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LIDOCAINE HYDROCHLORIDE DRAL TOPICAL SOLUTION, USP (VISCOUS) 2%
Fix Only
A Topicel Anesthetic for the Mucous Membranes of the Mauth and Pharym.
Far Oral Usa Only.

WARNING: Life-threatening apd fatal events in infants and young children
Postmarkeling cases of setzuras, cardiopulmanary arrest, and death in patients under
{ha age of 3 years have bean reported with use of Lidocaine Hydrochloride Oral
Tapical Solution, ISP (Viseous) 29 when it was not edministersd in slict adnerence
to the dosing and adminisirafion recommendations, In 1he setting of teething pain,




Lidocaine Hydrochiaride Deal Topical Sobullon, PSP (Viscous) 2% should generally nat
b wsed, For other conditions, (he use of the product in patiesls less than 3 yaars of
ape should be Hmited to (hose situations where saler allernalives are not avalable
ar have been tried buk failed.

To decrease the risk of serious Eiverse evenls with use of Lidocaing Hydrochlonide
Dral Topicd Solufion, USP (Viscous) 2%, msinuct carenivers to strictly adhers to the
preccribed dose and frequency of administration @l stoce the prescription batlie
salely out of reach of children.

DESCRIPTION

Lidetaine Hydrochiende Oral Topical Solutlon, USP {Viscous) 2% contains a iocal
anasihetic agent and i administered topically. Lidocaing Hydrochloride Oral Topdcal
Solution, USP (Viscous) 2% contains lidocaine hydrochloride, which is chemically
designated  as  acelamige,  Z-{diethylamino)-N- {2 6-dimethyiphenyl)-,
manshydrachlaride and has the following stroclural farmula:
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Tive maizcubar fprmula of Adocaing is CyyHasNz0. The mofecular welght iz 234,34,
COMPOSITION OF SOLUTION

Each mb contains 20 my of Rdocaine HEL In addition each mL containg the follawing
inactive ingrediants; Carboxymethylealiuiosa sodiom, methyiparaben, natural orange
flasar, propylparaben; purisd water, snd saccharnin sodivm. The pH is adjsted 05,0110
7.0 by maeans of hydrechionc acid andfor sodiem hydroxide,

CLENICAL PHARMACOLOGY

Mechanism of Aclion:

Lidocaing stabilizes the newonal membrane by inhibiling (he ionic fluxes requived for
the injtiation and condustion of impakses, therely effecling kecal anesthatic action.
Hemodynamics: .. g

Excessive biood.evels may cause changes in candiac output, iolal peripheral resistance,
and mean arerial pressure, These changes may be atirbutatie to a direct depressant
effect of the local anesthelic agant on varieus cempenents of ihe candavascular sysiem,
The nel affect i normally a madest hypatension when the recommended dosages A
nol excesdad,

Lidecaine is absorbed follawing opical admindstration to mucous membrangs, is rat
and extent of absorption baing depandent upan concenralion and lofal dose
administered, the specific site of application, and duration of exposure. In general, the
rate of absooplion of local anesthetic agenis following toplcal application cocurs mest
rapidly affer intratrochesl sdmisisiration, Lidocaing is also weil-absorbed from the
gastrointestinal fract, but Kt intet drug appears dnthe circulation becaesa of
picramalormation in We e Thi plasma binding of fidecaing i dependent on drug
coacentration, and. the Iraction bound decreases wilh increasing concentration. At
concentrations of 110 4 meg of free base per mL, 60 fo 80 percent of lidocaine is
pratein bound. Binding s also dependent on tha plasma concentration of the alpha-1-
acid glycoprolein,

Lidocaine -crosses the blgod-brain and placental barriers, presumably by passive
diffusion.

Lidoeaine iz matabalized rapidly by the liver, and metabalites and unchanged drug are
exgrated by the kidneys. Biotranstormation includes oxidalive H-deatkylation, ring
hyelroydation, cleavage of fhe amide Enkage, 2nd conjugation. H-deallylation, a major
patkway of bietransformation; yields 1he metaboliles monoeinylglycineylidide and
ghycinexyligide, The pharmatolagical/toxicologlcal actions of these melabolites are
similar to, but 1ess polent than, those of lidocaine. Approximately 80% of lidotaing
administered is excreted in the farm of vasous metabakites, and lass than 10% is
excrated unchanged, The primary melabalile in uring is 2 comjugate of 4-hydroy-2,
G-tEmethylanilime.

