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DESCRIPTION L :

Xylocaine - (lidogaine) 5%: Omtment contams a local anesthetlc
agent and-is admmlstered toplcally See lNDlGATlONS lor specrflc
uses, v .

Kylocaing’ 5% Olntment ‘goritain§ lnlocame iehich i chemically
‘designated as acetarriide, 2- (dlelhylammo) -N-(2, G-drmethylphenyl)
and has the followmg structural formula

CHs

50 -mg, polyethylene glycol!
and propylene glycol. The fia
ind Speaffmint oil.*
CLINICAL PHARMACOLOG
Mechamsm of Achon

(lxdocalne) 5% Olntmerrt -effects local, mp!cal anes-
he_ unse’t of actlon is? H mmutes lt |S'|neffectlve when

pen al-
‘midy be atiribiitable to'a dirast depressant éffect of e focal
theticagént on variot's components ‘of the cardlovascular sys‘rem
Pharmacokinetics and Metaboli
Lidocaine may be absorbed following | toplcal admlmstratlon )
nucous membranss f'absorp’tmn dependmg
upon the specific’ i
tenitration, and total dosage
{ocal anestiietic’ agents following toplca
fapidly afté chi finistrad
apsorbed from:th

Gnchanged dilg

hg kldneys Blotransformatmn
includes oxidative N-

XC!
dealkylatlon ving hydroxylation, cléavage of

the amide linkage, and conjugation. N-dealkylation; a-major path-

way “of biotransformation, “vields- the metabolites: manoethyl-
glyciriexylidide- and: glycinexylidide. The pharmacological/fexico-
logical actions:of these metabolites are similar 1o, bt fess: potent
than; those, of lidocaitre.. Approximately 90%. of lldocalneadmlms-
tered is-excratediin the form:of various: ‘metaholites,.and. less-than
10%:18 excreted unchanged. The primary metahollte m U ne ls a
conjuga fydroxy-2, 6+ -diméthylaniiing.:
The:plasnia , binding; -of lrdocame s, dependent an: drug con-
ceritration, “and the fraction bound decreases: with mcreasmg gon-
g Ut &g

60't0 80 parcent of idocains s protel
dent on the plasmia concentratlon of
Lidog; 'ne, grosses; the rb,lood:b[rai

he-hattlife maj e’ prolonged i
riore: inpatients dvith: iver, dysfunction Renal:dystungtion-does
not affect lidocaing kingtics. but may increase the accumutation of
metabolltes

Fabiors such

S aciddsis and the use af CNS stimulants and

A Numbness of the fongue or buccaf mucosa iay; fafice the din--

6 04’ free base per
levels of 18-2F-ug/mE
convulsive activity.
INDICATIONS AND USAGE - - :

Xylogairie (fidocaifié)’ 5% Ointiment is lndlcated “for pmduc’non i
anesthesia of adcessibly mucous membrarres ¢ € oropharynx :
it s atso useful as an anesthetic lubricant Tt intibatio orthe
temporary relief of pain associated with minar-biins ncludmg
stnburn, abrasmns af the skin, and-insecthites

Lidotah ntraindicated in’ pahents wrth a f
hypersensitivity to local anesthetics of the amrde type orte other
components of Xylacame 5%-Olntment ST :

SAGE, ] 3 BETW osE S,
1T IN HIGH PLASMALEVELS AN ND SERTOU SADVEFlSE
EFFECTS. "PATIENTS “SHOULD: BE INSTRUCTED; T0 STRICTLY
ADHERE TO THE RECOMMENDED DOSAGE ‘AND “ADMINIS-
TRATION GUIDELINES AS SET FORTH (N THIS PACKAGEINSERT.
THE :MANAGEMERT-* OF SERIQUS ‘ADVERSE: REACTIONS MAY
REQUIRE THE USEOF RESUSGlTATlVE EQUl NT, OXYGEN
AND*OTHER-RESUSGITATIVE DRUI
Xylocairie 5% -Ointiiant should be
he"presence of sepSIs ly‘fraumatized riitico!
of appllcatlon, singe U ondmone there is'ifie pote al
for rapid systemlc absorpnd A ;

PRECAUTIONS

{ ADVERSE REACTIONS)
anesthesra should-beé

) ! &
blood levels varles wrth the status, of the patiéht.”
s chl_ldren shquld he given

reducad ~dosas ccmmensurate
condition. Lidocaine should also 5 u
with severe shock or heart biock. )
Xylocalne 5% Olntment shouid ‘be’used wit ’cau’non in patlents
Patiel allergm to -pard-
amlnobenzmc acid derivatives (prgoaine; fetrd
efc.) have not shown crass sensitivity to lldocame Many drugs
ysed during, the gonduct. ol-anes;hesra are, copsidered- potenhal
for. fami it hy) ert i t

bp miental general anesthesla
dvange, .t Is suggested:that.a standard
protncol forthe.managementio fmallgnant hynerthermla should be
available. Early unexplamed slgns ‘of tachycardia; tachypnea; abile
blood pressure and metabolic acidosis may precede temperature
elevation. Suceessful outcome is dependent ori ‘darly’ diagnosis,
prompt disdontiriiance’ of “theé- suspect tnggenng ‘agent(s): ang
institution -of, treatment,” including - oxygen -therap: od
suppom\ie miasures and danirolefie {eonsutt dantro N
lntravenous ackage msert before using). :

nger of a
food-should not be mgested for 60°mintes followmg the u
anesthetic preparatlons in the mouth or throat-area. Fhis'ls partlc-
ularly important in chifdren because of their Trequeney of eating. .




