PHENAZOPYRIDINE HYDROCHLORIDE 100 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 - 100 mg, 70795-1241

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

100 mg Tablets: Average adult dosage is two tablets 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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Fhenazamyrldine HEI Tablets, USP contalrs the falleeing
Inactve Ingredients: crascamcliose sadium, collaldal slizon
dllodde:, hydraypropyl methyl coeliuloss, magnesium stearate,
ralze [com starch) microcrystalline cellulese, poyethylen:
plyzol, paevkdane and pregelatinized starch.

CLINIGAL PHARMACOLOGY

Phenazapyridine HC is excrated in the wrine where it exerts a
topical analgesic affect an the mucosa of the urinary tract,
Thig acticn helps 13 relieve pain, burning, urgensy and
frequancy, The precise meshanism of actian is not knawn,
The pharmacokinetic properties of Phenazapyridine HCI have
net hesn determined. Phenaza priding HEL is rmapicly excrated
by the kidneys, with as mush as 65% of an cral dose being
excrzter unchanged in the urine.

INDICATIONS AND USAGE

Phenazopyriding iz indicatad for the symptometic relief of
pein, burning, vrgsncy, friquancy, and other discomforts
urising from irritation of the lowear urinery tract mucosa
cawsad by infaction, fraums, kurgery, sndesicopic procadura:s,
or tha pak=ags of sounds or cethaters. Tha wss of
Phenazopyridine HCI far reliaf of symptoms should not dalay
definitive disgnosis and frestment of caukative conditiors.
Bazau= it providss only symptometic relief. prompt
uppropriety fraatmant of the causs of pain must be instituted
and Phenazapyriding HEG should be discantinucd when
symptoms arc cantrolled.

The analjcste acton may reduce or elimirate the nocd for
systemic analgeslss of rarcatices. (B ks, however, compatible
with antibacteral therapy and can help to relleve paln and
dizcomfart during the Inkznial bofore antibacterlal therapy
contrals the Infecon. Treatment of a urinary tract Infeetan
with Fhenazopyridine HGL should nat excood b days
boeause ere 15 a ek of evidencs hat the cambined
administratin of Phenazopymding HE and an antbacteral
pravides greater benefit than administration of the
antibackzrial alane aftar bwo days,

[Ge2 DOSAGE AND ADMINISTRATION section,)

Phenazapynding HCI Tablets, USP contains the following
ina=tive ingredients: crascarmaliase sodium, calleidal silicen
dirxide, hydrogyprapy methyl cellulose, magnesium stearats,
maize {carn starchl microerystalling cellulase, palvethylene
glycal, pavidone ard pregelatinized starch.

CLINICAL PHARMACOLOGY

Phanazopyriding HEI i% axcrabsd in the urines wheara it aeerts 2
topicul anelgesic affact on the mucose of the urinary tract
Thiz action halps to ralisvs prin, buming, urgsncy and
fraquancy. The precise machanism of eetion is not known.
Tha pharmuecokingtic praparties of Phanazopyriding HCI have
nat buan dats rmingd. Phenammpyridine HCI ik rapidly sucrated
by the kidneys, with as much es 86% of an oral do=s bring
sncrated unchangsd in the urins.

INDIGATIONS AND USAGE

Phenazopyniding Is Indicated for the symptomatic relier of
pealn, burming, urgency, frequensy, and other discemborts
arlsing from Inftation of the lower udnary ract mocesa
caused [y Infestion, rauma, surgery, endascople procedures,
ar the passage of sounds of catheters, The use of
Phenazopyriding HEI Tor reliet of symptoms should not delay
dennitivie diagnesls and reatment of ausathne conditing,
Bocause It provides ehly symptanats relel, prampt
apprapiate treatment of e cause of paln must be Instuted
and Phenazopyriding HC shauld be discentinued when
sympkams ara contrelled,

The analgesic actan may reduce or eliminate the nesd far
systamic analgesics or narcetics. It is, heerever, compatible
with antibacterial therapy and can help bo relisve fEin and
discamfort during the interval befare antibacterial therapy
cankrols the infection. Treatment of & urinary tract infaclion
with Pherazapyridine HC should not exceed two days
because thera iz a lack of avidence that the combined
administration af Fhenazepyridine HEl and an antibacterial
provides: graster bansfit than administration of the
antibactanal wlonsg aftar fwo days.

{S4a DOSAGE AND ADPINISTRATION =4ction.)

