,
Thig acticn helps t3 relieve pain, burning, urgency and
frequency. The precise mechanism of action is not knawn,
Th# pharmacakinetic propariies of Phenazapyridine HCI have
net hesn determined. Phenaza pyriding HEL is mapicly excrated
by the kidneys, with as mush a8 65% of an cral dose being
excraterl unchanged in the wrine.

INDICATIONS AND USAGE

Phenazopyriding iz indicatad for the symptometic relief of
pein, burning, urgancy, frequancy, and othear discomforts
urizing from irritation of the lowear urinery track mocosa
cawssd by infaction, fraums, kurgery, sndescopic procsdura:s,
or the pas=ags of sounds or cethaters. The uss of
Phenaropyridine HC| far relisf of sympoms should not dalay
definitive disgnokis and freetment of caukstive conditioms.
Baca s it providss only symptomutic reliet. prompt
uppropricty fraatmant of the causs of pain must be insttuted
and PhenaZagyriding HEL should be discantinucd when
symptoms are cantrolled.

The analjeste acton may reduce or elimirate the nocd for
systemic analgeslss of rarcatics. |E ks, hawever, compatible
with antibactenal therapy and can help to rellevs paln and
dlscomfart during the Inksnial before antibacterlal therapy
cantrols the Infocon. Treatment of a urinary tract Infeston
with Fhenazopyriding HGL should nat excood biva days
beeause there |s a kck of cvidence that the combined

adminkstrativn of Phenazopyridine HOland an antibacterdal
pravides greater benefit than administration of the
antizactzrial alane aftar bwo days,

[Se2 DOSAGE AND ADMINISTRATION section.)

Fhenazapyriding HCI Tablets, USP containg the following
inaztive ingredients: crascarmaliasz sodium, calleidal silicen
dixide, hydrogyprany methyl celluloss, magnesium stearatz,
maize {carn starchl micrecivstalling celluliss, palvethylzne
glycal, povidane ard pregelatinizad starch,

CLINICAL PHARMACOLOGY

Phanazopyriding HEl i% awcrabad in the urineg whar it aeerts a
topicul anelgesic affact on the mucose of the urinary tract
Thiz action halps to ralisve prin, buming, vrgsanoy and
fraquancy. The precise machanism of ection is not known.
Tha pharmuecokingtic praparties of Phanazopyriding HCI have
nat bxian datsrmingd. Phenampyridine HCL ik repidly socrated
by the kidneys. with s much ex 86% of an oral doss being
awcrated unchangsd in the unins.

INDIGATIONS AND USAGE

Phenazopyniding Is iIndicated for the symptomatic relier of
paaln, buming, urgency, frequensy, and other discamborts
arlsing frem Inftatlon of the lower udnary ract mocosa
cauged by Infestion, rauma, surgery, endascople procedures,
af the: passage of sounds of catheters. The use of
Phenazopyriding HTI Tor reliet of symptoms should not delay
definitive diagnesls and treatment of causative conditins,
Because It provides enly symptanmte rellel, prampt
Appraprate reatment of e cause of paln must be N1t
and Fhenazopyriding HC shauld be discentinued when
sympkams ara contrelled,

The analgesic action may reduce cr eliminate the nead far
Fystamic analgasics ar narcetics. It is, hevraver, compatible
with antibacterial therapy and can help i relizyve pain and
discamfort during the interval befare antibacterial therapy
cankrols the infaction. Treatment of & urinary tract infection
with Pherazapyridine HEL should not exceed two days
because thera iz a lack of avidence that the combined
administration of Fhenazopyridine HCland an antibacterial
provides: graster bansfit than administration of the
antibactarial wlons aftar o days.

{San DOSAGE AND ADMINMISTRATION =sction.)

Phanuzopyriding HCI Tablats, USP cantaing tha following
inactive ingradisnts: croscarmeallose sodium, collaidal silicon
diawids, hydrokypropyl mathyl csllulcss, magnesiom stawrata,
muize (com stench) microcnestelling celluloks, polyethylanes
glycal, povidons and pragalatinizad starch.