., Studies of lidocaine in animals to evaluate the carcinogenic and muta-

Carcinogenesis, Mutagenesis, Impairment of Fertility

c potential or the effect on fertility have not been conducted.

:‘Use in Pregnancy

Teratogenic Effects. Pregnancy Category B. Reproduction studies
have been performed in rats at doses up to 6.6 fimes the human
dase and have revealed no evidence of harm to the fetus caused
by lidocaine. There are, however, no-adequate and well-controlled
studies in’ pregnant womnen. Animal reproduction studies are not
always: predictive..of- human response, General consideration
should -be i d -

I.ubor and Dehvery
Lidocaine is not contraindicated :in:labors and dehvery, Shpuld
Xylocaing 5% Oln'(ment Dbe used; cancomnantly with. other pmd—

latlons must be kept
Nursmg Mothers: - .
It is not known whiether this. drug s :excreted
Because many drugs are excreted in human i
be exercised when fidacaine is adminis

Pediatric Use .,
Dosages in ch[ldren should be reduce
body: weight and physical condition. Caution must ‘be,taken:to
avoid overdosage.when applying. Xylocaine 5% Omt, ‘1o farge
areasLof in}u d or, a raded £ 1he. systérnic abisorption.of

may b ndmons See” DOSAGE
AND ADMINISTRATION

ADVERSE REACTIONS . :
Adverse experiences foﬂowmg the admlmstra n of ocam are
similar in nature to:those, observed with ather-amide:local-anes-
thetic agents. These adverse experiences’ sgeneral; dose-
related and, may.result from hlg‘h plasma levels-caused by exces-
sive dosage-or rapid. absorption, or-may resuft froma hypersenS|-
Hivity, -idiosyncrasy. or. di inishad, tolerance on the-part: of . the
patient. Serious adverse’ expetiences :are, génerally. systefiiic. in
nature. The following types are those most comK

Ceniral Nervous Sysl'em

The first step” in the management of convulsions-consists of
ttion-to_the maintenance of a paterit airway and
C nfrolled “Ventilation “with ‘oxygen gnd adelivery
system capable of permitting immediate positive airway pressure
by mask. immediately after the institution of these- ventilatory
measures, the adequacy of the circulation should be evaluated,
keeping in mind that drugs used to treat convulsions sometimes
depress the circulation when administered intravenously. Should
convulsions persist despite adequate respiratory support, and if
the status of the circulation permits, small increments of an ultra-
short acting barbiturate {such as thiopental or thiamyfal)-ot. a.ben-
zodiazepine: (such -as diazepam): may- be - administered. intra-
venously. The: clinician-should :bs familiar,.. prior- to- usg -of logal
anesthetics, with these anticonvulsant drugs. Supportive treat-
ment of circulatory.depression may require administration of intra-
venios.fluids ) SOr as dlrected by
the clinical st (6.0., ephedrineg), - .-,
If not treated immediately, both convu[stons and cardmvascuiar
depression can result in hypoxia, acidosis, bradycardia, arrhyth-
mias and cardiac arrest. If cardiac arrest shoulfd occur, standard
cardiopulmonary resusciative measures should be instituted.
Dialysis is of negligible valte in the treatment of acute overdosage
with lidocaine.
The oral 1Dsp of lidocaine HC| in non-fasted female rats is
459 (346- 773)vmg/kg (as’ the salt and 214 (159—324 mg/kg (as

When Xy!oca & 5% Ointm
products containing . lidocaine, the tota 0!
formuiations must be kept in mmd

Oifitment, containiing 250 mg of Xylocaine base (equi ¥
ically to-approximately 3001 mg’ of Xylocalne hydrochlo ). This
is roughly equivalent to squeezmg 2 sng (@) inch lengtn nfmntm'ent

{1:6-mg/lb) lidocaine basezNo mare thanzene-half tube; approxi-
mately 17-20 gm of eintment or 850-1000-mg Xylocame ase,
should be administered in any one day.
Although the incidence of. adverse effects. wnh) YloG:
Qintmy ) . caution, d

amounts

agent’ admlmstered
Dosuge for Childre
It

For medlcal use; apply toplcallyfon equate contrel of symptoms.
a-sterile- gauze. pad:fis- squestegi for apphca’no‘

Hi i Kimmurh perie
mlmmlzes the possmxhty of swalloWing the ‘tDpIGal dln’(men

|n||,




