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Cook: aite 
Carbocaine@ 3% injectian 
(mepiuacaine hydrochloride injection, USP) 

Carbacainee 2% 
with Neo-Cobefrinal :2o,oao injection 
(mepivacaine hydrochloride and levonbrdeirin Injection, USP) 

"Rx only" 
THESE SOLUTIONS ARE INTENDED FOR DENTAL USE ONLY 
DESCRIPTION: CAfl8QCA1NE (msplvacalne hydrochloride), a tertiary amino used as a local anesthetic, is 1-methyl2', 6' - pipecolaxyi(dide monohydrochlodde with the following structural formula: 

CH' 

-C0 N- O .HCI ' 
C,SH,NZ O .NCI 282.81 

CN3 
It is a white, Crystalline, odorless powder soluble tn watet hut very resistant to both acid and alkaflne hydrolysis. NEO-COBEFAIN, a sympathamlmet(c amino used as a wsxansidctar in locai anasthefic solullon, ts (-)-a-/1-Amtnoethyl) " 3, 4~ihydrazy6enryi alcohol with the following structural formula: 

CyH,3NO3 183.21 

Na 

HOP' OH NH2 HO 
It Is a white or buff-colored crystalline solid, freely soluble in aqueous solutions at mineral adds, but practically Insoluble In water. 
DENTAL CARTRIDGES MAY NOT BE AUTOCLAVED . 
CARSOCAINE 3% Injection and CAR80CAtNE 2% with NEO-C08EFAIN 1:20,Oq0 Injection are sterile solutions lot Injection. COMPOSITION 

CARTRIDGE Each ml . conhlns 
ZY Meplvacafne Hydrochloride 

Q ~ 30 m Lavanwdefrln (as the base) ~m 
Sodium Chloride 
Sodium Blaulflta ~ mg 3 mg 
Water for Injection, qs. 
aI ml . 
d 

1 mL The pH of the 29L cartddpe solution Is adjusted between 3 .3 and 5.5 with NaOH or HCt. The pH of the 3% cartdd0e solution Is adjusted between 4.5 and 6.8 with NaOH or NCI. 
CLINICAL PHARMACOLOGY' 

CARSOCAINE stabilizes the neuronal membrane and prevents the Initiation and transmission of nerve Impulses, thereby affecting local anesthesia. CAN80CAINE Is rapidly metabolized. with only a small percentage of the anesthetic (5 to 10 percent) being "crated unchanged in the urine. Mepivacalne because at Its amide structure, is not 
detnxllfad by the c(rculaUnq plasma esterases, The liver fslheprincipal site of metabolism. with over 50 percent of the administered dose being excreted Into the bile as metabolites. Most of the 
metabolized meplvacafne Is probably resor6ed In the Intestine and then excreted Into the urine since only a small percentage is found in the feces. The pdncfpai route of excretion is via the kidney. 
Most of the anesthetic and Its metabolites ace eliminated within 30 hours . It has been shown that hydroxylaUao and N-demethylztfoa, which are detoxlpcat(on reactions, p lay Im p ortant roles in the 
metabolism at the anesthetic. Three metabolites of mep(vapMe have been Identified from adult humatis: two phenWs, which are excreted almost exclusively as their plucuronide conjugates, and the 
N-demethylated compound (2; 6'-pipeco(oayUdfde) . 

The onset of action Is rapid (30 to 120 seconds k~ the upper jaw; t to 4 minutes in the lower law) and CARSOCAINE 3°/. without vasoconstrictor will ordinarily provide operating anesthesia of 20 
minutes In the upper law and 4b minules (n the lower jaw. 

CARBQCAINE ZX wlih NEO-C08EFRIN 1 :20,UOO provides anesthesia of longer duration for mare prolonged procedures, t hour to 2 .5 hours In the upper law and 2 .5 hours to 5.5 hours in the 
lower law. 

CAfiBOCJUNE does not ordinarily produce Irritation or fissue damage. 
NEO-C09EFpIN is a sympathomimeHe amine used as a vasoconstrictor In local anesthetic solutions. It has phartnaotitogic activity similar to that of Epinephrine but ft is more stable than Epinephrine . 