The elimination half-life of idocaine following an intravenaus boles injection is typically
1.5 to 2.0-hours. Because of the rapid rale at which lidocaine is metabolized, any
condition {hat affects: fver function may aller fdacaing kinetics. The half-life may be
projonged ten-lold of more in patients wilh liver dysfunclion. Renai dyshmction dogs
not alfect Ytocaine Kinetics but may increase the accumutation of melakoEles.
Factors such as acidosis and the usa of CNS stimuiants and depressants affect the
CNS leveds of lidocaine reguired o produce overt systemic effects. Objective adverse
manileslations become increasingly apparant with increasing venous plasma levels
ghove 5.0 mco Iree base per mL. Is the rhasus monkey arterlal blood levels of
1E8-21 mestml have been skvam 10 be threshold for convtsive activity,
INDICATIONS AND USAGE

Lidacaine Hydrechioride Oral Toplcal Solufion, USP (Viscoush 2% is indicated for the
production of topical anesthesia of irilaied or inflamed mucous membranas of he
moulh and phanym. I is alse useful for reducing gagging during the taking of X-ray
pictlures and dental impressions.

CONTRAINDICATIONS

Latdiacaineg is contraindicated @ palients wilh a known higtary of hypersensiivity to local
aneslhetics of the amide type, or o olher components of the solutien.

WARKINGS

EXCESSIVE DOGAGE, 0 SHORT INTERVALS BETWEEN DOSES, CAN RESLAT IN HIGH
PLAGMA LEVELS AND SERMIUS AOVERSE EFFECTS. PATIENTS SHOULD BE INSTRUCTED



TO STRIGTLY ADHERE T¥ THE RECOMMENDED DOSAGE AND ADMENISTRATION
GUIDELINES AS SET FORTH IN THES FACKAGE INSERT,

THE MANAGEMENT OF SERIIUS ADVERSE REACTIONS MAY REQUIRE THE USE OF
RESUSCITATIVE EQUIPMENT, OXYGEN, AND OTHER RESUSCITATIVE DRUGS.

Lidocaing Hydrochiaride Oral Topical Solution, USP (Viscous) 2% should be used with
extreme caution If the mucosa in the acea of application hag been traumatized, since
under such condidions there ks the petential for ragid systemic absorplion.

Pastmarkeling Gases of seimures, candiopulmanary amest, and death in patienls under

{he 2ge of 3 vears have been repoded with useof Lidocaine Hydrochloride Ol Topical

Selelion, USP (Viscous) 2% when it was nol administered in strict adherence 1o the

dosing and administration recommendations. In e selting of teething pain, Lidocaine

Hydrachioride Oral Topical Selution, USF (Viscous) 25 should generzlly not be usad.

For olher conditions, the use of the product in patients less than 3 years of age should

be: fimiled to thoae siluations where saler allemalives ane v! avadlabie or fave been

tried but failed.

PRECALTIONS

Information for Fatients

Farents and caregivers should be cautioned aboet the following:

» For palenis under 3 years of age, speclal care musl be given lo accurately
mastiring (he prescribed dose and not administering the product more ofien than
prescribed.

s Tp engiere accuracy, we recommend you use a megsuring device to carefully
measare the correci vplume,

+  The product shauld only be used foe the paseribed indication.

= Toreduce the risk of accidental ingestion, the product comtainer should be Sightly
thosed and fhe product showid be stored well cut of reach of all clildran
immediately afier each use.

= |f the patient shows signs of systemic toxicity (2.9., lethargy, shallow breathing,
seiure aclivity) emergency medscal atfenticn should be seught immediately and
no acditional product should be administerad.

«  Hnused product shoibd be discarded in & manner {hat prevents possible exposure

fo children and peds.

Al patients should be aware thal when lopical anesthatics ane usad in the mosth or
Throal, the production of lopical anesthesia may imgair swallowing and 1hus enbance
Ihe danger of aspiration, For this reasen, food should not be ingested for G0 minules
{atewing use of local anesthetic preparations in the moulh or threat area. This is
particularly importand in children because of their requency of eating.