Phanuzopyriding HCI Tablats, USP containg the following
indctive ingradisnts: croscarmallose sodium, colloidal silican
digxids, hydroxypropyl methyl csllulose, magnesium stawrsts,
muize (com stench) microcrystelling cellulose, polyethylane
glycal, povidons and pragalatinizad starch.

GLINICAL PHARMAGOLOGY

Phenazopyridine HE s cucreted In the urine where It exerts a
topleal analgesic cifeet an the mucasa of the wrinany trast.
This action helps o rellewne paln, bumling, urgency and
Trequency The preclse mechanlsm of action 1S not knawn,
Thi pharace et propertics of Phenazopyridine HG have
ML becn detemmilned. Phenazopyniding HC S rapldly eecretod
Yy the KIdneys, WIth &5 mUch 28 G6% OF an aral dose belng
vycrcted unshandged in the uine.

INDIGATIONS AND LSAGE

Phenazopyridine i indicated far the symptomatic reliaf of
pain, burning, urgensy, frequancy, and ather discomfarts
arising fram irritatian of the loweer urinary fract mucosa
caused Iy infaction, frauma, surgery, endoscopic proceduras,
or the paszage of sounds ar catheters. The use of
Phenazopyridine HEI for relief of symploms shoukd not delay
definitive diagnasis and traatment of causative condifions.
Because it provides anly symptomatic relisf, prompt
appropriakz freatment of the cause of pain must be institutad
and Phanezopyriding HCI should ba dscontinued whien
symptoms sra contralled.

The anelgssic wotion muy raducs or elimingts the nsad for
syitamic analgekics or nercatics. 1t is, howeavear, compatibls
with wntibactanal therapy end can hslp ta religva pain and
dizicamfart during the interval bafore antibecterial tharapy
controls the infection. Treatmeant of 2 urinery tract infacton
with Phenampyriding HCI shauld not ercesd tvo duys
becauss there i g lwek of avidancs that the combinad
adminiktration of Phanszopyriding HCl end en entibactarial
[rawides Qreater beneft than adrinismation of the
antbactetal ke amer tve days.

[S0c DOSAGE AND ADMINISTRATION suctian. |




CONTRAINDIGAT NS

PRECAUTIONS

General:

hsipatic toxicity haws baan reported, ususlly et ove
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PRECALTIONS
Ganara

CONTRAINDICATIONS

Phenampyriding HCl should not hed in patisnts who havs
praviously axhibited hypersansitivity bo it. The uke of
Phanezopyriding HCI is contraindicetsd in petints with ranal

PREGAUTIONS
General:
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Preguancy Gategary B;

Reproduction studies have been perfarmed In rats at doscs
Up o 53 mgfkgfday and have revcaled ne cvidence of
Impalred fertlllty or ham o the fetes due to Pherazapyridine
HEI. There ang, hewcyer, no adeguate and well controelled
studies in pregnant wamen. Because animal reproduction
studies arz not alerays predictive of human respcnse, this
trug =hauld be used during preqnancy caly if clearly n2eced,

Mursing mothers:
Mo information & awailably on the apparance of
Phenazopyridine HCI, or its matabalites in human milks.

DOSAGE AND ADMINISTRATION

100 mg Tabbets: Average adult dosage ks two tablets 3 thnes
i ey At ks,

200 ng Tablets: Average adult dosage ks one fblet 3 tmes a
thay after meals.

When used concomitanty with an antibacterial agent far the
treatment of 3 urinary tract infection, the administrtion of
Phenazagyridine HCI should not exceed 2 days.

DVERDOSAGE

Exceading the racommended doke in petisnts with good
ranel functian ar sdminisksring the ukual doss to patiants
with impairad ranal function (zommon in sidardy patients)
may leed o increassd sarum levals end toxic rapctions.
Mathemoolobingmiz ganerelly follows 8 meskive, Boute
overdose. Mathylane blug, 110 2 mg/kg/bady weight
intravanously or ascarbic wcid 100 to 200 mg givan arally
should cavsce prompt reducton of e methemoglebinemla
and dlsppearancs of e cyancsks which s anald In
dlagnasls. fddative Helnz bady hemalyts ancmb may also
poeUn, and "Bt colls" [degnmacytes) nay be prescnt ina
chranle awerilosage situatlon. Red bioed coll G-6-P0
defkclency may predispase ta hemolysks. Renal and hepat
Imprinment and accaskanal falune, usualhy dus to
Fymersensiivity, iRy als aSour.