GLINICAL PHARMAGOLOGY

Phenazepyridine HGE s cwcrebed In the uine whers Itexss a
topleal anabgesic cffect on the mucas of e urinany rack.
This action helps o rellewn: paln, buming, urgency and
Trequency The preclse mechanlsm of action 15 not Known.
The: pharmacakineile properties of Phenazepyridine HCE have
nat been detemined. Phenazopyidine HCES rapldly wocreted
[y the Kldnays, wWith &5 much 2& 66% af an oril dose belng
vcreted unchandged inthe unne.

INDICATIGMS AND USAGE

Phenazepyriding iz indicated far the sympiomatic refief of
pain, burning, urgenscy, frequanca, and ather discomfarts
arising fram irritatian of the leweer urinary fract mucosa
caused hy infaction, frauma, surgery, endoscopic proceduras,
or the passage of sounds or catheters. The use of
Phenazopyridine HEI for relief of symploms shoukd not delay
definitive diagnasis and treatment of causative condifions.
Because it provides anly symptomatic relisf, prompt
appropriatz freatment of the cause of pain must be institutad
and Phanezopyriding HCI khould ba discontinued when
symptoms are contralled.

The anelgasic wetion muy raducs or elimingts the nsad for
syktarmic analgekics or nercotics. 1t ik, howsaver, compatible
with wntibactanal therapy end can halp ta religva pain and
dizcamfart during the interval bafore antibecterial tharapy
controls the infection. Treatmant of & urinery tract infactian
with Phenampyriding HCI shauld not prcasd tvo duys
becauss there = a luck of avidencs that the combined
adminiktration of Phenszopyridine HCl end en entibactarial
proviies groater benedt than adminlstration of the
antibacteial alone after e days.

[Sec DISAGE AND ADMINISTRATION Scctian. |
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Praguancy Gategary B:

Reproduction studies have been porfarmed Inorats ab doscs
Up o 53 mgfkgsday and have revealed ne cvldence of
Imipalred fertllity or ham to the fetes due to Pherazapyridine
HEI. There ang, hewcder, no adeguate and well controlled
studies in pregnant wamen. Because animal reproduction
studies are not alerays predictive of human response, this
trug =hauld be used during preqnancy caly if clearly neeted.

Mursing mothers:
Mo information & awailabls an the sppasrance of
Phenazopyriding HCI, or its metabalites in human milks.

DISAGE AND ADMIMISTRATION

100 fg Talhets: Average 20ult dosage ks wo tablets 3 tines
o ey Ater mcsls,

200 mg Tabbets: Average adult dosage ks one fblet 3 tmes a
iy after meals,

Wihen used cancomitantly with an antibacterial anent far the
treabment of 3 urinary tract infection, the administration of
Phenazapyridine HEI should not exceed 2 days,

CDVERDOSAGE

Exceading the recommended doke in petisnts with good
ranel funchion ar sdminisksring the ukual doss to patients
with impairad ranal function (zommon in sidardy patients)
may leed o increaszsd karum levals end towic rapctions.
Mathemoglobinemiz ganerally follows 8 meskive, wcute
overdose. Mathylane blug, 110 2 mg/kg/bady weight
intravanously or akcarbic weid 100 to 200 mg givan onally
should cavse prompt reducton of e methemoglebinemla
and dlsappea rance of e cyancas which i an ald In
dlagnasls. Cdalive Henz bady hemalyts ancik may also
peGr, and "bite colls” [degnacyts) nay be presentin
chranle awerilosage stuatlon. Red biood coll G-6-P0
defklency may predlspass to hemohysks. Renal and hepatk:
Imprinment and occaskanal fallune, sualhy due to
fmersensivity, nry alss accur

Preanancy Catenory B:

Repredustion studies have een parformed in rats at deges
up o 50 mafkafday and have revealsd no evidence of
impaired fertility ar harm b the fetus due to Phenazopyridine
HEL There are, hawever, ne adequate and well controlled
studies in pregnant wiomen. Bacwuss nimal reproduction
studies ara not always predictive of human responss, this
drug should be used during pragnency anly if caarty nesdsd.
Nurging mothers:

Na Infarmation Is avallable on the appearance af
Phenazopynaing HCI, of 1t melabalites 10 RURn mik,

DOFAGE AND ADMINISTRATION

100 i Tablets: Awarage acult dosane is bwe tablkets 3 imes
a tlay aftar manlz,

200 ma Tablets: Avsrage acdult dosans is one fahist 3 tmes a
day aftzr meals.