Humbness of fe lague or beccal mucoss may increass the danges of biting trawna,
For this reason food andfor chawing guim shoukd mo2 be used while the mouth or thegat
ared is aneslhetized,

General

The zalety and cfiectiveness of lidocaing depand on proper dosage, ciereel technigue,
adequale precautions, and readiness for emergencies (See WARMINGS and ADVERSE
REACTIONS), The lpwest dosage that resulls in effective anesthesia should be used o
avoid high plasma levals and serious adversa effects. Repeated doses of lidocaine may
catse significant ingreases in blood levels with each repealed dose because of show
accurmglation of the drug andtor its melabobiles. Tolerance varies with the status of 1he
pettiont, Debildated, elderly patients, aculely il patients, and children should be given
reduced doses commensurata with thair age, welght and physical condition. Lidocaing
should also be used wath caution in patients with severe shock or heart block.
Lidocaine Hydrochloride Oral Topical Sehation, USP (Viscous) 2% should be dsed walh
catlion in pessons with known dneg sensitivilies. Patients allengic bo para-aminobanzoic
acid dervatives (procaing, letracaing, benzocaing, edc.) have not shown cross sensitivity
b lidocaine,

Garcinogenesis, Mulagenesis, kmpairment of Fertility

Studies of lidocaing in amimals 1o evaluate the carcimogenic and motagenic maential
or the effect on ferility have not been conducied.

Pregrancy

Teralogenic Effects. Pregnancy Category B.

Reproduction studies hive bean performed in rals al doses up o 6.6 times the human
dnse and have revealed na evidence of harm ko the falus caused by lidocaine. There
are, hiwaver, no adequaie and well-controfled studies @ pregnant women, Because
animal reproduction studies are not always pradictive of humen response, his drug
should be wsed in pregnancy anly # clearly needed.

Nersimg Mother ;

it is nat known whelher Ihis dreg is sxcrated in human milk. Because many drugs are
excreted in husman milk, caulion shoukl be exercized when lidocaing is administered
1D NUrSIG WoEnen,

Pediairic Use

{lozages in children shoufd be reduced, commensurale with ape, body waight and
physical condition. See DOSAGE AND ADMINISTRATION.

ADVERSE REACTIONS

Aiverse axpariences following the administration of lidocaine ane similar in rature (o
thosa shsarved wilh other amide local anesihetic agents. Thase advirse expenences
are, in general, dose-related and may result from high plasma levels caused by

awraseiua dacams ar ranid ahenmbinn e mav el from 8 henarssnailivity
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idinsyncrasy, of diminished lolerance on the part of the pationt. Sarious atverse
pxperiences are generally systemic in nature. The following ypes are the most
commaonly reported:

Central Nervops Systerm:

CHS manifestalions are excilatony andfor depressant and may be characterized by
lightheadedness, nervousness, apprehension, euphoria, confusion, dizziness,
drowsiness, tinmitus, Blemed or double vision, vomiting, sensations of heat, cold or
numbness, twdlching, lremors, convidsions, unconsciousnaess, respiratory depression
and arresl. The excitatory manifestations may be very briel or may nol occur at gl in
which case the first manilestation of loxicity may be drowsiness merging into
unconsciousness and respiralory ameast,

Drowsiness Icllowing the asministration of lidocaing Is usually an easdy sign of a high
btond bevel of the dreg and may ocour 8s & conséquence of rapid absorplion.
Cardipvascular Sysham:

Cardiovascular manifestations are usually depressant and are characlerized by
hu'aé{cnrdla_ fiypotension, and cardiovascular collapse, which may lead to candiae
an

Allergie:

Allergic reaclions are charsclerized by culangous lesions, urticaria, edema or
anaphylacioid reactions. Allergic reactions may ocour as a result of sensitivity either ta
the local anesihetic agent or fo the methylparaben and'or propylparaben used in this
formutation, Allergic reactions &5 a result of sensflivity 1o idocaine are cxtremedy rare
and, if \hey occus, should be managed by conventional means. The detection of
sensitivity by skin festing is of doubitful value.

To report SUSPECTED ADVERSE REAGTIONS, contact Hi-Tech Pharmacal Ca., Inc. &t
1-H00-262-9010 or FOA a1 1-300-FDA-1088 ar weew. ida.gov/medwatch.

OVERDOSAGE

Acute emergencies from local anesthelics are generally related to high pasma levels
encounterad during therapeulic use of local anesthetics. (See ADVERSE REAGTIONS,
WARMEINGS, and PRECALTIONS).

Managemen! of Local Anesthelic Emergencias:

The first consideration is prevention, best accomplished by careful and constant
manitoring of cardiovascular and respiratory vital signs and the patient's sfate of
consciousness after each focal anesthelic administration.