In equal concentrations, NEU-COBEFAIN Gs less patent than Epinephrine In raising blood pressure, and as a vasacnnshlctor. INDICATIONS AND USAGE, 
CAR80CAINE Is Indicated for producUon at kcal anesthesia tar dental procedures by Infiltration or nerve block In adults and pediatric patients . CONTRAINDICATIONS: 
CARSOCAINE Is caniruindtcatad In patients with a known hyparsenslHvity, to amlda type local anesthetics. WARNINGS., 
RESUSCITATIVE EQUIPMENT AND DRUGS SHOULD HE IMMEDIATELY AVAILABLE. (See ADVERSE REACTIONS). Reactions resulting In fatality have occurred on rare occasions with the use of local anesthetics, even In the absence of a history of hyper-senslilWty. FaUIIUes may occur with use at local anesthetics in the head and neck region as the result M retrograde arterial flaw to vital CNS areas even when maximum recommended doses are observed . 

The practitioner should be alert !a early evidence of alteration In sensodum or vital signs. The solution which contains a vasocansUictar should be used with extra= cauAon for patients whose medical history and physical evaluation suggest the existence of hypertension, artedasclarotlc 
heart disease, cerebral yascular .insuNfc(ency, heart block, thyrolaxicosls and diabetes, etc. CARBOCAINE 2% with NEO-C08EFF11N 1 :20.000 Injection (meplvawioe hydrochloride and JevonoNefdn Injection, USP) contains sodium bfsul8te, a sulfite that may cause allergic-type reactions 
Including anaphylacllc symptoms and life-threatening or less severe asthmatic episodes (n certain auscepL'6le people, The overall prevalence of sulflle sensitivity in the genera i papulaUan Is unknown 
and probably low. Suiifta sensitivity Is seen more frequently (n asthmatic than in non-asthmatic poop le. CARSOCAINE 39U Injection (mepivapiae hydrochloride Injection. I1SP) is SULFITE FREE 
PRECAUTIONS: 
The safety and effectiveness of meplvacalna depend upon proper dosage, correct technique, adequate precautions, and readiness far emergencies. The lowest dose that results in effective anesthesia should he used to avoid high plasma levels and possible adverse aflects.InjeGlon 

of 
repeated doses of mepivacaine may cause significant Increases 

In blood lavats with each repeated dose due to slow accumulation of the drug or Its metabolites, or due W slower metabolic degradation than normal, Tolerance varies with the status of the patient Debilitated. elderly patients, acutely 1!I patients, and pediatric patients should 6e given reduced doses commensurate with their weight and physical 
status . 

Meplvacatna should be used with caution in patients with a history of severe disturbances W cardiac rhythm or heart block, INJECTIONS SHOULD ALWAYS BE MADE SLOWLY WITH ASPIRATION TO AVOID INTRAVASCUIqp INJECTION AND THEREFORE SYSTEMIC REACTION TO BOTH LOCAL ANESTHETIC AND 
VASOCONSTRICTOR. 



It sedatives are employed to reduce patient apprehenslan, use reduced doses, since local anesthetic agents, like sedatives, are central nervous system depressants which in combination may have an additive effect, Young pediatric patients should 6e given minimal doses Of each agent. Changes In sensadum such as excitation, disorientation or drowsiness may 6e early IndIcaQons of a high blood level of the drug and may occur failowing Inadvertent Intravascular administration or rapid absorption of meplvacaine. Local aaesiheUc procedures should 6e used with caution when there is inflammation and/or sepsis in the region of the proposed Infection. 
Information farPaReats The patient should be cautioned against less of sensation and possibility of biting trauma should the patient attempt W eat or chow gum prior to return of sensation. G1nIcaBy Slgnlllcant Drug InlemcBonr. The administration of local anesthetic solutions containing vasopressors, such as Levonorde(rM, Epinephrine or Norepinephdne, to Patients receiving trfcyc9c antidepressants or manoamMe wddase Inhibitors may produce severe, prolonged hypertenston. Concurrent use of these agents should generally 6e avoided. In sNuailons when concurrent therapy is necessary, careful patient monitoring Is essential. 
Concurrent adminisliaUon of vasaprossor drugs and of argot-type oxytodc drugs may cause severe, persistent hypertension or cerehrovascu4ar accidents. Phenoihlaiines and 6utyra henomres may reduce or reverse the pressor effect at Epinephrine . Solutions containing a vasocons0ictar should be used cautiously In Its presence of disease which may adversely affect the patients caNlavascular system. Serious cardiac arrhythmlas may occur It preparations containing a vasoconstrictor are employed in patients during or following the administration of potent Inhalation anesthetics . MEPNACAINE SHOULD BE USED WITH CAUTION IN PATIENTS WITH KNOWN DRUG ALLERGIES AND SENSITIVITIES. A thorough history of the patient's prior experience with mep(vacaine or 