Preananey Calenory B:

Repredusction studies have been performed in rats at doses
up to 50 maska/day and have revealed no evidence of
impairad fertility ar harm ko the fetug due to Phenazopyridine
HEI There are, hawever, ne adequate and well contralled
studies in pregnant wiomesn. Bacwuse gnimal reproduction
studies ara not always predictive of human responss, this
drug should ke used during pragnency anly if caarty needsd.

Nurzing mathars:
Na Infarmation ks avallable on the appearance of
Phenazapyriding HCI af 1t metabalites 0 hunan milk.

DOSAGE AND ADKINISTRATION

100 ma Tablets: Awarage acdult dosane is bwe tabkets 3 imes
a tlay aftar maals,

200 g Tablets: Average adult dosane is one Rablet 3 times a
day after meals.

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

OVERDOSAGE

Excecding the recomimended dese In pationts with gead
renal function or adminlstering the wsual dose to patlents
wlth Impalred renal unctian camiman In clderly patents)
My lesad B0 INCReased Serum Ievels and taxk: reactons,
Metheraglabinenila generaly 100kws & rassive, acute
averdase, Mothylene bluc, 110 2 mgfkg/body wekght
InEravenausty of ascorble acld 100t 200 my given orly
sheuld causa prempt raduction of the methameglabinamia
and disappearance of the cyanasis which is an aidin
diagnosis, Oxidative Heinz body hemelvlic anemia may alse
aceur, antl “hite cells™ ddegmacytes) may be present in a
chronic averttsage situation, Bed bivad cell G-6-FD
deficiency may predispose to hemalysis, Reral and hepatic
impairment and cecasional failure, usually dus to
hypersensitivity, may alsa accur

Pregnency Cetegory B:

Repraduction ktudies have bsan parformad in rats at dosss
up ta 50 moikg/dey and have ravsalad no avidsncs of
imprirad fertility or harm o the fabus due o Phanszopyriding
HEL Thers ars, however, no adequats and wall controllsd
studles In pregnant women. Because animal repraductian
stidles arc not ahwvays predictve of human response, this
drug should be used durlng pregnancy only 1T clearly neaded.

Hursing mothers:

Mo infanmation is available oo the appearande of
Phenazopyridine HEL ar its metabolites in hurman milk,
DOSAGE AND ADMINISTRATION

100 mg Teblets: Avarage wdult dosegs s tao tablats 3 timas
g day eftar mawls.

200 mg Teblets: Avarage edult dosegs iv ane tablat 3 imas a
day uftar mesk.

When used concomitanthy with an antibasterial agent for the
treatment of a urnary tract Infection, the adminkstration of
Phenazopyridine HEE should nat cxcced 2 days.

CYERDOSAGE

Exceeding the recommendad dasz in patients with gaar
renal functicn or administering the ususl dose to patients
with impaired renal function (cammaon in ekerly patients)
may l2ad to increased senum levels and toxic reactions,
Methemaglahinemia generally follows 2 massive, acute
overdase, Methvlzne blus, | &2 2 mafka/Mbedy weight
intravenausly or asseric acid 100 to 200 mg given arally
=hould cauke prompt reduction of the mathemaoglobinamia
and dizspparrence of the cyenoss which & an aid in
diagnokiz. Oxidative Hainz body hemalytic enamis muy al=o
occur, Bnd “bits calls" {degmuacytas) muay ba prasant ina
chronic ovendasags situstion. Red blood cell G-8-PD
deficiency may pradispose to hemolysis. Renal end hapatic
imprirment end occasional failure, ususlly due to
hypanzsnzitivity, mey also ocour.
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PHENAZOPYRIDINE HYDROCHLORIDE 100 MG
phenazopyridine hydrochloride tablet

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70795-1241

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHENAZOPYRIDINE HYDROCHLORIDE (UNIl: OEWG668W17) PHENAZ OPYRIDINE 100 m
(PHENAZ OPYRIDINE - UNII:K2JO9EM]52) HYDROCHLORIDE 9

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIIl: M280OL1HH48)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIl: 70097M6130)
STARCH, CORN (UNII: 08232NY3S))
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\WQOSDWI1A)
POVIDONE (UNII: FZ989GH94E)

Product Characteristics

Color brown Score no score

Shape ROUND Size 7mm

Flavor Imprint Code G15

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

1241-0 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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