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Bupivacaine HCI 0.5% and Epinephrine 1:200,000 Injection USP (as bitartrate)
(bupivacaine hydrochloride and epinephrine injection, USP)

THIS SOLUTION IS INTENDED FOR DENTAL USE.

ACTION
VIVACAINE™

o o
over ather local anesthelicsisin the prolonged curation of effecive anesthesia. I i to be noted however, that the duration of acton of & local anesthetic s dependent on & number o fators incucing st of injction, oute of adminstration,
period educed.

tisse da
epidural, pe are reached in . y
sixhours.
7 hours (range 1.2- 4.6 s s
fioghilc ag far VIVACAINE™

in normal adul mor

Because o s ami VIVACAINE™ “The major metabaite of VIVACAINE™
ictos o ype local anesthelics

e ate and degres of ,, @ lpid soluilty
tobe e,

had a low fetalmaternal rato (0210 0.4).
INDICATIONS

TACANE™ s indeatad b e o el e,
CONTRAINDIC/

RACANE™ per ide type, or o other compor . (see AVAILABILITY),

VIVACAINE' s steof

VIVACAINE™ is not recommended for chidren under 12 years of age.
WARNINGS

LOCAL ANESTHETICS SHOULE DOSE-RELATED TOXICITY AND OTHER ACUTE EMERGENCIES WHICH MIGHT ARISE FROM
THE BLOCK T B EVPLOYED.AND THEN ONDY AFTER NSURND THE MUEDUTE ALABLTY OF OCIGEN. OTHER RESUSCIATVE DRGS, CARDIOPULUCNARY RESUSCITATVE EQUIPIENT D TR PERSONEL

RESOURCES NEEDED FOR PROPER MANAGEMENT OF TOXIC REACTIONS AND RELATED EMERGENCIES. (See also ADVERSE REACTIONS AND PRECAUTIONS) DELAY N PROPER MANAGEMENT OF DOSE-RELATED
‘TOKICITY, UNDERVENTILATION FROM ANY CAUSE, ANDIOR ALTERED SENSITIVITY MAY LEAD TO THE DEVELOPMENT OF ACIDOSIS, CARDIAC ARREST AND, POSSIBLY, DEATH

Confusion,
isions,respi P o L or feportd. Reactonsreulig i alalis have ocoured on e occasions. n a few cases, essotaon s
bon ik oc y management. These reactons may be due to wih Patints receiving

ciculation Resuscfatve equir P o
s (se0 DOSAGE AND ADMINISTRATION).

ot ensure against an nravascular injectio.

History of hypersensitiy.
T scon, hch coas o soctict, sk b uaod wth et cakon o aiats s mada sry and sl o s 1 it oftyportrion, roceco hoat e, ool st
insufiiency, heart biock,

, fo exampe,fingers and toes, ears, the nose and the penis.

VIVACAINE™
VIVACAINE™

Mixing orth p
VIVACAINE™ that I e overal prevalence of suk-

e sensihityin

PRECAUTIONS
The sty and ofcthones f ol aneshtcs dopand upon roporGasag, et GEiuo, adcual procaulons,ard roadings o omorgncies.Resusctalv oqupTG, rygon ad i crugs houd bo avalbo fr

immediate

volume of
“The lowest dosage that gves eflectve anesthesia should be used in oder to avld high piasma evels and femic side effcts. e VIVACAINE™ in biood levels with each
adiional dose, the paten. Debiated, eidery

sl it age s pyss condin,
o loing prcaitons a5l 1 o calsnshlc. Sl of oo orgh 41 b o o cvke anpcyed st o i st spiaionsand foad s spktc, okl the naede. it iarsslr
e rpiion

is used fo dental injections bout the possiity ofinadvertent trauma o tongue, ips and buccal mucosa and advised no o chew sold oods or
test the anesthetized area by bilng or probing.
Y a

ntation, drowsiness, may be eary VIVACAINE™.
tom, orin

ofrepeat doses of VI
Lol st Sl s s 5w Coton Pt wih It caGo st i s they may be less able to compensate for functional changes associated with the proogation of A~V conduction produced by
these drugs,

psi n the region of
. since ocal ke sedat
VIVACAINE™
if f chioroform, halothane, cyclopropane, trichoroethyiene, or
other related agents.In patint, ther combined action f both agenis upon the myocardium, the concentraton and volume of vasaconsticior used, and the time since nection,
e splesis Sho e e i st
INFORMATION FOR PATIENTS
Wh VIVACAINE™.
local noreginephrine 10 p P Jonged
ypert !
the pr
Carcinogenssis, Mulageness, local anesthe
g impairs fertty.