The first step in tha management of comvulsions consists of immediaie atiention io the
maintenance of a palent airway and assisted or controlled vendilation with oxygen. In
situptions where Irained personnel are resdily available, venlilation should be
maiained and oxvgen should be delivered by o defivery system capable of parmitting
immeediate phsilive amway pressure by mask, iImmediately atter the instilulion of these
ventilabory measures, the adeguacy of the circulation should ba evaluated, keeping in
mind fhat drogs used 1o real convulsiens sometimes depress the circulation when
administered intravenously. Should convuisions persist despile adequate espiratory
support, and il the staius of the circulation permils, small increments of an wiE-short
acting barbilurate (such as thiopental or Mizmylzl) or a benzodiazeging (such as
idiazepam) may be administerad infravenously, The clinician should be familian, prior 1o
15 of local anesthietics, with these anticonvidsant drugs. Supportive treatment of
circulatory depression may requite adminisirafion of infravenous fluids and, when
agpropriate, & vasoprassar ag indicated by the cinical siteation (e.g., ephedring).

If nat treated immediately, both convulsions and cardevascula depression can result
in tiyptrda, acidosts, bradycardia, artwlhmias and candac arest. Il candiac arrest shauld
ooy, standand candiopulmanary resuscitative measures should be instifeted.

[Matysis is of negligible value in the freatment of arute overdesage wilh fidecaing.

The oral Llg of lidoczine in non-fasted female rals i 459 (346-773) mp/ko (s the
salffand 214 (158-324) mivky {as the 2at) in fasted femals rats,

DOSAGE AND ADMINISTRATION

Aduit:

The magimum recommendad single dosa of Lidocaine Hydrochloride Oral Topical
Salution, USP (Viscows) 2% tor ealthy 2dulls should be such that the dose of Bdocame
HEI doss nat exceed 4.5 mofkg or 2 mgAb body weight and does nol in ary case geed
a fotal of 300 mag.

For symgtomatic freatment of irtated or inflamed mucous membranes of The moth
and pharyny, the usual adull dose is one 15 mL tablespoonful undiluled. For use in e
mculh, the soluticn shoukt be swished araund in he mouth and spit gut, For wse in the
phanymx, the undiluted solwlian showld be gargled and may be swallwed, This (ise
should nof be adminizlered at inlendals of fess than three hours, and nat mare than
eight doses should be given in a 24-hour period. The desege should be adjusled
commensurale with the patient's age, weipht and physical condition. [See
PRECAUTIONS),

Pediatric:

Care must be teken to ensure corec! dosage in all pediairic patients a5 there have
been cases of averdnse dus o inappropriale dosing.

Itis difficull 1o recommend a maximum dose of any drug for children since tis varkes
as a lunction of age and weight, For chikien over 3 vears of aoe who have & normal
Inan body mess and normal body development, the maximum dose s determined by
the child's waight or age, For exampla: in & child of 5 vears weighing 50 |bs., the dose
of lidocaing hydroclloride should not exceed 75-100 mg (3.7 to 5 mi of Lidocaine
Hydrochloride Oral Topical Solution, USP (Viscous) 29,

For infants and in children under 3 years of age, the seiution showld be accurataly
measured and ma moss than 1.2 mL be appdied to the immediate area with a cotion-
tipped applicator. Wait at laast 3 haurs before piving the next dose;, & maximum of fowr
doses may be given ina 12-hour periad. Lidocaine Hydrochloride Oral Topical Sotulion,
LFSP (Viscous) 2% should onty be usad if the undedying condition reguires treatment
with @ volume of product that is less than or egual 1o 1.2 mL



HOW SUPPLIED

Litacaine Hydrochlaride Oral Topical Sodution, USP (Viscous) 2% is & clear, viscous liuid
with a very slight orange flzvor available in 100 mL polyelhylene squeeza bolties and
in 45 mL unit dose in trays of ten cups.

The saluticn should be stored at condralled room temperalura 157 30°C (58°- 36°F).
SHAKE WELL BEFORE USE.

Manufachured by:

Hi-Tech Pharmacal Co., Int

Amitywille, WY 11701

Iacle e LLS.A.

Few. T75:07 10414

MG #36073

DELIVERS 20 ML

LIDOCAINE HYDROCHLORIDE VISCOUS
lidocaine hydrochloride gel

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:69938-101

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNI:98PI1200987) LIDOCAINE 2 g in 100 mL
Inactive Ingredients

Ingredient Name Strength

CARBOXYMETHYLCELLULOSE SODIUM (UNII: K6790BS311)
PROPYLPARABEN (UNII: Z8IX2SC10H)

WATER (UNII: 059QF0KOOR)

SACCHARIN (UNIL: FST467XS7D)

ORANGE (UNIL: 5EVU04N5QU)

SODIUM HYDRO XIDE (UNII: 55X04QC32])

HYDRO CHLORIC ACID (UNIL: QTT17582CB)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69938-101-11 20 mL in 1 CUP; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 07/06/2015
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