other local anesthetics as wait as concomitant or recent drug use should 6e taken (see CONTRAINDICATIONS) . Patients allergic to mathylparabeqar para-aminabenzolc acid derivatives rocaine tatrzcalne, heazacalrte, stc.) have riot shown cross-sensitivity to agents at the amide type such as mapivacaine: Since mepfvacalne Is metabolized (n the liver and excreted by the kidneys, It should be 
used cautiously in patients with liver and renal disease. 

Caiclrtogenesh, Mutapenesls, impairment of fertility. Studies of meplvacaina In animals to evaluate the carcinogenic and mutagenic potential or the effect of fertility have not been conducted. Pregnancy Category C: Animal reproduction studies have net been conducted with this solution. It Is also not known whether this solution can cause fetal harm when administered to a pregnant 
woman or can effect reproductive capacity. This should be given to a pregnant woman only If clearly needed . Nursing Mothers: It Is not known whether this drug is excreted in human milk. Because many drugs are excreted in human milk caution should he exercised when this solution is administered to 
a nursing woman . 

Pediatric Use., Great care must he exercised in adhering to safe concentrations and dosages for pedadanUc administration (sae DOSAGE AND ADMINISTRATION). ADVERSE REACTIONS. 
Systemic adverse reactions involving the central nervous system and the cardiovascular system usually result from high plasma levels due to excessive dosage, rapid absorption, or lnadvertent IMravascukr Injection. 
A small number of reactions may result from hyperstnsiUvity, Idiosyncrasy or diminished tolerance to normal dosage on the part al the patlent Reactions Involving the central nervous system are charactarfzed 6y excitation and/or depresstan: Nervousness, dizziness, bluffed vision, or tremors may occur followed by drowsiness, convulsions, unconsciousness, and possible respiratory arrest Since excitement may 6e transient or absenk the first manifestations may be drowsiness merging Into unconsciousness and respiratory arrest. Cardiovascular reactions ate depressant. They may be the rasult of direct drug effect or mare commonly In dental practice. the result of vasovaqaF reaction, partfqrlarly U The patient Is In the sitting 

pposition. Failure to recognize premonitory signs such as sweating, feeling of faintness, changes (n pulse or sensorlum may result fn progressive cerebral hypoxia and seizure or serious cardiovascular 
cafashophe. Management consists of placing the patient in the recumbent position and .admlnisiraUon of oxygen . Vasoacdva drugs such as Epheddne or MeNoxamine may be administered Intravenously. Allergic reactions are rare and may occur as a result of sensitivity to the local anesthetic and are characterized by culaneous lesions of delayed onset or urUcada, edema and other manifestations 
of allergy, The detection of sens(Hvity by skin testing is of Amiled value . As with other local anesthetics, anaphylaciaid reactions to CARBOCAINE have occurred rarely, The reaction may he abrupt and severe and Is not usually dose related . Lacalt:ad puffiness and swelling may occur. 
UVEAOUSAGE 

Treatment uf a 

patient 

wilh toxic manifestations consists of assuring and maintaining a patient airway and supporting ventilation (respiration) as required. This usually will be sufficient !n the 
managemant oI mnstteacBons. Should a convulsion persist despite venUlaWry therapy, small Mcreme,ds o( andconwlsive agents may be given Intravenously, such as benmdlazeph(ne (e.g., dlaze am 
or Wtrashort-acUng barbiturates (e.g., ihlopental or lhlamyla~ or short-acting barbiturates (e .g., pentobarbital or seco6ar61tai). Cardiovascular depression may require circulatory ass(stance witli 
intravenous fluids andlor vasapressar (e .g ., Ephedrlne) as dictated 6y the clinical sttuatlon. Allergic reactions should 6e managed by conventional means : 1V and SC LD50's In mice for CAR80CAlNE 3 % are 33 and 258 mglkp respectively. The acute IV and SC [Dds in mica for CAASOCAINE 2% with NED-CQBEFRIN 720,000 are 30 and 184 mplkg respectively. 
DOSAGE AND ADMINISTRATION : 