When ussd concomitantly with an anfibactarial wgsnt for the
traatmant of @ wrinery tract infection, the adminiktration of
Phanazopyriding HCl =hould not swcaed 2 days.

OVERDOSGAGE

Excecdlng the recomimended dese In paticones with gead
renal funstan or adminlsteing the wsual dose to patlents
wth Impalred renal functian camiman In clderly patents)
mary lead b Increased scrum levels and toxk reactions,
Methemaglabinenla generally follows a nrassive, acute
averdase, Mothylene biug, 110 2 mgkg Doy wekght
INEravEnausty of ascarbic acld 100t 200 my given oraly
sheuld caus2 prempt raduction of the methameglabinamia
and disappearance of the cyanasis which is an aid in
diggnasis, Oxidative Heinz bady hemelvlic anemia may also
aceur, andl “hite czlls™ {degmacytzs) may be present ina
chronic averirsage situation, Bed hivad cell G-6-FD
deficiency may predispose to hemalysis, Reral and hepatic
impairment and cocasional failure, usually due to
hypersensitivity, may also aocur

Pregnancy Category B:

Reproduction studies hava baan parformsad in rats at dosss
up ta 50 mg/kg/dey and have ravsalad no avidsncs of
impeirad fertility or harm to the fatus due to Phanszopyriding
HEI. Theres ars, however, no adegquats and wall cantrollsd
studles In pregnant wormen. Becalse animal epraductan
stidles an: not ahvays predictye of human respans, thls
drug showld be used durlng pregnancy only (T cleary necded.

Hursing mothers:

o infonmation is available on the appearance of
Phenazopyridine HEL or itz metabolites in human milk,
DOSAGE AND ADMINISTRATION

100 mg Teblets: Avarage edult dosegs iv two tablats 3 timeas
g day eftar maslk.

200 mg Teblets: Avarage edutt desegs is ane tablat 3 imas a
day uftar mewk.

When used cencemitanthy with an antibacterial agent for the
treatment of & urnary ract Infectlon, the adminktration of
Phenazopyridine HGE should natexcced 2 days.

CVERDOSAGE

Exceeding the recornmended dasz in patients with gaarl
renal functien or administering the ususl dose to patients
with impaired renal function (cammon in ekerly patients)
may l2ad to increased senum levels and toxic reactions,
Methemaglabinemia generally fullows a massive, acute
overdase, Methvlzne blus, 1t 2 ma/ka/Mbedy weight
infravenausly ar ascerhic acid 100 te 200 mg given Jrally
=hould cauks prompt redustion of the mathemaoglobinamia
and disgppaerencs of the cyenose which & an aid in
diagnokis. Oxidative Hainz body hamalytic enamiz may al=o
occur, end “bits calls" {degmuacytas) muay ba prasant ina
chronic overdasags situstion. Rsd blood cell G-5-PD
deficiency may pradispose to hemaolysis. Renal end bapatic
impuirment end occasional failure, vsuslly due to
hypanssnzitivity, mey also ooour.
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PHENAZOPYRIDINE HYDROCHLORIDE 200 MG
phenazopyridine hydrochloride tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70795-1252
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHENAZOPYRIDINE HYDROCHLORIDE (UNII: OEWG668W17) PHENAZ OPYRIDINE 200 m
(PHENAZ OPYRIDINE - UNII:K2JO9EMJ52) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH438)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6130)
STARCH, CORN (UNII: 08232NY3S))
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\ QOSDWILA)
POVIDONE (UNIl: FZ989GH94E)

Product Characteristics

Color brown Score no score

Shape ROUND Size 10mm

Flavor Imprint Code G17

Contains

Packaging

# Item Code Package Description Marketing| Start Marketing End
Date Date

1 NDC:70795- 100 in 1 BOTTLE; Type 0: Not a Combination 12/12/2020

1252-0 Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 12/12/2020

Labeler - GRAXCELL PHARMACEUTICAL, LLC (056556923)

Revised: 12/2021 GRAXCELL PHARMACEUTICAL, LLC
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