ectvaly 0 rine and five imes the maximal
Tocomfanded day humah o (40 o) et ol and walhconolle sucioo n pregrar e ofh & ofcoiacan on h devlop s, Bupivacan oo shouk s 5ol g Pregrancy oy i o
torm e

the dng.
ot administer taki
ADVERSE REACTIONS
wih ofher anide-type cause of which may. . nadvertent
i Otercauses o actors id
“The most commonl d medate involve the central nervous system and the cardiovascular system. The adverse reactons are usually dose-related and due 10 high plasma

levels which may resul from wermsau& rapid absorption from the \mmm S, Gmiishad e o o arittonal NGB . Facors iuonoig plaa i Bining, .. dicases wich alr protoin s or

st pasna el ase ysc et g e ol newnus system and the cardovascular sysem. The cenfial nenvous sysem eflecs are charactrized by excitation of depression. The fist maniestation my be
vison, o trem
credoanons oy e
7l nevous syt fects may b raises,voming, i, consticton of th pups, o tius.Th cadovasclr manietatonsof xcesivo s vl may i deprssion o the myocardm, bood presur changes
(st potnsn),arde st doceaod cardac o, e Hod, racycard, et s g veniur acycad and veler 19ges

el t
[ . 9
It should be n apid n oset. pressio, cardovascular This type high degree of
preparedes sinco it can occur it e warning,
15 imesigators, i
Teatment o fons: Acue emergenciesfrom local anesth generally relete 0 high therapetic use of localanesthetcs The of e
iator
symptomatic  thero is o spocic cur. Tho dis o e o sy 2 gt o wih oo 74 o o e o 2 o oo s o o B o
of a bartiturale or muscle relaran, an per il a
st |
Rocont lncal da from ptenis experencing local conwisions demonstated of hyporia, by d acidosis wih bupivacaine within 2 minue of he onsef of comvulsion. These observalions
ol oy oo a1 o St Pl 1 ey Pt 91 o) eSPA S o o i f s i vl i o ooy i crd e
For management of you
DOSAGE AND ADMINISTRATION
As with all lcalanestetics, o area ) tssues, The lowest
CANE™ inthe maxilary e orgr il of ) , such asfo oralsurgial
dose of 1.8 L (2 mg) per injecion 1 second dose of 1.8 mL (9 mg) may be used if necessary
ovel st doe shoi- b oy e shod be loued botiosn fcns L etomaonand ot e o dos o 4l o i sy o over 3 e danl vy, ks o
. VIVACAINE™ under 12 years of age.
yfor par o administation, whenever permi
DSHFECTONOF CARTGES
cartdge only the metalcap i undited isopropy alcoholor 70% ety 15 minues. days
s S st .
AVAILABILITLY
Each L
1 Storo between ¢ 78°F). DO NOT PERNIT TO FREEZE. This soluion should be profectectd fom gt and
cannotbe autodiaved.
8 ) cartidges; 3
PHARMACOLOGY
) Itisauhite,
b in e )
ory
(CHaCHs
con ol Ho
Hy
Molecular Formue: CuHaMOHCLHO  Molecular Weight: 342.90
H
Ho & CHHOH,
H

ction potental. I 1 i Cinialy the order of los of nerve function s s folows:
(1) pain, (2)temperature, (3) touch, (4 proprioception, and (5) skeletal muscle fone.
In metaboic siudes in te rat subcutanaous doses of C*labelld bupivacaine were rapiy absorbed. The gastrinestinaltract, Iver, spleen and Kidney showed relatvly high conceniratons. Raclozctiviy n adipose tissue ws high
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Bupivacaine HCI Mouse: 71206
05% Rt 62105
Mouse: 827
Rat 6529
Bupivacaine HCI Mouse 65:04
05 % and Epinephine Rt 54204
Mouse 28
Rt 5128
Buptacaine HI Mouse: 62:04
075% (Hyperbaric)

At high intravenous doses in mice and rats symptoms of toiiy included CNS stmulation folwed by convulsions. Cental stimulation s folowed by depression and death is usually due to respiratory depression. Dogs tolerated single
up 0 10 mghg,
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