As wllh ali local 

anesthetics, 

!he dose "all. and depends upon the area to he anesthetized, the vascutadty at the Ussues, Indiv(duat tolerance and ths technique al anesthesia. The law asi dose 
needed io provide effecdve anesthesfa shauld be administered. Fo~ specHlc technlques andptacedures rafe~ to standard denUi manuals and lextbaaks. FPi, 011ratton and block in ecUons !n the upper 
ar IowerJaw, tha averape dose o11 cartridge will usuaNy sufQce . Each cartddge conlalns 1 .8 mL (3b mg af 2"/. o~ 54 mg of 3Y.j . F(ve cartrldges (18of the 2~ 

solsolution 
oi 270 m of the % 

soiuf3an) are usvally adaquate 2o eftect anesthesla 

of 

the enUre oral caviry, Whenever a hcger dos'

s 
eems to 6a necessary far an exiansfire procedura, fhe mum do

.
. 

should 

6e 

calculated 

according 
to the paBenTs wetqhL A dose of up to 3 

mg 

per pound of 6ady welght may 6a admlnlstefed Ai any s(ngle dantal sltUngthe total dose far ali in~ectes should not excead 440 mq Maximum 
do

. 

to, 

Pedfatric 
Patient 

= 
The 

maximum 
ped(aMc dose should be carelupypJculated In adults. 

Pediatric PaHanYs Weight (Ibs) x Maximum Recommended Dose 
150 forAduits (Qa0 mg) 

The following table, approximating these calculations, may also be used as a guide . 

Maximum Allowable Dosage 
3% Meplvacaine 2°/< Mepivacalne (Plaln) 120,000 levanardeldn 
3 mgBb 3 mpJlb (27U mil max.) (180 mg. max.) 

We ht 
(Ib~ Mg 

Number of 
Mg Cartridges 

20 
30 g~ 

1 .1 60 1 .6 
90 '1a 120 22 

50 ISO 2 .8 i1 
20 
50 

33 
4 .2 60 180 3 .3 180 5.0 80 240 4.4 180 5A 100 270 5.0 180 5.0 120 - 270 5.0 180 5.0 

Adapted from Ma(amad, SWMey F Handbook of medical emergencies In the dental Office, ad. 2, St. l,ouis,1982 The C.V Mas6y Ca When using CAABoCAINE for Infiltration or regional block anesthesia . Injection should always be made slowly and with frequent aspiration . Any unused portion of a cartridge should be discarded. 
Paretttera! drug products should 6e Inspected visually far particulate matter and discoloration prior W administration, whenever solution and container permit, OISiNFEC7lON OF CARTRIDGES: 
As in the case of any cartridge, the diaphraPm should 6e disinfected before needle uncture. The dlaph2 m should be thoiauphiy swabbad with either pure 91% Isopropyl alcohol or 70% eth~ 

alcohol, USP, just prior to use. Marry commaro alty available alcohol solutions contain Pngradfenis which are Pn/udous ta contalner componenls and therefore should not be used. Cartridges shoafd 
not he immersed la any solution. 
HOW SUPPLIED: 

CARBaCAINE 3°61rqecttan; tmepivacaine hydmchaladda 1nIecdon, USf~ 1.8 ml dental cartridges, 50 pet carton . CAABOCAINE 2% with NEO-COBEFAIN 12QOOO ln~actlon ; (mephracaine hydrachlodde 
and LavonordeMn Injection, U5P)1 .8 ml. dental carUfdg es, 50 per carton. Bath solutions should 6e stared at coMroAad room temperature, between 15°C and 25°C (59°F and 77°F), Protect from 
pBM- ma 2% solution should not be used if Its color Is plnkfsh or darker than slightly yellow or It contains a precipitate. 

Caak ~aite 
Manufactured for 
EASTMAN KODAK COMPANY by 
Nrnacat Pharmaceutical of Canada, Inc. 
Cambridge, Ontario, Canada N1R 8X3 

170429601 

11111111111111111111111111111111111111111 

Rev. 11/04(2960-1) 

Cook-Wake is a trademark of Eastman Kodak Company. 
Carbacatne and Nao-Co6efrin are trademarks of 

Hospln, Inc, used under license. 


